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9.0 RADIOISOTOPE PRODUCTION FACILITY AUXILIARY SYSTEMS

This chapter provides the descriptions of the auxiliary systems for the Northwest Medical Isotopes, LLC
(NWMI) Radioisotope Production Facility (RPF) that have not been addressed in previous chapters.
These auxiliary systems are important to the safe operation of the RPF and to protect the health and safety
of workers, the public, and environment. The chapter is organized in accordance with NUREG-1537,
Guidelines for Preparing and Reviewing Applications for the Licensing of Non-Power Reactors - Format
and Content, as augmented by the Final Interim Staff Guidance Augmenting NUREG-153 7, "Guidelines
for Preparing and Reviewing Applications for the Licensing of Non-Power Reactors," Parts 1 and 2, for
Licensing Radioisotope Production Facilities and Aqueous Homogeneous Reactors (NRC, 2012).

The RPF auxiliary systems include the following:

* Heating and ventilation, and air conditioning (HVAC) systems
" Fire protection systems
* Communication systems
* Possession and use of byproduct, source, and special nuclear material
* Cover gas control in the closed primary coolant system
* Other auxiliary systems, including utility systems, control and storage of radioactive waste,

analytical laboratory, and chemical supply

For each auxiliary system, a description is provided of the system's capability to function as designed
without compromising RPF operations and to shut down the RPF during normal operations or under RPF
accident conditions. Each auxiliary system description includes:

• Design basis
" System description
" Operational analysis and safety function
* Instrumentation and control requirements
* Required technical specifications and their bases, including testing and surveillance

9.1 HEATING VENTILATION AND AIR CONDITIONING SYSTEMS

The RPF HVAC system, also referred to as the ventilation system, is designed to ensure that temperature,
relative humidity, and air exchange rates are within the design-basis limits for personnel and equipment
and to ensure that all normal sources of airborne radioactive material are controlled so that occupational
doses do not exceed the requirements of Title 10, Code of Federal Regulations, Part 20, "Standards for
Protection Against Radiation" (10 CFR 20). The system design is consistent with NWMI's as low as
reasonably achievable (ALARA) program.

The RPF design features ensure that airflow and relative pressure will prevent inadvertent diffusion or
other uncontrolled release of airborne radioactive material from the RPF. The facility is also designed
and operated to ensure that no uncontrolled release of airborne radioactive material to the unrestricted
environment can occur.

The analyses of system operations show that planned releases of airborne radioactive material to the
unrestricted environment will not expose the public to doses that exceed the limits of 10 CFR 20 and the
NWMI ALARA program. NWMI's ALARA program is discussed in Chapter 11.0, "Radiation
Protection Program and Waste Management," and a detailed airborne exposure analysis is provided in
Chapter 11, Section 11.1.1.1.2.

9-1
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9.1.1 Design Basis

The ventilation system is designed to provide confinement of hazardous chemical fumes and airborne
radiological materials and conditioning of the RPF environment for facility personnel and equipment.
The design basis of the ventilation system includes:

• Confining hazardous chemical fumes
• Preventing release and dispersal of airborne radioactive materials to protect health and minimize

danger to life or property
• Maintaining dose uptake through ingestion to levels ALARA
" Providing ventilation air and conditioning the RPF environment for workers or occupants
• Providing makeup air and condition the RPF environment for process and electrical equipment

The offgas treatment system will provide primary system functions to protect on-site and off-site
personnel from radiological and other industrial related hazards by:

• Collecting the air in-leakage sweep from each of the numerous vessels and other components in
the main processes

• Segregating the numerous vessel vents into subsystems
• Directing the vessel vent subsystem that may contain iodine to abatement equipment to reduce

any iodine levels in the offgas stream
• Collecting a special high-volume humid vessel vent stream from the waste handling system
• Merging the collected vent subsystems into the main facility ventilation system for further

treatment or filtration to remove entrained radionuclides
• Removing radionuclide particulate to comply with facility emission limits
" Providing airflow and negative pressure to the fission product offgas system and to ventilate RPF

vessels

Additional information on the design basis is provided in Chapter 3.0, "Design of Structures, Systems,
and Components."

9.1.2 System Description

The facility ventilation system will maintain a series of cascading pressure zones to draw air from the
cleanest areas of the facility to the most contaminated areas. Zone IV will be a clean zone that is
independent of the other ventilation zones. Zone IV will be slightly positively pressurized with respect to
the atmosphere. Zone TIl will be the cleanest of the potentially contaminated areas, with each subsequent
zone being more contaminated and having lower pressures.

A common supply air system will provide 100 percent outdoor air to all Zone III areas and some Zone 1I
areas that require makeup air in addition to that cascaded from Zone III. Three separate exhaust systems
will maintain zone pressure differentials and containment: (1) the Zone I exhaust system will service the
hot cell, waste loading areas, target fabrication enclosures, and process offgas subsystems in Zone I;
(2) the Zone 11/111 exhaust system will service exhaust flow needs from Zone II and Zone III in excess of
flow cascaded to interior zones; and (3) a laboratory exhaust system will service fume hoods in the
laboratory area.

Supply air will be conditioned using filters, heater coils, and cooling coils to meet the requirements of
each space. Abatement technologies, primarily high-efficiency particulate air (HEPA) filtration and
activated carbon, will be used to ensure that air exhausted to the atmosphere meets 40 CFR 61,
"National Emission Standards for Hazardous Air Pollutants" (NESHAP), and applicable State law.

9-2



NW MII
NORThWEST MEDCA ISTOE

NWMI-2013-021, Rev. 0
Chapter 9.0 - Auxiliary Systems

A stack monitoring and sampling system will be employed to demonstrate compliance with the stated
regulatory requirements for exhaust.

The RPF ventilation system will include the air supply, process ventilation, and exhaust air systems and
associated filters, fans, dampers, ducts, and control instrumentation. The supply air system will draw in
and condition fresh air and distribute it throughout the facility. A portion of the supply air will enter the
process ventilation system through fume hoods, open-front enclosures, gloveboxes, and hot cells, and will
be removed with other exhaust air systems through the stacks to the environment after being treated.

The safety functions of the ventilation systems will serve to protect workers, the public, and environment
by maintaining confinement barriers in a multiple
confinement barrier system.

The RPF will typically be ventilated such that
airflows travel from areas of lower potential for
contamination to areas of higher potential. The
ventilation system functions will include
temperature and air quality control to meet
production and worker needs.

Figure 9-1 through Figure 9-3 show the facility
confinement boundaries on the ground level (first
level), upper level (second level), and lower level
(basement), respectively. Table 9-1 defines the
confinement zone applicable to major spaces. The
zones are defined as follows:

• Zone I, shown in pink, is the initial
confinement barrier and includes
gloveboxes, vessels, tanks, piping, hot
cells, and the Zone I exhaust subsystem.

" Zone l1, shown in orange, is the
secondary confinement subsystem and
includes the walls, floors, ceilings, and
doors of the laboratories with the
gloveboxes, HEPA filter rooms, and the
Zone II ventilation exhaust subsystem.
Laboratory gloveboxes and fume hoods
are also Zone II.

" Zone III, shown in green, is the tertiary
confinement barrier and includes the
walls floor, ceilings, and doors of the
corridor that surround the operating
galleries, and the mechanical mezzanine.

* Zone IV, shown in blue, is the non-
confinement ventilation zone - the
positively pressurized areas served by
unitary, non-safety, and commercial-
grade equipment. These areas will
include the administration support area,
truck bays, and maintenance utility areas.

Table 9-1. Facility Areas and Respective
Confinement Zones

I Area
Hot cells (production) I

Solid waste treatment hot cell I
Hý ldose waste solidifcat'hot cell I
Uranium decay and accountability hot cell I

"H1cvault ->.y
Analytical laboratory gloveboxes I

Target fabrication room and enclosures II

Analytical laboratory room and hoods II
R&Dhdt cell aborto~r omand.hoods- im I
Waste loading hot cell II

Manipulator maintenance room II

Airlocksa II, III
• I-raiaed aret basket receiptb~ay:.2;•2 •:.2[•J.t'2.

Waste loading truck bay III
.0perating gallery and corridor,: ,s:,,:._ •,- :: ,.•

Electrical/mechanical supply room III

Corridors III
Decontaminationrioom

Loading docks IV

Irradiated target receipt truck bay IV

Support staff areas IV
a Confinement zone of airlocks will be dependent

on the two adjacent zones being connected.
HIC = high integrity container.
R&D = research and development.
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[Proprietary Information]

Figure 9-1. Ground Level Confinement
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[Proprietary Information]

Figure 9-2. Upper Level Confinement
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[Proprietary Information]

Figure 9-3. Lower Level Confinement

9.1.2.1 Confinement

Confinement is an engineered safety feature of the HVAC system. Confinement is the term used to
describe the boundary that surrounds radioactive materials and the associated ventilation system.
Confinement systems are designed to localize any release of radioactive material to controlled areas in
normal operational states and to mitigate the consequences of design basis accidents. Radiation
protection control features (e.g., adequate shielding and confinement ventilation systems) minimize
hazards associated with radioactive materials. The principal design and safety objective of the
confinement system is to protect on-site personnel and the off-site public. The second design objective is
to minimize the reliance on administrative or complex active engineering controls to provide a
confinement system as simple and fail-safe as reasonably possible.

The process vessel ventilation system will serve as the primary confinement pressure boundary and is
safety-related. The Zone I exhaust subsystem is an engineered safety feature that (along with shielding)
will create a secondary confinement boundary; enclosing the vessels and process offgas within the hot
cells. Confinement of the hot cells will be achieved through both the confinement ventilation system and
the shielding provided by the steel and concrete structures comprising the walls, roofs, penetrations, and
covers of the cells.

Secondary confinement will be accomplished by the zone boundaries, associated ventilation systems, and
HEPA filter plenums to filter exhaust air prior to discharge at the facility ventilation stacks. Secondary
confinement will also be accomplished through the use of bubble-tight isolation dampers. These dampers
will isolate the ducts at the zone boundary under certain scenarios to ensure that all potential releases have
been HEPA-filtered prior to exiting the facility (i.e., release to atmosphere). The safety aspects of the
confinement system are discussed in Chapter 6.0, "Engineered Safety Features," Section 6.1, including
the design response to off-normal conditions (e.g., loss of power).

9-6
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9.1.2.2 Supply Air System

The RPF supply air system will provide conditioned air for facility workers and equipment and supply
makeup air for RPF exhaust air systems. The supply air system will provide filtered and conditioned air
to all Zone Il spaces and some Zone II spaces at a ventilation rate of 100 percent outside air. The three
air supply handling units will be sized at 50 percent capacity each, for redundancy. Two of the three units
will be operating, while the third is on standby. If a single unit fails, the standby unit will start
automatically. Each unit will consist of an outdoor air louver, filters, cooling coil, heating coil, heat
recovery coil, isolation dampers, and a fan.

Variable-speed fans will be modulated to control the pressure in the common air plenum. The heating
and cooling coils in each air-handling unit will be controlled based on a common supply air temperature
sensor. Reheat coils will be provided in the supply ducts to each space, as required, to further condition
the supply air, based on space temperature thermostats.

Outside air will be drawn into the RPF air supply system through air-handling units (Figure 9-4). The
units will normally supply a constant volume of conditioned air to the Zone II and Zone III areas of the
RPF.

Zone HI air will be cascaded into Zone II areas through engineered leakage pathways by a negative
pressure differential, maintaining the desired pressure drop between the zones (Figure 9-4). Terminal unit
components in the supply duct system will include airflow control valves and reheat coils. The terminal
reheat coils will provide final tempering of the supply air to maintain the Zone II space temperature
setpoint. Zone II supply airflow control valves will operate in conjunction with exhaust valves to control
the pressure differential in each zone by maintaining a fixed difference between the total supply and
exhaust air flows for each Zone II space. Exhaust from Zone II will be expelled through the 23 meter (in)
(75-foot [ft]) high Zone II exhaust stack. Additional detailed information on the Zone II stack design will
be developed for the Operating License Application.

The isolation dampers and backdraft dampers in the supply duct system at the zone boundary (Figure 9-5)
will close when required to provide confinement at the zone boundary. The supply air system HVAC
controls will operate through the building management system.

9-7
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[Proprietary Information]

Figure 9-4. Ventilation System Diagram 1
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[Proprietary Information]

Figure 9-5. Ventilation System Diagram 2
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9.1.2.3 Exhaust Air System

The RPF will have four exhaust air subsystems: Zone I exhaust, Zone 11/111 exhaust, laboratory exhaust,
and process offgas exhaust. Each exhaust system will be provided with two 100 percent capacity exhaust
fans and filter trains for complete redundancy on all exhaust subsystems. This redundancy is important to
ensure confinement ventilation pressure differentials are maintained at all times. [Proprietary
Information]. Exhaust ducts upstream of the filter trains will be round to minimize areas where
contamination can accumulate, and are sized to minimize particulate settling in the duct. Each exhaust
system will have a separate stack, with the exception of the process offgas subsystem, which will merge
with the Zone I exhaust stream. A stack monitoring and sampling system will be provided on each stack
to demonstrate compliance with applicable State law.

9.1.2.3.1 Zone I Exhaust System

The Zone I exhaust system will serve the hot cell, high-integrity container (HIC) loading area, and solid
waste loading area. This exhaust system will maintain Zone I spaces at negative pressure with respect to
atmosphere. The disassembly hot cell station will be maintained at a slightly lower pressure due to the
increased likelihood of contamination in that area. All makeup air to Zone I spaces will be cascaded from
Zone II spaces. Space temperature control will not be provided for Zone I spaces unless thermal loads are
expected to cause temperatures to exceed equipment operating ranges without additional cooling. 1HEPA
filters will be included on both the inlet and outlet ducts to Zone I. The outlet I-TEPA filters will minimize
the spread of contamination from the hot cell into the ductwork leading to the exhaust filter train. The
inlet HEPA filters will prevent contamination spread in case of an upset condition that results in positive
pressurization of Zone I spaces with respect to Zone II spaces. The process offgas subsystem will enter
the Zone I exhaust subsystem just upstream of the filter train.

The Zone I exhaust system will expel air from the hot cells and glovebox enclosures located within the
RPF. The system will also capture exhaust from the process vessel ventilation system. The Zone I hot
cell and glovebox enclosure will draw ventilation air from the surrounding Zone II spaces through HEPA
filters. The exhaust air from each cell will pass through local HEPA filters.

Negative space pressure in Zone I will be controlled through local exhaust airflow control valves for each
cell. The exhaust from the cells will collect in a Zone I system duct header and then be drawn through
final, testable, HEPA filters and carbon adsorbers prior to discharge into the exhaust stack. The speed of
the Zone I exhaust fans will be controlled to maintain a negative pressure setpoint in the Zone I exhaust
duct header. The exhaust fans will be fully redundant. If the operating fan fails, the standby fan will start
automatically. Exhaust from Zone I will be expelled through the 23 m (75-ft) high Zone I exhaust stack.
Detailed information on the Zone I stack design will be developed for the Operating License Application.

9.1.2.3.2 Zone IM11I Exhaust System

The Zone 11/111 exhaust system will serve the Zone II spaces and those Zone III spaces that do not provide
cascaded air flow into Zone II. This exhaust system will maintain Zone II spaces at negative pressure and
Zone III spaces at a less negative pressure with respect to atmosphere. Makeup air to Zone II spaces will
either be cascaded from Zone III spaces or supplied from the supply air subsystem to meet additional
space conditioning needs. All makeup air to Zone III spaces will be provided from the supply air
subsystem.
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The RPF Zone II exhaust system will expel air from the operating areas, workrooms, and fume hoods to
maintain confinement. This confinement is important to safety to protect facility workers from
radiological and hazardous chemical releases. The exhaust air from these spaces will collect in a Zone II
exhaust header and will then be drawn through final, testable, HEPA filters and carbon adsorbers prior to
discharge into the exhaust stack (Figure 9-4). The exhaust fan speed will be controlled to maintain the
desired negative pressure in the RPF Zone II exhaust header. The exhaust fans will be fully redundant. If
the operating fan fails, the standby fan will start automatically.

Air flow control valves in the Zone II room exhaust duct system will operate in conjunction with the zone
supply valves to produce an offset between the exhaust and supply flow rates. The flow offset will enable
a negative space pressure. Flow control valves in the fume hood exhaust ducts will maintain a constant
volume through each fume hood. The control valves will automatically modulate to compensate for a
drop in air pressure due to loading of local filters.

9.1.2.3.3 Laboratory Exhaust System

The laboratory exhaust system will provide fume hood and glovebox exhaust capability. This essentially
is a Zone I system, but is separate from the main Zone I exhaust system to accommodate the large flow
fluctuations from changing fume hood positions. These highly variable flow conditions will be controlled
better through a separate exhaust system. This exhaust system will minimize the potential pressure
perturbations and control difficulties that could result from including the fume hoods on the main Zone I
exhaust system. Makeup air for increased fume hood exhaust flow will be supplied from the common
supply air system.

9.1.2.3.4 Process Offgas Treatment System

Due to the relatively short timeframe from neutron fission operations at a reactor to target dissolution and
processing in the RPF, there will be an amount of short-lived tellurium isotopes in some process streams.
The decay of these tellurium isotopes will create iodine isotopes. While most of these process streams
will not likely evolve any iodine species into the offgas, this event cannot be precluded. To ensure the
safety of the facility, the offgas from these special process streams will be collected and routed to an
iodine removal system. Figure 9-6 provides a flow diagram for the process vessel vent subsystems that
flow to the process vessel vent iodine removal unit (IRU).

The locations that are routed to the iodine removal subsystem include the following:

* [Proprietary Information]
" [Proprietary Information]
• [Proprietary Information]
" [Proprietary Information]
" [Proprietary Information]
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[Proprietary Information]

Figure 9-6. Process Flow Diagram for Process Offgas Treatment

Iodine removal unit for target dissolution offgas system - This system in the tank hot cell will include

offgas from the target disassembly and the target dissolution offgas systems.

• Target disassembly - [Proprietary Information].

• Target dissolution - [Proprietary Information].

After the offgas filter will be the dissolver offgas system's vacuum pumps and tanks, then the stream will
flow through the secondary fission gas adsorbers and into the process vessel vent header.
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Iodine removal unit for uranium, molybdenum, and waste accumulation tanks -Some of the liquids
in the hot cell will contain tellurium isotopes that generate iodine isotopes during decay. A portion of the
iodine will remain in the dissolver solution. Although it is not likely that much of the iodine will evolve
into the offgas, these streams will be passed through an IRU before the process vessel vent header.

The expected offgas streams that feed this IRU will be from tank hot cell vessels, including the Mo feed
tanks, impure U collection and lag storage tanks, U recovery waste tanks, and the liquid waste handling
tanks. [Proprietary Information]. This offgas stream will flow into the process vessel vent header.

General vessel vent system - This header system will service the remaining vessels in the tank hot cell,
including the pure U lag storage tanks (14), recycled U collection tank, and tanks attributed to the
U concentrators. This offgas stream will flow into the process vessel vent header without additional
treatment.

High volume evaporative vent from waste handling - This system will service the three waste
solidification unit operations (low-dose liquid waste, high-dose liquid waste, and solid waste) and the
low-dose evaporation tanks.

The low-dose evaporation tanks will have high flowrate and elevated temperatures to allow water to
evaporate. The header will collect these humid air sweeps and dilute with additional air bleed to ensure
that the evaporated water does not condense in the ducting or pipes. This offgas stream will flow into the
process vessel vent header.

Target fabrication vent - The target fabrication area ventilation is required for confining: (1) offgas
from the dissolver and other process vessel, and (2) offgas from the calcination or reduction furnace
systems, where hydrogen will be diluted with air to less than the lower flammability limit. This offgas
stream will flow into the process vessel vent header.

Process vessel vent iodine removal unit - The process vessel vent IRU (VV-SB-520) system will
consist of a sorbent bed of charcoal or activated carbon to remove iodine from the vessel vent gases. The
process vessel vent IRU is part of an item relied on for safety (IROFS) RS-03, "Hot Cell Secondary
Confinement Boundary." Chapter 6.0, Section 6.2.1, and Chapter 13.0, "Accident Analysis,"
Section 13.2.2.8, provide additional detail on the safety function.

Process vessel vent filter - This treatment operation will consist of HEPA filtration and the exhaust fan
and will flow to the Zone I exhaust system.

9.1.2.4 Cleanroom Subsystem

The Mo purification hot cell cleanroom subsystem is designed to provide filtered and conditioned air at an
exchange rate to meet the standards of an ISO 14644-1, "Cleanrooms and Associated Controlled
Environments-Part 1: Classification of Air Cleanliness," Class 8 cleanroom. The cleanroom will be
maintained at a slightly positive pressure relative to its surroundings to ensure that unfiltered air does not
infiltrate the cleanroom. Air inside the cleanroom will be continually recirculated through a dedicated
filtration system to remove internally generated contaminants. Air will be 100 percent recirculated, with
the only air exchange with the surroundings of the cleanroom occurring through exfiltration and makeup
air entering on the suction side of the fan. The cleanroom air handling unit and filters will be located
inside the hot cell and, therefore, must be remotely maintainable. Periodic cleanroom certification testing
will also need to be performed remotely with permanently installed instrumentation.

9-13



NW NWMI-2013-021, Rev. 0N00 WlvNi.Chapter 9.0 - Auxiliary Systems

9.1.2.5 Physical Layout and Location

All supply air handling units, supply fans, exhaust fans, and associated heat recovery coils will be located
in the mechanical/electrical area (supply air handler room) located on the second floor. This area will
house the Zone II and Zone III subsystem air-handling units and fans. The exhaust HEPA filter plenums
and exhaust fans will be located in the mechanical area on the second floor.

9.1.2.6 Principles of Operation

The RPF ventilation system will maintain the facility at the desired temperatures and negative
pressurization during normal operations. Supply air temperature from the air-handling units will be held
constant through the use of heating and cooling coils. Reheat coils will be provided to further temper
supply air to occupied areas based on local thermostat demand. The systems also have design features to
maintain constant overall building pressures, the Zone I header pressure, and Zone II exhaust header
pressures during normal operations. Local room pressurization will be obtained by the airflow offset
between supply and exhaust.

Supply airflows will be held constant through the use of supply fan variable-frequency drives and flow
measuring stations. Exhaust airflow will be controlled based on building pressure and exhaust header
pressure demands and to ensure that the HEPA filter plenum rated airflows are not exceeded. Variable-
frequency drives on the exhaust fans will be provided to maintain required exhaust flows when flow
resistance resulting from exhaust filter dirt loading increases.

Makeup air to maintain a constant air pressure differential between the Zone II and Zone III areas will be
provided by the Zone III supply air. Zone III will provide overall building pressure control during normal
operations by modulation of the exhaust/return airflow path, while the supply air remains fixed.

Pressure and flow conditions for the process enclosures and laboratory ventilation will be manually
controlled using volume dampers and valves. Airflow control valves will be installed in each room's
main supply and exhaust ducts to maintain laboratory design space pressure. These valves will be located
outside of the laboratory modules.

The Zone I exhaust system for each module will be adjusted manually using a valve located in the room
duct header near the air inlet end to maintain minimum vacuum pressure. A static pressure tap will be
located near the air inlet end of the header and will be attached to a magnehelic gauge to monitor the
header pressure relative to the laboratory module space pressure (on the radiologically controlled area
[RCA]-designed portion of the system). The system is designed to maintain the Zone I process
enclosures at their design pressure during normal operations and have the capacity to draw the required
inflow of air in the event of a design breach of an enclosure.

The Zone II exhaust system is designed to maintain the Zone II enclosures at their required pressure. A
balancing valve located in the exhaust duct of each enclosure will initially be partially closed. As the
enclosure's local filter loads up and a drop in pressure increases across the filter, the valve will be
adjusted to reestablish flow in the design range. Differential pressure gauges will be provided at each
enclosure to monitor the filter pressure drop and measure the pressure drop across only the enclosure.
The enclosure's pressure drop reading will be calibrated to its acceptable face velocity range to monitor
enclosure performance.
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The Zone II supply air system is designed to provide the supply air volume rate required for each space.
The system will supply makeup air as required for the Zone I and II process enclosures, general exhaust,
and to maintain the design temperatures in the laboratories. [Proprietary Information] to prevent the
entrainment of potentially contaminated air back out of the process enclosures.

9.1.3 Operational Analysis and Safety Function

Chapter 11.0 and Chapter 13.0 provide an analysis of normal and off-normal operation of the RPF HVAC
system. Chapter 11.0, Section 11.1.1.1 presents that normal release analysis. Chapter 13.0, Section 13.2
evaluates various accident sequences that involve failure of the ventilation components, radiological
spills, and the release of high-dose solutions, vapors, or gases from within the hot cell liquid confinement,
secondary confinement, or shielding boundary.

Defense-in-depth - Failure of the air balance system is not in itself an accident, but represents the failure
of a system designed to mitigate other accidents that lead to an airborne release of radionuclides in the
form of particulates or gases. Systems that will mitigate these releases include the primary confinement
and primary offgas treatment system, which will capture particulates, absorb iodine, and absorb Xe and
Kr and other gaseous radionuclides, to slow the release following decay to more stable isotopes. In the
target fabrication processes, uranium will be handled in physical forms that do not contribute to a high-
dose rate factor in airborne releases. Uranium solutions will also be processed in closed systems with
filtered process ventilation systems to remove the small amounts of activity normally released.

Item relied on for safety - Based on the Chapter 13.0 analysis, the hot cell secondary confinement
(Zone I exhaust ventilation subsystem) has been designated as an IROFS (RS-03, "Hot Cell Secondary
Confinement Boundary"). The operations, equipment, and components of this system will ensure the
confinement of hazardous materials during normal and abnormal conditions, including natural
phenomena, fires, and explosions. Components of the dissolver offgas subsystem and the process vessel
vent system have also been designated as IROFS. The safety functions of the confinement system are
discussed in more detail in Chapter 6.0, Section 6.1.

Chapter 13.0 evaluates a fire that could cause the carbon retention beds to ignite, leading to the release of
radionuclides into the RPF exhaust stack. Based on analysis of this accident, the exhaust stack height was
identified as an IROFS (FS-05, "Exhaust Stack Height"). This analysis is discussed in more detail in
Chapter 13.0. This passive engineered control is designed and fabricated with a fixed height for safe
release of gaseous effluents.
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9.1.4 Instrumentation and Control Requirements

Section 9.1.2.6 provides a general description
of the operation of the RPF ventilation system.
Ventilation system control and monitoring is
discussed in Chapter 7.0, "Instrumentation and
Control Systems." Table 9-2 summarizes the
system parameters (in general) and whether
they are monitored or alarmed. The system
sequence of operation will be developed and
provided in the Operating License Application.

9.1.5 Required Technical Specifications

The technical specifications associated with the
ventilation system, if applicable, will be
discussed in Chapter 14.0, "Technical
Specifications, as part of the Operating License
Application.

Table 9-2. Indications for Ventilation System
Parameters

Equipment operating status V "

j!janper position status . V

Exhaust header pressure V V

rn speed . . .
Filter differential pressures V V

Equipment bearing vibration I V/ V"

Equipment bearing temperatures V/ V/

HEPA-filter unit air inlet v.
[temperature -,}I

HEPA filter unit airflow rate V V

First-stage -EPA iniet .
temperature . . . . 2 . -

Fan motor amperage V V

[Fan thermal overload

Zone I header pressure V V

[Zone I1 header pressure V V

Confinement zone pressure V/ V/
differentials

HEPA = high-efficiency particulate air.
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9.2 MATERIAL HANDLING

The RPF does not handle or store reactor fuel. Material handling activities are discussed in Chapter 4.0,
"Radioisotope Production Facility Description," Sections 4.3 and 4.4, and are analyzed in Chapter 13.0.
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9.3 FIRE PROTECTION SYSTEMS AND PROGRAMS

The fire protection system is designed to provide varying levels of notification of a fire event, suppress small
fires, and prevent small fires from becoming large fires. Notification of personnel will be achieved
through detection of a fire by automatic detection devices, manual pull stations, automatic sprinklers, and
the use of alarm devices that broadcast within the building and transmit signals to the central alarm station
and RPF control room. Suppression of fires will be accomplished through the use of automatic sprinklers
where appropriate. The suppression system will include all piping, valves, and fittings from the water
supply (i.e., water storage tanks or municipal hydrants) to the automatic sprinklers and standpipes in the
building.

9.3.1 Design Basis

The fire protection system design provides detection and suppression of fires in the RPF. The fire
protection system design basis includes:

" Providing varying levels of notification of a fire event and transmitting the notification to the site
central alarm station and RPF control room

• Suppressing small fires

• Preventing small fires from becoming large fires

Additional information on the design basis is provided in Chapter 3.0.

9.3.2 System Description

The fire protection system will provide detection and suppression of fires within the RPF, generation of
alarm signals indicating the presence and location of fires, and execution of commands appropriate for the
particular location of the fire.

A complete addressable fire alarm system, with both automatic and manual initiation, will be provided
throughout the RPF. Detection devices will report to a local alarm panel. All alarms (fire, supervisory
and trouble) will transmitted to the site central alarm station and RPF control room. Fire protection
system components will have fail-safe features and audible/visual alarms for operability and trouble
indication.

The fire detection and alarm subsystem will include smoke detectors, heat detectors, water flow and
tamper switches, manual pull stations, horns and strobes, and a notification system. The building fire
suppression subsystem will include automatic sprinkler, HEPA filter plenum deluge water sprays, and
portable fire extinguishers. Water will be supplied from the exterior fire hydrant supply via connections
to the domestic water system. Firewater booster pumps will increase the system pressure in the fire
suppression subsystem piping.

Space has been reserved so that if required, the fire protection system can have a dedicated water storage
facility onsite. The need for dedicated storage will be dependent on the reliability and flow rate of the
city water supply. The storage tank capacity is anticipated to be [Proprietary Information], and will be
determined for the Operating License Application. If an on-site water storage system is found to be
necessary, an electric motor-driven fire pump will serve as the primary pressure source, and a redundant
diesel engine-driven fire pump will provide backup.
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Fire protection water will be distributed throughout the building via a gridded water system. Vertical
risers will supply various systems, with redundant risers also provided. From the vertical risers, the
automatic sprinkler part of the system will feed a series of sprinkler heads that have temperature-sensitive
links. When a set temperature is reached at the sprinkler head, the links will melt or break (depending on
type) and release water in an umbrella-shaped spray pattern.

The fire protection system is designed to provide a constant flow of water to an area experiencing a fire
for a minimum of 120 min. The size of that area will be determined using guidelines from the
International Fire Code (IFC, 2012). For sprinkler systems, the International Fire Code uses a design
based on the National Fire Protection Association (NFPA) 13, Standard for the Installation of Sprinkler
Systems. Fire hose stations will also provide flow for use in fighting fires.

Because water from the sprinklers may become contaminated with materials it contacts, areas where
hazardous materials are present are designed to hold firewater runoff for sampling prior to release to the
environment. Additional detailed information on the firewater runoff storage will be developed for the
Operating License Application.

The fire protection system is divided into two major subsystems. The subsystems and components are
categorized as follows:

" Fire suppression subsystem consisting of automatic sprinklers, a HEPA filter plenum deluge,
glovebox fire suppression, and fire hydrants

" Fire detection and alarm subsystem consisting of:

- Controls (e.g., fire alarm control panel, subpanels, or devices used for control of devices)

- General area detection (e.g., room smoke and heat detectors, manual pull stations)

- Duct smoke detection for non-nuclear ventilation systems, glovebox heat detection

- HEPA filter plenum heat detection

- Fire suppression subsystem monitoring devices (e.g., waterflow switches, tamper switches,
fire pump, and water storage monitoring devices)

- Occupant notification

- Alarm transmission to the central alarm station and RPF control room

9.3.2.1 Fire Suppression Subsystem

The fire suppression subsystem will include automatic sprinklers, HEPA filter plenum deluge, and fire
hydrants. The need for fire suppression in gloveboxes will be evaluated and additional information will
be provided in the Operating License Application. In addition to the automatic features of the fire
suppression subsystem, manual response capabilities will be provided by fire extinguishers with an
appropriate classification (discussed further in Section 9.3.2.3).

A 20.3 centimeter (cm) (8-inch [in.]) network of main piping (commonly called a grid) will be provided.
Vertical piping, referred to as risers and sized at 15.2 cm (6 in.), will be provided to support the fire
suppression subsystem components (sprinklers, HEPA filter plenum deluge, and hydrants). The RPF will
also be provided with redundant sprinkler risers. The connection between the risers and sprinkler piping
will be provided with control valves, check valves, waterflow switches, and a test/drain assembly for
detection of waterflow and system maintenance. Piping from the risers will support automatic sprinklers
located throughout the facility. The automatic sprinkler system is designed in accordance with NFPA 13.
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The HEPA filter plenum deluge will be also supplied by the 20.3 cm (8-in.) piping network and will be
part of a larger filter plenum fire safety design that includes fire screens, demisters, plenum drains, and
plenum dampers. The automatic feature will include a deluge valve that is activated via heat detectors in
the ducts serving the plenum. When high temperatures are sensed in the air stream, the heat detector will
send a signal to the fire alarm control panel, which in turn will send a signal to the deluge valve to
operate. Water will flow through the deluge valve into the leading portion of the plenum to cool the air
before it reaches the HEPA filters. The heat detectors and deluge valve for a particular plenum will be
paired such that only plenums that are experiencing high temperatures will react. A manual bypass
feature will be also provided to allow waterflow if the deluge valve fails to open.

A separate, manually activated feature is designed to spray directly on the HEPA filters and is intended to
only be used if the HEPA filter ignites. The manual feature will include a control valve connected via
piping to a spray nozzle directed at the HEPA filters.

The fire hydrants, located on the exterior of the building, will be supported by the 30.5 cm (12-in.)
municipal water supply line provided for the RPF. Two 8-in. connections will support the 20.3 cm (8-in.)
loop that surrounds the building. Four fire hydrants, one at each corner of the building, will be provided.
The fire hydrants are not designed for natural phenomenon hazards and cannot be relied on for seismic
accidents. The fire hydrant subsystem is designed in accordance with NFPA 24, Standard for the
Installation of Private Fire Service Mains and Their Appurtenances, and the International Fire Code
(IFC, 2012). The subsystem is designed to support fire flows of 5,680 L/min (1,500 gal/min) overall and
at least 1,893 L/min (500 gal/min) at each fire hydrant.

9.3.2.2 Fire Detection and Alarm Subsystem

The fire detection and alarm subsystem will provide a range of fire detection capabilities and notification
methods. The primary means of detection will be by monitoring the fire suppression system devices,
including flow switches that indicate release of water from automatic sprinklers or deluge valves, and
tamper switches that supervise valve position. Smoke and heat detection will be provided in specific
locations to provide detection of fires in spaces where water damage concerns warrant improved manual
intervention (e.g., computer server rooms), areas deserving additional life safety (e.g., egress locations),
or other safety-driven functions. As required by NFPA 101, Life Safety Code, and NFPA 72, National
Fire Alarm Code, smoke detection will be provided above the main fire alarm control panel and any
subpanels necessary to perform control functions for the system.

For ventilation units, smoke and heat detection will be provided in support of several safety aspects.
Smoke detectors will be provided in:

" Non-nuclear ventilation systems, in accordance with NFPA 90A, Standard for the Installation of
Air-Conditioning and Ventilating Systems, and the International Fire Code (IFC, 2012)

" Air intakes, to address smoke infiltration from wild land fires and fires in other facilities that
might spread smoke to the surrounding area

" Nuclear ventilation systems, to support shutdown and minimize the spread of contaminated
smoke to other areas of the RPF

Heat detectors will be provided in the Zone I and II ventilation system exhausts for both notification of
high temperatures and release of the automatic portion of the HEPA filter plenum deluge capability.
Control modules and relays will be integrated into the fire detection and alarm subsystem. Control
modules will provide signals for releasing the deluge valves for the HEPA filter plenum deluge capability,
and control methods will be integrated for shutdown of non-safety HVAC systems.
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Alarms received by the fire alarm control panel will be transmitted via a copper cable or fiber optic cable
network to monitoring stations in the RPF. The fire alarm control panel will also provide notification
through the facility-wide infrastructure to the central alarm station. The central alarm station will provide
data to the Columbia Fire Department for response.

The fire detection and alarm subsystem will receive its primary power supply from a dedicated circuit off
of the normal building power. Internal batteries will provide a secondary power source, with connection
to the standby generator. The batteries will be sized to provide 24 hours (hr) of backup power, plus
10 min of alarm power, as required by NFPA standards.

9.3.2.3 Fire Extinguishers

In addition to the automatic features of the fire suppression subsystem, manual response capabilities will
be provided via fire extinguishers with an appropriate classification. Fire extinguishers will be located
throughout the building, as required by NFPA 10, Standard for Portable Fire Extinguishers. Specific
extinguisher types, such as those for metal fires or particular chemicals, will be specified depending on
the hazard.

9.3.3 Operational Analysis and Safety Function

Chapter 13.0 identifies fire hazards and evaluates adverse events and accident sequences. The criticality
safety evaluations discussed in Chapter 6.0 include the impact of fire suppression water in its analysis.
Chapter 13.0 provides an evaluation of the accident sequences that involve either combustible solids or
liquids, or explosive gases, in close proximity to the high uranium process streams or the high-dose
process streams. As part of this analysis, an emergency purge gas system was identified to prevent
flammable concentration in process vessel headspaces. IROFS FS-03, "Process Vessel Emergency Purge
System," is discussed in Chapter 13.0, Section 13.2.7, and in Chapter 6.0.

The following summarizes NWMI-2013-039, Preliminary Fire Hazards Analysis (PFHA), which was
prepared to demonstrate that the RPF will maintain the ability to perform safe-shutdown functions and
minimize radioactive material releases to the environment in the event of a fire. The PFHA objectives
were to:

" Consider potential in situ and transient fire hazards

* Determine the effects of a fire in any location in the RPF and the ability to safely shut down the
facility and/or minimize and control the release of radioactivity to the environment

" Specify measures for fire prevention, detection, suppression, and containment for each fire area
housing structures, systems, and components that are important to safety, in accordance with
U.S. Nuclear Regulatory Commission (NRC) guidelines and regulations

The PFHA assessed the fire hazards at the RPF, support facilities, and surrounding project site. The
analysis also assessed the fire safety criteria identified in NRC Regulatory Guide 1.189, Fire Protection
for Nuclear Power Plants. The PFHA provided a consequence evaluation of a design basis fire (DBF)
scenario within each fire area, assuming the loss of automatic and manual fire suppression. The PFHA
also identified facility design features and fire hazard mitigating features for personnel safety and
property protection commensurate with the NRC criteria.
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9.3.3.1 Radioisotope Production Facility Fire Areas

The fire hazards, life safety considerations, fire protection features, and DBF for designated fire areas
within the RPF are discussed below.

The RPF will be subdivided into separate fire areas for the purposes of limiting the spread of fire,
protecting personnel, and limiting the consequential damage to the facility. Figure 9-7 and Figure 9-8
provide the delineation of fire areas on the first floor and second floor of the RPF, respectively. The
determination of fire area boundaries was based on consideration of the following:

" Types, quantities, density, and location of combustible materials
* Location and configuration of equipment
* Consequences of inoperable equipment
• Location of fire detection and suppression systems
" Personnel safety and exit requirements

Fire areas will typically be bounded by 2-hr fire-rated barriers to separate:

" Processing areas and radioactive material storage areas from each other and adjacent areas
* Rooms with major concentrations of electrical and mechanical equipment from adjacent areas
• Computer and control rooms from adjacent areas
* Maintenance shops from adjacent areas
" Combustible storage areas from adjacent areas
" Fan rooms and plenum chambers from adjacent areas
* Office areas from moderate and high fire hazard areas

In one case, two fire areas will be separated by 3-hr fire-rated barrier walls. The fire-rated barrier design
and construction are in accordance with the International Building Code (TBC) (ICC, 2012) and
NFPA 221, Standardfor High Challenge Fire Walls, Fire Walls, and Fire Barrier Walls.

Where fire-rated assemblies are partially or fully penetrated by pipes, ducts, conduits, raceways, or other
devices, fire-rated barrier material will be placed in and around the penetrations to maintain the fire-
resistance rating of the assembly. All openings in the fire barriers will be protected, consistent with the
designated fire-resistance rating of the barrier. Fire doors will be rated commensurate with the fire-rated
barrier in which they are installed, and comply with the requirements of NFPA 80, Standard for Fire
Doors and Other Opening Protectives.
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[Proprietary Information]

Figure 9-7. Life Safety Plan (First Floor)
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[Proprietary Information]

Figure 9-8. Life Safety Plan (Second Floor)

9.3.3.1.1 Hot Cell, Waste Handling, and Shipping Areas

As the most consequential fire area within the RPF, the hot cell area will be a single-story, non-
combustible, high bay structure. The footprint of this area will be approximately [Proprietary
Information]. The hot cell area will include parts of the irradiated target receipt bay and waste
management areas, Mo recovery and purification process, U recovery and recycle process, high bay
above the hot cell area, and operating and maintenance galleries. An overhead crane system will be used
to transfer radioactive materials between the different operations.

Life Safety Considerations

The hot cell area is anticipated to handle hazardous materials that exceed the maximum allowable
quantity limits established in the IBC (ICC, 2012). Therefore, the hot cell area will be designed as High
Hazard H-3 and/or H-4 occupancy in accordance with the IBC and will be provided with emergency
lighting, illuminated exit signs, automatic sprinklers, and an automatic and manually actuated fire alarm
system with audible and visual indicating devices as necessary.

The common path of egress travel for an H-3 occupancy equipped throughout with an automatic sprinkler
system will be 7.6 m (25 ft), in accordance with the IBC Section 1014.3. The exit access travel distance
for a fully sprinklered H-3 occupancy will be limited to 45.7 m (150 ft), in accordance with the IBC.
Dead-ends in corridors should not exceed 6.1 m (20 ft), in accordance with IBC Section 1018.4.
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Access to the crane platforms will be limited to maintenance and service personnel only. IBC
Section 505.3 defines equipment platforms as not being habitable and are considered to not be occupiable
space. Because the crane platforms will normally be unoccupied with limited access, these crane
platforms will not be required to meet IBC means of egress requirements.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

The hot cell, waste, handling and shipping areas will be separated from other fire areas of the building by
2-hr fire-rated barrier walls, with the exception of the wall between the production area and the
administrative area, which will have a 3-hr fire-rated barrier wall. Penetrations in the fire-rated barrier
walls will be protected with penetration seals, providing a fire rating equivalent to the barriers.

The hot cell area could be exposed to a fire in an adjacent fire area when the large access doors are
opened during radiological material transfer activities. The primary areas of concern include the interface
(open doors) between the unloading and waste truck bays with the production area. To prevent a fire
from spreading between these areas, administrative controls will be implemented that dictate personnel
procedures and limit combustibles around interface access doors. Fire spread between areas will be
therefore mitigated by personnel actions, limited combustibles, and fire-rated boundaries.

Fire Protection Features

The hot cell area requires the following fire protection features to provide a defense-in-depth approach to
fire protection. This approach will result in a fire being quickly detected and suppressed, which will
mitigate fire-induced damage.

" Automatic - Automatic sprinkler systems will be installed throughout the production area, with
the exception of the hot cell enclosure. Self-contained fire suppression systems may be located
on equipment such as cranes and forklifts. An automatic fire detection and alarm system will be
installed throughout the production area. Analysis of the need for sprinklers in the hot cell area
and additional detailed information on these systems will be developed for the Operating License
Application.

" Manual - Manual fire suppression will consist of portable fire extinguishers and Class I
standpipe system hose valves that will be provided within the production area. Manual fire alarm
pull stations will be provided at exits from the production area.

" Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
the means of egress from the facility and separation between fire areas. Fuel traps will be
provided where the diesel-powered vehicles interface with the production area. Underhung
collection pans will be provided under the crane gearboxes.

Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios

The following fire hazards and ignition sources were considered for evaluation of a DBF scenario within
the production area.

" Scenario 1 - A fire starts within the irradiated target shipping cask that is caused by agitation and
spontaneous ignition of the pyrophoric uranium dust or particulate.

" Scenario 2 - A fire or explosion starts within a tank or exhaust system that is caused by the
uncontrolled accumulation of hydrogen gas. Hydrogen generation represents a fire hazard, where
the accident sequence is initiated by failure of the sweep gas subsystem.
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Scenario 3 - A fire starts within the exhaust stack system that is caused by the ignition of the
carbon retention bed and/or HEPA filters.

Scenario 4 - A fire starts adjacent to a semi-tractor trailer that is caused by the rupture of the fuel
tank and ignition of the unconfined (static) diesel spill.

Scenario 5 - A fire starts on a diesel-driven forklift that is caused by the rupture of the fuel tank
and ignition of the unconfimed (static) diesel spill.

Scenario 6 - A fire starts in a crane collection pan that is caused by the rupture of the gearbox
and ignition of the confined (static) silicone oil pool.

The DBF scenario for the production area consists of a diesel fuel spill and ignition from an unknown
source caused by the operation of a semi-tractor trailer or forklift. The semi-tractor trailer is assumed to
have two 284 L (75-gal) dieselfuel tanks (568 L [150 gal total]), along with rubber tires, a battery, and
small amounts of other combustible material. A small amount of permanent combustibles, including
electrical cables, polyethylene tarps, isopropyl alcohol, vinyl, and trash bins, may also be present. These
combustibles will be limited by administrative controls.

The DBF scenario postulates that the entire contents of the fuel tanks will spill, forming an approximately
15.5 m (50-ft) diameter pool with a 3 millimeter (mm) (0.12-in.) depth, and will then ignite. The DBF
postulates that any combustibles located within the fuel spill diameter will also ignite and be completely
consumed (NWMI-2013-039).

Consequences of an Automatic Fire Suppression Failure

Failure of the automatic fire suppression system will cause a delay in responding to a fire, resulting in the
combustibles being completely consumed during the DBF. The adoption of administrative controls will
limit combustibles and minimize the spread of fire. However, smoke and hot gases could damage
equipment located within the production area.

The Columbia Fire Department will be notified of a fire by either actuation of a manual fire alarm pull
box station or the automatic smoke or temperature detection systems. The DBF would be contained
within the irradiated target receipt bay and operating gallery by the 2-hr rated fire walls. If the automatic
fire suppression system fails to operate, the fire department is expected to arrive well before the 2-hr fire
walls have failed and extinguish the fire using portable extinguishers or the hose stream supported by the
Class I standpipe system. The required response time of the fire department will be determined for the
Operating License Application.

Conclusion

While the DBF for this area is unlikely to result in a radiological release with the radioactive material
being contained in a U.S. Department of Transportation (DOT) Type B cask, the potential exists for a
release in some of the other scenarios described. Additional information, and a determination if the fire
protection systems in this fire area will be considered IROFS, will be provided in the Operating License
Application.

9.3.3.1.2 Target Fabrication Area

The target fabrication area will be located adjacent to the production area on the east side of the RPF and
will be a noncombustible structure with an industrial F- 1 occupancy. Two-hour fire-rated barrier walls
will separate the target fabrication area from other fire areas of the building. Penetrations in the fire-rated
barrier walls will be protected with penetration seals, providing a fire rating equivalent to the barriers.
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The footprint of the target fabrication area will be [Proprietary Information] over most of the area. This

area will be dedicated to the production of low-enriched uranium (LEU) targets.

Life Safety Considerations

The target fabrication area is required to meet TBC life safety criteria (ICC, 2012) and will be provided
with emergency lighting, illuminated exit signs, automatic sprinklers, and an automatic and manually
actuated fire alarm system with audible and visual indicating devices as necessary.

An accessible means of egress will be provided in accordance with the IBC. Exit access will be provided
to the target fabrication area, with direct exit discharge from the RPF. The maximum distances to the exit
access in the target fabrication area will be within the following parameters for a High Hazard H-3
occupancy. The common path of egress travel for an H-3 occupancy equipped throughout with an
automatic sprinkler system will be 30.5 m (100 ft), in accordance with 1BC Section 1014.3. The exit
access travel distance for a fully sprinklered F-I occupancy will be limited to 76.2 m (250 ft), in
accordance with IBC Table 1016.2. Dead-ends in corridors will not exceed 15.2 m (50 ft), in accordance
with IBC Section 1018.4, Exception 2. No deviations from the IBC life safety criteria have been
identified.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

The target fabrication area could be exposed to a fire in an adjacent area when the large access doors are
opened during target transfer or waste shipping activities. The primary area of concern is an open
doorway to the production area.

To prevent a fire from spreading between these areas, administrative controls will be implemented that
dictate personnel procedures and limit combustibles around interface access doors. Additional
information on these controls will be provided in the Operating License Application. Fire spread between
areas will therefore be mitigated by personnel actions, limited combustibles, and 2-hr fire-rated
boundaries.

Fire Protection Features

The target fabrication area requires the following fire protection features to provide a defense-in-depth
approach to fire protection. This approach will result in a fire being quickly detected and suppressed,
reducing fire-induced damage.

" Automatic - An automatic fire suppression system will be installed throughout the target
fabrication area. An automatic fire detection and alarm system will be also installed throughout
the target fabrication area. The system specifics will be determined during detailed design and
included in the Operating License Application.

* Manual - Manual fire suppression will be provided within the target fabrication area and consist
of portable fire extinguishers and Class I standpipe system hose valves. Manual fire alarm pull
stations will be provided at exits from the target fabrication area.

" Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
the means of egress from the facility and separation between fire areas.

9-27



.:" N ~ fl'NWMI-2013-021, Rev. 0--. M :Chapter 9.0 - Auxiliary Systems
NORTHWEST MEDICAL tSOTOPES

Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios

The following fire hazards and ignition sources were considered for evaluation of a DBF scenario within
the target fabrication area.

" Scenario 1 - A fire or explosion starts within the reduction subsystem, caused by ignition of a
nitrogen or hydrogen gas mixture by the high temperature created by the oven (determined to be
highly unlikely based on credible physical conditions [Chapter 13.0]).

" Scenario 2 - A pyrophoric fire of uranium metal (determined to be highly unlikely based on
credible physical conditions [Chapter 13.0]).

° Scenario 3 - A fire starts with combustible materials or equipment in the target fabrication area.

The DBF event was determined to be a fire of combustible materials such as paper products (Scenario 3).
The DBF for the target fabrication area involves ignition of in situ combustibles located within the area
caused by an electrical short circuit or a maintenance welding operation. The combustible loading of the
area was considered low. The fire also consumes other transient combustibles located within the area.

Consequences of an Automatic Fire Suppression Failure

Failure of the automatic fire suppression system will cause a delay in responding to a fire, resulting in the
combustibles being completely consumed during the DBF. The adoption of administrative controls will
limit combustibles and minimize the spread of fire. However, smoke and hot gases could damage
equipment located within the target fabrication area.

In the event of a fire, the Columbia Fire Department will be notified by either actuation of a manual fire
alarm pull box station or the automatic smoke or temperature detection systems. The DBF would be
contained within the target fabrication area by the 2-hr rated fire walls. If the automatic fire suppression
system fails to operate, the fire department is expected to arrive well before the 2-hr fire walls have failed
and extinguish the fire using portable extinguishers or the hose stream supported by the Class I standpipe
system. The required response time of the fire department will be determined for the Operating License
Application.

Conclusion

The above analysis and description show that the fire protection and life safety systems within the target
fabrication area are designed such that they will function in a manner, whether operational or not,
consistent with occupational safety and protection of the public and environment. Two of the three
scenarios described are considered highly unlikely. The DBF for this fire area would result in minimal or
no release to the public because of the low radiological source term and the fact that the standard
combustibles described are unlikely to be mixed with the LEU materials. Therefore, this system will
likely not be considered an IROFS.

9.3.3.1.3 Administration and Support Area

The administration and support area will be located adjacent to the production area on the south side of
the RPF and will be a single-story, noncombustible structure with business (Group B) and assembly
(Group A-2) occupancies. The administration and support area will be Type I1B construction and
separated from the remainder of the RPF by 3-hr fire-rated barrier walls.
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The administration and support area will include the main entry and security access points, break room,
control room, conference room, men's and women's lavatories, and several small offices. The control
room will be separated from the remainder of the administration and support area by 2-hr fire-rated barrier
walls.

The operations performed within the administration and support areas will be consistent with office space
uses. The occupant load of the administration and support area will include non-production work staff.

Life Safety Considerations

The administration and support area is required to meet IBC life safety criteria (ICC, 2012) and will be
provided with emergency lighting, illuminated exit signs, automatic sprinklers, and an automatic and
manually actuated fire alarm system with audible and visual indicating devices as necessary.

An accessible means of egress will be provided to the area in accordance with the IBC. Exit access will
be provided to the administration and support area by one main exit at the front of the building and a
secondary exit located to the south side of the RPF. A break room will also be provided with an
additional exit. The maximum distances to the exit access within the administration and support area will
be within the following parameters. The travel distance for the common path of egress travel for a mixed
use business (B) and assembly (A-2) occupancy equipped throughout with an automatic sprinkler system
will be 23 m (75 ft), in accordance with IBC Table 1014.3. The exit access travel distance for a fully
sprinklered mixed-use business (B) and assembly'(A-2) occupancy will be limited to 76 m (250 ft), in
accordance with IBC Table 1016.2. Dead-ends in corridors will not exceed 6.1 m (20 ft), in accordance
with IBC Section 1018.4.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

The administration and support area will be separated from other fire areas of the RPF by 3-hr fire-rated
barriers. Penetrations in the fire-rated barrier walls will be protected with penetration seals, providing a
fire rating equivalent to the barriers. Load-bearing structural elements are not required to be protected by
fire-resistive construction.

To prevent a fire from spreading between areas, administrative controls will be implemented that dictate
personnel procedures and limit combustibles around access doors. Fire spread between areas will be
therefore mitigated by personnel actions, limited combustibles, and 3-hr fire-rated boundaries.

Fire Protection Features

The administration and support area requires the following fire protection features to provide a defense-
in-depth approach to fire protection. This approach will result in a fire being quickly detected and
suppressed, reducing fire-induced damage.

" Automatic - An automatic wet-pipe sprinkler system will be installed throughout the
administration and support area. An automatic fire detection and alarm system will also be
installed throughout this area. Additional detailed information will be developed for the
Operating License Application.

° Manual - Manual fire suppression will be provided within the administration and support area
and consist of portable fire extinguishers and Class I standpipe system hose valves. Manual fire
alarm pull stations will be provided at the exits from the administration and support area.

° Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
the administration and support area from other occupied areas of the facility.
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Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios

The DBF was determined to consist of ordinary combustibles (e.g. paper products and office furniture)
ignited within a closed office caused by an electrical short circuit. The combustible loading of the office
was considered low. The fire also consumes other transient combustibles located within the office and
spreads to nearby cubicles.

The DBF would result in the complete combustion of the combustible materials in the area of origin. No
credit was taken for fire suppression activities. The administration and support area was considered a
single fire area, and the result of the DBF was the complete loss of function of the area.

Consequences of an Automatic Fire Suppression Failure

Failure of the automatic fire suppression system will cause a delay in responding to a fire, resulting in the
combustibles being completely consumed during the DBF. The adoption of administrative controls will
limit combustibles and minimize the spread of fire. However, smoke and hot gases could damage
equipment located within the administrative and support area.

In the event of a fire, the Columbia Fire Department will be notified of a fire by either actuation of a
manual fire alarm pull box station or the automatic smoke or temperature detection systems. The DBF
would be contained within the administrative and support area by the 3-hr rated fire walls. If the
automatic fire suppression system fails to operate, the fire department is expected to arrive well before the
3-hr fire walls have failed and extinguish the fire using portable extinguishers or the hose stream
supported by the Class I standpipe system. The required response time of the fire department will be
determined for the Operating License Application.

Conclusion

The above analysis and description show that the fire protection and life safety systems within the
administration and support area are designed such that they will function in a manner, whether operational
or not,' consistent with occupational safety and protection of the public and environment. Because this
fire area is not expected to contain anything other than check sources for instrumentation, no releases to
the public are expected to occur. Therefore, this system will likely not be considered an IROFS.
Additional detailed information will be developed for the Operating License Application.

9.3.3.1.4 Irradiated Target Receipt and Waste Management Truck Bay Areas

The irradiated target receipt and waste management truck bay areas will be located adjacent to the
production area on the north side of the RPF and will be a noncombustible enclosure that is considered a
storage S-2 occupancy area. The truck bay will be capable of accepting three semi-tractor trailers at the
same time. Each truck bay will be separated from the production area (cask unloading) by a 2-hr fire-
rated rollup door. The doors to the production area will be closed when the doors to the outside are open.

This area will be used for the receipt of irradiated LEU targets and shipments involved with the disposal
of radiological waste material. Radiological material will be transported in approved containers. The
casks will reside on the heavy-duty tractor-trailer for delivery and removal from the RPF. The heavy duty
tractor-trailer will be present when the retractable doors are open to the production area.
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Life Safety Considerations

The irradiated target receipt and waste management truck bay areas will be required to meet TBC life
safety criteria (ICC, 2012) and will be provided with emergency lighting, illuminated exit signs,
automatic sprinklers, and an automatic and manually actuated fire alarm system with audible and visual
indicating devices as necessary.

An accessible means of egress will be provided in accordance with the IBC. Exit access will be provided
to the truck bays. The maximum distances to the exit access within the truck bay will be established and
conform to IBC code based on industrial occupancies. The common path of egress travel for an S-I
occupancy equipped throughout with an automatic sprinkler system will be 30.5 m (100 ft), in accordance
with IBC Table 1014.3. The exit access travel distance for a fully sprinklered S-I occupancy will be
limited to 76.2 m (250 ft), in accordance with IBC Table 1016.2. Dead-ends in corridors will not exceed
15.2 m (50 ft), in accordance with MBC Section 1018.4, Exception 2.

No deviations from the IBC life safety criteria have been identified.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

The irradiated target receipt and waste management truck bay areas will be separated from other fire areas
in the building by 2-hr fire-rated barriers. Penetrations in the fire-rated barrier walls will be protected
with penetration seals, providing a fire rating equivalent to the barriers. Load-bearing structural elements
are not required to be protected by fire-resistive construction, as indicated in the IBC (ICC, 2012).

The truck bay could be exposed to a fire in an adjacent fire area when the large access doors are opened to
attach or disconnect a trailer to or from a tractor. To prevent a fire from spreading between these areas,
administrative controls will be implemented that dictate personnel procedures and limit combustibles
around the interface access doors. Personnel actions, limited combustibles, and 2-hr fire-rated boundaries
will therefore mitigate fire spread between areas.

Fire Protection Features

The irradiated target receipt and waste management truck bay areas will require the following fire
protection features to provide a defense-in-depth approach to fire protection. This approach will result in
a fire being quickly detected and suppressed, reducing fire-induced damage.

" Automatic - An automatic sprinkler system will be installed throughout the truck bay area.
However, due to the large quantity of diesel fuel and number of tires on the heavy-duty tractor-
trailer, alternative suppression systems may be considered. An automatic fire detection and alarm
system will be installed throughout the truck bay area. Additional detailed information will be
developed for the Operating License Application.

" Manual - Manual fire suppression will be provided within the truck bay area and consist of
portable fire extinguishers and Class I standpipe system hose valves. Manual fire alarm pull
stations will be provided within the truck drive-through.

* Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
the means of egress from the facility and separation between fire areas. Built-in fuel traps and
sloped floors will be provided to control potential fuel spills within the area. The fuel traps and
sloped floors will also be used for containment of potentially contaminated firefighting water.
The fuel and/or water will drain to outdoor underground collection tanks for testing and removal.
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Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios
The following fire hazards and ignition sources were considered for evaluation of a DBF scenario within

the truck bay area.

° Scenario 1 - A fire starts due to maintenance activities (e.g., spark ignition or open flame).

° Scenario 2 - A fire is caused by hot work (e.g., welding, flame, or plasma cutting).

Scenario 3 - A fire starts adjacent to a semi-tractor trailer that is caused by the rupture of the fuel
tank and ignition of the unconfined (static) diesel spill.

° Scenario 4 - A fire starts on a diesel-driven forklift that is caused by the rupture of the fuel tank
and ignition of the unconfined (static) diesel spill.

The DBF for the truck bay consists of a diesel fuel spill and ignition from an unknown source caused by
the operation of a diesel-powered semi-tractor trailer (Scenarios 3 and 4). The truck is assumed to have
two 284 L (75-gal) diesel fuel tanks, along with 32 hard rubber tires, a battery, and small amounts of other
combustible material. The truck may also carry some combustibles on noncombustible pallets when
supporting radiological material-handling operations. Administrative controls will be used to limit
temporary combustible items within the production area.

The DBF scenario postulates that the entire contents of the fuel tanks will spill and drain to the built-in
fuel trap. The area of the fire will be limited to the area of the built-in fuel trap trench, which was
estimated to be approximately 2.6 m2 (28 ft2).

The results of the DBF were postulated as the complete combustion of the combustible materials in the
irradiated target receipt truck bay area. No credit was taken for fire suppression activities. The DBF fire
could result in the complete loss of function for the systems and/or equipment in the area.

Consequences of an Automatic Fire Suppression Failure

Failure of the automatic fire suppression system will cause a delay in responding to a fire, resulting in the
combustibles being completely consumed during the DBF. The adoption of administrative controls will
limit combustibles and minimize the spread of fire. However, smoke and hot gases could damage
equipment located within the truck bay area.

In the event of a fire, the Columbia Fire Department will be notified of a fire by either actuation of a
manual fire alarm pull box station or the automatic smoke or temperature detection systems. The DBF
would be contained within the truck bay area by the 2-hr rated fire walls. If the automatic fire
suppression system fails to operate, the fire department is expected to arrive well before the 2-hr fire walls
have failed and extinguish the fire using portable extinguishers or the hose stream supported by the
Class I standpipe system. The required response time of the fire department will be determined for the
Operating License Application.

Conclusion

The above analysis and description show that the fire protection and life safety systems within the truck
bay are designed such that they will function in a manner, whether operational or not, consistent with
occupational safety and protection of the public and environment. Because the radioactive material will
be contained in DOT Type B casks, a fire in this area should not result in a radiological release to the
public. Therefore, this system will likely not be considered an IROFS. Additional detailed information
will be developed for the Operating License Application.
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9.3.3.1.5 Laboratory Area

The laboratory area will be located adjacent to the production area on the west side of the RPF and will be
a single-story, noncombustible structure with a High Hazard H-3 and H-4 occupancy. The footprint of
the laboratory area will be approximately [Proprietary Information], with a ceiling height of [Proprietary
Information] over most of the area. This area will process and analyze quality and process control
samples during production of the molybdenum-99 (99Mo) product, fabrication of targets for irradiation,
and processing of waste for disposal.

Typical RPF analysis will include:

" An inductively coupled plasma mass spectrometry (ICP-MS) to analyze mass quantities of
isotopic [Proprietary Information]

* A kinetic phosphorescence analyzer for [Proprietary Information]

" Alpha spectroscopy for [Proprietary Information]

• Beta activity by liquid scintillation spectrometry for strontium-89/strontium-90 (89Sr/°Sr)

* Gamma energy analysis

A variety of gloveboxes and fume hoods will be located within the analytical laboratory area.

Life Safety Considerations

The laboratory area is required to meet IBC life safety criteria (ICC, 2012) and will be provided with
emergency lighting, illuminated exit signs, automatic sprinklers, and an automatic and manually actuated
fire alarm system with audible and visual indicating devices as necessary.

An accessible means of egress will be provided in accordance with the IBC. Exit access will be provided
to the laboratory area, with direct exit discharge from the RPF. The maximum distances to the exit access
within the laboratory area will be within the following parameters. The common path of egress travel for
a mixed High Hazard H-3 occupancy equipped throughout with an automatic sprinkler system will be
7.6 m (25 ft), in accordance with IBC Table 1014.3. The exit access travel distance for a fully sprinklered
mixed H-3 occupancy will be limited to 45.7 m (150 ft), in accordance with IBC Table 1016.2. Dead-
ends in corridors will not exceed 6.1 m (20 ft), in accordance with IBC Section 1018.4. No deviations
from the IBC life safety criteria have been identified.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

The laboratory area will be separated from other fire areas of the building by 2-hr fire-rated barriers.
Penetrations in the fire-rated barrier walls will be protected with penetration seals, providing a fire rating
equivalent to the barriers. The laboratory area could be exposed to a fire in an adjacent fire area when the
large access doors are opened during material transfer activities. The primary area of concern in this case
is an open doorway to the production area. To prevent a fire from spreading between these areas,
administrative controls will be implemented that dictate personnel procedures and limit combustibles
around the interface access doors. Fire spread between areas will therefore be mitigated by personnel
actions, limited combustibles, and 2-hr fire-rated boundaries.

Fire Protection Features

The laboratory area requires the following fire protection features to provide a defense-in-depth approach
to fire protection. This approach will result in a fire being quickly detected and suppressed, reducing fire-
induced damage.
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Automatic - An automatic fire suppression system will be designed and installed throughout the
laboratory area. An automatic fire detection and alarm system will also be installed throughout
the laboratory area. The system specifics will be determined during detailed design and provided
in the Operating License Application.

Manual - Manual fire suppression will be provided within the laboratory area and consist of
portable fire extinguishers and Class I standpipe system hose valves. Manual fire alarm pull
stations will be provided at the exits from the laboratory area.

Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
the means of egress from the facility and separation between fire areas.

Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios

The DBF scenario for the laboratory area will be developed for the Operating License Application.

Consequences of an Automatic Fire Suppression Failure

The consequences of the failure of the automatic fire suppression system in the laboratory area will be
determined for the Operating License Application.

Conclusion

More analysis is needed to determine if the fire protection system in this area would be considered an
IROFS. Additional detailed information will be developed for the Operating License Application.

9.3.3.1.6 Utility Areas

Utility areas (e.g., electrical rooms, mechanical rooms, fire riser rooms, etc.) will be noncombustible
spaces separated from other fire areas by fire-rated barrier walls. The footprint of each utility room will
vary, but will be classified as utility (Group U) occupancies in accordance with the IBC (ICC, 2012).
These utility areas will include rooms that house electrical equipment (e.g., power and lighting panels,
transformers, and associated operations equipment distribution systems) and other common industrial
equipment (e.g., air handling units, boilers, fans, pumps, and associated piping distribution systems).
Personnel will not normally occupy the utility areas.

Life Safety Considerations

The utility areas are required to meet IBC life safety and means of egress criteria (ICC, 2012) and will be
provided with emergency lighting, illuminated exit signs, automatic sprinklers, and an automatic and
manually actuated fire alarm system with audible and visual indicating devices as necessary.

An accessible means of egress will be provided in accordance with the IBC. The maximum distances to
the exit access within the utility areas will be within the following parameters for utility occupancies. The
common path of egress travel for a utility occupancy equipped throughout with an automatic sprinkler
system will be 22.9 m (75 ft), in accordance with IBC Table 1014.3. The exit access travel distance for a
fully sprinklered utility occupancy will be limited to 121.9 m (400 ft), in accordance with TBC Table 1016.1.
Dead-ends in corridors will not exceed 15.2 m (50 ft), in accordance with IBC Section 1018.4,
Exception 2.

Exposure Fire Potential/Potential for Fire Spread between Fire Areas

For the purpose of this analysis, the utility areas are each considered separate areas, each with 2-hr fire-
rated barrier walls used to limit the spread of fire.
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HEPA filters and exhaust carbon beds will be encased by stainless steel housings that can be isolated
from the inlet and outlet ductwork by isolation dampers. Fire detectors will also be provided in each
HEPA filter housing and inlet ductwork. Therefore, isolation dampers will prevent the fire from
propagating from the filter housing to other fire areas.

Fire Protection Features

The utility areas require the following fire protection features to provide a defense-in-depth approach to
fire protection. This approach results in a fire being quickly detected and suppressed, reducing fire-
induced damage.

" Automatic - An automatic wet-pipe sprinkler or other approved fire suppression system will be
installed throughout each utility area. An automatic fire detection and alarm system will also be
installed throughout each utility area. Additional detailed information will be developed for the
Operating License Application.

" Manual - Manual fire suppression will be provided within each utility area that consists of
portable fire extinguishers.

• Passive - Passive fire protection will be provided in the form of fire-rated construction to protect
separation between fire areas. Isolation dampers will be provided in the inlet and outlet of each
HEPA filter housing to prevent fire from spreading to other fire areas.

Fire Hazards, Ignition Sources, and Design Basis Fire Scenarios

The following were considered DBF scenarios for the utility areas.

" Scenario 1 - A fire starts due to maintenance activities, ignited from a spark or open flame.
" Scenario 2 - A fire starts from overheated electrical systems and equipment.
• Scenario 3 - A fire starts in or near a transformer.
* Scenario 4 - A natural gas leak occurs.

The DBF for the utility area consists of a natural gas leak resulting in an explosive mixture of natural gas
and a detonation or deflagration. Additional information for this accident sequence will be provided in
the Operating License Application.

Consequences of an Automatic Fire Suppression Failure

The consequences of a failure of the automatic fire suppression system in the utility area will be
determined for the Operating License Application.

Conclusion

More analysis is needed to determine if the fire protection system in this area should be considered an
IROFS. Additional detailed information will be developed for the Operating License Application.

9.3.3.2 Other Radioisotope Production Facility Systems

9.3.3.2.1 Ventilation and Smoke Management

The ventilation system requirements for the RPF must satisfy the process, building, safety, and regulatory
requirements unique to the 99Mo production process. To assist in the confinement of airborne radioactive
contamination, the RPF ventilation system is designed to create pressure gradients and cause air to flow
from areas of lesser contamination potential to areas of greater contamination potential. Confinement
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zone exhaust ductwork will have fire dampers consistent with NFPA 45, Standard on Fire Protection for
Laboratories Using Chemicals, and will be constructed to maintain fire ratings where ducting penetrates
fire-rated barriers, as appropriate. The confinement ventilation systems will also include HEPA and high-
efficiency gas adsorption (HEGA) filtration systems located in a dedicated mechanical area. The Zone I
ventilation system will comprise the secondary confinement boundary and be classified as an IROFS
(RS-03). Chapter 13.0 provides additional information on the accident analysis that identified this
IROFS.

A combination of passive and active smoke management strategies will be used to minimize the spread of
smoke, maintain tenable conditions for the evacuation of building occupants, and limit the damage caused
by smoke. These strategies will be designed in accordance with NFPA 92, Standard for Smoke Control
Systems. The smoke control methods for each fire area will be developed for the Operating License
Application.

9.3.3.2.2 HEPA Filtration Systems

The HEPA filters and housings are a component of the hot cell secondary confinement boundary that will
be classified as an IROFS (RS-03). The HEPA filters are expected to contain low levels of radiological
material and will be located in designated fire areas. The filter housings are expected to be large, with a
maximum size being approximately [Proprietary Information] in face area. The large filter face area will
require automatic and manual sprinklers in the plenum housings and contaminated water collection or
retention. In addition, the HEPA filter housings will be located within 2-hr fire-rated barrier walls that
are protected by automatic sprinkler systems.

9.3.3.2.3 Crane Superstructure

The structural steel supporting the facility overhead crane has been classified as an IROFS (FS-02,
"Overhead Cranes"). Therefore, the crane superstructure must remain standing during and after a fire
event to prevent damage to irradiated material. Additional detailed information will be developed for the
Operating License Application.

9.3.3.2.4 Security and Safeguard Components

Security systems are discussed in Chapter 12.0, "Conduct of Operations."

9.3.3.3 Architectural Features

The codes and standards applicable to the RPF are defined in Chapter 3.0. The objectives of the NRC fire
protection program will primarily be achieved through compliance with prescriptive criteria, as defined
by the PFHA (NWMI-2013-039).

Types of Construction

All structures within the RPF complex confines will be constructed of Type IIB, noncombustible
material, as defined by IBC Chapter 6 (ICC, 2012). Additional detailed information will be developed for
the Operating License Application.

9.3.4 Instrumentation and Control Requirements

The fire protection system will report the status of the fire protection equipment to the central alarm
station and the RPF control room, with sufficient information to identify the general location and progress
of a fire within the protected area boundaries. Initiating devices for the fire detection and alarm
subsystem, which will include monitoring devices for the fire suppression subsystem, will indicate the
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presence of a fire within the facility. Once an initiating device activates, signals will be sent to the fire
alarm control panel. The fire alarm control panel will transmit signals to the central alarm station and
perform any ancillary functions, such as shutting down the ventilation equipment or actuating the deluge
valves.

As required by NFPA 101 and NFPA 72, smoke detection will be provided above the main fire alarm
control panel and any subpanels necessary to perform control functions for the system. For ventilation
units, smoke and heat detection will be provided in support of several safety aspects. Smoke detectors
will be provided in non-nuclear ventilation systems in accordance with NFPA 90A and the IFC. Smoke
detectors will also be provided in air intakes to address smoke infiltration from wildland fires and fires in
other facilities that might spread smoke to the surrounding area.

Smoke detection will be provided in ventilation systems servicing potentially contaminated zones to
support shutdown and minimize the spread of contaminated smoke to other areas of the RPF. Heat
detectors will be provided in these ventilation system exhausts for both notification of high temperatures
and release of the automatic portion of the HEPA filter plenum deluge subsystem.

Control modules and relays will be integrated into the fire detection and alarm subsystem to initiate
reactions required for safety. Control modules will provide signals for releasing of deluge valves on the
HEPA filter plenum deluge subsystem. Control methods will also be integrated for shutdown of the
HVAC systems. Shutdown of electrical equipment or computers will also occur as deemed necessary by
the design effort.

Alarms received by the fire alarm control panel will be transmitted via a copper cable or fiber optic cable
network to monitoring stations in the RPF. The fire alarm control panel will also provide notification
through the sitewide infrastructure to the central alarm station. The alarm stations will provide data to the
Columbia Fire Department for response.

System Monitoring

The fire protection system will be monitored by the fire alarm control panel, which will transmit signals
to the central alarm station via a digital alarm communicator transmitter and to the RPF control room.
Command and control functions will be exclusively available at the fire alarm control panel. Localized
monitoring of the various fire pumps will occur at the respective pump controllers.

Control Capability and Locations

The fire detection and alarm subsystem will be controlled exclusively from the fire alarm control panel.
Numerous devices in the fire suppression subsystem can be operated manually. The fire pumps. can be
started manually via their respective controllers. Valves and hydrants will be turned manually, and no air
or electrically operated valves will be provided. Deluge valves for the HEPA filter plenum water spray
can be activated manually, in addition to the bypass valves that are integrated into the design.

Automatic and Manual Actions

The fire detection and alarm subsystem is intended to operate automatically. Manual intervention will be
required for some operations, such as shutdown of outside air intake fans or dampers, due to the need to
avoid false activation or to maintain operational status in emergency conditions.

The fire suppression subsystem will be split between automatic and manual operations. The sprinkler
systems (including the pumps) and the demister section of the HEPA filter plenum deluge subsystem are
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designed to operate automatically. The filter section of the plenum deluge subsystem and fire hydrants
are designed for manual operation. Certain portions, however, can be operated manually as necessary.

The demister section of the IEPA filter plenum deluge subsystem will have a manual bypass and a
manual actuator as part of the deluge valve. Portable fire extinguishers will be manually operated.

Maintenance and testing activities on both systems will require manual interaction. The maintenance and
testing requirements included in NFPA 25, Standard for the Inspection, Testing, and Maintenance of
Water-Based Fire Protection Systems, and NFPA 72 require manual operation of valves, starting of
pumps, testing of circuits with meters, and other functions that necessitate manual actions.

Interlocks, Bypasses, and Permissives

The fire protection system, as designed, will not be subject to external interlocks, bypasses, or
permissives (i.e., those outside the system itself). There will be inherent interlocks, bypasses, and
permissives within the various fire protection system equipment, which will be designed to the criteria
and requirements discussed in Chapter 3.0. For example, the fire detection and alarm subsystem can be
controlled via passwords and allow for bypassing certain functions; however, the passwords will be
limited to testing technicians and are not available to general building personnel. Thus, there will be no
ability for the system to be locally manipulated without proper authorization. Additional information will
be provided in Chapter 7.0 for the Operating License Application.

9.3.5 Required Technical Specifications

The technical specifications associated with the fire protection systems, if applicable, will be discussed in
Chapter 14.0 as part of the Operating License Application.
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9.4 COMMUNICATION SYSTEMS

The RPF communication systems will relay information during normal and emergency conditions for
general operations and emergencies within the RPF. These systems are designed to enable the RPF
operator on duty to be in communication with the supervisor on duty, health physics staff, and other
personnel required by the technical specifications, and to enable the operator, or other staff, to announce
the existence of an emergency in all areas of the RPF complex. Two-way communication will be
provided between all operational areas and the control room.

9.4.1 Design Basis

The communications system design basis is to provide communications during normal and emergency
conditions between vital areas of the RPF and the Administration Building. This communications
capability will include the ability of operators or other designated staff members to announce an
emergency in all areas of the RPF and provide two-way communications between all operational areas
and the control room. Design of the telecommunication system also complies with Electronic Industries
Alliance and Telecommunications Industry Association requirements. Additional information on the
communications system design basis is provided in Chapter 3.0.

9.4.2 System Description

The communication system is designed to provide two-way communication between the RPF control
room and other site locations necessary for safe RPF operations. This system will provide
(1) communications capability between RPF operators, their supervisor, health physics personnel, and
other personnel as required by the technical specification, and (2) the ability to make facility-wide
emergency announcements and summon emergency assistance.

The telephone and data/local area network (LAN) telecommunications system will include a service
entrance communications room. The service provider's outside plant optical fiber will terminate on a
wall-mounted service provider entrance patch panel. An optional outside plant copper telephone cable
from the service provider will terminate at the wall-mounted overvoltage entrance protection terminal
modules for use in legacy non-Voice over Internet Protocol (VoIP)-based equipment. The main entrance
room will be connected with a telecommunications room with fiber and copper backbone cable. The
telecommunications room will support the offices, laboratory area, target fabrication area, shipping and
receiving areas, and other required telephone and data/LAN outlets. Grounding of the telecommunication
system will comply with Telecommunications Industry Association and NFPA requirements. The
process control system will be physically separated from and not connected to the communication system.
Additional information will be provided in the Operating License Application.

9.4.3 Operational Analysis and Safety Function

Chapter 13.0 identifies and evaluates adverse events and accident sequences. The accident analysis has
not identified the need to credit the communication system. The communication system is designed such
that it will function in a manner, whether operational or not, consistent with occupational safety and
protection of the public and environment.
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9.4.4 Instrumentation and Control Requirements

Chapter 7.0 discusses the instrumentation and control requirements associated with the communication
systems.

9.4.5 Required Technical Specifications

The technical specifications associated with the communication systems, if applicable, will be discussed
in Chapter 14.0 as part of the Operating License Application.
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9.5 POSSESSION AND USE OF BYPRODUCT, SOURCE, AND SPECIAL NUCLEAR
MATERIAL

The RPF is designed to ensure that:

* No uncontrolled release of radioactive materials (solid, liquid, or airborne) from the facilities can
occur

* Personnel exposures to radiation, including ingestion or inhalation, do not exceed limiting values
in 10 CFR 20, as defined in Chapter 11.0, and are consistent with the NWMI ALARA program.

The operating procedures developed for the Operating License Application will ensure that only
radioactive byproducts handled by the RPF are permitted, unless specifically authorized by the 10 CFR 50,
"Domestic Licensing of Production and Utilization Facilities," license or an additional license.

9.5.1 Design Basis

The design basis for the possession and use of special nuclear material (SNM) and byproduct material is
to ensure that no uncontrolled release of radioactive materials (solid, liquid, or airborne) from the
facilities can occur and that personnel exposures to radiation, including ingestion or inhalation, do not
exceed limiting values in 10 CFR 20 and are consistent with the NWMI ALARA program. Additional
information on the design basis is provided in Chapter 3.0.

9.5.2 System Description

SNM is defined by Title I of the Atomic Energy Act of 1954 (42 U.S.C. 2011 et seq.) as plutonium,
uranium-233 (233U), or uranium enriched in the isotopes 233U or 23'U. The RPF will receive, store, and
process fresh unirradiated uranium metal and irradiated uranium with an enrichment of 19.75 weight
percent (wt%) ±0.20 wt% 235U (LEU).

Byproduct material, as defined by the Atomic Energy Act, is radioactive material (except SNM) yielded
in or made radioactive by exposure to radiation incident to the process of producing or using SNM. As
defined by NRC regulations, byproduct material includes any radioactive material (except enriched
uranium or plutonium) produced by a nuclear reactor. The RPF will handle byproduct material during the
separation of 99Mo and the recycling of the irradiated LEU.

Source material is defined as the element thorium or the element uranium, provided that the uranium has
not been enriched in the isotope 2 35U. Source materials will not be present in the RPF.

9.5.2.1 Special Nuclear Materials

SNM will be handled in two areas of the RPF: the target fabrication and irradiated material areas (i.e. hot
cells). The target fabrication area SNM inventory is listed in Chapter 4.0, Table 4-1, and the irradiated
material area SNM inventory is provided in Chapter 4.0, Table 4-2.

Chapter 4.0 also provides a description of the design of spaces and equipment to ensure that there is no
uncontrolled release of radioactive materials (solid, liquid, or airborne) from the RPF and that personnel
exposures to radiation, including ingestion or inhalation, do not exceed limiting values in 10 CFR 20
consistent with the RPF ALARA program, as described in Chapter 11.0. Associated procedures are
defined in Chapter 12.0. The NWMI emergency preparedness and physical security plans are provided in
Chapter 12.0, Appendix A and B, respectively. Fire protection provisions are described in Section 9.3.2.1.
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9.5.2.2 Byproduct Materials

Byproduct materials handled in the RPF include 99Mo and radioactive waste materials. A description of
the Mo recovery process design is provided in Chapter 4.0, Section 4.3.5. A description of the waste
processing design is provided in Chapter 11.0, Section 11.2. A detailed inventory of byproduct materials
within each of the main systems within the RPF is provided in the following chapters:

" Target fabrication - Chapter 4.0, Section 4.4.2
" Target receipt and disassembly - Chapter 4.0, Sections 4.3.2 and 4.3.3
" Target dissolution - Chapter 4.0, Section 4.3.4
* Molybdenum recovery and purification - Chapter 4.0, Section 4.3.5
" Uranium recovery and recycle - Chapter 4 0, Section 4.4.1
* Waste handling - Chapter 11.0, Section 11.2

Chapter 4.0 and Section 9.7.2 provide descriptions of the design of spaces and equipment to ensure that
there is no uncontrolled release of radioactive materials (solid, liquid, or airborne) from the RPF and that
personnel exposures to radiation, including ingestion or inhalation, do not exceed limiting values in
10 CFR 20 consistent with the NWMI ALARA program (Chapter 11.0). Associated procedures will be
defined in Chapter 12.0, as part of the Operating License Application.

9.5.3 Operational Analysis and Safety Function

The criticality safety of SNM is discussed in Chapters 4.0 and 6.0, and the material control and
accounting of SNM is discussed in Chapter 12.0, Section 12.13. The byproduct materials associated with
the RPF process are addressed in Chapter 4.0, and byproduct materials within the waste processing and
storage areas are described' in Section 9.7.2 and Chapter 11.0, Section 11.2.

9.5.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the processes associated with the possession and use of
byproduct materials and SNM are discussed in Chapter 7.0 and Chapter 12.0, Section 12.13.

9.5.5 Required Technical Specifications

The technical specifications associated with the possession and use of byproduct materials and SNM, if
applicable, will be discussed in Chapter 14.0 as part of the Operating License Application.
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9.6 COVER GAS CONTROL IN CLOSED PRIMARY COOLANT SYSTEMS

As discussed in Section 9.7.1.2.2, the RPF provides cooling water to numerous process tanks. The
radiolytic decomposition of water within this system could result in the production of hydrogen (H2) and
oxygen mixtures. This section provides a discussion of the cover gas control system within the process
coolant system.

9.6.1 Design Basis

The system design basis is to ensure that the hydrogen concentration in the coolant system is less than
25 percent of the lower flammability limit of 5 percent H2, so that no uncontrolled release of radioactive
material can occur and that gases within the system do not reach explosive levels. Additional information
on the design basis of cover gas control in the closed primary coolant system is provided in Chapter 3.0.

9.6.2 System Description

The process chilled water system is described in Section 9.7.1.2.2. The accumulation of combustible
gases within this system will be controlled by the "sweep" gas system that is described in
Section 9.7.1.2.6. Gases entrained in the chilled water system will be released in the cooling water
collection tanks. Hydrogen, which is the primary component of evolved combustible gases, diffuses very
rapidly and will be diluted by the airflow provided by the sweep gas flow.

The plant air supply system (described in Section 9.7.1.2.4) will provide low-flow [Proprietary
Information] purge gases to Tanks TK-420 and TK-320. The process vessel vent system will collect the
purge gas from each of the tanks and merge the collected vent subsystems into the main facility
ventilation system for treatment and filtration. These systems will work together to prevent explosive gas
mixtures from developing.

9.6.3 Operational Analysis and Safety Function

Chapter 13.0 evaluates the accident sequences that involve either combustible solids or liquids, or
explosive gases, in close proximity to the high uranium process streams or the high-dose process streams.
This analysis determined that if the purge air system was not operational, a hydrogen-air concentration in
selected tanks could rise above 25 percent of the lower explosive limit, and an ignition source could cause
a deflagration or detonation, resulting in the release of radionuclides into the air. The tanks associated
with the cooling system are not anticipated to require IROFS controls.

9.6.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the cover gas control in the closed primary coolant system
are discussed in Chapter 7.0.

9.6.5 Required Technical Specifications

The technical specifications associated with the cover gas control in the closed primary coolant system, if
applicable, will be discussed in Chapter 14.0 as part of the Operating License Application.
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9.7 OTHER AUXILIARY SYSTEMS

Other RPF auxiliary systems that are important to the safety of workers, the public, and environment will
include the following:

• Process utilities
* Control and storage of radioactive waste (waste management)
" Analytical laboratory
• Chemical supply

The followings subsections describe these auxiliary systems, including their design basis, system
description, operational analysis and safety function, instrumentation and control requirements, and
technical specifications.

9.7.1 Utility Systems

The utility systems will provide heating, cooling, process water, compressed gases, instrument, motive
force, and other functions to support uranium processing, waste handling, and ventilation. The utility
systems will include the following subsystems:

* Process steam
* Process chilled water
* Demineralized water
" Plant and instrument air
" Gas supply, which supplies nitrogen, helium, hydrogen, and oxygen
" Purge/sweep gas

The utility systems are designed to ensure that any potential malfunctions do not cause accidents in the
RPF or an uncontrolled release of radioactivity. The systems are designed to ensure that in the event
radioactive material is released by the operation of one of these systems, potential radiation exposures
would not exceed the limits of 10 CFR 20 and are consistent with the NWMI ALARA program. No
function or malfunction of the auxiliary systems will interfere with or prevent safe shutdown of the RPF.

9.7.1.1 Design Basis

The utility systems design basis is to provide:

* Saturated steam at 1.7 kilograms (kg)/square centimeters (cm 2) (25 pounds [lb]/square inch [in 2])
and 4.2 kg/cm2 (60 lb/in2) gauge to various process equipment

" Chilled water to various process equipment at no greater than 10 C (50 F) during normal
operations

* Demineralized water to the process steam and cooling water systems
* Plant air for instrument air, air-diaphragm pump power, mechanical tools, and grouting material

conveyor
" Instrument air for bubblers and valve actuation
* Gas supply, including nitrogen, helium, and hydrogen to the reduction furnace, and nitrogen and

oxygen to the dissolvers
° Purge/sweep gases provide adequate flow such that the accumulation of combustible gases is

below hazardous concentrations and reduces radiological hazards due to accumulation of gaseous
fission products

Additional information on the utility systems design basis is provided in Chapter 3.0.

9-44



.:*~ IUflh~IIINWMI-2013-021, Rev. 0
p IUVV MEIA Chapter 9.0 - Auxiliary Systems

NOT/IUWEST MEfIICAL ISOTOP'ES

9.7.1.2 System Description

Figure 9-9 shows the second floor mechanical utility area where the process steam, chilled process water,
demineralized water, and plant or instrument supply air units will be housed. Helium, hydrogen, and
oxygen will be provided by bottled gases located near the point of use either in the laboratory area or the
target fabrication area. Nitrogen will be provided by a tube trailer for nitrogen located outside of the
laboratory area.

[Proprietary Information]

Figure 9-9. Second Floor Mechanical Utility Area

9.7.1.2.1 Process Steam

The process steam system will be divided into a medium-pressure central heating loop (Figure 9-10) and a
low-pressure secondary loop within the hot cell (Figure 9-11). Medium pressure steam will be generated by
a natural gas-fired boiler (ST-H-100). Low-pressure steam in the secondary loop will be generated by
medium-pressure steam in a shell-and-tube heat exchanger (ST-E-200). Medium-pressure steam will be at
least 4.2 kg/cm2 (60 lb/in2) gauge, to provide an adequate temperature differential to generate 1.7 kg/cm 2

(25 lb/in2) gauge steam for the low-pressure steam loop.
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[Proprietary Information]

Figure 9-10. Medium-Pressure Steam System
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[Proprietary Information]

Figure 9-11. Low-Pressure Steam System
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Low-pressure steam will be generated in a vertical shell-and-tube heat exchanger. Automatic blowdown
and makeup water streams will limit the content of sludge or dissolved solids in the boiler and steam
generation heat exchanger.

9.7.1.2.2 Chilled Water

Process Chilled Water

The process chilled water system is a central process chilled water loop that will cool the three secondary
loops:

* One large geometry secondary loop in the hot cell (Figure 9-12)
* One criticality-safe geometry secondary loop in the hot cell (Figure 9-13)
* One criticality-safe geometry secondary loop in the target fabrication area (Figure 9-14).

The central process chilled water loop will rely on three air-cooled chillers, each sized to accommodate
50 percent of the process cooling demands (Figure 9-15). The secondary loops will be cooled by the
central chilled water system through plate-and-frame heat exchangers.

Several process demands will require cooling at less than the freezing point of water. These demands will
be met with water-cooled refrigerant chiller units, cooled by the secondary chilled water loops.

The chilled water system will operate with cascading pressure differentials. The central system will
operate at the highest pressure, and the secondary loops will operate at a pressure between the central
system and the process fluid. The large-geometry secondary loop in the hot cell will meet the cooling
demands where fissile material leaking through a heat exchanger is not a credible event. The other
cooling loops will be inherently criticality-safe by geometry, so active controls will not be required to
keep fissile material out of the chilled water return. At each process cooling demand where fissile
material may be present, conductivity sensors will monitor the chilled water return to detect heat
exchanger leaks.

Facility Chilled and Heating Water

The HVAC system will maintain the occupied space at 24°C (75°F) (summer) and 22°C (72°F) (winter),
with active ventilation to support workers and equipment. The facility chilled water and heating water
systems will provide heating and cooling media to the HVAC system.

The facility chilled water system (FCW) will supply the HVAC system with cooling water that is
circulated through the chilled water coils in the air-handling units. The air will be drawn across the coils
and cooled to be delivered to the RPF production area to maintain temperature. The FCW will provide
cooling water at a temperature of 9°C (48°F) to the HVAC air-handling unit cooling coils. There will be
three equal-sized facility chillers located adjacent to the RPF: two in operation and one spare.

The heating water system (HW) will supply the HVAC system with heating water that is circulated
through the heating water coils in the air handling units. The air will be drawn across the coils and cooled
to be delivered to the RPF production area to maintain temperature. The HW will provide heating water
at a temperature of 82°C (1807F) to the HVAC air-handling unit heating coils and reheat coils. The
heating water will be generated as a byproduct stream of the steam boilers.
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[Proprietary Information]

Figure 9-12. Chilled Water System Large Geometry Hot Cell Loop
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[Proprietary Information]

Figure 9-13. Chilled Water System Critically Safe Hot Cell Loop
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Figure 9-14. Chilled Water System Target Fabrication Loop
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[Proprietary Information]

Figure 9-15. Process Chilled Water System
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9.7.1.2.3 Demineralized Water

Demineralized water will be produced by removing mineral ions from municipal water through an ion
exchange (IX) process (Figure 9-16). Water passes through anion and cation exchange media located in
separate IX tanks (DX-IX- 100 and 110), and the demineralized water will accumulate in a storage tank
(DW-TK-120). A feed pump will provide the water at 4.2 kg/cm 2 (60 lb/in2) gauge (DW-P-125) for RPF
process activities. The IX media will be regenerable using a strong acid and a strong base (DW-P-105
and 115). Acid and base will be fed from local chemical drums by toe pumps.

9.7.1.2.4 Plant and Instrument Air

Plant air will be provided for several activities (e.g., tool operation, pump power, purge gas in tanks,
valve actuation, and bubbler tank level measurement) (Figure 9-17). Small, advective flows of plant air
will be used throughout the RPF to prevent accumulation of combustible gases to hazardous
concentrations. Combustible gases will be evolved from process liquids due to exposure of these liquids
to ionizing radiation.

The plant air system will provide air to the instrument air subsystem. The instrument air subsystem will
use plant air that is filtered and dried (IA-V-1 1A, 10 OB, and IA-F-i 10). Plant air will be generated by a
compressor (PA-K-100) and cooled to near-ambient temperatures by an aftercooler (PA-E-100). The
lead/lag configuration can supply reduced flow after a single compressor failure. The plant air receiver
will provide buffer capacity to make up the difference between peak demand and compressor capacity
(PA-V-100).

Instrument air will be dried in regenerable desiccant beds to a dew point of no greater than -40'C (-40'F)
and filtered to a maximum 40 micron (g) particle size. The instrument air receiver will provide buffer
capacity (IA-V-120) to make up the difference between peak demand and compressor capacity.

9.7.1.2.5 Gas Supply

Gas supply of helium (Figure 9-18), hydrogen, and oxygen (Figure 9-19) will be supplied by standard gas
bottles. Nitrogen will be provided from a tube truck (Figure 9-18). The nominal capacity of the gas
bottles will be 8,495 L (300 ft3). The nitrogen will be fed from the tube truck (GS-Z-100) to the chemical
supply room where manifold piping will be used to distribute the gas. The primary use of nitrogen will
be in the reducing furnaces during target fabrication.

Helium, hydrogen, and oxygen gas bottles will be located near the points of use. Gas supply pressures
will be regulated to 1.7 kg/cm 2 (25 lb/in2) gauge at the bottle (Figure 9-19. Where lower pressures are
required, point-of-use gas regulators will be installed. Automatic gas cylinder changeover valves will
provide a continuous gas supply when one bottle (or rack of bottles) is empty, and alert the operator when
bottles need to be replaced. Hydrogen and oxygen gas bottles will be stored in ventilated gas cabinets
with 13 air changes/min to mitigate the risk of leaks. The ventilation demand will be 8.8 L/min
(250 ft3/min) air for each gas cabinet.
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[Proprietary Information]

Figure 9-16. Demineralized Water System
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[Proprietary Information]

Figure 9-17. Plant Air System
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[Proprietary Information]

Figure 9-18. Nitrogen and Helium Supply System
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[Proprietary Information]

Figure 9-19. Hydrogen and Oxygen Supply System
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9.7.1.2.6 Purge Gas

The plant air and nitrogen supply systems, described in Section 9.7.1.2.4 and Section 9.7.1.2.5, provide
purge gases to the required tanks. Depending on the tank, the purge gas will be provided through the
bubbler tank level measurement device or other means. The purge gas flow rates are specified as either
high flow for conditions of a large tank or high radioactivity, or low flow where the tank is small and
radioactivity is low. Table 9-3 provides the purge gas flows for both the high and low flow rates.

Table 9-3. Purge Gas Flows

Flow rate

Gas flow L/min I gallmin Units (basis)

High purge : tiono Ifto-fon° [Proprietary Information]

Low purge Ioj onfl [Prop I,- Information]

a NWMI-2013-CALC-005, Tank Air Bleed Estimate, Rev. A, Northwest Medical Isotopes, LLC, Corvallis,
Oregon, 2014.

b NWMI-2013-CALC-009, Uranium Purification System Equipment Sizing, Rev. B, Northwest Medical

Isotopes, LLC, Corvallis, Oregon, 2014.

H2  = hydrogen gas. U uranium.

The process vessel vent system will collect the purge gas from each of the vessels and treat it before
discharge to the Zone I exhaust. The process vessel vent system merges the collected vent subsystems
into the main facility ventilation system for treatment and filtration. These systems will work together to
prevent explosive gas mixtures from developing in the headspace of the process vessels. The tanks
anticipated to require purge gas are listed in Table 9-4. Additional information on the purge gas system
will be developed for the Operating License Application.

Table 9-4. Tanks Requiring Purge Gas

DS-D-100 Dissolver I

.....2.0 Dissolver 2 -

DS-TK-800 Waste collection and sampling tank 1

rFDS-K--820 ;iWaste collection and samipling tank 2
MR-TK-100 :Feedtank lA

LMIýŽT-l40 1iFeed tank l B
MR-TK-180 ! U solution collection tank

[MR-TK-200 ý!Feedtank2

MR-TK-340 'Waste collection tank

IUR-TK-100A _."Impure uranium collection tank 1A

UR-TK-1001B Impure uranium collection tank lB

UR-TK-120A - Impure uranium collection tank 2A

UR-TK-120B ! Impure uranium collection tank 2B 1

UR-TK-140A 'Impure uranium collection tank 3A

UR-TK-140B .1I mpure uranium collection-tank 3B B _

UR-TK-160A 'Impure uranium collection tank 4A

UR-TK- 160BJt Impure uranium collection tank 4B

UR-TK-200 IX feed tank 1
UR-TK-900 i IX waste collection tank I

UR-TK-920 IX waste collection tank 2

-WHTK- 100 . High-dose waste collection tank

WH-TK-240 :High-dose concentrate collection tank

IX = ion exchange. U = uranium.
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9.7.1.3 Operational Analysis and Safety Function

Chapter 13.0 evaluates the accident sequences that involve fissile solution or solid materials being
introduced into systems not normally designed to process these solutions or solid materials. The accident
analysis associated with utilities addresses fissile solution leaks across a mechanical boundary between
process vessels or backflows into a utility system.

Defense-in-depth - The tank and vessel walls will be made of corrosion-resistant materials and have wall
thicknesses that are rated for long service with harsh acidic or basic chemicals.
Items relied on for safety - Based on the analysis conducted in Chapter 13.0, Section 13.2, the following

IROFS are implemented.

* IROFS CS-10, "Closed Safe Geometry Heating/Cooling Loop with Monitoring and Alarm"

• IROFS CS-20, "Evaporator/Concentrator Condensate Monitoring"

• IROFS CS-27, "Closed Heating/Cooling Loop with Monitoring and Alarm"

* IROFS FS-03, "Process Vessel Emergency Purge System"

* TROFS CS-18, "Backflow Prevention Device"

The analyses that identified these IROFS and the associated system descriptions are addressed in
Chapter 13.0 and Chapter 6.0, respectively.

9.7.1.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the processes associated with the utility system are
discussed in Chapter 7.0.

9.7.1.5 Required Technical Specifications

The technical specifications associated with the utility system, if applicable, will be discussed in
Chapter 14.0 as part of the Operating License Application.

9.7.2 Control and Storage of Radioactive Waste

The radioactive waste control and storage systems are designed to ensure that (1) any potential
malfunctions do not cause accidents in the RPF or uncontrolled release of radioactivity, and (2) in the
event radioactive material is released by the operation of one of these systems, potential radiation
exposures would not exceed the limits of 10 CFR 20 and remain consistent with the NWMI ALARA
program. No function or malfunction of the auxiliary systems will interfere with or prevent safe
shutdown of the RPF.

9.7.2.1 Design Basis

The waste handling system design basis provides:

* Lag storage capability for liquid waste, divided into high-dose and low-dose source terms
• Safely transit solid waste from hot cells to a waste encapsulation area
* Capability to solidify low-dose liquid waste and load drums
* Capability to solidify high-dose liquid waste and load HICs
* Capability to encapsulate solid waste in drums
* Capability to handle and load a waste shipping cask with radiological waste drums or containers
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* Storage space for Class A radioactive waste

* Storage space for decay of high-dose waste in HICs to meet DOT shipping requirements

Additional information on the waste handling system design basis is provided in Chapter 3.0.

9.7.2.2 System Description

To fulfill the design basis, the control and storage of radioactive waste will include the following
functions:

* High-dose liquid waste handling (collection, concentration, and solidification)
" Low-dose liquid waste handling (collection, evaporation, recycle and solidification)
* Spent resin dewatering
" Solid waste encapsulation
" High-dose waste decay
" High-dose waste handling
* Waste handling
• Waste staging and storage building (Class A storage)

These functions are described in detail in the following subsections.

9.7.2.2.1 High-Dose Liquid Waste Handling

Figure 9-20 shows the location in the hot cell area where the high-dose liquid waste will be processed.
High-dose liquid waste will be collected in the high-dose waste collection tank (shown in Figure 9-21),
which will provide the needed handling capacity to match the volume of wastewater generated by the
upstream processes. Chapter 4.0 provides descriptions of the high-dose liquid streams that are directed to
the collection tank. Caustic solution will be added as needed to neutralize the excess acidity. The liquid
will be forwarded to the high-dose waste concentrator, where water is evaporated from the high-dose
liquid, condensed, and directed to the condensate collection tank. The evaporator bottoms will be
directed to a high-dose concentrate collection tank.

Figure 9-22 shows the arrangement of the high-dose waste handling equipment. A HIC will be
transferred into the high-dose waste treatment hot cell through the HIC transfer drawer, and docked with
the high-dose solidification mixer. Solidification agent will be transferred to the designated bin from the
distribution hopper, which will be loaded by operators in the low-dose waste solidification area. High-
dose liquid waste concentrate from the waste concentrate collection tank and solidification agent will be
metered into the HIC by the high-dose solidification mixer that may consist of an in-line mixer or a
sacrificial paddle within the HIC. After filling and mixing are complete, the high-dose solidification
mixer will be disengaged, and the HIC lidded and prepared for transfer to the high-dose waste decay
subsystem for storage.
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[Proprietary Information]

Figure 9-20. High-Dose Liquid Waste Solidification Subsystem
and Low-Dose Collection Tank Location
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[Proprietary Information]

Figure 9-21. Simplified Waste Handling Process Flow Diagram

[Proprietary Information]

Figure 9-22. High-Dose Waste Treatment and Handling Equipment Arrangement

9.7.2.2.2 Low-Dose Liquid Waste Handling

Figure 9-20 shows the location of the low-dose liquid waste collection tank. Low-dose condensate from
the high-dose concentrator will be held in the condensate collection tank (Figure 9-21). Chapter 4.0
provides descriptions of the low-dose liquid streams that will be directed to the collection tank. Low-dose
liquid received from other upstream processes, combined with the low-dose condensate not recycled, will
be transferred to the low-dose waste collection tank where the contents of the tank will be neutralized
using sodium hydroxide (NaOH). Once neutralized, the low-dose waste will then be forwarded to the
first of two evaporation tanks located on the second floor (Figure 9-23). In these heated tanks, the liquid
will be held at elevated temperatures (60'C [140'F]), and high rates of ventilation air will be passed
through the tank. The heated tank contents, plus the high rate of ventilation, will evaporate excess water,
reducing the volume of solid waste generated.
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Figure 9-23. Low-Dose Liquid Waste Evaporation System Location

The concentrated low-dose liquid waste will be transferred to the low-dose waste solidification area
(Figure 9-24), where the waste will be metered into a drum that has been placed in the low-dose
solidification hood (WH-EN-600). Samples will be collected for analysis to ensure compliance with
waste acceptance criteria. Solidification agent will be metered into the drum by the low-dose
solidification mixer. A pre-installed sacrificial paddle within the drum will mix the materials. After
filling and mixing are complete, the low-dose solidification mixer will be disengaged, and the drum
removed from the low-dose solidification hood by the drum handler. The drum will be lidded at the drum
lidding station. With time, the mixture will solidify within the waste drum. The filled waste drum will be
loaded onto a shipping pallet and transferred by pallet jack to the shipping and receiving airlock door.
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[Proprietary Information]

Figure 9-24. Low-Dose Liquid Waste Solidification Equipment Arrangement

9.7.2.2.3 Spent Resin Dewatering

Spent resin dewatering will be conducted in the high-dose waste treatment hot cell. Figure 9-25 provides
the flow diagram for the spent resin dewatering subsystem. This subsystem will transfer uranium
recovery and recycle system spent IX resin slurry from the spent resin collection tanks located in the tank
hot cell (Figure 9-26) to the dewatering filling head in the high-dose waste treatment hot cell
(Figure 9-22). The dewatering filler head will remove liquid from the resin. Dry resin will be collected
in a waste drum, and the liquid returned to the low-dose waste collection tank.

The solid waste drum transfer drawer (WH-TP-8 10) (Figure 9-22) will be opened, and the high-dose
waste handling crane will be used to lift the drum and place it in the solid waste drum scan for
characterization. After characterization is complete, the drum will be transferred by the high-dose waste
handling crane from the solid waste drum scan feed conveyor and placed into a five-drum rack. As
determined by characterization, the drum will either be held for decay storage or transferred to the high-
dose waste handling system for transfer to a shipping cask.

[Proprietary Information]

Figure 9-25. Spent Resin Dewatering Operational Flow Diagram
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[Proprietary Information]

Figure 9-26. Spent Resin Collection Tanks Location

9.7.2.2.4 Solid Waste Encapsulation

Figure 9-27 provides the flow diagram for the solid waste encapsulation subsystem. Operators will enter
the maintenance gallery and retrieve the solid waste drum cart from the waste collection port and transfer
the drum cart into the high-dose waste treatment hot cell (Figure 9-22). The solid waste drum access port
will be opened, and the solid waste encapsulation grout mixer (WH-Z-800) filling nozzle will be docked
for waste encapsulation. After the grout filling is complete, the solid waste encapsulation grout mixer
filling nozzle will be removed, and the solid waste drum access port closed. The solid waste drum
transfer drawer will be opened, and the high-dose waste handling crane will be used to lift the drum and
place it in the solid waste drum scan for characterization. After 'characterization is complete, the drum will
be transferred by the high-dose waste handling crane from the solid waste drum scan feed conveyor and
placed into a five-drum rack. As determined by the drum's characterization, the drum will either be held
for decay storage or transferred to the high-dose waste handling subsystem for transfer to a shipping cask.
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[Proprietary Information]

Figure 9-27. Solid Waste Encapsulation Operational Flow Diagram

9.7.2.2.5 High-Dose Waste Decay

Figure 9-28 provides the flow diagram for the high-dose waste decay subsystem. This subsystem will
provide lag storage capability for solidified liquid waste and the five-drum racks with high-dose source
terms. After HICs or five-drum racks have been filled and lidded in the high-dose waste treatment hot
cell, they will be transferred to the high-dose waste decay subsystem.

[Proprietary Information]

Figure 9-28. High-Dose Waste Decay Operational Flow Diagram

The high-dose waste decay cell lift (WH-L-900) (Figure 9-29) will lower the HIC or five-drum rack into
the high-dose waste decay cell, where the high-dose waste decay cell conveyor (WH-CN-900) will
transfer the HIC or five-drum rack to its decay storage position. The HIC or five-drum rack will remain
in storage for a set amount time to allow for short-lived radioisotopes in the waste to decay to lower
levels. When the HIC or five-drum rack has decayed to an acceptable activity level, the high-dose waste
decay cell conveyor (WH-CN-900) will transfer the NIC or five-drum rack to the high-dose waste decay
cell lift, where the HIC or rack will be raised into the high-dose waste treatment hot cell and then
transferred to the high-dose waste handling area.
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[Proprietary Information]

Figure 9-29. High Dose Waste Decay Cell Equipment Arrangement

9.7.2.2.6 High-Dose Waste Handling

Figure 9-30 provides the flow diagram for the
high-dose waste handling subsystem. This
subsystem will provide the capability to remotely [Proprietary Information]
transfer high-dose waste containers into a shipping
cask. When a HIC or two five-drum racks are
ready for shipment, the high-dose waste handling
crane will be used to open the high-dose waste Figure 9-30. High Dose Waste Handling
shipping transfer port (WH-TP- 1000) and then Operational Flow Diagram
transfer the HIC or two five-drum racks, from
within the high-dose waste handling area, through the high-dose waste shipping transfer port, and into a
shipping cask.

9-69



;ILI!!N NWM,-2013-021, Rev. 0NW M I Chapter 9.0 - Auxiliary Systems• ,,...•NOR'[hWEST MEDICAL ISOTOPES

9.7.2.2.7 Waste Handling

The simplified operational flow diagram for the waste handling subsystem is shown in Figure 9-31.

[Proprietary Information]

Figure 9-31. Waste Handling Flow Diagram

The waste handling subsystem will have multiple material handling capabilities. The liquid high-dose
radiological waste and solid radiological waste handling will begin with the arrival of a truck and lowboy
trailer transporting an empty DOT-approved cask (Figure 9-32). The truck, trailer, and shipping cask will
enter the RPF to the waste management loading bay via an exterior facility high-bay door. The shipping
cask will then be documented for material tracking and accountability per the safeguards and security
system requirements. Operators will use the utility system's truck bay spray wand for any necessary
wash-down of the truck, trailer, or shipping cask while located in the waste management loading bay.
The operators will remove the shipping cask's upper impact limiter using the waste shipping overhead
crane (WH-L- 1100) (Figure 9-32). The upper impact limiter will be placed in the designated impact
limiter landing zone and secured. Operators will unbolt the lid and prepare the DOT-approved shipping
cask for loading per the cask loading and unloading procedure. At this point, the truck, trailer, and
shipping cask will enter the waste loading area via a high-bay door. The trailer containing the DOT-
approved shipping cask will be positioned below the high-dose waste shipping transfer port
(WH-TP- 1000) of the contaminated waste system. The truck will be disconnected from the trailer and
exit the RPF via the high-bay doors in which the vehicle entered. All high-bay doors will be verified as
closed and the shipping cask will then be in position and ready for loading per the contaminated waste
system procedures.
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[Proprietary Information]

Figure 9-32. Waste Handling Equipment Arrangement

After the DOT-approved cask has been loaded, the shipping cask will be separated from the high-dose
waste shipping transfer port (WH-TP-1000). The truck will enter the RPF into the waste management
loading bay via an exterior facility high-bay door, and operators will use the utility system's truck bay
overhead spray wand for any necessary wash-down of the truck while located in the waste management
loading bay. The truck will then enter the waste loading area via a high-bay door. The truck will be
connected to the trailer and exit to the waste loading area in the waste management loading bay. At this
point, the facility process control and communications system will allow operators to replace the shipping
cask's upper impact limiter using the waste shipping overhead crane (WH-L- 1100). The shipping cask
will be documented for material tracking and accountability per the safeguards and security system
requirements (Chapter 12.0). The truck, trailer, and shipping cask will exit the RPF through the high-bay
doors in which the vehicle entered.

The liquid low-dose radiological waste handling process will begin with the arrival of a truck transporting
the empty waste drum pallets to the fresh and unirradiated shipping and receiving area. The receiving
area door will be opened, and the truck will be docked to the receiving bay, allowing for transfer of the
waste drum pallets into the RPF. Pallet-loaded empty waste drums will be unloaded from the truck using
the waste handling pallet jack (VW-PH-1 100). All unloaded empty waste drum pallets will then be
documented for material tracking and accountability per the safeguards and security system requirements.
The pallet jack carrying an empty waste drum pallet will be transferred to the shipping and receiving
airlock door, where the empty waste drums will enter the contaminated waste system for loading.

After the waste drums have been loaded with liquid low-dose radiological waste and re-palletized, a pallet
containing full waste drums will be transferred via-the waste handling pallet jack (WH-PH-l 100) from the
shipping and receiving airlock door to the waste loading area. The waste handling forklift (WH-PH- 1110)
will then enter the waste management loading bay via an exterior facility high-bay door.
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A waste shipping truck will also enter the waste management loading bay via an exterior facility high-bay
door. Operators will open the high-bay door to the waste loading area and use the forklift to load the
waste drum pallet into the truck. The shipping truck will then be documented for material tracking and
accountability per the safeguards and security system requirements. The truck containing the waste
pallets will exit the RPF through the high-bay doors in which the vehicle entered.

9.7.2.2.8 Waste Staging and Storage Building (Class A Storage)

The Waste Staging and Storage Building will be approximately [Proprietary Information] and will
provide additional waste storage and shipping preparation for Class A radioactive waste prior to disposal.

9.7.2.3 Operational Analysis and Safety Function

Chapter 13.0, Section 13.2 evaluates the accident sequences that involve fissile solution or solid materials
being introduced into systems not normally designed to process these solutions or solid materials. The
waste handling system is not geometrically safe; therefore, a number of IROFS have been identified.

* IROFS RS-01, "Hot Cell Liquid Confinement Boundary"

* IROFS RS-03, "Hot Cell Secondary Confinement Boundary"

" IROFS RS-04, "Hot Cell Shielding Boundary"

" IROFS RS-08, "Sample and Analysis of Low Dose Waste Tank Dose Rate Prior to Transfer
Outside the Hot Cell Shielding Boundary"

• IROFS RS-10, "Active Radiation Monitoring and Isolation of Low Dose Waste Transfer"

• IROFS CS-14, "Active Discharge Monitoring and Isolation"

" IROFS CS-15, "Independent Active Discharge Monitoring and Isolation"

" IROFS CS-16, "Sampling and Analysis of Uranium Mass or Concentration Prior to Discharge or
Disposal"

" IROFS CS- 17, "Independent Sampling and Analysis of U Concentration Prior to Discharge or
Disposal"

* IROFS CS-18, "Backflow Prevention Device"

• IROFS CS-21, "Visual Inspection of Accessible Surfaces for Foreign Debris"

" IROFS CS-22, "Gram Estimator Survey of Accessible Surfaces for Gamma Activity"

" IROFS CS-23, "Non-Destructive Assay (NDA) of Items with Inaccessible Surfaces"

" IROFS CS-24, "Independent NDA of Items with Inaccessible Surfaces"

" IROFS CS-25, "Target Housing Weighing Prior to Disposal"

" IROFS CS-26, "Active Discharge Monitoring and Isolation"

" IROFS FS-01, "Enhanced Lift Procedure"

" IROFS FS-02, "Overhead Cranes"

Additional information on the analyses that identified these IROFS is provided in Chapter 13.0.
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9.7.2.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the processes associated with the control and storage of
radioactive waste are discussed in Chapter 7.0.

9.7.2.5 Required Technical Specifications

The technical specifications associated with the control and storage of radioactive waste, if applicable,
will be discussed in Chapter 14.0 as part of the Operating License Application.

9.7.3 Analytical Laboratory

The analytical laboratory will support production of the 99Mo product and recycle of uranium. Samples
from the process will be collected, transported to the laboratory, and prepared in the laboratory
gloveboxes and hoods, depending on the analysis to be performed.

9.7.3.1 Design Basis

The RPF analytical laboratory design basis is to provide on-site analysis to support the production of
99Mo product and fabrication of targets for irradiation. This analysis will be used to determine (1) mass,
concentration and purity of SNM, (2) concentration of 99Mo product and product impurities, (3) process
stream chemical and radionuclide concentrations, and (4) chemical and radionuclide analysis for waste
handling and disposition. Analysis will be required to:

" Verify acceptable 99Mo product to ship
* Confirm uranium content
* Determine adjustments for feed tanks and other associated adjustments
* Verify that recycled uranium product complies with product specification
* Ensure compliance with waste acceptance criteria

9.7.3.2 System Description

The RPF analytical laboratory space will include the following:

" Hoods to complete sample preparation, waste handling, and standards preparation

* Hoods for specialty instruments, including an ICP-MS and kinetic phosphorescence analyzer

* Glovebox for ICP-MS

* Gloveboxes for sample delivery and preparation prior to sample transfer to hoods

* Countertops for the gamma spectroscopy system, low-energy photon spectroscopy, alpha
spectroscopy system, liquid scintillation system, and beta-counting system

* Storage for chemical and laboratory supplies

* Benchtop systems, such as balances, pH meters, and ion-chromatography

The analytical laboratory layout is presented in Figure 9-33 and provides space for eight hoods, four
gloveboxes, and two countertops.

[Proprietary Information]

Figure 9-33. Analytical Laboratory Layout
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Analytical instrumentation will include the ICP-MS, kinetic phosphorescence analyzer, gamma energy

analysis, alpha spectroscopy, liquid scintillation spectrometry, and gamma energy analysis.

9.7.3.3 Operational Analysis and Safety Function

Chapter 13.0 evaluates the accident sequences that involve miscellaneous chemical safety process upsets
in areas without significant fissile or high-dose licensed material present (chemical storage areas and the
laboratory). The accidents analyzed that are associated with the analytical laboratory include Accident
Sequence S.R.3 1, "Chemical Bums from Contaminated Solutions During Sample Analysis." No
laboratory IROFS have been identified.

Defense-in-depth - Operators and laboratory technicians will follow set protocols on sampling and
analysis to identify the sampling locations, sampling techniques, containers to be used, transport routes to
take, analysis procedures, reagents to use, equipment requirements, and disposal protocol for the sample
residue material. Each of these procedures will be evaluated for standard safety protocols, including
requirements in the safety datasheets for the chemicals used and safety requirements for the equipment
used.
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9.7.3.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the processes associated with the analytical laboratory will
be discussed in Chapter 7.0 as part of the Operating License Application.

9.7.3.5 Required Technical Specifications

The technical specifications associated with the analytical laboratory, if applicable, will be discussed in
Chapter 14.0 as part of the Operating License Application.

9.7.4 Chemical Supply

The chemical supply system will include tanks supplying aqueous chemicals to the process systems,
flammable material storage cabinets used to segregate incompatible materials, and storage of chemical
solids used in the process systems.

9.7.4.1 Design Basis

The chemical supply system design basis is to provide chemical solutions mixed to the required
concentrations that are used within the target fabrication, target dissolution, Mo recovery and purification,
and waste management systems. The system will provide nitric acid, NaOH, reductant and NOx absorber
solutions, hydrogen peroxide, and fresh uranium IX resin.

9.7.4.2 System Description

Figure 9-34 shows the layout of the chemical supply room within the RPF. Tanks are sized to provide
support to the process requirements.

9.7.4.2.1 Subsystem 100, Nitric Acid

Subsystem 100 will consist of five tanks that provide the following functions:

" [Proprietary Information]

* [Proprietary Information]

" [Proprietary Information]

" [Proprietary Information]

" [Proprietary Information]

" [Proprietary Information]
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[Proprietary Information]

Figure 9-34. Chemical Supply Room Equipment Layout
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Figure 9-35 provides the flow diagram for Subsystem 100, and Table 9-5 provides a summary description
of the tanks in this subsystem.

[Proprietary Information]

Figure 9-35. Nitric Acid Flow Diagram

9-77



NORTHWEST MEDICAL ISOTOPES

NWMI-2013-021, Rev. 0
Chapter 9.0 - Auxiliary Systems

Table 9-5. Subsystem 100, Nitric Acid Tank Sizes

Working
volume rTotal(volume Diameter

Tank. number Chemical P L) T (in.)

CS-TK-100 [Proprietary Information]

iCS-TK-130 ' f [Proprietary Information]

CS-TK- 150A [Proprietary Information]

CS-TK-1t50B 1[ [Proprietary Infonnation]

CS-TK- 180A [Proprietary Information]

[Proprietary
Information]

[Proprietary'
Information]

[Proprietary
Information]

[Proprietary
Information]

[Proprietary
Information]

0 [Proprietary
Information]

[Proprietary
Information]

!I [Proprietary
Information]

[Proprietary
Information]
[Proprietary
Information] ii

[Proprietary
Information]

[Proprietary I

[Proprietary
Information]

[Proprietary
x- Information]~

120 135

12 208

84 83

84

84

83

110

_1

CS-TK-180B

CS-TK-3 00

--. .... ...... [P.roprietary Information]

[Proprietary Information]

-CS-TK-320 - [Proprietary information]

[Proprietary
Information]

InformPropie
Information]

84 . 110

18 21

18 21 j
CS-TK-600A/B/C/D [Proprietary Information]

1-N0 3 nitric acid. IX = ion exchange.

9.7.4.2.2 Subsystem 200, Sodium Hydroxide

Subsystem 200 will consist of three tanks that provide the following functions:

" [Proprietary Information]

* [Proprietary Information]

" [Proprietary Information]

[Proprietary Information] Figure 9-36 provides the flow diagram for the NaOH subsystem, and Table 9-6
provides a summary description of the tanks in this subsystem.
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[Proprietary Information]

Figure 9-36. Sodium Hydroxide Flow Diagram

Table 9-6. Subsystem 200, Sodium Hydroxide Tank SizesWork i g l T ltaf
CS-TK-200 [Proprietary Information]

S.-'T K.2 3 O , [Proprietalnfornation]

CS-TK-260 [Proprietary Information]

[Proprietary [Proprietary
Information] Information]

I -roprietary [Propfietary
information] rInformaion]

[Proprietary [Proprietary
Information] Information]

84 96

24 27

ýCS -T1K-350 [Proprietaty\Information] 6

NaOH = sodium hydroxide. NOx, nitrogen oxide.
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9.7.4.2.3 Subsystem 300, Reductant and NO, Absorber Solutions

Subsystem 300 will consist of three tanks that provide the following functions:

" [Proprietary Information]

* [Proprietary Information]

Table 9-7 provides a summary description of the tanks in Subsystem 300.

Table 9-7. Subsystem 300, Reductant and Nitrogen Oxide Absorber Solutions Tank Sizes- Work.Eg
CS-TK-300 [Proprietary Information]

CS-TK-340 K [Proprietary Information]

CS-TK-340 [Proprietary Information]

[Proprietary
Information]

T~[roprietary

[Proprietary
Information]

[Proprietary
Information]

[Proprietary
Inforination]• 1

[Proprietary
Information]

18 21

l~ijL 211

6 8

NOx = nitrogen oxide.

9.7.4.2.4 Subsystem 400, Hydrogen Peroxide

Subsystem 400 will provide the following
functions:

" [Proprietary Information]

" [Proprietary Information]

Figure 9-37 provides the flow diagram for the
hydrogen peroxide subsystem. The subsystem
will consist of one tank (CS-TK-400), which is
summarized in Table 9-8.

[Proprietary Information]

Figure 9-37. Hydrogen Peroxide Flow Diagram

Table 9-8. Subsystem 400, Hydrogen Peroxide Tank Sizes

D -T 1:. 5 -me

hemS ar va. Da-.tb H-.0t-i

CS-TK-400
i Hydrogen peroxide

[Proprietary [Proprietary
Information] Information]

9 12
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9.7.4.2.5 Subsystem 600, Fresh Uranium Ion Exchange Resin

Subsystem 600 will consist of four tanks (one tank to support each uranium DX column) that provide the
following functions:

" [Proprietary Information]
" [Proprietary Information]
" [Proprietary Information]

Table 9-9 provides a summary description of the tanks in Subsystem 600.

Table 9-9. Subsystem 600, Fresh Uranium Ion Exchange Resin Tank Sizes-ormmn
CS-TK-600A [Proprietary Inform.

C--T- 6 0 0 t•B• , •[PrgpnietaFýIInforma

CS-TK-600C [Proprietary Inform,

cS-T•S 6p0Dr> j-[Propnietar %InforiM

IX = ion exchange.

ation] [Proprietary [Proprietary 24 24
Information] Information]

a Pri ietatyv [Proprietary 24 24
i. Information] Information] . . .

ation] [Proprietary [Proprietary ? 4 I 24
Information] , Information] I

atton] . .J ;m ;; jfl . . .opr ..tary h. .4:
Unfoiinti~nJ fffrniationll

These tanks will support preparation of fresh resin for addition to an IX column after spent resin has been
removed. A description of the fresh resin makeup activity is summarized as follows:

" [Proprietary Information]

" [Proprietary Information]

* [Proprietary Information]

* [Proprietary Information]

• [Proprietary Information]

Once resin has been prepared by fines removal and washing, the makeup tank will be adjusted to contain
a total volume [Proprietary Information]. The makeup tank low-speed agitator will be started to suspend
the resin inventory, and the valve opened to route the suspension to an DC column.
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9.7.4.3 Operational Analysis and Safety Function

Chapter 13.0 evaluates accident sequences that involve miscellaneous chemical safety process upsets in
areas without significant fissile or high-dose licensed material present (e.g., chemical storage areas and
the laboratory). The backflow of fissile or radioactive solutions into auxiliary systems (e.g., chemical
supply) was also analyzed and two preventive IROFS identified.

Defense-in-depth - NWMI\ will comply with U.S. Environmental Protection Agency and Occupational
Safety and Health Administration regulations for the design, construction, and operation of chemical
preparation and storage areas in the RPF. Chemical handling procedures will be provided to operators to
ensure safe handling of chemicals according to applicable regulatory requirements and consistent with the
material safety datasheets.

Items relied on for safety - Based on the analysis conducted in Chapter 13.0, Section 13.2, the following
IROFS will be implemented:

" CS-18, "Backflow Prevention Device"
* CS-19, "Safe Geometry Day Tanks"

9.7.4.4 Instrumentation and Control Requirements

Instrumentation and control requirements for the processes associated with the chemical supply system
will be discussed in Chapter 7.0 as part of the Operating License Application.

9.7.4.5 Required Technical Specifications

The technical specifications associated with the chemical supply system, if applicable, will be discussed
in Chapter 14.0 as part of the Operating License Application.
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10.0 EXPERIMENTAL FACILITIES

This chapter of the Construction Permit Application addressing experimental facilities is not applicable to
the Northwest Medical Isotopes, LLC Radioisotope Production Facility.
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TERMS

Acronyms and Abbreviations
99Mo molybdenum-99
1311 iodine-131
ALARA as low as reasonably achievable
ANS American Nuclear Society
ANSI American National Standards Institute
CAM continuous air monitor
CFR Code of Federal Regulations
CGA Compressed Gas Association
COO Chief Operating Officer
DAC derived air concentration
DOT U.S. Department of Transportation
EOI end of irradiation
EPA U.S. Environment Protection Agency
HEPA high-efficiency particulate air
HVAC heating, ventilation, and air conditioning
ICRP International Commission on Radiological Protection
Kr krypton
LEU low-enriched uranium
Mo molybdenum
MURR University of Missouri Research Reactor
NAVLAP National Voluntary Laboratory Accreditation
NCRP National Council on Radiation Protection and Measurements
NIOSH National Institute of Occupational Safety and Health
NIST National Institute of Standards and Technology
NRC U.S. Nuclear Regulatory Commission
NWMI Northwest Medical Isotopes, LLC
QAPP Quality Assurance Program Plan
RPF Radioisotope Production Facility
RWP radiation work permit
SH&L safety, health, and licensing
TEDE total effective dose equivalent
TLD thermoluminescent dosimeter
U.S. United States
Xe xenon
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Units
Bq becquerel
Ci curie
cm centimeter
cm 2  square centimeter
dpm disintegrations per minute
ft feet
ft3  

cubic feet
gal gallon
hr hour
in. inch
L liter
m meter
m3 cubic meter
mg milligram
mrem millirem
mSv millisievert
rem roentgen equivalent in man
Sv sievert
wk week
yr year
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11.0 RADIATION PROTECTION AND WASTE MANAGEMENT

This chapter describes the Northwest Medical Isotopes, LLC (NWMI) radiation protection and waste
management programs that are applied to the design of the Radioisotope Production Facility (RPF) and
associated equipment and facility operations. The radiation protection program provides a complete list
of all expected radiation and radioactive sources, including airborne, liquid, and solid sources. The
radiation protection program also requires the development and implementation of procedures, identifies
monitoring instrumentation and techniques, and specifies practices to be employed to verify compliance
with the radiation dose limits and other applicable requirements. The basis and plans used to develop
procedures for assessing and controlling radioactive wastes and the ALARA (as low as reasonable
achievable) program are included.

This section also establishes the waste management program for radioactive wastes resulting from normal
operations and maintenance of the RPF, including the required procedures to ensure that radiation
exposures and releases of radioactive materials are adequately assessed and controlled. The waste
management program addresses the following elements:

* Philosophy and approach to waste management
" Basis of procedures and technical specifications
• Organization, staffing, and associated training
" Document control and records management
" Review and audit committees for radioactive waste management activities
• Plans for shipping, disposal, and long-term waste storage

11.1 RADIATION PROTECTION

The section identifies the sources of radiation within the RPF, including the physical and chemical form,
type (e.g., neutron, gamma), curie strength or exposure rates, energy level, encapsulation (sealed or
unsealed), use, storage conditions and locations, and planned program for disposal of the radioactive
material.

11.1.1 Radiation Sources

The RPF produces molybdenum-99 (99Mo) from low-enriched uranium (LEU) irradiated by a network of
university research reactors. The primary RPF operations will include:

° Receiving LEU from the U.S. Department of Energy
• Producing LEU target materials and fabrication of targets
° Packaging and shipping LEU targets to the university reactor network for irradiation
° Returning irradiated LEU targets for dissolution, recovery, and purification of 99Mo
* Recovering and recycling LEU to minimize radioactive, mixed, and hazardous waste generation
* Treating and packaging wastes generated by RPF processes to enable transport and disposal

Along with the production of 99Mo, radioactive fission and activation products and actinides are also
produced.

Chapter 4.0, "Radioisotope Production Facility Description," Table 4-41, provides a summary of the
estimated total radioactivity in curies (Ci) from fission products and actinides contained within each batch
of irradiated LEU targets entering the RPF. The irradiated LEU targets entering the RPF provide the
majority of radiation sources within the RPF.
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This section identifies the source and nature of airborne, liquid, and solid radioactive materials within the
RPF, including the types of radiation emitted (alpha, beta, gamma, and neutron).

11.1.1.1 Airborne Radiation Sources

Airborne radioactive sources within the RPF will consist of radioactive gases produced during recovery
and purification of 99Mo. Radioactive gases will originate from three areas in the RPF, which are shown
in Figure 11-1:

I Target fabrication area
" Tank hot cell area, including:

- Disassembly and dissolution of irradiated LEU targets
- Molybdenum (Mo) recovery and purification
- LEU recovery and recycle

" Waste management area

A description of these areas and associated processes are provided in Chapter 4.0, Section 4.1.2.
Airborne radiation sources from process offgases are treated in two systems prior to discharge: the
process vessel vent system, and the Zone 1 exhaust system.

Details of the process offgas system are provided in Chapter 9.0, Section 9.1.2. The process offgas
system is designed to ensure that airborne radioactive releases are maintained at levels less than those
defined in Table 2 of Title 10, Code of Federal Regulations, Part 20 (10 CFR 20), "Standards for
Protection Against Radiation," Appendix B, "Annual Limits on Intake (ALIs) and Derived Air
Concentrations (DACs) of Radionuclides for Occupational Exposure; Effluent Concentrations;
Concentrations for Release to Sewerage."

Figure 11-1. Radioisotope Production Facility Airborne Radiation Source Areas
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11.1.1.1.1 Gaseous Radioactive Source

During normal operating conditions, airborne or gaseous radioactive materials will be contained within
closed systems consisting of piping components and tanks. Table 11-1 provides source term information
for the gaseous radioactive sources within the RPF (Barrington, 2015, and [Proprietary Information]).
This source is based on the gaseous effluent prior to entering the process vessel vent system.

Table 11-1. Gaseous Radioactive Source (2 pages)

24'A
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136CS

130m1
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[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]
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Table 11-1. Gaseous Radioactive Source (2 pages)

Principal Radioactivity Principal Radioactivity
Isotope I F (Ci/wk)radiations (Ci/wk) '71so-tope radiations

14 1La

99Mo
9 5 Nb

95mmp

96 Nb
97 Nb

97mNb

147 Nd
236mNp

2 34mPa

14
7 PM

* 15 0P

151Pm

14 3 Pr

144mPr

2 38 Pu

f3-

13-
13-
13-
13-
1I-

13-

j3-
13-
(3-

13-

J3-

13-
y

13-
13-
13-
13

13-

J3-

13-

3-

3-

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

I29mTe

131"Te

13 2mTe

133Te

133mTe

232w

234 U

235u
236 U

237U

238u

1
3 3 Xe
133mXe

89my

90my

91y

91 my

92y
93y
93zr
95Zr
97 Zr

Total Ci

13-

13-
13-
13-

13-

13-
A

13-

J3-

13-

13-
J3-

13-

13-

13-
13-

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information[

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Intormation]

Sources: Barrington, C., 2015, "NWMI Release #11 - Process Vessel Ventilation (PVV) System Estimate," (memorandum to
G. Dunford, May 26), AEM Consulting, LLC, Richland, Washington, 2015, and [Proprietary Information].

(X = alpha. "y = gamma.
13 = beta.
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11.1.1.1.2 Release of Airborne Radionuclides

10 CFR 20.1101, "Radiation Protection Programs," paragraph (d) requires the licensee to "implement the
ALARA requirements of 10 CFR 20.1101 (b), and notwithstanding the requirements in 10 CFR 20.1301, a
constraint on air emissions of radioactive material to the environment, excluding radon-222 and its
daughter products, shall be established by licensees other than those subject to 10 CFR 50.34(a), such that
the individual member of the public likely to receive the highest dose will not be expected to receive a
total effective dose equivalent (TEDE) in excess of 0.1 millisievert (mSv) (10 millirem [mnrem]) per year
from these emissions."

Regulatory Guide 4.20, Constraint on Releases of Airborne Radioactive Materials to the Environment for
Licensees Other than Power Reactors, provides guidance on methods that the U.S. Nuclear Regulatory
Commission (NRC) considers acceptable for meeting the constraint on airborne emissions of radioactive
material to the environment, as described in 10 CFR 20.1101(d). In 1996, the NRC added this constraint
to 10 CFR 20 to remove dual regulation by the NRC and the U.S. Environmental Protection Agency
(EPA) and to provide an "ample margin of safety" to the public from airborne emissions of radioactive
material to the environment. As previously noted, the defined TEDE to a member of the public is not
expected to exceed 0.1 mSv (10 mrem) per year from gaseous emissions released from the RPF into the
unrestricted area. If a licensee subject to this requirement exceeds this dose constraint, the licensee shall
report the exceedance as provided in 10 CFR 20.2203, "Reports of Exposures, Radiation Levels, and
Concentrations of Radioactive Material Exceeding the Constraints or Limits," and promptly take
appropriate corrective action to ensure against recurrence.

Regulatory Guide 4.20 notes that one method that the NRC staff considers acceptable for demonstrating
compliance with 10 CFR 20.1101(d) is the use of computer codes. To evaluate the dose associated with
air emissions from the RPF and to ensure rates will meet the requirements of 10 CFR 20.1101(d), the
COMPLY computer model, Version 1.6, that assesses dose from airborne releases using varying amounts
of site-specific information in four screening levels, was used. In Level 1, the simplest level, only the
quantity of radioactive material processed during the monitoring period is entered. The calculations are
based on generic parameters. Level 4 produces a more representative dose estimate and provides for a
more complete treatment of air dispersion by requiring the greatest amount of site-specific information.
Licensees that do not pass at the lowest level in COMPLY must move to the next higher level until they
can demonstrate compliance. The bases for the methods used in COMPLY are:

" EPA 520/1-89-002, A Guide for Determining Compliance with the Clean Air Act Standards for
Radionuclide Emissions from NRC-Licensed and Non-DOE Federal Facilities

" EPA 520/1-89-003, Users Guide for the COMPLY Code

Level 4 of the COMPLY code was used to demonstrate compliance with 10 CFR 20.1101(d) for the RPF.
Table 11-2 provides the gaseous radionuclide stack release source term input to COMPLY. The source
term was developed by combining the effluent from each of the systems that is vented to the process
vessel vent system and applying decontamination factors for each of the treatment subsystems (iodine
absorbers, high-efficiency particulate air [HEPA] filters, etc.) (Barrington, 2015).

The source term developed is based on irradiated LEU targets beginning to be processed in the RPF at
[Proprietary Information] for systems downstream of the impure uranium lag storage tanks. The
radionuclide decay provided by the noble gases ([Proprietary Information] target dissolver offgas
adsorption beds has been included. The source term is expected to bound the normal releases.
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Table 11-2. Radionuclide Stack Release Source Term Input to COMPLY (2 pages)

- -U- - . - -.elae at Rlas rt
l13 6mB-a

[37mg a

139 Ba
'4"Ba

1 43 Ce

II34rcs

136cs

155Eu

156 Eu
157 Eu

1 29

1301

1
3

1j

1132
1332ro

1331

83m~r

87Kr
988r

F141 aj

95 Nb

9 6 -Nb

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

* [Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

* [Proprietary Information]

[Proprietary Informtation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary lInformatiott]

* [Proprietary Infortmation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary tnfortmation]

[Proprietary Informtation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information)

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

237 Np
238Np

234 Pa

141Pm

143 Pr

238Pu

240Pu
241pu

103 mRh

105 Rh
106mRh

105 Ru

125 Sb

12 -'Sb

128Sb

1.63E-12

7.07E-10

3.49E-04

4.14E-13

1.59E-12

1 .23E-09

7.43E-07

9.39E-06

5.81E-09

4.62E-09

6.44E-05

6.75E-09

2.47E-05

2.22E-10

8.15E-04

9.87E-05

1.38E-06

1.14E-04

1.31E-12

3.56E-09

2.58E-12

9.31E-13

2.74E-04

6.40E-05

5.70E-06

1.05E-08

2.75E-04

2.12E-05

5.70E-06

3.89E-11

6.56E-10

1.67E-07

1.1 OE-07

1.02E-05

9.42E-07

1.05E-07

89Sr

90Sr

92 Sr
99Tc

99 MTC

12 5mTe

12 7mTe

129mTe

l2lmTe

132 Te

133Te
-

33mTe

232u
234u

13'mXe
IJ3 mXe

133mXe

-- 
3

5mXe

89my

90my

9lmy

93Y
93Zr

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

* [Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

. [Proprietary Information]

[Proprietary Information]

(Proprietary Information]

[Proprietary Information]

[ [Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary tnformation]

[Proprietary Information]

[Proprietary Inforttation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

* [Proprietary Information]

[Proprietary Information]
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Table 11-2. Radionuclide Stack Release Source Term Input to COMPLY (2 pages)

- -U- - . - -.E elae ae-ý MýRles rt
97Nb [Proprietary Information] 

129Sb 1. 14E-05 95 Zr [Proprietary Information]

i 97mNb [Proprietary Information] 15 1
Sm 6.84E-08 97

Zr [Proprietary Information]
S..- 1

4 7 Nd [Proprietary Information] 153Sm 9.44E-06 Total Ci [Proprietary Information]

2 36
mNp [Proprietary Information] 156Sm. 6.20E-07

Sources: Barrington, C., 2015, "NWMI Release #11 - Process Vessel Ventilation (PVV) System Estimate," (memorandum to
G. Dunford, May 26), AEM Consulting, LLC, Richland, Washington, 2015, and [Proprietary Information]

The weekly radionuclides (Ci/week) generated for the maximum dose case were multiplied by 52 weeks
to obtain the release rates in Ci/year (yr) The radionuclide releases were adjusted to conservatively account
for one HEPA filter in the Zone I heating, ventilation, and air conditioning (HVAC) offgas treatment
system (Chapter 9, "Auxiliary Systems," Section 9.1.2.2) in accordance with EPA 520/1-89-003, which
recommends that radionuclide particulate releases be reduced by an adjustment factor of 0.01. The noble
gases and iodine releases were not reduced in the analysis. The following radionuclides were not
available in the COMPLY database: I3 6 mBa, 137mBa, 133mi, 97mlb, 

23 6 mNp, 234mPa, 112 Pd, 144 mPr, 106Rh, 128Sb,
128mSb, and 9my.

The following assumptions were used in the development of the analysis:

* Meteorological data - COMPLY meteorological wind rose file for Columbia

• Stack data - Stack height 22.9 meter (m) (75 feet [ft]), diameter of 0.86 m (34 inches [in.])

* Building data - Height 19.8 m (65 ft), width 24.4 m (80 ft), length 76.2 m (250 ft)

* Receptor location - Nearest receptor locations is the RPF fence line at 9.1 m (30 ft) from the
stack

" Agricultural data - Food sources (e.g., milk, meat, vegetables) assumed to be home grown at
receptor location

The maximum dose to the public from the normal operational stack releases was calculated to be 0.036
mSv/yr (3.6 mrem/yr) at 9.1 m (30 ft) from the RPF. The results of the COMPLY analysis determine that
the requirement of 10 CFR 20.1101(d) will be met for the RPF, such that air emissions of radioactive
material to the environment will not result in an member of the public receiving a TEDE in excess of
0.1 mSv/yr (10 mrem/yr) from these emissions.

11.1.1.2 Liquid Radioactive Sources

Liquid radioactive sources within the RPF will consist of process fluids created during Mo recovery and
purification, liquids created during the recycling of LEU, and liquids resulting from the treatment of
offgases. A detailed description of the RPF processes and associated locations are provided in Chapter 4.0,
Section 4.3. Details of the process vessel vent system are provided in Chapter 9.0, Section 9.1.

During normal operating conditions, liquid radioactive materials will be contained within closed systems
consisting of piping components and tanks. There will be no radioactive liquid discharges from the RPF
into the sanitary sewer or the environment. Any liquid radioactive waste will be treated and/or solidified
prior to being packaged and shipped to a disposal facility. Table 11-3 provides source term information
for the liquid radioactive source. This source is based on the liquid in the target dissolver based on
[Proprietary Information]. This source term is considered bounding [Proprietary Information].
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Table 11-3. Liquid Radioactive Source (2 pages)

Ra io civt 
Ra.ioa tivit

136"~Ba

137"Ba

141Ce

' 4Ce

134cs
13 4nocs

136cs

157 Eu
129

1

1301

1311

1132
I
3
2mi

I
3 3

mi

1341
1351

83m~Kr
85 Kr

85mroj

87Kr
88 1(r

141L

142 La
99Mo
95Nb

9SroNb
96Nb

I

13-

13-
13-
13-

13

13

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

241p

lO6mRh

103 R

105 Ru

122 Sb

128 Sbj

151s

153s m

156SM
81Sr
90 Sr
91 Sr
92 Sr
99Tc

99mTc

I25mTe

127 Te
I27 mTe

129 Te
12 9M Te

13 1Te
1

3
1 "Te

132 Te
133 Te

133 "Te

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[proprietary Information]

[Proprietary Information]
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Table 11-3. Liquid Radioactive Source (2 pages)

97 Nb
-gvmNb

147 Nd
S 236mNp

237Np

238 Np
239Np

233p

234 Pa

234mpa

112 Pd

147pm

148pmn

148mPin

149pm

15Opm

151pm

142pr

143 Pr
144pr

144mpr

145 Pr

238pu

239pu

13-

13-

f3-

j3-

f3-

f3-

7'

B-

13-

7

13-

13-
13-

13-
13-
a3

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Infortmation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

134Te

232u

234u

235u

236u

237u

238u

131mXe

133
tXe

133mXe

135Xe

135mXe

89my

9Oy

9Omy

91y "
91

my

92y

93
Y

93
Zr

95Zr
97

Zr

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Informtation]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]

[Proprietary Information]Total Ci

Source: D004, filtered dissolver product, in [Proprietary Information]

a = alpha. 7

1P = beta.
= gamma.

11.1.1.3 Solid Radioactive Sources

Solid radioactive sources within the RPF will consist of fresh LEU, irradiated LEU targets, LEU target
material, and solidified waste. Details on these processes are provided in Chapter 4.0. During normal
operating conditions, solid radioactive sources will be contained within tanks and shielded hot cells, all
within restricted areas. Table 11-4 summarizes the solid radioactive source term in the RPF. This source
term is based on the cumulative total of high- and low-dose waste, encapsulated waste, and one batch of
[Proprietary Information].
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Table 11-4. Solid Radioactive Source (2 pages)

Raiocivt Raiocivt

24 1Am a 2.73E-10 2pu 1.43E-05
136tBa 7 2.88E+00 241pu1- 5.17E-06

137mBa y 1.65E+01 Ol3mRh 7 1.88E+03
13 9Ba 13- 2.15E+04 1

05Rh 13- 3.13E+03
14 0Ba 13- 8.18E+03 16R3- 4.67E+01
14C3- 4.07E+03 l°6mRh 13- 6.22E+00
14 3Ce 13- 1.9 1E+04 3Ru 13- 1.88E+03
144C3- 5.63E+02 105Ru 13- 3.31E+03
13413- 2.76E-03 106Ru 13- 3.33E+01

1
3 4mCS " 6.43E-02 122S3- 1.83E-03

I36Cs 13- 7.19E+00 13- 4.21E-03
137Cs3 1.71E+01 125Sb 13- 8.85E-01
155Eu 13- 5.77E-01 11263- 1.18E+00
156Eu3- 1.77E+01 127 13- 3.66E+02

157Eu3- 2.16E+01 128sb3- 7.48E+01
1291 3- 2.09E-06 128mSb 1- 1.13E+03
1301 3- 7.43E-01 129 Sb 13- 1.83E+03

31 3- 4.47E+03 151 Sm 13- 3.36E-01
132

1 . - 1.12E+04 153S3- 4.86E+02
132mi 13- 3.06E+01 1563- 5.16E+01

1331 13- 2.2 1E+04 . 89Sr - 13- 2.35E+03

133mi 7 1.43E+03 9 °Sr 13- 1.69E+01
[ . . 34i - " . .. ... . .. . ... .. - . 2E 0 91Sr

13413- 2.62E+04 91Sr3- 1.95E+04
1351 13- 2.1OE+04 92Sr 13- 1.99E+04

83mKr 1.81E+03 99Tc - 1.76E-03
85Kr 13- 1.1OE+00 99T 13- 1.43E+04

85mKr3 4 .2 3 E+0ý3  125mrTe Y 2.93E-02

87K 13- 8.62E+03 127T3- 2.93E+02
88Kr 13- 1.18E+04 Te3- 4.84E+00

1413- 6.49E+03 129Te 13- 1.55E+03

14iL3- 1.93E+04 120"Te 6.70E+01

14213- 1.96E+04 133Te- 8.62E+03
9 9 Mo .3- 1.65E+04 1i

3
1mTe 1.- 1 132E+03

95Nb 13 5.98E+02 132Te 13- 1.09E+04
95 mNb 13 2.08E+01 133e3- 1.25E+04
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Ra iatiiy .. . . .. ..

96Nb
97Nb

97"~Nb
147 Nd

236MNp
2 3 7

Np

238Np
23 Npa

234mPa

147Pm

'50Pm

151Prn

142Pr

143 Pr
144mPr

14"Pr

238Pu

f3-

y

r3-
f3-
a

j3-

t3-

7

13-

13-
J3-

7

J3-

3-

13-
13-
13-

13-
a

a

1.79E+00

2.02E+04

1.91E+04

3.20E+03

5.33E-07

1.12E-06

3.56E-02

1.68E+04

1.29E-06

6.OOE-06

4.68E-03

4.47E+01

3.38E+01

1.39E-01

3.05E-02

3.11E+03

2.46E+00

1.38E+03

1.37E-02

6.23E+03

5.64E+02

7.93E+00

1.31E+04

5.19E-06

1.57E-02

l33mTe

232u

234u
235u

-236u

237 U

13 lm'Xe

l33mXe

135 Xe
l35mXe

90 Y

9 1
y

92Y
93Y
93 Zr
95 Zr
97 Zr

Total Ci

1.13E+04

2.34E+04

5.69E-08

5.38E-02

2.46E-03

8.28E-04

3.3 1E+02

1.55E-03

7.89E+00

1.09E+04

5.16E+02

1.77E+04

3.90E+03

2.20E-01

1.28E+01

1.15E+03

2.49E+03

1. 14E+04

2.01E+04

2.12E+04

3.26E-04

2.66E+03

2.01E+04

5.65E+05

Source: [Proprietary Information] and [Proprietary Information].

a = alpha.
= beta.

7 = gamma.

11.1.2 Radiation Protection Program

NWMI management is committed to protecting RPF workers, the public, and environment from
unacceptable exposure to radiation sources. NWMI's policy is to conduct radiological operations in a
manner that ensures the health and safety of employees, contractors, and the public. In achieving this
objective, NWMI will ensure that radiation exposure to workers and the public, and releases of
radioactivity to the environment, are maintained below regulatory limits. Deliberate actions will be taken
to further reduce exposures and releases in accordance with a process focused on keeping exposures and
releases ALARA.
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NWMI is fully committed to implementing the NWMI radiation protection program to consistently reflect
this policy. The NWMI radiation protection program will also meet the requirements of 10 CFR 20 and
10 CFR 19, "Notices, Instructions, and Reports to Workers: Inspection and Investigations."

The radiation protection program will be developed, documented, and implemented commensurate with
the risks posed by RPF operations. NWMI will use, to the extent practicable, procedures and engineering
controls based on sound radiation protection principles to achieve occupational doses and doses to the
public that are ALARA.

The radiation protection program content and implementation will be reviewed at least annually, as
required by 10 CFR 20.1101(c). In addition, in accordance with 10 CFR 20.1101 (d),-constraints on
atmospheric releases will be established for the RPF such that no member of the public would be
expected to receive a TEDE in excess of 0.1 mSv/yr (10 mrem/yr) from these releases.

The NWMI RPF administrative
exposure limits have been set below
the limits specified in 10 CFR 20 to
ensure that regulatory radiation
exposure limits are not exceeded
and to emphasize ALARA
principles. The administrative
exposure limit (TEDE) for the RPF
is defined as 0.02 Sv/yr (2 roentgen
equivalent in man [rem]/yr). The
ALARA goal and dose investigation
level is set at 5 mSv/yr (500
mrem/yr). Table 11-5 provides a
conservative estimate of the dose
rates during normal operations for

Table 11-5. Estimated Radioisotope Production Facility
Controlled and Restricted Area Dose Rates

Target fabrication area

Irradiated target receipt area

Hot cell operating and maintenance
galleries

Waste management loading area
Utility area

Laboratory area

Administration and support area

0.0003 mSv/hr 0.03 mrem/hr

I 0.005 mSv/hr 0.5 mrem/hr

0.005 mSv/hr 0.5 mrem/hr'

0.005 mSv/hr 0.5 mrem/hr

0 -

1 0.005 mSv/hr 0.5 mrem/hr

0 0

occupied areas. The high and very high radiation areas presented in Chapter 4, Section 4.2 will not be
occupied by personnel during normal operations. Dose rates outside the controlled area are anticipated to
be below 0.02 mSv (2 mrem) in any 1 hr and 0.001 Sv/yr (0.1 rem/yr) in accordance with
10 CFR 20.1302, "Compliance with Dose Limits for Individual Members of the Public."

To ensure that RPF personnel are protected, the radiation protection program will require surveillance of
and control over the radiation exposure of personnel.

The radiation exposure policy and control measures for personnel will be established based on the
requirements of 10 CFR 20 and the guidance of applicable regulatory guides. Recommendations from the
International Commission on Radiological Protection (ICRP) and the National Council on Radiation
Protection and Measurements (NCRP) will also be used in the formulation and evolution of the RPF
radiation protection program.

11.1.2.1 Responsibilities of Key Program Personnel

This section provides the organizational structure of the NWMI radiation protection program, including
the responsibilities of key personnel. Chapter 12.0, "Conduct of Operations," provides additional
information on the facility management and technical organization. The NWMI Chief Operating Officer
(COO) will have overall responsibility for the operation of the RPF, including radiation protection.
Detailed program procedures will be provided in the Operating License Application.

11-12



see. Chapter 11.0 - Radiation Protection and Waste Management
NORTHWEST MEDICAL ISOTOPES

11.1.2.1.1 Plant Manager

The Plant Manager will report to the COO and have direct responsibility for safe operation of the RPF,
including the protection of workers and the public against radiation exposure resulting from facility
operations and materials. Other responsibilities will include:

" Ensuring compliance with applicable NRC, State, and local regulations and license/permits
* Implementing the RPF conduct of operations program
* Establishing and managing the required training programs to support the operations organization

11.1.2.1.2 Safety, Health and Licensing Manager

The Safety, Health, and Licensing (SH&L) Manager will report to the COO, with overall responsibility
for the development and implementation of programs addressing worker safety and health, NRC
licensing, and State and local permitting (including monitoring compliance with those licenses and
permits). Other responsibilities will include nuclear criticality safety, radiation protection/chemistry,
environmental protection, integrated safety analysis, industrial hygiene and safety, chemical safety, fire
protection, security, and emergency preparedness. With respect to operations, the SH&L Manager will be
responsible to confirm the safety of those operations, and will have the authority to order facility
shutdown for RPF operations that are judged to be unsafe for continued operations or noncompliant with
applicable regulatory requirements and to approve restart of operations.

11.1.2.1.3 Radiation Protection Manager

The Radiation Protection Manager will report to the SH&L Manager and have responsibility for the
development and implementation of programs to limit personnel radiological exposures and
environmental impacts associated with facility operations, including the ALARA program. Other
responsibilities include implementation of the chemistry analysis programs and procedures for the RPF.
In matters involving radiological protection, the Radiation Protection Manager will have direct access to
the COO. The Radiation Protection Manager, supported by his staff, will be responsible for:

" Establishing and implementing RPF radiation protection program

* Serving as Radiation Safety Officer

* Generating and maintaining procedures associated with radiation protection program

* Reviewing and auditing the efficacy of the program in complying with NRC and other
government regulations and applicable regulatory guides

" Adequately staffing the Radiation Protection group to implement the radiation protection program

* Establishing and maintaining the ALARA program and ensuring personnel follow ALARA
principles

" Establishing and maintaining a respirator usage program

" Monitoring worker doses, both internal and external

" Complying with radioactive materials possession limits
* Overseeing handling and disposal of radioactive wastes
" Performing calibration and quality assurance of all radiological instrumentation (e.g., verification

of required lower limits of detection or alarm levels)
* Establishing and maintaining a radiation safety training program
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• Performing annual audits of the radiation protection program

* Establishing and maintaining the radiological environmental monitoring program

* Posting restricted areas and developing associated occupancy guidelines (e.g., radiation, airborne
radioactivity, high radiation, and contaminated areas)

11.1.2.1.4 Operations Manager

The Operations Manager will report to the Plant Manager and have responsibility for day-to-day RPF
operations activities. Inherent in this responsibility is the assurance that operations are conducted safely
and in compliance with license conditions.

11.1.2.1.5 Employees

NWMI employees will be responsible for conducting work safely and to follow the rules, regulations, and
procedures that have been established for their protection and the protection of the public. Personnel
whose duties require working with radioactive material, entering radiation areas, controlling facility
operations that could affect effluent releases, or directing the activities of others, are trained such that they
understand and effectively carry out their responsibilities.

11.1.2.2 Staffing of the Radiation Protection Program

Only suitably trained radiation protection personnel will be employed at the RPF. For example, the
Radiation Protection Manager will have a bachelor's degree (or equivalent), as a minimum, in an
engineering or scientific field and 4 years of applicable nuclear experience. Other members of the
radiation protection staff will be trained and qualified consistent with the guidance provided in American
National Standards Institute (ANSI)/American Nuclear Society (ANS) 15.11, Radiation Protection at
Research Reactor Facilities. NWMI management is committed to providing sufficient resources in terms
of staffing and equipment to implement an effective radiation protection program.

11.1.2.3 Independence of the Radiation Protection Program

The radiation protection program will be independent of the RPF's routine operations. This independence
ensures that radiation protection personnel maintain their objectivity and are focused on implementing
sound radiation protection principles necessary to achieve occupational doses and doses to the public that
are ALARA. As noted in Section 11.1.2.1.3, the Radiation Protection Manager has direct access to the
COO for matters involving radiological protection.

11.1.2.4 Radiation Safety Committee

A Radiation Safety Committee will meet periodically to review the status of projects, measure
performance, look for trends, and review radiation safety aspects of facility operations, in accordance
with 10 CFR 20.1101(c). The Radiation Protection Manager will chair the Radiation Safety Committee.
The other Radiation Safety Committee members come from quality assurance, operations, maintenance,
and technical support, as deemed appropriate by the Plant Manager.

The objectives of the Radiation Safety Committee will be to maintain a high standard of radiation
protection in all facility operations. The Radiation Safety Committee will review the content and
implementation of the radiation protection program at a working level and strive to improve the program
by reviewing exposure trends, the results of audits, regulatory inspections, worker suggestions, survey
results, and exposure incidents. The maximum interval between meetings may not exceed 180 days. A
written report of each Radiation Safety Committee meeting will be forwarded to all managers.
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11.1.2.5 Training Programs

The design and implementation of the radiation protection training program will comply with the
requirements of 10 CFR 19.12, "Instruction to Workers." Records will be maintained in accordance with
10 CFR 20.2110, "Form of Record." The development and implementation of the radiation protection
training program will be consistent with the guidance provided in the following regulatory guidance
documents:

" ASTM El 168-95, Radiological Protection Training for Nuclear Facility Workers
" ANSI/ANS 15.11, Radiation Protection at Research Reactor Facilities
" Regulatory Guide 8.10, Operating Philosophy for Maintaining Occupational Radiation

Exposures As Low As Is Reasonably Achievable
* Regulatory Guide 8.13, Instructions Concerning Prenatal Radiation Exposure
" Regulatory Guide 8.29, Instructions Concerning Risks from Occupational Radiation Exposure

All personnel and visitors entering restricted areas, as described in Section 11.1.5.5, will receive training
that is commensurate with the radiological hazard to which they may be exposed. Visitors will be
provided with trained escorts who have received radiation protection training.

The level of radiation protection training will be based on the potential radiological health risks associated
with the employee's work responsibilities and incorporate the provisions of 10 CFR 19.12. In accordance
with 10 CFR 19.12, any individual working at the facility who is likely to receive a dose in excess of
1 mSv (100 mrem) in one year will be:

" Kept informed of the storage, transfer, or use of radioactive material
* Instructed in health protection problems associated with exposure to radiation and radioactive

material, in procedures to minimize exposure, and in the purposes and functions of protective
devices employed

" Required to observe, to the extent within the worker's control, the applicable provisions of NRC
regulations and licenses for protection of personnel from exposure to radiation and radioactive
material

" Instructed of the responsibility to promptly report to facility management any condition that may
cause a violation of NRC regulations and licenses, or unnecessary exposure to radiation and
radioactive material

" Instructed in the appropriate response to warnings made in the event of any unusual occurrence or
malfunction that may involve exposure to radiation and radioactive material

" Advised of the various notifications and reports to individuals that a worker may request in
accordance with 10 CFR 19.13, "Notifications and Reports to Individuals."

The radiation protection training program will take into consideration a worker's normally assigned work
activities. Abnormal situations involving exposure to radiation and radioactive material, which can
reasonably be expected to occur during the life of the facility, will also be evaluated and factored into the
training. The extent of these instructions will be commensurate with the radiological health protection
considerations appropriate for the workplace.

Personnel who have previously been trained for radiological, chemical, industrial, and criticality safety
will receive (retraining) refresher training at least annually. The retraining program will review procedure
changes and any updates and changes in required skills. Changes to the training resulting from incidents
potentially compromising safety or changes to the facility or processes will be incorporated as required.
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Records of training are maintained in accordance with the NWMI records management system, which is
described in the RPF Quality Assurance Program Plan (QAPP) (Chapter 12.0, Appendix C). Training
programs will be established in accordance with Chapter 12.0, Section 12.10. The radiation protection
sections of the training program are evaluated at least annually. The program content will be reviewed to
ensure that it remains current and is adequate to ensure worker safety.

Radiation Protection Training

The radiation protection training program will emphasize the importance placed on radiological safety of
workers and the public. In-depth radiation protection training will be provided for the various types of
job functions (e.g., production operator, radiation protection technician, contractor personnel)
commensurate with the radiation safety responsibilities associated with each position. Visitors to any of
the RPF production areas will be trained commensurate with the planned activities and will be escorted by
trained personnel while in those areas.

Personnel access procedures will be defined to ensure the completion of formal radiological safety
training prior to being allowed unescorted access into the restricted areas. Training sessions covering
safety, radiation protection, and emergency procedures will be conducted on a regular basis to
accommodate new employees or those requiring retraining. Retraining will be conducted when necessary
to address changes in policies, procedures, and requirements.

Specific topics covered in the training program are listed in Chapter 12.0, Section 12.10. The training
provided will include the requirements of 10 CFR 19. Individuals attending these training classes must
pass an initial examination covering the training contents to ensure an understanding of the requirements
and to determine the effectiveness of the training. The effectiveness and adequacy of the training
program curriculum and instructors will also be evaluated by audits performed by personnel responsible
for safety and radiation protection.

If contractor employees are required to perform tasks in the restricted areas or controlled areas of the
facility, formal training for these individuals will be designed to address the type of work being
performed. In addition to applicable radiation safety topics, training contents may include radiation work
permits (RWP), special bioassay sampling, and special precautions for activities performed.

Instructors approved by the Radiation Protection Manager will be responsible for conducting the radiation
protection training program. The Radiation Protection Manager will be responsible for establishing and
maintaining radiation protection training for all personnel, including contractor personnel who may be
working at the facility. Records will be maintained by the Training Manager for each employee to
document the training date, scope of the training, identity of the trainer(s), any test results, and other
associated information.

Individuals requiring unescorted access to a restricted area receive annual retraining. Contents of the
formal radiation protection training program will be reviewed and updated at least annually by the SH&L
Manager and Radiation Protection Manager to ensure that the programs are current and adequate.

11.1.2.6 Document Control

The RPF document control program is described in the RPF QAPP (Chapter 12.0, Appendix C).

11.1.2.7 Audits

The radiation protection program will be audited annually, at a minimum, to review all functional
elements of the program. This function is performed to meet the requirements of 10 CFR 20.1101(c).
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The audit activity is led by the Radiation Protection Manager, with the results being sent to the Radiation
Safety Committee, COO, SH&L Manager, and Plant Manager for review. The corrective action program
is used to address any deficiencies identified during the audit. Details on the corrective action plan are
provided in the NWMI QAPP (Chapter 12.0, Appendix C).

11.1.2.8 Radiation Work Control Procedures

All work performed in restricted areas will be performed under an RWP. The procedures controlling
RWPs will be consistent with the guidance provided in Regulatory Guide 8.10. An RWP may also be
required whenever the Radiation Protection Manager deems that one is necessary or when activities
involve licensed materials not covered by operating procedures where radioactivity levels are likely to
exceed airborne radioactivity limits. Routine and nonroutine activities will be performed under an RWP
that provides a description of the work to be performed (i.e., defines the authorized activities). The RWP
will summarize the results of recent dose rate surveys, contamination surveys, airborne radioactivity
results, and other relevant information.

Precautions to be taken by those performing the task, including personal protective equipment to be worn
while working (e.g., gloves, respirators, personnel monitoring devices), stay-times or dose limits for work
in the area, recordkeeping requirements (e.g., time or dose spent on job), and the attendance of a radiation
protection technician during the work, will be defined in the RWP. The Radiation Protection Manager or
designee will approve the RWP. The designee must meet the requirements of Section 11.1.2.2.

The RWPs will have a predetermined period of validity, with a specified expiration or termination time.
Standing RWPs will be issued for routinely performed activities, such as tours of the RPF by shift
personnel.

Determining the need for issuing and closing out an RWP will be the responsibility of the Radiation
Protection Manager, or designee. The RWP procedures will require the following:

* Reviewing planned activities, changes to activities inside restricted areas, or work with licensed
materials for the potential to cause radiation exposures that exceed action levels or produce
radioactive contamination. This review is also the responsibility of the Radiation Protection
Manager, or designee.

" Specifying requirements for any necessary safety controls, personnel monitoring devices,
protective clothing, respiratory protective equipment, and air sampling equipment, and the
attendance of radiation protection technicians at the work location

* Posting RWPs at access points to restricted areas, with copies of current RWPs posted at the work

area location

• Clearly defining and limiting the work activities to which the RWPs apply

• Closing out the RWP when the applicable work activity for which it was written is completed and
terminated

• Retaining the RWP as a record at least for the life of the facility

11.1.2.9 Recordkeeping

For additional program commitments applicable to records and reports, the RPF will meet the
requirements of the following regulations:

* 10 CFR 20 Subpart L, "Records," and Subpart M, "Reports"
* 10 CFR 50.71, "Maintenance of Records, Making of Reports"
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* 10 CFR 70.51, "Records Requirements"
• ANSI 15.8, Quality Assurance Program Requirements for Research Reactors
• ANSI/ANS 15.11, Radiation Protection at Research Reactor Facilities

The NWMI records management program is described in the NWMI QAPP (Chapter 12.0, Appendix C).
NWMI will maintain records of the radiation protection program (including program provisions, audits,
and reviews of the program content and implementation), radiation survey results (air sampling,
bioassays, external-exposure data from monitoring of individuals, internal intakes of radioactive
material), and results of corrective action program referrals, RWPs, and planned special exposures.

By procedure, NWMI will report to the NRC any event that results in an occupational exposure to
radiation exceeding the dose limits in 10 CFR 20 within the time specified in 10 CFR 20.2202,
"Notification of Incidents.". NWMI will prepare and submit an annual report of the results of individual
monitoring to the NRC, as required by 10 CFR 20.2206, "Reports of Individual Monitoring."

11.1.3 ALARA Program

This section provides a discussion of the NWMI ALARA program, as required by 10 CFR 20.1101.

11.1.3.1 ALARA Policy

NWMI management is committed to the ALARA philosophy for radiological operations. NWMI's
policy is to conduct radiological operations in a manner that will ensure the health and safety of its
employees, contractors, and the public. In achieving this objective, NWMI will ensure that radiation
exposure to workers and the public, and releases of radioactivity to the environment, are maintained
below regulatory limits. Deliberate actions will be taken to further reduce exposures and releases in
accordance with a process focused on keeping exposures or releases ALARA. NWMI is fully committed
to implementing an ALARA program that consistently reflects this policy.

11.1.3.2 Approach to ALARA Program

As stated in the ALARA policy, NWMI management is committed to the implementation of an ALARA
program. The objective of the program will be to make every reasonable effort to maintain facility
exposures to radiation as far below the dose limits of 10 CFR 20.1201, "Occupational Dose Limits," as
practical, and to maintain radiation exposures to the public below the dose constraints of 10 CFR 20.1301,
"Dose Limits for Individual Members of the Public." Annual doses to personnel will be maintained
ALARA. In addition, the annual collective dose to personnel (i.e., the sum of all annual individual doses,
expressed in person-Sv or person-rem) will be maintained ALARA. The dose equivalent to the
embryo/fetus will be maintained below the limits of 10 CFR 20.1208, "Dose Equivalent to an
Embryo/Fetus."

The goals of the ALARA program are to ensure occupational exposures and environmental releases are as
far below regulatory limits as reasonably achievable. The RPF design incorporates ALARA principles.
As systems, components, and process areas are designed, radiation protection staff will evaluate the
potential dose to workers and the public and provide suggested approaches to reducing dose.

Areas where facility personnel are expected to spend significant time are designed so that dose rates are
maintained ALARA. The areas with higher doses rates will be minimized. Radiation areas will be
established to minimize the spread of contamination and reduce unnecessary exposure of personnel to
radiation. The potential radiation area designations within the RPF are shown in Figure 11-2,
Figure 11-3, and Figure 11-4.
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[Proprietary Information]

Figure 11-2. Radioisotope Production Facility Radiation Zones (First Floor)
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[Proprietary Information]

Figure 11-3. Radioisotope Production Facility Radiation Zones (Second Floor)

[Proprietary Information]

Figure 11-4. Radioisotope Production Facility Radiation Zones (Basement)
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The design and implementation of the ALARA program will be consistent with the guidance provided in:

" Regulatory Guide 8.2, Administrative Practices in Radiation Surveys and Monitoring
" Regulatory Guide 8.13, Instructions Concerning Prenatal Radiation Exposure
" Regulatory Guide 8.29, Instruction Concerning Risks from Occupational Radiation Exposure
* Regulatory Guide 8.37, ALARA Levels for Effluents from Materials Facilities

The operation of the RPF will be consistent with the guidance provided in Regulatory Guide 8.10. The
guidance of Regulatory Guide 4.21, Minimization of Contamination and Radioactive Waste Generation:
Life-Cycle Planning, will be followed to minimize, to the extent practicable, contamination of the facility
and the environment, facilitate eventual decommissioning, and minimize, to the extent practicable, the
generation of radioactive waste.

The radiation protection program will ensure that a comprehensive and effective program is implemented
and document that policies are established to ensure that ALARA goals are met. Facility procedures will
be written to incorporate ALARA principles into routine operations of the RPF and ensure that exposures
are consistent with 10 CFR 20.1201 limits.

The Radiation Protection Manager will be responsible for implementing the ALARA program and
ensuring that adequate resources are committed to support an effective program. An annual ALARA
program evaluation report will be prepared that summarizes (1) radiological exposure and effluent release
data for trends, (2) audits and inspections, (3) use, maintenance, and surveillance of equipment used for
exposure and effluent control, and (4) other issues, as appropriate, that may influence the effectiveness of
the radiation protection and ALARA programs. Copies of the report will be submitted to the COO,
Radiation Safety Committee, and Plant Manager.

The Radiation Safety Committee will review the effectiveness of the ALARA program at least every
quarter and determine if exposures, releases, and contamination levels are in accordance with ALARA
principles. The committee will also evaluate the results of assessments made by the Radiation Protection
organization and reports of facility radiation levels, contamination levels, and employee exposures for
identified categories of workers and types of operations. The committee will be responsible for ensuring
that the occupational radiation exposure dose limits of 10 CFR 20.1201 are not exceeded under normal
operations and for evaluating alternatives to improve the effectiveness of equipment used for exposure
control. The committee will determine if there are any upward trends in personnel exposures,
environmental releases, and/or facility contamination levels.

11.1.4 Radiation Monitoring and Surveying

Radiation monitoring and surveys will be conducted to (1) determine radiation levels, concentrations of
radioactive materials, and potential radiological hazards that could be present in the facility, and (2) detect
releases of radioactive material from facility equipment and operations. Radiation surveys will focus on
those areas of the facility where the occupational radiation dose limits could potentially be exceeded.
Measurements of airborne radioactive material and/or bioassays will be used to determine that internal
occupational exposures to radiation do not exceed the dose limits specified in 10 CFR 20, Subpart C,
"Occupational Dose Limits." NWMI has established written procedures to ensure compliance with the
requirements of 10 CFR 20, Subpart F, "Surveys and Monitoring."

The radiation survey and monitoring programs will be consistent with the guidance provided in the

following references:

" Regulatory Guide 8.2, Administrative Practices in Radiation Surveys and Monitoring

" Regulatory Guide 8.4, Personnel Monitoring Device-Direct-Reading Pocket Dosimeters
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* Regulatory Guide 8.7, Instructions for Recording and Reporting Occupational Radiation
Exposure Data

• Regulatory Guide 8.9, Acceptable Concepts, Models, Equations, and Assumptions for a Bioassay
Program

* Regulatory Guide 8.25, Air Sampling in the Workplace

* Regulatory Guide 8.34, Monitoring Criteria and Methods to Calculate Occupational Radiation
Doses

* ANSI N13. 1, Guide to Sampling Airborne Radioactive Materials in Nuclear Facilities

* ANSI N13.6, Practice for Occupational Radiation Exposure Records Systems

* ANSI N13.11, Dosimetry-Personnel Dosimetry Performance-Criteria for Testing

* ANSI N13.27, Performance Requirements for Pocket-Sized Alarm Dosimeters andAlarm
Ratemeters

* ANSI N323, Radiation Protection Instrumentation Test and Calibration

* ANSI/ANS 15.11, Radiation Protection at Research Reactors

* ANSI/HPS N13.22, Bioassay Program for Uranium

* ANSI/HPS N13.30, Performance Criteria for Radiobioassay

* NUREG-1400, Air Sampling in the Workplace

The procedures will include program objectives, sampling procedures, and data analysis methods.
Equipment selection will be based on the type of radiation being monitored. The procedures will be
developed for each instrument used, including the frequency and method of calibration, and the
maintenance and calibration requirements. Specific types of instruments used in the facility are discussed
in Section 11.1.4.1. The survey program procedures will also specify the frequency of measurements and
the recordkeeping and reporting requirements. Additional information on radiation monitoring and
surveys will be provided in the Operating License Application.

All personnel who enter restricted areas will be required to wear National Voluntary Laboratory
Accreditation (NAVLAP)-compliant personnel dosimeters. Personnel will also be required to survey
themselves prior to exiting restricted areas that may have the potential for contamination.

Continuous airborne radioactivity monitors will provide indication of the airborne activity levels in the
restricted areas of the facility. When deemed necessary, portable air samplers may be used to collect a
sample on filter paper for subsequent analysis in the laboratory. Monitor data will be collected for regular
analysis and documentation. Monitors will be equipped with alarms. The alarms activate when airborne
radioactivity levels exceed predetermined limits. The limits will be set with consideration given to both
toxicity and radioactivity. The volume of air sampled may have to be adjusted to ensure adequate
sensitivity with minimum sampling time. The operating history of the RPF, changes in technology,
changes in room functions and design, and changes in regulations may necessitate adjustment of the
monitors.

Calibrations will be performed in accordance with written established procedures and documented prior
to the initial use of each airflow measurement instrument (used to measure flow rates for air or effluent
sampling) and each radioactivity measurement instrument. Periodic operability checks will also be
performed in accordance with established written procedures.
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Calibrations will be performed and documented on each airflow measurement and radioactivity
measurement instrument, as follows:

" At least annually (or according to manufacturers' recommendations, whichever is more frequent)
" After failing an operability check
" After modifications or repairs to the instrument that could affect its proper response
" When the instrument is believed to have been damaged

Unreliable instruments will be removed from service until repairs are completed. Portal monitors, hand
and foot monitors, and friskers will have the required sensitivity to detect alpha contamination on
personnel to ensure that radioactive materials do not spread to the areas outside of the restricted areas.
Instruments will be calibrated with sources that are within ±5 percent of the reference value and are
traceable to the National Institute of Standards and Technology (NIST) or equivalent.

The background and efficiency of laboratory counting instruments, when used for radiation protection
purposes, will be determined daily. This determination may be less frequent only if necessary due to long
counting intervals.

11.1.4.1 Monitoring Equipment

The following subsections provide the procedures and equipment used at the RPF to routinely monitor
and sample workplaces and other accessible locations to identify and control potential sources of radiation
exposure and release.

11.1.4.1.1 Personnel Monitoring

Three basic types of personnel monitoring equipment will be used at the facility: count rate meters
(friskers), hand and foot monitors, and portal monitors.

Friskers - These devices typically consist of a handheld Thermo Scientific HP 210 (or equivalent) probe
connected to an RM-25 (or equivalent) count rate meter. Instructions for the use of these instruments will
be posted in a prominent location near the instrument. Handheld friskers will typically be placed in
locations where conditions restrict the use of other monitors or for short-term use, as necessary, to ensure
effective control of the spread of contamination.

Hand and foot monitors - These devices typically consist of multiple detectors arranged to monitor only
hands and feet. Instructions for the use of these monitors will be prominently posted on or near the
instrument. Hand and foot monitors will be used in applications where pass-throughs are frequent and
where hand and foot monitoring is the major requirement.

Portal monitors - Portal monitors can quickly scan large surface areas of the body. Portal monitors will
typically use large area beta and/or gamma sensitive detectors to monitor personnel passing through.
Additional detectors will be provided to monitor the hands, head, and feet. These monitors may be used
where the number of personnel exiting an area, available space, etc., makes their use advantageous.

11.1.4.1.2 Air Monitoring

Continuous air monitors (CAM) will be provided within the RPF to provide indication of airborne
activity. The CAMs will be operated to collect continuous samples. Portable CAMs may also be
deployed when deemed necessary (e.g., non-standard maintenance activities). CAMs will be equipped
with alarms. The alarm will be activated when airborne radioactivity levels exceed predetermined limits.
The limits will be set with consideration given to both toxicity and radioactivity. The volume of air
sampled may have to be adjusted to ensure adequate sensitivity with minimum sampling time.
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The operating history of the facility, along with changes in technology, room functions and design, and
regulations, may necessitate adjustment of the monitors.

The exhaust stacks will be provided with continuous monitors for noble gases, particulate, and iodine.
The stack monitoring system design basis is to continuously monitor the radioactive stack releases.
Additional information on air monitoring will be provided in the Operating License Application.

11.1.4.1.3 Radioactive Liquid Monitoring

The RPF will not discharge radioactive liquids; therefore, the RPF will not have liquid effluent monitors.
The monitoring of liquids within the RPF process systems is discussed in Chapter 4.0.

11.1.4.2 Technical Specifications

Technical specifications associated with the contamination control are provided in Chapter 14.0,
"Technical Specifications" and will be developed as part of the Operating License Application.

11.1.5 Radiation Exposure Control and Dosimeter

The RPF is designed to prevent uncontrolled radiation releases to work areas or the environment during
normal operations. This is accomplished through the process design and shielding discussed in Chapter 4.0
and the facility HVAC system design discussed in Chapter 9.0.

The goal of maintaining occupational internal and external radiation exposures ALARA encompasses an
individual's dose and the collective dose of the entire working population. Because the TEDE is the sum of
the internal and external exposures, the radiation protection program addresses both contamination
control and external radiation protection. The following sections provide examples of how the RPF is
designed to incorporate ALARA principles.

11.1.5.1 Process Design for ALARA

Examples of process design and operating considerations that will be implemented to reduce personnel
radiation exposures include the following:

* Processing irradiated targets and purification of 99Mo under subatmospheric pressure (additional
details are provided in Chapter 9.0, Section 9.1)

* Limiting constant direct contact of personnel with radiological materials (additional detail
provided in Chapter 4.0, Section 4.2)

" Ensuring equipment and components are designed to include reliability, availability,
maintainability, inspectability, constructability, and other design features to reduce or eliminate
the need for repair or preventive maintenance

" Providing design redundancy of equipment or components to reduce the need for immediate
repair when radiation levels may be high or when there is no feasible method available to reduce
radiation levels

" Designing equipment and piping to minimize the accumulation of radioactive materials

* Providing for draining, flushing, or, if necessary, remote cleaning or decontamination of
equipment containing radioactive materials
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Designing airflow rates at exhausted enclosures and close-capture points, when in use, to
preclude escape of airborne radioactive gases and particles and to minimize the potential for
intake by workers. Airflow rates will be checked monthly when in use and after modification of
any hood, exhausted enclosure, close-capture point equipment, or ventilation system serving these
barriers. Additional detail is provided in Chapter 9.0, Section 9.1.

Handling accidental radioactive contamination by using the personnel decontamination room. A
hand-washing sink and a shower will be provided for contamination removal.

11.1.5.2 Facility Design for ALARA

Examples of facility design and operating considerations that are being implemented to reduce personnel
radiation exposures include the following:

" Incorporating ease of maintenance or repair, including ease of disassembly and modularization of
components for replacement or removal to a lower radiation area for repair or disposal

* Providing the ability to remotely or mechanically operate, repair, service, monitor, or inspect
equipment

" Laying out the facility so that access to a given area does not require passing through a higher
radiation zone area

* Providing the ability to operate equipment from accessible areas both during normal and off-
normal operating conditions

* Providing areas outside of high radiation areas that equipment can be moved to for service
* Incorporating ease of decontamination of potentially contaminated areas
" Providing control systems so that process controls (e.g., essential instrumentation and controls)

will be from the lowest radiation zone practicable
• Controlling HVAC system contamination by maintaining ventilation air flow patterns from areas

of lower radioactivity to areas of higher radioactivity
* Requiring self-monitoring when exiting restricted areas; if contamination is detected, facility

personnel will be required to notify radiation protection staff
o Training facility personnel in emergency evacuation procedures per the Emergency Preparedness

Plan (Chapter 12.0, Appendix B)

All personnel whose duties require entry into restricted areas will wear individual external dosimetry
devices (e.g., passive dosimeters such as thermoluminescent dosimeters [TLD] that are sensitive to beta,
gamma, and neutron radiation). External dosimetry devices will be evaluated at least quarterly to
ascertain external exposures.

11.1.5.3 Control of Entry

The RPF will include areas locked to limit access, and alarms and signals that alert workers to or prevent
unauthorized entry into radiation areas, high radiation areas, and very high radiation areas. Additional
information on control of entry will be provided in the Operating License Application.
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11.1.5.4 Protective Equipment and Materials

Personnel working within the restricted area will be required to wear appropriate personal protective clothing.
Protective clothing, as prescribed by the RWP, will be selected based on the contamination level in the
work area, anticipated work activity, worker health considerations, and consideration for nonradiological
hazards present. Protective clothing of the following types will be made readily available as necessary:

" Cloth and disposable coveralls
" Nonpermeable coveralls (plastic/rubberized)
" Rubber and disposable shoe covers
" Rubber and disposable gloves
" Cotton liners
* Cloth and disposable hoods
* Full-face particulate respirators
* Eye goggles
" Face shields
" Supplied-air respirators
" Self-contained breathing apparatus

Areas requiring protective clothing will be posted at each of the associated entry points. Radiation
protection management and technical staff will be responsible for determining the need for protective
clothing in each work area and documenting the requirements in the RWP.

Based on air sampling results and work evolutions, the Radiological Protection Manager will select the
appropriate respiratory protection required. Airborne radioactivity concentrations will be minimized to
the extent practical by the use of engineered controls (e.g., containment, ventilation). When establishing
radiological controls for work involving potential airborne radioactivity, the first consideration will be to
use techniques that help prevent or reduce the potential for airborne radioactivity and maintain loose
surface contamination in controlled areas within ALARA levels. Respiratory protection equipment
requirements will be specified on the area RWP.

10 CFR 20, Subpart H, "Respiratory Protection and Controls to Restrict Internal Exposure in Restricted
Areas," defines the required elements of the facility respiratory protection program. Additional
information on implementing and maintaining the respirator program are provided in Section 11.3.

11.1.5.5 Radiological Areas

Radiological areas will be established to control (1) the spread of contamination, (2) personnel access to
avoid unnecessary exposure of personnel to radiation, and (3) access to radioactive sources present in the
facility. Table 11-5 lists the general dose rate estimates for the RPF. These dose estimates are based on
shielding calculations (NWMI-2015-SHIELD-00 1, Radioisotope Production Facility Shielding Analysis).
Areas where facility personnel spend substantial amounts of time are designed, in accordance with
ALARA principles, to minimize the exposure received when routine tasks are performed. The
radiological areas within the RPF are shown in Figure 11-2 through Figure 11-4 (Section 11.1.3.2). The
following subsections provide the definitions of each of these areas and a description of how the RPF
radiation protection program will be implemented to protect workers and the public.

11.1.5.5.1 Restricted Areas

The NRC defines a restricted area as an area in which access is limited by the licensee for the purpose of
protecting individuals against undue risks from exposure to radiation and radioactive materials. Within
the RPF, access to and egress from a restricted area will be through a radiation protection control point.
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Monitoring equipment will be located at these points. All personnel will be required to self-monitor prior
to exiting restricted areas that have the potential for contamination. Personnel who have not been trained
in radiation protection procedures will not be allowed to access a restricted area without escort by trained
personnel.

Additional temporary or permanent areas may be defined within the restricted area, including radiation
areas, high radiation areas, airborne radioactivity areas, and contaminated areas. The radiation areas
shown in Figure 11-2, Figure 11-3, and Figure 11-4 comprise the restricted areas within the RPF. These
areas are defined in 10 CFR 20.1003, "Definitions." The entire basement and second story areas will be
restricted. The areas will be posted in accordance with the requirements of 10 CFR 20 to inform workers
of the potential hazards in the area and to help prevent the spread of contamination.

Radiation area - A radiation area (shown in green in Section 11.1.3.2, Figure 11-2 and Figure 11-3) is
where radiation levels could result in an individual receiving a dose equivalent in excess of 0.05 mSv
(5 mrem) in 1 hr at 30 centimeters (cm) (11.8 in.) from the radiation source or from any surface that the
radiation penetrates.

High radiation area - A high radiation area (shown in tan in Figure 11-2 and Figure 11-3) is an area
accessible to individuals, in which radiation levels could result in an individual receiving a dose
equivalent in excess of 1 mSv (100 mrem) in 1 hr at 30 cm (11.8 in.) from the radiation source or from
any surface that the radiation penetrates. Within the RPF, these areas will not normally be accessible to
individuals during routine operations.

Very high radiation area - The NRC defines very high radiation areas (shown in pink in Figure 11-2,
Figure 11-3, and Figure 11-4) as areas accessible to individuals, in which radiation levels exceed 5 sievert
(Sv) (500 rem) in 1 hr at 1 m from the source or from any surface that the radiation penetrates
(10 CFR 20.1003). The hot cells within the RPF (not normally accessible) are an example of a very high
radiation area. The hot cells will be radiologically shielded and isolated from access to individuals by the
use of engineered physical barriers, including structural shield blocks and locked shield doors.

Airborne radioactivity area - An airborne radioactive area is an area, room, or enclosure where airborne
radioactive materials either exist in concentrations that exceed the derived air concentrations (DAC)
specified in 10 CFR 20, Appendix B, or where an individual present in the area without respiratory
protection equipment could exceed, during the hours the individual is present in a week, an intake of
0.6 percent of the annual limit on intake or 12 DAC-hr. There are no identified permanent airborne
radioactive areas with the RPF.

11.1.5.5.2 Controlled Area

The NRC defines a controlled area as an area outside of a restricted area but inside the site boundary, in
which the licensee can limit access for any reason. For the RPF, the controlled area is the area within the
perimeter fence but outside the restricted area and the Administrative Building, as shown in Figure 11-5.
The area fence will limit public access to the controlled area of the site. Training for access to a
controlled area will be provided commensurate with the radiological hazard.
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Site visitors will include delivery people, site
visitors, and service personnel who are
temporary, transient occupants of the
controlled area. Area monitoring will
demonstrate compliance with public exposure /

limits for such visitors. All NWMI personnel /
or contractor employees who work only in the
controlled area will be subject to the exposure T
limits for the public, as stated in 4-
10 CFR 20.1301.

11.1.5.5.3 Unrestricted Areas

The NRC defines an unrestricted area as an V 9

area that is not controlled or limited by the
licensee. For the RPF, the areas not
specifically included within the definition of
restricted and controlled areas will be
considered unrestricted areas, as shown in
Figure 11-5. These areas can be accessed by \
facility personnel and by the public. The \ Unrestricted area

unrestricted area is governed by the limits in Controlled area

10 CFR 20.1301, with the TEDE to
individuals from the licensed operation not to Figure 11-5. Controlled and Unrestricted Areas
exceed 1 mSv (100 mrem) in a year (exclusive
of background radiation) nor exceed 0.02 mSv (2 mrem) in any one hour.

11.1.5.6 Personnel Monitoring and Assessment of Internal and External Dose

The following subsections describe personnel monitoring and provide an assessment of internal and
external dose.

11.1.5.6.1 Internal Dose

Internal exposures for selected personnel are evaluated via direct bioassay (e.g. in vivo body counting),
indirect bioassay (e.g., urinalysis), or an equivalent technique.

For soluble (Class D) uranium, 10 CFR 20.1201(e) limits worker intake to no more than 10 milligrams
(mg) of soluble uranium in a week. This limit is to protect workers from the toxic chemical effects of
inhaling Class D uranium. The RPF annual administrative limit for the TEDE will be 0.02 Sv (2 rem).
Internal doses will be evaluated at least annually.

Continuous air monitoring in airborne radioactivity areas may be performed to complement the bioassay
program. Alarm setpoints on the CAMs in the airborne radioactivity areas may be used to provide an
indication that internal exposures may be approaching the action limit.

If the facility annual administrative limit is exceeded, as determined from bioassay results, an
investigation will be performed to determine what types of activities may have contributed to the
worker's internal exposure. The action limit is based on ALARA principles. This investigation may
include procedural reviews, efficiency studies of the air-handling system, and work practices, and the
results will be documented.
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11.1.5.6.2 External Dose

External dose will primarily be received from the fission products produced from irradiated targets and
associated processing. The radionuclides of significance are identified in Section 11.1.1. All personnel
whose duties require entry into restricted areas will wear individual external dosimetry devices (e.g.,
passive dosimeters such as TLDs that are sensitive to beta, gamma, and neutron radiation). External
dosimetry devices will be evaluated at least quarterly to ascertain external exposures. The ALARA goal
on radiation exposure is set at 5 mSv/yr (500 mrem/yr) based on an administrative limit of 10 percent of
the NRC limit of 0.05 Sv/yr (5 rem/yr) given in 10 CFR 20.1201.

If 25 percent of the ALARA goal (1.25 mSv [125 mrem]) is exceeded in any quarter, an investigation will
be performed to determine what types of activities may have contributed to the worker's external
exposure. This investigation may include procedural reviews, efficiency studies of the air-handling
system, cylinder storage protocol, and work practices, and the results will be documented.

The Radiation Protection Manager will be informed whenever an administrative limit is exceeded. The
Radiation Protection Manager will be responsible for determining the need for and recommending
investigations or corrective actions to the responsible manager(s). Copies of the Radiation Protection
Manager's recommendations will be provided to the Radiation Safety Committee.

11.1.6 Contamination Control

Contamination will consist of two types:

* Loose (removable) contamination, which can be removed from surfaces by smears and may
contribute to airborne radioactivity and/or personnel contamination from routine activities. Loose
contamination poses both an internal and external radiation hazard.

" Fixed contamination, which is not smearable and may only be reduced by using approved
decontamination techniques, procedures, and equipment. Fixed contamination does not readily
contribute to airborne radioactivity and/or personnel contamination from routine activities. Fixed
contamination poses an external radiation hazard.

When establishing radiological controls for work involving potential loose or airborne contamination, the
first consideration is to use techniques that will help prevent or reduce the potential for airborne
radioactivity and to maintain loose surface contamination in controlled areas within ALARA levels.

11.1.6.1 Routine Monitoring to Detect Contamination

Contamination survey monitoring will be performed for all process areas and areas in which radioactive
materials are handled or stored. Surveys will include routine checks of non-process areas, including areas
normally not contaminated. Monitoring will include direct radiation and removable contamination
measurements.- Survey procedures will be based on the potential for contamination of an area and
operational experience. All restricted areas will be surveyed at least weekly. The change rooms will be
surveyed at least daily. Various instruments, such as proportional counters and thin window Geiger-
Mueller tubes, will be used at the RPF to evaluate contamination levels. Additional information on
routine contamination survey monitoring will be provided in the Operating License Application.
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11.1.6.2 Access Control to Contaminated Areas

The access control program will be established to ensure that:

" Signs, labels, and other access controls are properly posted and operative

• Restricted areas prevent spread of contamination and have appropriate signage

" Step-off pads, change facilities, protective clothing facilities, and personnel monitoring
instruments are provided in sufficient quantities and locations

For other areas, access control will be managed by administrative methods. Access to certain areas may
be physically prevented for security reasons. Personnel who have not been trained in radiation protection
procedures will not be allowed access to a restricted area without escort by other trained personnel.

Access to and egress from a restricted area will be through one of the monitor stations at the particular
restricted area boundary. Access to and egress from each radiation area, contaminated area, or airborne
radioactivity area within the restricted area may also be individually controlled. A contamination monitor
(e.g., frisker, hand and foot monitor, or portal monitor), step-off pad, and container for any discarded
protective clothing may be provided at the egress point from certain areas to prevent the spread of
contamination.

Action levels for skin and personal clothing contamination at the point of egress from restricted areas and
any additional designated areas within the restricted area (e.g., a contaminated area that is provided with a
step-off pad and contamination monitor) will not exceed 2.5 becquerel (Bq)/100 square centimeter (cm 2)
(150 disintegrations per minute [dpm]/100 cm 2) alpha or beta/gamma contamination (corrected for
background).

Clothing contaminated above egress limits will not be released unless laundered to within these limits. If
skin or other parts of the body are contaminated above egress limits, reasonable steps that exclude
abrasion or other damage will be undertaken to effect decontamination.

Areas that are designated as high radiation and very high radiation areas will not be accessible to
individuals during routine operation of the RPF. These areas will be radiologically shielded and isolated
from access to individuals by the use of engineered physical barriers that include structural shield blocks
and/or locked shield doors.

11.1.6.3 Anti-Contamination Techniques

The RPF is designed to limit contamination, with processes and equipment that contain radioactive
material designed to require as little maintenance as possible to ensure personnel radiation exposures are
ALARA. Additional exposure reductions will be achieved by:

* Removing as much radioactive material as possible from equipment and area prior to
maintenance, thereby reducing the intensity of the radiation field

• Providing adequate space for ease of maintenance to reduce the length of time required to
complete the task, thereby reducing time of exposure

* Preparing and using procedures that include specifications for tools and equipment needed to
complete assigned work activities

* Conducting proper job planning, including practice on mockups

* Reviewing previous similar jobs
* Identifying highest contamination areas and communicating that information to workers prior to

start of work.
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11.1.6.4 Monitoring and Handling Contaminated Equipment and Components Outside
Contaminated Areas

The RPF processes and equipment that contain radioactive material are designed to require as little
maintenance as possible to ensure that personnel radiation exposures are ALARA. Additional
contamination controls are described in Section 11.1.6.3.

11.1.6.5 Criteria for Classification of Contaminated Material, Equipment, and Working Areas

Contaminated material and equipment that are removed from a restricted area will be appropriately
packaged in preapproved containers, inventoried, and monitored prior to release. The specific criteria for
classifying contaminated materials and equipment will be provided in the Operating License Application.
Classification of the working areas is provided in Section 11.1.5.5.

11.1.6.6 Training Programs

Details on the training program associated with the radiation protection program are discussed in
Section 11.1.2.5.

11.1.6.7 Recordkeeping

Recordkeeping requirements associated with the radiation protection program are discussed in
Section 11.1.2.9.

11.1.6.8 Technical Specifications

As determined in Chapter 13.0, "Accident Analysis," the RPF is designed to control contamination
consistent with occupational safety and protection of the public and environment. Contamination control
will likely not require a technical specification.

Environmental Monitoring: The radiological environmental monitoring program will meet

10 CFR 20.1302. The radiological environmental monitoring program will be used to verify:

" Effectiveness of plant measures are used to control release of radioactive material

" Measurable concentrations of radioactive materials and levels of radiation are not higher than
expected based on effluent measurements and modeling of environmental exposure pathways.

Methods for establishing and conducting environmental monitoring are provided in Regulatory Guide 4.1,
Radiological Environmental Monitoring for Nuclear Power Plants. Regulatory Guide 4.1 refers to
NUREG-1301, Offsite Dose Calculation Manual Guidance: Standard Radiological Effluent Controls for
Pressurized Water Reactors, for detailed guidance on conducting effluent and environmental monitoring.
Although Regulatory Guide 4.1 and NUREG-1301 are written for nuclear power plants, due to the
similarities between airborne releases of radioactivity from nuclear power plants and those released from
the RPF, the guidance provided in Regulatory Guide 4.1 and NUREG-1301 was considered when
developing radiological environmental monitoring for the RPF. Specifically, guidance provided in Figure 1
of Regulatory Guide 4.1 and Table 3.12-1 of NUREG-1301 was considered when determining which
exposure pathways to sample, sample locations, types of samples, and sample frequencies for the RPF.
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11.1.6.9 Verification of Compliance

Environmental monitoring data will be compared against permits and environmental reports, as
appropriate, to ensure compliance. As described above, methods for establishing and conducting
environmental monitoring are provided in Regulatory Guide 4.1. Regulatory Guide 4.1 refers to
NUREG-1301 for detailed guidance on conducting effluent and environmental monitoring.

11.1.6.10 Identification of Potential Impacts

Potential impacts of the RPF on the environment are addressed in Chapter 19.0, "Environmental Review."

11.1.6.11 Establishment of Baseline Environmental Quality

Background radiation values will be obtained during the baseline environmental survey by monitoring
TLDs at multiple locations (Section 11.1.6.12.2). This survey will be conducted prior to construction and
prior to RPF operation.

11.1.6.12 Environmental Surveillance Program

The following radiation exposure pathways will be considered for monitoring under the NWMI
radiological environmental monitoring program:

" Waterborne exposure pathway
" Direct radiation exposure pathway monitoring using TLDs
* Airborne exposure pathway monitored using continuous air samples
* Ingestion exposure pathway

11.1.6.12.1 Waterborne Exposure Pathway Monitoring

The proposed RPF is designed to have zero liquid discharge from the radiologically controlled area, with
no release of water from the facility to the adjacent environment that would affect surface water
(e.g., Gans Creek). As such, surface water sampling will not be included in the radiological
environmental monitoring plan. Similarly, aquatic life in the rivers is not expected to accumulate
detectable levels of radioactivity, and sampling of fish or other aquatic creatures for the ingestion pathway
will not be included in the radiological environmental monitoring plan.

The groundwater aquifer beneath the proposed RPF site is the Mississippian aquifer (also referred to as
the Kimmswick-Potosi aquifer), which is discussed in detail in Chapter 19.0, Section 19.3.4.2. There are
no defined liquid effluent release pathways, and the groundwater is not expected to be contaminated due
to operation of the RPF. Therefore, groundwater sampling will not be included in the radiological
environmental monitoring plan.

11.1.6.12.2 Direct Exposure Pathway Monitoring

TLDs will provide measurements of direct radiation from radioactive materials located at the RPF,
radioactivity in airborne effluent, and deposition of airborne radioactivity onto the ground. NUREG-1301
recommends 40 TLD locations, consisting of an inner ring and outer ring of TLDs, with one TLD located
in each ring at each of the 16 meteorological sectors (i.e., a total of 32 TLDs) and the remainder located at
special interest areas. NUREG-1301 also recommends that at least one TLD be located a significant
distance from the facility as a control station to measure background radiation dose.

At the RPF, seven TLDs will be located outside at entry points to the building where personnel may
congregate or spend time outside of the RPF building. An additional TLD will be located on the outside
wall near the target fabrication area to evaluate direct radiation from the hot cells and waste management
area. The location of the on-site TLDs is shown in Figure 11-6.
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Figure 11-6. Location of On-Site Environmental Thermoluminescent Dosimeters
and Continuous Air Monitors

TLDs will also be located at the site boundary (the perimeter of the lot) to evaluate the direct radiation
dose. Sixteen TLDs will be placed on the lot line, with a TLD placed at all four corners of Lot 15, and the
remaining TLDs placed at approximately equal distances from each other. The sixteen TLDs will provide
adequate coverage to ensure that direct doses to neighboring facilities on adjoining lots can be monitored
and evaluated. The location of the perimeter TLDs is shown in Figure 11-6.

An additional TLD will serve as a control and will be located offsite at a significant distance from the
RPF such that it represents a background dose. One TLD location will be provided with two TLDs so
that data quality can be determined.

11.1.6.12.3 Airborne Exposure Pathway Monitoring

Airborne effluent releases from the RPF will contribute to off-site doses. The airborne effluent exhaust
from the vent stacks is expected to contain measurable quantities of noble gas radioactivity (e.g., Xe and
Kr). Radioactive iodine, radioactive particulates, and tritium could also be present in the airborne effluent
exhaust. However, most of the off-site exposure due to airborne effluent releases will be associated with
noble gas and radioactive iodine releases.
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Environmental airborne sampling will be performed to identify and quantify particulates and radioactive
iodine in airborne effluents. Regulatory Position C.3.b of Regulatory Guide 4.1 indicates that airborne
sampling should always be included in the environmental monitoring programs for nuclear power plants.
Since the RPF includes airborne effluent releases and radioactivity in the airborne effluent can result in
measurable off-site doses, the radiological environmental monitoring program will include airborne
sampling.

The guidance provided in Table 3.12-1 of NUREG-1301 was used to establish locations for airborne
sample acquisition, sampling frequency, and type of sample analysis. Continuous air sample locations
will be specified in accordance with the guidance provided in Table 3.12-1 of NUREG-1301. The CAMs
that are used to obtain continuous air samples will include a radioiodine canister for weekly iodine-131
(13 '1) analysis, and a particulate sampler that is analyzed for gross beta activity and for quarterly isotopic
analysis.

Four CAMs (air samplers) will be located near the facility fence line, with one CAM being located in the
direction of the prevailing wind (e.g., north-northwest) and the other three CAMs being located in the
remaining cardinal directions (e.g., 90 degrees) from the first CAM location (i.e., west-southwest, south-
southeast, and east-northeast). The CAM locations are shown in Figure 11-6. An additional CAM will
be located a sufficient distance from the RPF, in the least prevalent wind direction, to provide background
information for airborne activity.

11.1.6.12.4 Ingestion Exposure Pathway Monitoring

NUREG-1301 suggests sampling of various biological media (biota monitoring) to indirectly assess doses
due to particulate and iodine ingestion. This type of monitoring may include sampling of soils and broad-
leafed plants, fish, meat, or milk. Considering that particulates and iodine radionuclides are not expected
to be present in measurable quantities within the RPF airborne effluent releases, biota monitoring will not
be performed. In the event that environmental airborne sample results indicate the presence of iodine or
particulates in measurable quantities, or if the effluent monitor sample results indicate the presence of
iodine or particulates in quantities large enough to result in a calculated dose at the property line that
exceeds 10 percent of the dose constraint (i.e., 1 mrem/yr), a sampling campaign will be undertaken.

Milk is an important food product that contributes to the radiation dose to people, most notably from
radioactive iodine. If biota sampling is determined to be required as a result of radioactive iodine and
particulate activity measured during effluent monitoring or air sampling, milk sampling will be performed
following the guidance provided in Table 3.12-1 of NUREG-1301 (e.g., sampling frequency and type of
sample analysis). Cow and/or goat milk samples will be obtained from dairy production sites on a semi-
monthly basis (when animals are on pasture) and on a monthly basis (at other times). A gamma isotopic
analysis and 1311 analysis will be performed on the samples. Since milk samples are considered a better
indicator of radioactive iodine in the environment than vegetation, as long as milk samples are obtained,
vegetation sampling (e.g., broad leaf vegetation) is not expected to be included in the exposure pathway
sampling, in accordance with guidance provided in Table 3.12-1 of NUREG-1301.
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11.2 RADIOACTIVE WASTE MANAGEMENT

Radioactive waste management activities associated with the RPF liquid, gaseous, and solid waste
systems will be performed in accordance with approved written procedures. A detailed description of the
sources, types, and approximate quantities of waste within the proposed RPF is provided in Chapter 19.0,
Section 19.2.7.

The Plant Manager will have responsibility for preparation and implementation of the radioactive waste
management procedures.

11.2.1 Radioactive Waste Management Program

The following subsections provide a description of the radioactive waste management program, including
the philosophy and objectives. Organizational information is provided relative to the Waste Management
organization. A detailed NWMI organization chart is provided in Chapter 12.0, Section 12.1.

11.2.1.1 Waste Management Policy

NWMI management is committed to the ALARA philosophy for radioactive waste management.
NWMI's policy is to conduct waste management operations in a manner that ensures the health and safety
of employees, contractors, and the public, and to comply with all Federal, State, and local laws and
regulations for generation, storage, packaging, transportation, and disposal of wastes generated at the
RPF.

11.2.1.2 Waste Management Procedures

Radioactive waste management procedures will be developed and reviewed in accordance with the RPF
procedure program, as discussed in Chapter 12.0, Section 12.3. These procedures will provide for the
efficient and safe conduct of operations of the waste management program. Additional information on
waste management procedures will be provided in the Operating License Application.

11.2.1.3 Organizational Responsibilities

11.2.1.3.1 Plant Manager

The Plant Manager will report to the COO and have direct responsibility for the safe operation of the
RPF, including the protection of workers and the public against radiation exposure resulting from facility
operations and materials. Other responsibilities will include:

" Ensuring compliance with applicable NRC, State, and local regulations and license/permits
" Implementing the RPF conduct of operations program
" Establishing and managing the required training programs to support the operations organization

11.2.1.3.2 Waste Management Lead

The Waste Management lead will report to the Plant Manager and have responsibility for supporting
development of the waste management policy and procedures, and implementing those procedures to
process, package, and ship waste from the RPF. Additional responsibilities will include providing
technical support for the design of equipment and processes, conducting self-assessments of waste
management practices, and ensuring compliance with procedures.
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11.2.1.4 Training

The radioactive waste management training program will be closely coordinated with the radiation
protection training program to emphasize the importance placed on radiological safety of RPF personnel
and the public. In-depth waste management training will be provided for the various types of job
functions (e.g., operator, waste technician, and waste shipper) commensurate with responsibilities
associated with each position and conducted in accordance with the procedures defined in Chapter 12.0.
Additional information on training will be provided in the Operating License Application.

11.2.1.5 Document Control and Recordkeeping

Document control and recordkeeping will be in accordance with the procedures defined in the QAPP
(Chapter 12.0, Appendix C) and will include waste manifests, audits, and program reviews. Additional
information on document control and recordkeeping will be provided in the Operating License
Application.

11.2.1.6 Reviews and Audits

Audits of the RPF radioactive waste management program will be conducted, at a minimum, on an annual
basis to review the functional and safety elements of the waste management program. An additional
component of these audits will be to evaluate efforts to minimize the production of radioactive wastes.
Additional detail on the NWMI review and audit function is provided in Chapter 12.0.

11.2.1.7 Technical Specifications

As discussed in Chapter 13.0, the RPF waste management processes are designed with a focus on
occupational safety and protection of the public and the environment. The technical specifications
associated with waste management area, if applicable, will be discussed in Chapter 14.0 as part of the
Operating License Application.

11.2.2 Radioactive Waste Management Controls

The NRC divides low-level radioactive waste into three different classes: A, B, and C. These classes are
based on waste concentration and the half-lives and types of radionuclides in the waste.

" Class A-- Waste consisting of radionuclides with the shortest half-lives and lowest
concentrations, with radioactivity levels that return to background levels within 100 years

• Classes B and C - Waste containing greater concentrations of radionuclides with longer half-
lives, fading to background levels in less than 500 years (must meet stricter disposal requirements
than Class A waste)

" Greater than Class C - Waste exceeds the requirements for Class C waste and is the
responsibility of the U.S. Department of Energy under Federal law

Descriptions of the RPF processes that will produce radioactive waste are provided in Chapter 4.0.
NWMI will implement pollution prevention and waste minimization activities that review associated
processes and procedures to ensure that the kinds and amounts of waste generated are minimized.

Waste management control will include methods to:

" Avoid inadvertent exposure of personnel or uncontrolled escape of the radioactive materials
" Maintain continuous control of radioactive materials that require treatment and management as

waste
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11.2.2.1 Waste Designation

The RPF will generate class A, B, and C low-level radioactive waste. Greater than Class C waste will not
be produced in the RPF. The Class A waste is low-dose waste, while Class B and C wastes are high-dose
waste.

The waste handling system for the generated wastes is discussed in Chapter 9.0, Section 9.7.4. High-dose
liquids will be designated as waste once the liquids are collected in the waste concentrate collection tank.
The low-dose condensate from the high-dose concentrator held in the condensate collection tank will be
used as much as practical by the uranium recovery process. Low-dose liquids will be designated as waste
once the liquids are collected in the low-dose evaporation tank. Solids will be designated as waste once
the solid materials are loaded into waste drums.

11.2.2.2 Waste Management Procedures

Radioactive waste management operating procedures are discussed in Section 11.2.1.2. These procedures
ensure proper identification, characterization, and separate treatment of radioactive wastes. Additional
information on waste management procedures will be provided in the Operating License Application.

11.2.2.3 Airborne Radioactive Waste Management

The RPF will not directly produce airborne radioactive waste. Chapter 9.0, Section 9.1, provides a
detailed description of the process vessel vent system and the Zone I and Zone II HVAC treatment
systems. Liquid waste resulting from these processes will be directed to the high-dose waste collection
tank and processed through the high-dose waste treatment system, where the waste will be solidified.

11.2.3 Release of Radioactive Waste

This section discusses the methods used to identify, characterize, package, and transport waste offsite
from the RPF. The majority of the radioactive waste being shipped from the RPF will require special
containers to provide for the protection of the public and environment. Each of these containers is
designed to meet applicable NRC and U.S. Department of Transportation (DOT) standards. In general,
waste released from the RPF will be processed and packaged to meet the waste acceptance criteria of an
established disposal facility. The processing and packaging of routine waste is described in Chapter 9.0,
Section 9.7.4. Table 11-6 summarizes the types waste generated and annual generation rate for the RPF.
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Table 11-6. Waste Produced in the Radioisotope Production Facility

D c t

High-dose Solid C
I Anna geeato I

Low-dose Solid A

Target cladding materials from disassembly encapsulated in cement Solid C

Exchange resins and other solid waste Solid C

Solid wastes encapsulated in cement Solid A

IHEPA filters Solid A.or

Carbon Solid A or C
Iodine absorption Solid C

200,000 L (52,834 gal)

150,000 L (39,625 gal)

1,100 L (290 gal)

1,370 L (365 gal) i

8,000 L (2,113 gal)

28m 3 (977 ft3)-

0.14 m3 (5.1 ft3)a

Silicone oil

Lab Pack

Solvent

Liquid A

;Liquid A

Liquid A

0.06 m3 (2.1ft3)b '

100 L (26 gal)

, 10 L (2.6 gal)

200 L (53 gal)
a Volume represents changeout of carbon beds every two years (1/2).
b Volume represent changeout of iodine absorption beds every five years (1/5).

HEPA = high-efficiency particulate air.

11.2.3.1 Solid Radioactive Waste

The majority of solid waste produced in the RPF will be the high- and low-dose waste discussed in
Chapter 9.0. Samples of this waste will be analyzed in the RPF laboratory to ensure that the waste meets
the disposal facility waste acceptance criteria. This waste will be stored for radioactive decay to meet
shipping and disposal requirements, and then packaged in approved transportation casks for transport to
the disposal facility.

The RPF will also produce intermittent waste that includes HEPA filters, carbon absorption beds, and
zeolite absorption beds. Samples of these wastes will be analyzed within the RPF laboratory to ensure
that the waste meets the disposal facility waste acceptance criteria. These wastes will be encapsulated
and packaged in appropriate waste containers for disposal. Depending on the location and use, HEPA
filters are anticipated to have a changeout frequency from monthly to every 2 years. The iodine adsorber
beds are designed to last 5 years before requiring changeout. Carbon beds have a 2-year design life.

Table 11-7, Table 11-8, and Table 11-9 list the low-dose radioactive waste sources, high-dose radioactive
waste sources, and encapsulated solid radioactive waste sources, respectively.

11.2.3.2 Liquid Radioactive Waste

The RPF does not release any radioactive liquid waste. As discussed in Chapter 9.0, Section 9.7, high-
and low-dose liquid waste will be solidified prior to release.

11.2.3.3 Gaseous Radioactive Waste

Gases from the RPF process and HVAC system will be processed as described in Chapters 4.0 and 9.0,
respectively. The offgas system is designed to filter and/or retain these isotopes in the facility until the
resulting release is at levels less than those defined in Table 2 of 10 CFR 20, Appendix B. The gaseous
radioactive emissions will be released through the RPF's three exhaust stacks. Monitoring of the effluent
is described in Section 11.1.4.1.2.
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Table 11-7. Low-Dose Radioactive Waste Sources

-aiatvt Radi. __lactvt

24 1Am 2.26E-15 j 239Np 6.92E-04 89Sr 8.91E-03
136tBa 1.77E-06 233 Pa 1.08E-11 9°Sr 7.44E-05

137 mBa 7.11E-05 234 Pa 4.10E-11 91Sr 2.OOE-17
140Ba 1.75E-02 2 34m Pa 3.15E-08 99Tc 1. 06E-08
141Ce 1.44E-02 112Pd 2.45E- 11 99mTc 7.06E-04
143Ce 4.29E-06 147pm 2.42E-04 125mTe 2.29E-07
144Ce 2.42E-03 148pm 8.17E-08 127Te 9.62E-05
134 CS 1.21E-08 148mpm 1.11E-07 127mTe 2.93E-05
136Cs 1.58E-05 149pm 3.96E-05 129Te 1.53E-04
137CS 7.52E-05 151pm 5.56E-08 12 9mTe 2.39E-04
155Eu 2.54E-06 1

42 Pr 1.41E-15 13 Te 2.31E-08
156Eu 4.67E-05 143Pr 1.89E-02 131mTe 1.03E-07
1
57 Eu 1.95E-14 144Pr 2.42E-03 1

32Te 1.09E-03

1291 7.96E-12 144 mpr 3.39E-05 7.85E-12
130° 2.36E- 18 238pu 3.37E-11 234u 7.40E-06
1311 4.17E-03 239

pu 9.06E-08 235U 3.38E-07

1132 7.61 E-04 24°pu 6.411E-11 236u 1.14E-07
133 6.88E-09 241pu 2.31E-1I 237U 5.34E-03

85Kr 2.94E- 10 °03mRh 6.77E-03 238U 2.13E-07

14°La 2.01E-02 105Rh 1.63E-06 131r1Xe 3.87E-09
9 9Mo 3.12E-05 1

0 6Rh 1.44E-04 1
33 Xe 2.58E-07

95Nb 4.47E-03 10 3Ru 6.78E-03 133mXe 3.20E- 10
95mNb 1.21E-04 1

0 6Ru 1.44E-04 89
my 8.29E-07

9 6Nb 5.04E- 12 1
22 Sb 7.32E- 11 90y 7.43E-05

9 7Nb 2.02E-10 124 Sb 1.63E-08 90Y 1.02E-02
97mNb 1.78E-10 1

25 Sb 4.28E-06 9 1my 1.27E-17
147Nd 5.95E-03 126Sb 2.46E-06 93y 1.80E-16

2Np 1.89E-18 127Sb 7.36E-05 93Zr 1.51E-09
237Np 7.04E- 11 1

51Sm 1.71E-06 95 Zr 1.04E-02

238Np 7.23E- 10 153Sm 2.26E-06 97Zr 1.87E-10

Total Ci 1.44E-01

Source: W017, solidified low-dose concentrate, in [Proprietary Information].
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Table 11-8. High-Dose Radioactive Waste Sources

Radioactivity ~ ~ ~ .Rai.. vtyRdoci

Isotope __ stp k stp C/. .-. .

"3~Ba.
137m'Ba

13 9Ba

140Ba

14 Ce

136cs

155 Eu
156Eu
157 Eu

i1291i

1301

1132

L 133
85 K

K 140La
99Mo
9-5 Nb"

95m~Nb

996Nb
97 Nb

-97-mm

147 Nd

236m~p

237 Np

238Np
239Np

2.52E-10

1.97E-01

7.92E+00

1..95E+03

1.60E+03

4.78E-01

2.70E+02

1 .i35E-03

1.76E+00

8.39E+00

2.83E-01

5.20E+00

2.18E-09

8.87E-07

2.63E-13

4.65E+02

8.48E+01

7.67E-04

3.27E-05

2.24E+03

3.47E+00

4.98E+02

1.35E+01

5.61E-07

2.25E-05

1.98E-05

6.63E+02

3.51E-17

1.30E-09

1.34E-08

1.28E-02

233Pa

234mPa

148Pm

151Pm

144mPr

238Pu
239Pu

IO0niRh
105 Rh

iO6Rh
103 Ru

--
106 Ru

- -24Sb

125Sb

127Sb

151s

153sm
156Sm

1.20E-06

4.57E-06

3.51E-03

2.73E-06

2.70E+01

9. 1OE-03

1.24E-02

4.4 1E+00

6.19E-03

1.57E-10

2.11E+03

2.70E+02

3.78E+00

3.7 1E-06

9.97E-03

7.06E-06

2.54E-06

7.54E+02

1.82E-01

1.61E+01

7.56E+02

1.61E+01

8.16E-06

1.82E--03

4.77E-01

2.74E-01

8.20E+00

1.15E-15

1.90E-01

2.52E-01

3.68E-15

89Sr
91Sr

91 S

99"Tc

1 2SrnTe

127rnTe

1'2 Te
129mTe
131Te

1
3
lmTe -

132 Te
MU2

234u

235U
236u

237u

238u

,13 3mXe

133mXe

iS3mXe

90

90 Y

,93Yr

95 Zr
97Zr

Total Ci

9.93E+02

8.30E+00

2.22E-12

1.18E-03

7.87E+01

2.55E-02

1.07E+01

* 3.27E+00

1.71E+01

2.66E+01

2.58E-03

* 1.14E-02

1.22E+02

2.88E-11

2.71E-05

1.24E-06

4.17E-07

1.96E-02

7.80E-07

4.3 1E-04

2.87E-02

3.57E-05

5.24E-17

9.23E-02

8.28E+00

1.13E+03

1.41E-12

2.0iE-11

1.68E-04

1. 16E+03

2.09E-05

1.42E+04

_J

Source: W015, solidified high-dose concentrate, in [Proprietary Information].
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Table 11-9. Encapsulated Solid Radioactive Waste Sources

-aiatvt Radoatiit Radb..-v

136mBa

137mn Ba
13913a

14013a

141j

134cs

* 136cs

137cs

156b
SEmu

157 b

19 1N
1301b

13 11~

1132p
13 3N

4.07E-12

3.18E-03

1.28E-01

3.14E+01

2.58E+01

7.72E-03

4.36E+00

2.18E-05

2.84E-02

1.35E-01

4.57E-03

8.40E-02

3.51E-11

1.47E-08

4.35E-15

7.69E+00

1.40E+00

1.27E-05

1.13E-02

3.62E+01

1.31E+00

8.04E+00

2.17E-01

9.06E-09

3.63E-07

3.20E-07

1.07E+01

1.53E-15

5.68E-08

5.83E-07

5.58E-01

2 34DSPa

234SPm

147Pm

148pMr

151Sm

142 Pr

7.37E-08

5.67E-05

4.40E-08

4.35E-01

1.47E-04

2.OOE-04

7.12E-02

1.OOE-04

2.53E-12

3.40E+01

4.36E+00

6. 1OE-02

5.99E-08

1.61E-04

1. 14E-07

4.11E-08

1.22E+01

2.94E-03

2.59E-01

1.22E+01

2.59E-01

1.32E-07

2.94E-05

7.70E-03

4.43E-03

1.32E-01

1.85E-17

3.07E-03

4.07E-03

5.94E-17

7.37E-08

89Sr
90Sr
91 Sr
99Tc

99mTe

125mTe

127mTe

127"Te

l29mTe
13 1Te

13 2mTe

232u

234u

235u

236u

237u

238 U

1
3 
imXe

133Xe
l33m'Xe
135Xe

8
9
ooy

90 Y
90Y

91 my

93 Y
93 Zr
95 Zr
97 Zr

Total Ci

1.60E+01

1.34E-01

3.59E- 14

1.90E-05

1.27E+00

4.12E-04

1.73E-01

5.28E-02

2.76E-01

4.30E-01

4.16E-05

1.85E-04

1.97E+00

8.92E-10

8.40E-04

3.84E-05

1.29E-05

6.07E-01

2.42E-05

1.49E-01

9.90E+00

1.23E-02

1.81E-14

1.49E-03

1.34E-01

1.83E+01

2.28E-14

3.24E- 13

2.72E-06

1.87E+01

3.37E-07

2.42E+02

Source: W022 encapsulated waste in [Proprietary Information].

Note: This table does not include carbon beds, iodine absorption beds, or HEPA filters.

HEPA = high-efficiency particulate air.
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11.3 RESPIRATORY PROTECTION PROGRAM

10 CFR 20, Subpart H, defines the required elements of the RPF respiratory protection and ventilation
programs. The use of engineering controls is preferred over the use of respirators to minimize radioactive
materials in the air. However, there may be a need for the following to control the concentrations of
radioactive material in the air to maintain the TEDE ALARA.

" Control of access
" Limitation of exposure times
* Use of respiratory protection equipment
" Other controls

NWMI's radiological respiratory protection program is designed to comply with the requirements of
ANSI Z-88.2, American National Standard for Respiratory Protection; 10 CFR 20, Subpart H; and
29 CFR 1910.134, "Respiratory Protection." Respirators will only be issued if the Radiation Protection
Manager determines that engineering controls may be ineffective, the total effective dose will be reduced
by wearing respirators, and/or the physical stress of wearing a respirator will not interfere with workers'
health and safety.

If the decision is made to permit the use of respiratory protection equipment to limit the intake of
radioactive and hazardous materials, only National Institute of Occupational Safety and Health (NIOSH)-
certified equipment will be used.

The respiratory protection program will include the following elements:

" Air sampling to identify the potential hazard, select proper equipment, and estimate doses

* Surveys and when necessary, bioassays, to evaluate actual intakes

" Performance testing of respirators for operability (user seal-check for face-sealing devices and
functional check for others) immediately prior to each use

" Limitations on periods of respirator use and relief from respirator use

" Determination by a physician that the individual user is medically fit to use respiratory protection
equipment. This evaluation will be done prior to initial fitting of a face sealing respirator, before
the first field use of non-face sealing respirators, and either every 12 months thereafter, or
periodically at a frequency determined by a physician.

* A respirator fit test will require a minimum fit factor of at least 10 times the assigned protection
factor for negative pressure devices, and an overall fit factor of at least 500 for any positive
pressure, continuous flow, and pressure-demand devices. The fit testing will be performed before
the first field use of tight-fitting, face-sealing respirators. Subsequent testing will be performed at
least annually thereafter. Fit testing must be performed with the face-piece operating in the
negative pressure mode.

Personnel using respirators will be informed that they may leave the area at any time for relief from
respirator use in the event of equipment malfunction, physical or psychological distress, procedural or
communication failure, significant deterioration of operating conditions, or any other conditions that
might require such relief. Respirator used within the RPF will provide for vision correction and adequate
communication and allow for concurrent use of other safety or radiological protection equipment.
Radiological protection equipment will be used in such a way as to not interfere with the proper operation
of the respirator.

11-42



.;;oo..NWMI-2013-021, Rev. 0
"Nw vs IChapter 11.0 - Radiation Protection and Waste Management

.*.NORTHWEST MEDICAL ISOTOPESadWseMngmn

Standby rescue personnel will be used whenever one-piece, atmosphere-supplying suits are in use.
Standby rescue personnel will also be available when any combination of supplied air respiratory
protection device and personnel protective equipment is in use that presents difficulty for the wearer to
remove the equipment. The standby personnel will be equipped with respiratory protection devices or
other apparatus appropriate for the potential hazards. The standby rescue personnel will observe and
maintain continuous communication with the workers (e.g., visual, voice, signal line, telephone, radio, or
other suitable means). The rescue personnel will be immediately available to assist the workers in case of
a failure of the air supply or for any other emergency. The Radiation Protection Manager, in consultation
with the SH&L Manager, will specify the number of standby rescue personnel that must be immediately
available to assist all users of this type of equipment and to provide effective emergency rescue if needed.

Atmosphere-supplying respirators will be supplied with respirable air of a quality that meets or exceeds
the specifications of Compressed Gas Association (CGA) G-7, "Compressed Air for Human Respiration,"
and G-7.1, "Commodity Specification for Air," and the requirements included in the regulations of the
Occupational Safety and Health Administration, 29 CFR 1910.134(i)(1)(ii)(A) through (E).

No objects, materials, or substances (e.g., facial hair), or any conditions that interfere with the face-to-
face-piece seal or valve function, and that are under the control of the respirator wearer, will be allowed
between the skin of the wearer's face and the sealing surface of a tight-fitting respirator face-piece. The
dose to individuals from the intake of airborne radioactive material will be estimated by dividing the
ambient air concentration outside the respirator by the assigned protection factor. If the actual dose is
later found to be greater than that estimated initially, the corrected value will be used. If the dose is later
found to be less than the estimated dose, the lower corrected value may be used.

Records of the respiratory protection program (including training for respirator use and maintenance) will
be maintained in accordance with the NWMI records management program, as described in
Section 11.1.6.7.

The radiological respiratory protection program will include written procedures for each of the following:

* Monitoring, including air sampling and bioassays
• Supervision and training of respirator users
* Fit testing
• Respirator selection
• Breathing air quality
* Inventory and control
* Storage, issuance, maintenance, repair, testing, and quality assurance of respiratory protection

equipment
* Recordkeeping

Respiratory protection procedures will be revised as necessary whenever changes are made to the facility,
processing, or equipment.
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12.0 INTRODUCTION

12.1 ORGANIZATION

This section describes the Northwest Medical Isotopes, LLC (NWMI) operational structure, functional
responsibilities, levels of authority, and interfaces for establishing, executing, and verifying the
organizational structure for the Radioisotope Production Facility (RPF). The organizational structure
identifies internal and external functions for NWMI, including interface responsibilities for multiple
organizations. The organizational structure facilitates the execution of the conduct of operations program.
Conduct of operations is a philosophy of working in a formalized, disciplined manner to achieve
operational excellence. The conduct of operations program emphasizes safety in every aspect of plant
operations. The organizational aspects of the RPF radiation protection program, safety program, staffing,
and selection and training of personnel are also discussed in this section.

12.1.1 Structure

Functional levels and assignments of responsibility have been developed by NWMI for the RPF. The
functional levels and titles used in the Quality Assurance Program Plan (QAPP) are not intended to define
a specific organization or to completely define the responsibilities of each level of organization.
Responsibilities for various levels of the NWMI organization will be described in the administrative
section of Chapter 14.0, "Technical Specifications," and will comply with American National Standards
Institute/American Nuclear Society (ANSI/ANS)- 15.1, The Development of Technical Specifications for
Research Reactors.

The NWMI RPF organization consists of personnel responsible for design, construction, operation, and
maintenance of the RPF. The significant functional levels of the organization are presented in
Figure 12-1 and are described below. Additional detail of the NWMI organization will be provided in the
Operating License Application.

12.1.2 Responsibility

NWMI has the legal responsibility for holding the RPF operating license. The responsibilities of NWMI
management are identified in the following subsections.

12.1.2.1 Chief Executive Officer

The President and Chief Executive Officer (CEO) will report directly to the NWMI Board of Managers
and will be responsible for overall management and leadership, promoting continuous improvement of the
company, and establishing company policies to ensure that customer and company expectations are fully
met. The CEO will also provide direction to the COO and CFO to fulfill the organization's
responsibilities.

12.1.2.2 Level 1

12.1.2.2.1 Chief Operating Officer

The Chief Operating Officer (COO) will report directly to the President and CEO for operational aspects
of the company, including safety, quality, security and safeguards, environmental stewardship, and
regulatory licensing and affairs. The COO will be responsible for ensuring the availability of
appropriately trained and skilled personnel to successfully meet the needs of NWMI projects and that
appropriate resources are allocated. The COO will assign priorities and responsibilities, and will maintain
personal involvement in all aspects of NWMI's operations.
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12.1.2.2.2 Chief Financial Officer

The Chief Financial Officer (CFO) will report to the CEO and have responsibility for all financial matters
for NWMI. The CFO will partner with senior leadership and the Board of Directors to develop and
implement financial strategies across the organization. Additional responsibilities will include legal,
finance, and human resources in support of NWMI projects.

12.1.2.3 Level 2

12.1.2.3.1 Safety, Health, and Licensing Manager

The Safety, Health, and Licensing (SH&L) Manager will report to the COO, with overall responsibility
for the development and implementation of programs addressing worker safety and health, U.S. Nuclear
Regulatory Commission (NRC) licensing, and State and local permitting (including monitoring
compliance with those licenses and permits). Other responsibilities will include nuclear criticality safety,
radiation protection/chemistry, environmental protection, integrated safety analysis, industrial hygiene
and safety, chemical safety, fire protection, security, and emergency preparedness. With respect to
operations, the SH&L Manager will be responsible to confirm the safety of those operations, and will
have the authority to order facility shutdown for RPF operations that are judged to be unsafe for
continued operations or noncompliant with applicable regulatory requirements and to approve restart of
operations.

12.1.2.3.2 Engineering Manager

The Engineering Manager will report directly to the COO, with responsibility for site characterization,
facility design and the design control process, configuration management, engineering, and acceptance
test coordination, including test control of facility modifications. Other responsibilities will include:

" Ensuring that common design processes (e.g., standardization of work processes, design
methodologies, technologies, and systems and equipment) meet company and project needs

" Ensuring that each project managers is trained to the appropriate requirements prior to assuming

the role of project manager and performing such duties

" Developing and revising engineering procedures and project procedures

" Overseeing records management and document control activities

" Approving the disposition of nonconforming items when dispositioned as "repair" or "use-as-is"
during operations

12.1.2.3.3 Quality Assurance Manager

The QA Manager will report directly to the COO and will have independent oversight responsibility for
implementation of the QAPP. The QA Manager will be responsible for:

" Auditing for compliance with regulatory requirements and procedures through assessments and
technical reviews

" Monitoring organizational processes to ensure conformance to commitments and licensing
document requirements

" Maintaining sufficient independence from other priorities to identify issues affecting safety and
quality
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Serving as a focal point for matters involving quality, with the authority to identify, initiate,
recommend, or provide solutions to those problems, verify implementation of the solutions, and
resolve any related concerns reported to employees, management, and/or NWMI customers

Implementing training of all assigned project personnel

12.1.2.3.4 Plant Manager

The Plant Manager will report to the COO and have direct responsibility for the safe operation of the
RPF, including the protection of workers and the public against radiation exposure resulting from facility
operations and materials. Other responsibilities will include:

* Ensuring compliance with applicable NRC, State, and local regulations and license/permits
* Implementing the RPF conduct of operations program
• Establishing and managing the required training programs to support the operations organization

12.1.2.3.5 Construction Manager

The Construction Manager will report to the COO and have responsibility for managing construction and
future modifications to the RPF. This responsibility will include managing the activities of qualified
contractors who are tasked with the preparation of construction documents and construction of the
facility, including modifications and expansion.

12.1.2.3.6 Startup Manager

The Startup Manager will report to the COO and have responsibility for the overall preoperational and
startup test program for the RPF. Other responsibilities will include:

" Developing preoperational, startup, and operational test procedures
" Providing technical advice to personnel conducting the tests
" Briefing personnel responsible for RPF operations during the tests
" Ensuring that tests are performed in accordance with applicable procedures
" Preparing test reports

12.1.2.4 Level 3

12.1.2.4.1 Operations Manager

The Operations Manager will report to the Plant Manager and have responsibility for day-to-day RPF
operations activities. Inherent in this responsibility is the assurance that operations are conducted safely
and in compliance with license conditions.

12.1.2.4.2 Procedure and Training Manager

The Procedure and Training Manager will report to the Plant Manager, with responsibility for the
development, implementation, and administration of the RPF training programs, including maintenance of
the RPF training database. The training programs provided and/or coordinated by the Training Manager
will address qualifications of workers to perform work and identify safety training requirements. In
addition, the Procedure and Training Manager will be responsible for maintaining and updating facility
procedures.
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12.1.2.4.3 Material Control and Accountability Manager

The Material Control and Accountability Manager will report to the Plant Manager, with responsibility
for ensuring the proper implementation of the Nuclear Material Control and Accountability Plan. This
position will be separate from and independent of other departments to ensure a definite division between
the safeguards group and the other departments. In matters involving safeguards, the Safeguards Manager
will have direct access to the COO.

12.1.2.4.4 Maintenance Manager

The Maintenance Manager will be responsible for safe and reliable performance of preventive and
corrective maintenance and support services on structures, systems, and components (including items
relied on for safety [IROFS]). Other responsibilities include integrated planning and scheduling.

12.1.2.4.5 Nuclear Criticality Safety Manager

The Nuclear Criticality Safety Manager will report to the SH&L Licensing Manager and have
responsibility for the development and implementation of the nuclear criticality safety program. Other
responsibilities will include:

" Performing nuclear criticality safety analyses and evaluations of applicable operations involving
special nuclear material (SNM) and changes to those operations

° Establishing limits and controls based on those analyses and evaluations

• Ensuring the proper incorporation of limits and controls into applicable procedures and
instructions

* Monitoring plant compliance with nuclear criticality safety requirements

12.1.2.4.6 Radiation Protection Manager

The Radiation Protection Manager will report to the SH&L Manager and have responsibility for the
development and implementation of programs to limit personnel radiological exposures and
environmental impacts associated with facility operations, including the as low as reasonably achievable
(ALARA) program. Other responsibilities include implementation of the chemistry analysis programs
and procedures for the RPF. In matters involving radiological protection, the Radiation Protection
Manager will have direct access to the COO.

12.1.2.4.7 Safety, Security, and Emergency Preparedness Manager

The Safety, Security, and Emergency Preparedness Manager will report to the SH&L Manager, with
responsibility for and maintenance of the integrated safety analysis, industrial hygiene and safety,
chemical safety, fire protection, security, and emergency preparedness programs.

12.1.2.4.8 Licensing and Compliance Manager

The Licensing and Compliance Manager reports to the SH&L Manager, with responsibility for regulatory
oversight functions, regulatory and licensing/permitting compliance, facility change process, and
commitment management.
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12.1.2.4.9 Project Managers

Project managers will report directly to the Engineering Manager and have overall responsibility for
providing planning, management, and execution of NWMI projects in accordance with this QAPP and
established requirements. Project managers will be responsible for:

* Ensuring that all project personnel are properly trained and indoctrinated to perform their
intended duties

" Ensuring that all project personnel are provided with the proper information and tools, support,
and motivation to carry out their assigned duties

* Ensuring that quality is integrated into daily work activities at the earliest time consistent with
established schedules, and periodically assessing their respective organizations to ensure adequate
and effective implementation of the QAPP

" Planning and accomplishing work affecting quality under suitably controlled conditions,
including the use of appropriate equipment and environmental conditions, and ensuring that the
prerequisites for the given activity have been satisfied

" Identifying opportunities for improvement and initiating actions to fully realize these
opportunities

" Periodically conducting management assessments of their respective organizations and projects to
ensure that company objectives and customer expectations are fully satisfied

* Verifying the achievement of quality by performing audits, assessments, or surveillances of
ongoing or completed activities

12.1.2.5 Other

12.1.2.6 Shift Supervisors

The shift supervisors will report to the Operations Manager. The shift supervisors will be responsible for
the safe operation of the RPF and will authorize day-to-day site activities, including:.

* Control of access to the facility
" Work activities (e.g., work permits and execution of specific operations procedures)
" Deliveries and shipments
" Decisions to start or shutdown equipment
" Directing abnormal or emergency actions, including notifications

12.1.2.6.1 Operators

Senior operators and operators will be responsible for conforming to applicable rules, regulations, and
procedures for RPF operations. All operators will accept responsibility for safe and efficient operation of
an area of the facility when designated by the shift supervisor.

12.1.2.6.2 Employees

NWMI employees will be responsible for conducting work in accordance with the QAPP, company
policies, and implementing procedures. Employees will be encouraged to measure their own performance
and recommend quality improvements. Each NWMI employee working on a project will also be
responsible for the achievement and maintenance of quality within their assigned area of responsibility by
following the requirements of this QAPP and its implementing procedures.
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12.1.3 Staffing

NWMI will provide sufficient resources in personnel and materials to safely conduct operations. Facility
staffing considerations, including minimum staffing levels, allocation of control functions, overtime
restrictions, facility status updates during turnover between shifts, procedures, training, and availability of
senior operators during routine operations, will be defined in the Operating License Application.

12.1.4 Selection and Training of Personnel

NWMI will establish and maintain formal and informal indoctrination and training programs for
personnel performing, verifying, or managing facility operation activities to ensure that suitable
proficiency is achieved and maintained. The Procedures and Training Manager will be responsible to the
Plant Manager for development and implementation of training that ensures satisfactory operational
behavior and performance in the areas of nuclear, industrial, and radiological safety. ANSI/ANS 15.4,
Selection and Training of Personnel for Research Reactors, will be used in the selection and training of
personnel, as applicable. All records of personnel training and qualification will be maintained.

Personnel who are likely to receive an occupational dose in excess of 100 millirem (mrem) per year (in
accordance with Title 10, Code of Federal Regulations, Part 19.12, "Instruction to Workers,"
[10 CFR 19.12], paragraph [b]) will be kept informed, advised, and instructed per the requirements of
10 CFR 19.12(a)(1) through (6). Details of the training programs for facility personnel to meet the
requirements of 10 CFR 19, "Notices, Instructions and Reports to Workers: Inspection and
Investigations," will be provided in the Operating License Application. The operator selection and
training program will conform to 10 CFR 50.54, "Conditions of Licenses," paragraphs (i) and (i-1), as
appropriate for the RPF.

Required minimum qualifications for the RPF staff will be developed and provided in the Operating
License Application.

12.1.5 Radiation Safety

The radiation protection program will meet the requirements of 10 CFR 19 and 10 CFR 20, "Standards
for Protection Against Radiation," and be consistent with the guidance provided in Regulatory Guide 8.2,
Guide for Administrative Practice in Radiation Surveys and Monitoring. NWMI will develop, document,
and implement the radiation protection program commensurate with the risks posed by the RPF.

Procedures and engineering controls will be developed, to the extent practicable, based on sound radiation
protection principles, to achieve occupational doses to workers and doses to members of the public that
are ALARA.

The radiation protection staff will report to the Radiation Protection Manager, who in turn will implement
the radiation protection program in support of ongoing RPF activities. The radiation protection program
content and implementation will be reviewed at least annually, as required by 10 CFR 20.1101,
"Radiation Protection Programs," paragraph (c). NWMI will have sufficient staffing and equipment
resources to implement an effective radiation protection program.

Further details of the radiation protection program are provided in Chapter 11.0, "Radiation Protection
and Waste Management." The authority of the radiation safety staff will be defined in the Operating
License Application.
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12.1.6 Production Facility Safety Program

The RPF safety program will be developed and integrated with the radiological safety and other facility
safety programs and will use the methods described in 10 CFR 50, "Domestic Licensing of Production
and Utilization Facilities;" 10 CFR 70.61, "Performance Requirements;" and 10 CFR 70.62, "Safety
Program and Integrated Safety Analysis," as appropriate. Further details of the facility safety program
will be provided in the Operating License Application. Details will address the following:

" Complying with 10 CFR 50, 10 CFR 70.61, and 10 CFR 70.62
" Establishing a records management program
• Establishing criticality program and measures
* Identifying process safety information
" Identifying radiological, chemical, and facility hazards
" Establishing management measures
" Identifying potential accident sequences
" Applying radiological and chemical consequence and likelihood scenarios
" Designating IROFS
" Establishing and maintaining records
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12.2 REVIEW AND AUDIT ACTIVITIES

The Plant Manager will establish the Review and Audit Committee and ensure that the appropriate
technical expertise will be available for review and audit activities. Committee activities will be
summarized and reported to the COO. Independent audits of the RPF will be conducted periodically and
will be specified in the Operating License Application.

12.2.1 Composition and Qualifications

The Review and Audit Committee will be established with participants having the appropriate expertise
and experience. The committee will be designated by the Plant Manager and will provide NWMI
management an independent assessment of RPF operations. The minimum number and qualifications of
the committee members and the potential use of members from outside the organization will be identified
in the Operating License Application.

12.2.2 Charter and Rules

The charter and rules for the Review and Audit Committee will address the required meeting interval (at
least one per year), quorum required for meetings (not less than one-half the committee membership),
issuance of meeting minutes, and voting methods (e.g., facility personnel may never have a majority
vote). The details of the charter and rules will be developed for the Operating License Application.

12.2.3 Review Function

At a minimum, the following items will be reviewed by the Review and Audit Committee:

0 Determinations that proposed changes in equipment, systems, test, experiments, or procedures are
allowed without prior authorization by the responsible authority

0 New procedures and major revisions having safety significance, or proposed changes in
production facility equipment or systems having safety significance

0 New experiments or classes of experiments that could affect reactivity or result in the release of

radioactivity

0 Proposed changes in technical specifications or the operating license

0 Violations of technical specifications or license, and internal procedures or instructions having
safety significance

0 Changes of the RPF under 10 CFR 50.59, "Changes, Tests and Experiments"

0 Radiation protection program

0 Operating abnormalities having safety significance

0 Reportable occurrences

0 Audit reports

Upon completion of a review, a written report of any findings and recommendations of the committees
will be provided to the COO.
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12.2.4 Audit Function

All aspects of facility operations (e.g., radiation protection and laboratory programs, emergency
preparedness plan, physical security plan, operator requalification plan) will be audited every two years,
at a minimum. Not all areas have to be audited at the same time, but all will be audited within the
designated intervals. Each audit will have a plan prepared and implemented. Discussions with personnel
and observation of operations will be used as appropriate. Individuals with immediate responsibility for
an area cannot perform an audit in their area of responsibility. NWMI will establish relationships with
outside expertise to participate in RPF audits. The following items are examples of potential audit
activities:

" Facility operations for conformance to technical specifications and operating license conditions

" Retraining and requalification program for RPF operating staff

" Results of action taken to correct those deficiencies that may occur in RPF equipment, systems,
structures, or methods of operations that affect nuclear safety

" Emergency preparedness plan and implementing procedures

Deficiencies identified during the audit will be entered into the NWMI corrective action program. The
details of the audit function will be provided in the Operating License Application.
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12.3 PROCEDURES

Operating procedures will provide appropriate direction to ensure that the RPF is operated within its
design basis and in compliance with technical specifications. The Procedure and Training Manager will
be responsible for NWMI implementing procedures.

Operating procedures will be written, reviewed, approved by appropriate management, controlled, and
monitored to ensure that the content is technically correct and the wording and format are clear and
concise. Procedures will be prepared, approved, revised, canceled, and implemented in accordance with
the NWMI procedure program. Procedure changes, including substantive and minor changes and
temporary deviations to deal with special or unusual circumstances during RPF operations, will comply
with ANSI/ANS 15.1 requirements.

Document control will maintain the master procedures list and ensure that revisions are documented
appropriately, approved for release by authorized personnel, and distributed for use at the location where
the prescribed activity is performed. Document control will also retain and distribute procedures in
accordance with NWMI document control procedures.

The NWMI policy on use of procedures will be documented and clearly understood by NWMI personnel.
The extent of detail in a procedure will be dependent on the complexity of the task; experience, education,
and training of the users; and potential significance of the consequences of error. The process for making
changes and revisions to procedures will be documented. A controlled copy of all operations procedures
will be maintained in the control room or other designated area. All RPF activities will be performed in
accordance with approved implementing procedures.

The details of the RPF operating procedures function will be specified in the Operating License
Application.
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12.4 REQUIRED ACTIONS

Required actions to be taken in the event of an RPF safety limit violation or the occurrence of a reportable
event will be provided in the Operating License Application.
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12.5 REPORTS

A list of reports to be submitted to the NRC, and associated frequency, will be provided in the Operating
License Application. At a minimum, an annual report is anticipated to be required that will supply
information relative to changes made to the facility and procedures under the 10 CFR 50.59 process.
Other items discussed in the annual report may include:

" Results of environmental monitoring
" Personnel exposures
" Generic operational parameters
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12.6 RECORDS

The records management program will define the process for managing RPF records and will be
consistent with the requirements of the applicable regulations. The records management program will
include the identification, generation, authentication, maintenance, and disposition of records and will be
provided in the Operating License Application.
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12.7 EMERGENCY PLANNING

The RPF Emergency Preparedness Plan will follow the guidance provided in ANSI/ANS 15.16,
Emergency Planning for Research Reactors, and Regulatory Guide 2.6, Emergency Planning for
Research and Test Reactors. NWMI will also use NUREG-0849, Standard Review Plan for the Review
and Evaluation of Emergency Plans for Research and Test Reactors, for guidance on emergency
planning. Details about the RPF will be included in the Operating License Application, per the guidelines
provided in NUREG-1520, Standard Review Plan for the Review of a License Application for a Fuel
Cycle Facility. A draft Emergency Preparedness Plan is provided in Appendix A to this chapter and will
be updated in the Operating License Application.
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12.8 SECURITY PLANNING

The RPF physical security plan will be developed using the guidance provided in Regulatory Guide 5.59,
Standard Format and Content for a Licensee Physical Security Plan for the Protection of Special Nuclear
Material of Moderate or Low Strategic Significance. A draft physical security plan is provided in
Appendix B to this chapter and will be updated in the Operating License Application.
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12.9 QUALITY ASSURANCE

This corporate QAPP describes the policies and requirements necessary to meet applicable federal
regulations and provides a description of the NWMI quality assurance (QA) program in a controlled
document based on 10 CFR 50.34, "Contents of Applications; Technical Information." and associated
ANSI/ANS 15.8, Quality Assurance Program Requirements for Research Reactors; Regulatory
Guide 2.5, Quality Assurance Program Requirements for Research and Test Reactors;
10 CFR 70.64(a)(1), "Quality Standards and Records;" and ISO-9001, Quality Assurance Requirements.
This QAPP will apply to all nuclear, quality-related projects and activities that require conformance to a
nuclear QA program and will be the standard for all NWMI personnel to follow for compliance to those
requirements.

The QAPP is further intended to ensure that reliability and performance of NWMI products and services
are maximized through the application of effective and prudent business management practices
commensurate with the risk to workers, the public, and environment. NWMI has adopted a graded
approach to quality such that the level of analysis, verification/validation, documentation, and actions are
determined based on safety, quality, and/or project risk. This graded approach will determine the
appropriate level of effort necessary to attain and document the technical and quality requirements.

A draft QAPP is provided in Appendix C and will be updated for the Operating License Application.
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12.10 RADIOISOTOPE PRODUCTION FACILITY OPERATOR TRAINING AND
REQUALIFICATION

As set forth in 10 CFR 50.54(h) and (i), the license is subject to the provisions of the Act, and the licensee
may not permit the manipulation of the controls of any facility by anyone who is not authorized pursuant
to the regulations in 10 CFR 55, "Operator's Licenses." Although 10 CFR 55 only specifies the licensing
requirements for facility operators, without specifically addressing production facilities, the NRC has
determined that the same technical and safety considerations apply to operators of production facilities
and will apply the relevant 10 CFR 55 requirements to production facility operators by a license
condition.

The general and specific training requirements for licensing an RPF and facility operators will conform to
10 CFR 50.54 and 10 CFR 55, as applicable. NWMI's training program will define the knowledge and
skills required for workers conducting safety-related operations with SNM. This training program will
address the following topics:

" Theory and principles of the radioisotope production processes involving SNM
" Theory and principles of radioisotope extraction and purification processes
" RPF design and operating characteristics
" Instrumentation and control systems
" Engineered safety features
* Technical specifications
" Criticality control features and management measures required for each process involving SNM
" Normal and emergency operating procedures

ANSI/ANS 15.4 provides additional guidance on training and qualification of personnel that may be
applicable to the RPF. In 10 CFR 50.54(i-1), the NRC requires the licensee to have an operator
requalification program in effect, which at a minimum meets the requirements of 10 CFR 55.59,
"Requalification," paragraph (c), within 3 months after the operating license is issued. The regulations in
10 CFR 55 apply specifically to reactor operating licenses. With regard to production facilities, the
proposed operator training license conditions should comply with the same requirements of
10 CFR 50.54(i) and (i-I). NUREG-1537, Guidelines for Preparing and Reviewing Applications for the
Licensing of Non-Power Reactors - Format and Content, Part 2, Section 12.1Ob, presents specific
information about the content of a RPF training and qualification program. This RPF operator training
and requalification program will be described in the Operating License Application.
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12.11 STARTUP PLAN

Startup operations involving SNM in liquid or solid form, as appropriate, will be described in this section.
Operations with SNM may be subject to the requirements of 10 CFR 70, "Domestic Licensing of Special
Nuclear Material." Applicable paragraphs of 10 CFR 70 may be incorporated into the 10 CFR 50 license
as license conditions.

Startup operations will be included in the safety program and integrated safety analysis, and IROFS will
be identified if necessary to meet integrated safety analysis performance requirements and to provide
assurance of adequate safety. The startup plan will be developed and described in the Operating License
Application.
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12.12 VACATED

This section has been vacated, per the final interim staff guidance augmenting NUREG-1537 (NRC,
2012).
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12.13 MATERIAL CONTROL AND ACCOUNTING PROGRAM

NWMI will present information about the material control and accountability (MC&A) program. The
description should be sufficient to ensure that the program can fulfill its functions per NUREG-1065,
Acceptable Standard Format and Content for the Fundamental Nuclear Material Control (FNMC) Plan
Required for Low-Enriched Uranium Facilities.

The information in this section will address the following:

" MC&A organization
" Measurements
" Measurement control program
" Statistics
* Physical inventories
S

S

S

S

S

S

Item control
Shipper-receiver comparisons
Assessment and review of the MC&A program
Resolving indications of missing uranium or other SNM of significance
Data to assist in the investigation and recovery of missing uranium
Recordkeeping

The MC&A program will be described in the Operating License Application.
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TERMS

Acronyms and Abbreviations
99Mo molybdenum-99
AC alternating current
CDE committed dose equivalent
DAC derived air concentration
DOE U.S. Department of Energy
EAL emergency action level
EPZ Emergency Planning Zone
ESC Emergency Support Center
FRMAP Federal Radiological Monitoring Assessment Plan
LEU low-enriched uranium
MU University of Missouri
NOUE notification of unusual event
NRC U.S. Nuclear Regulatory Commission
NWMI Northwest Medical Isotopes, LLC
PA public address
PAG protective action guide
PIO Public Information Officer
RPF radioisotope production facility
RSO Radiation Safety Officer
SOP standard operating procedure
TEDE total effective dose equivalent
TLD thermoluminescent dosimeter

Units
ft2  

square feet
hr hour
mR milliroentgen
mrem millirem
rem roentgen equivalent in man

A-vi



NWMI-2013-021, Rev. 0
Chapter 12, Conduct of Operations

A1.0 INTRODUCTION

The Northwest Medical Isotopes (NWMI) Radioisotope Production Facility (RPF) is a 70,000 square foot
(ft2) facility located within on Lot 15 in Discovery Ridge, an emerging research park development north
of Discovery Ridge Drive in Columbia, Missouri. The complex includes several buildings: the RPF,
NWMI Administration Building, Waste Staging and Shipping Building, and Diesel Generator Building.
The purpose of the RPF is to provide a domestic, secure, and reliable supply of molybdenum-99 (99Mo)
for medical diagnostics. The RPF is owned and operated by NWMI under U.S. Nuclear Regulatory
Commission (NRC) License Number R-XXX (Docket Number XX-XXX).

The purpose of the RPF is to provide a national domestic supply of the isotope 99Mo. The process by
which this occurs involves:

" Receiving low-enriched uranium (LEU) from U.S. Department of Energy (DOE)
" Producing LEU target materials and fabrication of targets
• Packaging and shipping LEU targets to the university reactor network for irradiation
" Returning irradiated LEU targets for dissolution, recovery, and purification of 99Mo
• Recovering and recycling LEU to minimize radioactive, mixed, and hazardous waste generation
* Treating/packaging wastes generated by RPF process steps to enable transport to a disposal site

The objective of this Emergency Response Plan is to provide a plan of action for responding to
radiological and other emergencies and minimizing the consequences of such emergencies at the RPF.
The plan specifies emergency action levels for applicable classes of emergencies, in response to which
relevant parts of this plan will be activated.
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A2.0 DEFINITIONS

-er Defniio
Action drill

'Administrative
Building

Annual

Assessment actions

Biennial

Corrective actions

Emergency

Emergency action
level (EAL)

Emergency planning
zone (EPZ)

!Emergency Support
Center (ESC)

Emergency response
implementing
procedure (ERIP)

A drill that tests the integrated capability of the emergency plan, or a component
thereof, and may include instruction periods to develop and maintain skills in a
particular operation.

The western building in the RPF complex that houses business and administrative
services.

Every 12 months, with an interval not exceeding 15 months.

Those actions taken during or after an accident to obtain and process information
that is necessary when deciding whether to implement specific emergency
measures.

Every 24 months, with an interval not exceeding 30 months.

Those measures taken to ameliorate or terminate an emergency situation at or near
the source of the problem.

A condition that calls for immediate action, beyond the scope of normal operating
procedures, to avoid an accident or to mitigate the consequences of one.

Radiological dose rates, specific concentrations of airborne, waterborne, or
surface-deposited radioactive materials, specific observations, or specific
instrument readings that may be used as thresholds for initiating specific
emergency measures (e.g., designating a particular class of emergency, initiating a;
notification procedure, or initiating a particular protective action).

The EPZ for the RPF is limited to the operations boundary and includes no
off-site areas.

The room(s) from which effective emergency control directions will be given.
This room is the RPF control room.

Procedures dedicated towards implementing the emergency plan. They are not
considered to be part of the plan.

Federal Radiological A federally sponsored plan to provide expeditious and effective radiological
Monitoring assistance to those requesting it in the event of a radiological incident.
Assessment Plan
(FRMAP)

Monthly

'Operations boundary

Every 4 weeks, with an interval not to exceed 6 weeks.

The area within the site boundary where the RPF Operations Manager has direct
authority over all the activities, and for which there are prearranged evacuation
procedures known to the personnel frequenting the area. For the RPF complex,
the operations boundary is the area within the fence.
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-TrIDeiniio
Population at risk

Protective action
(PA)

Protective action
guide (PAG)

Quarterly

Radioisotope
Production Facility
(RPF)

!Radioisotope
I Production Facility
complex

Radiological
assessment team

Recovery actions

Semi-annual

I Site boundary

Those persons for whom protective actions are being or would be taken in the
event of an emergency.

Those measures taken in anticipation of an uncontrolled release of radioactive
material, or after an uncontrolled release of radioactive material has occurred, for
the purpose of preventing or minimizing personnel radiation doses or dose
commitments that would otherwise be likely to occur if the actions were not
taken.

Projected radiation doses or dose commitments to individuals in the general
population that warrant protective action following a release of radioactive
material. Protective actions would be warranted provided the reduction in
individual dose expected to be achieved by carrying out the protective action is
not offset by excessive risks to individual safety in the process of taking the
protective action. The projected dose does not include the dose that has
unavoidably occurred prior to the assessment.

Every 3 months, with an interval not exceeding 4 months.

The eastern building in the RPF complex.

The buildings situated at Lot 15 of Discovery Ridge Research Park in Columbia,
Missouri, and include the RPF, NWMI Administration Building, Waste Staging
and Shipping Building, and Diesel Generator Building.

The team of individuals who will perform radiation dose rate, contamination, and
environmental surveys to assess the radiological conditions existing within the
site boundaries at the RPF complex.

Those actions taken after an emergency to restore the facility to a safe status.

Every 6 months, with an interval not exceeding 7.5 months.
.The site boundary is that boundary, not necessarily having restrictive barriers,
surrounding the operations boundary wherein the RPF Operations Manager may
directly initiate emergency activities. The area within the site boundary may be
frequented by people unacquainted with RPF operations. The site boundary
consists of Lot 15 of Discovery Ridge Research Park.
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A3.0 ORGANIZATION AND RESPONSIBILITIES

A3.1 AUTHORITIES AND RESPONSIBILITIES OF GOVERNMENTAL AGENCIES

This section describes the authorities, responsibilities, and support functions of federal, state, county, and
local governmental agencies in an emergency situation. The information presented here pertains to any
class of emergency.

Specific responsibilities and emergency response actions of these agencies are described in Section A7.0.

Written support agreements have been obtained from the City of Columbia Police and Fire Departments,
Boone Hospital, and University Hospital to ensure a clear understanding of the emergency support
responsibilities of key support organizations.

A3.1.1 Federal Agencies

U.S. Nuclear Regulatory Commission

Title 10, Code of Federal Regulations, Part 20.2202, "Notification of Incidents," and the RPF Technical
Specifications, as amended, outline requirements for the reporting of emergencies to the NRC.
Notification procedures (e.g., telephone, electronic messaging, written reports, etc.) will be implemented
as required in these documents. The NRC will assess the situation and determine if any further response
is required of the agency.

A3.1.2 State Agencies

Missouri Office of Emergency Coordination

Notification procedures (e.g., telephone, electronic messaging, written reports, etc.) will be implemented
as required by the Missouri Office of Emergency Coordination rules.

A3.1.3 County Agencies

Boone County Office of Emergency Management

The Boone County Office of Emergency Management will assist by providing emergency support mainly
in the form of transportation, communications, and equipment, when such assistance is sought by local
emergency support agencies. Notification of incidents will be conducted by City of Columbia Fire or
Police personnel or by the Boone County Sheriffs Department.

Boone County Sheriff's Department

The Boone County Sheriffs Department will assist in law enforcement activities as requested by the City
of Columbia Police Department. Notification of incidents to the Sheriffs Department will be initiated by
the Columbia Police Department, as deemed necessary.
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A3.1.4 Local Agencies

Boone Hospital Ambulance Service

The Boone Hospital Ambulance Service operates a local ambulance service and will provide
transportation for injured and/or contaminated personnel to the University Hospital in Columbia. The
decision as to the need to transport injured and/or contaminated personnel to a hospital will be made by
attending medical personnel with advice from the RPF Radiation Safety Officer (RSO).

City of Columbia Fire Department

The Columbia Fire Department will provide assistance during emergencies involving actual or potential
fire, explosions, or injuries.

City of Columbia Office of Emergency Management

The Office of Emergency Management for the City of Columbia will assist by providing emergency
support mainly in the form of transportation, communications, and equipment, when such assistance is
sought by local emergency support agencies. Notification of incidents will be conducted by the City of
Columbia Fire or Police personnel or by the Boone County Sheriff's Department.

City of Columbia Police Department

The responsibilities of the Columbia Police Department during an emergency are to:

" Respond in any emergency arising from a bomb threat or a threatened or actual breach in physical
security. The standard operating procedure (SOP) detailed in the NWMI RPF Physical Security
Plan will be followed in these situations. This SOP contains safeguards information, exempt
from public disclosure, and is therefore not included in this plan.

" Monitor and maintain the security of the RPF complex after any emergency evacuation.

" Assist in crowd control around the RPF complex at all times.

" Make announcements to assembled personnel over the loudspeaker systems installed on police
vehicles.

" Coordinate with other law enforcement agencies.

University of Missouri Health System Ambulance Service

The MU Health System Ambulance Service operates a local ambulance service and will provide
transportation for injured and/or contaminated personnel to the University Hospital in Columbia. The
decision as to the need to transport injured and/or contaminated personnel to the University Hospital will
be made by attending medical personnel with advice from the RPF RSO.

A3.2 AUTHORITIES AND RESPONSIBILITIES OF NONGOVERNMENTAL AGENCIES

This section describes the authorities, responsibilities, and support functions of nongovernmental
agencies.
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American Nuclear Insurers

American Nuclear Insurers is the insurer of the RPF facility and will be notified of any emergency of
Class I or greater. The insurer may, at its discretion, send a representative to advise and deal with any
legal or liability matters.

University Hospital, Columbia

Arrangements have been made for injured personnel who may also be contaminated to be received and
treated at the University Hospital in Columbia, Missouri.

Boone Hospital, Columbia

Arrangements have been made for injured personnel who may also be contaminated to be received and
treated at the Boone Hospital in Columbia.

A3.3 FACILITY EMERGENCY ORGANIZATION

A3.3.1 Normal Facility Organization

The organizational chart for the ongoing administration and operation of the RPF is provided in
Figure A-1. This chart will aid in understanding the emergency assignments of these personnel, which
are described in Section A3.3.2.
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A3.3.2 Authorities and Responsibilities of Facility Emergency Personnel

Emergency Director

In the event of an emergency, the RPF Plant Manager will be the Emergency Director. The line of
succession and responsibilities of the Emergency Director are as follows.

Line of Succession

Responsibilities

* Direct emergency operation and ensure proper implementation of the emergency response plan

* Ensure that any necessary NRC notifications are made

" Authorize emergency workers to incur radiation exposures in excess of normal occupational
limits, with the concurrence of the RSO, if available. This function cannot be delegated.

• Terminate an emergency and initiate recovery operations based on advice from the Emergency
Coordinator

" Notify and coordinate with NWMI leadership

" Work and coordinate with the Public Information Officer with respect to the public and media

" Assess conditions in the RPF after termination of the emergency to determine the proper course
of further recovery actions

* Authorize reentry into the RPF (or portion thereof) that required evacuation during the emergency

" Establish and coordinate recovery/reentry efforts with the assistance of the Hot Cell Supervisor,
the RSO, and the Vice President of NWMI

" Evaluate the causes of the emergency and recommend corrective actions before returning the
facility to a normal operating status

Emergency Coordinator

In the event of an emergency, the RPF Operations Manager will be the Emergency Coordinator. The line
of succession and responsibilities of the Emergency Coordinator are as follows:

Line of Succession

o s = iSH&L Manager

C: :'ý

_ý _ _ýi. i_7 RadiationProtection
Manager

Responsibilities

" Declare and classify the emergency

" Fulfill any necessary requirements for notifying the NRC and keep the Emergency Director
advised of all such notifications
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* Take charge of the Emergency Support Center (ESC) and emergency control measures, and keep
the Emergency Director informed regarding the emergency situation

• Ensure proper evacuation of the RPF (or portion thereof) that requires evacuation during the
emergency

• Determine the course of further action with the assistance of the Emergency Director, Hot Cell
Supervisor, RSO, and NWMI leadership

* Authorize reentry into the RPF (or portion thereof) that required evacuation during the emergency

* Coordinate emergency response actions with the off-site emergency support services

* Advise the Emergency Director on the possibility of terminating the emergency and initiating
recovery operations

* Ensure the implementation of an emergency preparedness program for facility equipment and
personnel

• Ensure up-to-date status of emergency plans and procedures

* Coordinate emergency plans with other affected support organizations and obtain written
agreements confirming assistance from such organizations

Radiation Safety Officer

In the event of an emergency, the RSO will be responsible for the radiological health physics aspects of
the emergency. The line of succession and responsibilities of the RSO are as follows:

Line of Succession

Radiation
Protection
Manager L 7SH&L Manager-... I

Shift Supervisor

Responsibilities

" Direct and oversee all actions of the Radiological Assessment Team

* Evaluate personnel doses received during the incident

• Assess subsequent potential doses and recommend protective actions, as appropriate

" Supervise the establishment of a release process for persons leaving the assembly point

* For fire emergencies, meet Fire Department personnel on their arrival onsite and coordinate their
response in support of the emergency actions underway

• Assist the Emergency Director and help determine the course of further action

Radiological Assessment Team

Personnel

The Radiological Assessment Team will include RPF personnel who have been trained in radiological
assessment techniques and do not have an assigned responsibility already specified in this section. This
may include the following personnel as available during an emergency.
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• Radiation Protection Manager (RSO)
• Health Physicist(s)
• Shift Supervisors
" Hot Cell Operator(s)
• Hot Cell Supervisor
• Process Technician(s)

Responsibilities

* Bring extra portable survey instruments to the assembly point during any evacuation

" Survey personnel at the assembly point after any evacuation, beginning with the emergency
organization personnel

* Perform radiological assessment action as directed by the RSO

Public Information Officer

In the event of an emergency, NWMI leadership will be responsible for communicating with the media
and public. The line of succession and responsibilities of the Public Information Officer (PIO) are as
follows:

Line of Succession

Responsibilities

• Coordinate all public relations aspects of the emergency, interfacing with the public, press,
television, and other media

• Coordinate with the Emergency Director to obtain current and accurate information regarding the
emergency situation and recovery operations

Historian

The RPF Administration Building Receptionist will be the Historian for the emergency.

Line of Succession

*1 - FSH&L Managerdministrative
A s sistant

Responsibilities

• Log the sequence of events, with the time, as the events take place in the ESC. Log as much
pertinent information as possible. Use the available recorder as needed.

A-1 0



NWMI-2013-021, Rev. 0
Chapter 12, Conduct of Operations

A3.3.3 Interfaces Between the Facility Emergency Organization, Off-Site Local Support
Organizations, and State and Federal Agencies

A diagram showing the interfaces between the facility emergency organization, off-site local support
organizations, and state and federal agencies is provided in Figure A-2.

Failt Loa (Cty ConytteFdea

Figure A-2. Interfaces Between the Facility Emergency Organization,
Offsite Local Support Organizations, and State and Federal Agencies
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A4.0 EMERGENCY CLASSIFICATION SYSTEM

The purpose of this emergency classification system is to provide for improved communications between
facility personnel, local off-site emergency support personnel, and state and federal organizations. The
emergency classes addressed for the RPF are based on accidents associated with routine operations (many
of which are very remotely possible), and on other lesser emergency situations but that otherwise divert
resources and attention.

The emergency action levels (EAL) for each of the three classes of emergencies addressed for the NWMI
RPF are intended to provide specific trigger points for the activation of the emergency organization, or
applicable portions thereof, and the initiation of protective actions appropriate for the emergency event.
The action levels listed below are not all inclusive. Situations or occurrences not listed under a specific
emergency class, but having similar postulated consequences as those in one of the three classes of
emergencies, will also be used to trigger emergency response actions applicable to that particular class of
emergency. Identification of such occurrences is left to the judgment of the RPF staff on duty.

A4.1 PERSONNEL AND OPERATIONAL EMERGENCY

Personnel and Operational Emergencies are events less severe than higher category emergencies, which
still require a response by at least part of the emergency organization. There usually will be no effect on
the RPF, and action to alter RPF status is not normally required.

The following EALs will be used to initiate emergency measures associated with this emergency class:

* A major personnel injury such as a severe cut, wound, or burn

* A person experiencing a heart attack, stroke, or other severe physical ailment of rapid onset

" Any person receiving an estimated radiation dose equivalent greater than any occupational dose
limit from sources external to the body, including doses caused by skin contamination

" Any person becoming internally contaminated with radioactive material sufficient to give a dose
equivalent in excess of any applicable occupational dose limit

" Radiation levels in the RPF sufficient to trip the alarm on any single area radiation monitor, when
such levels are from unknown sources, or sources known to represent a potential emergency
situation

* Airborne radioactivity levels in the RPF sufficient to alarm a continuous air monitor or the stack
monitor, when such levels are from unknown sources or sources known to represent a potential
emergency situation

" An event that causes significant damage to the RPF complex

A4.2 NOTICE OF UNUSUAL EVENTS

Notification of Unusual Events may be initiated by either man-made events or natural phenomena that
can be recognized as creating a hazard potential that was previously nonexistent. There is usually time
available to take precautionary and corrective steps to prevent the escalation of the accident or to mitigate
the consequences if the accident occurs.

In a notification of unusual events (NOUE) emergency, one or more elements of the emergency
organization are likely to be activated or notified to increase the state of readiness, as warranted by the
circumstances. Although the situation may not have caused damage to the RPF, the event may warrant an
immediate shutdown of the RPF or interruption of nonessential routine functions.

A-12



NWMI-2013-021, Rev. 0
Chapter 12, Conduct of Operations

The following EALs will be used to initiate emergency measures associated with this emergency class:

" Receipt of information threatening, or confirming, a breach in physical security (e.g., bomb threat
or signs of a hostile crowd assembling outside the building)

" Receipt of information that a severe natural phenomenon such as a flood, volcano, tornado, or
earthquake, is likely to affect the Columbia area

° An explosion or a fire in the RPF complex lasting more than 15 minutes

" Actual or projected radiological effluents with concentrations resulting in an unrestricted area
total effective dose equivalent (TEDE) of 15 millirem (mrem) accumulated in 24 hours (hr)

Note: The stack monitor will have alarmed, shut off the ventilation system, and closed the isolation
dampers long before this concentration level is reached. However, the stack monitor will continue to
function and will be used to project radiological effluent releases and detect radiation levels in the
unrestricted area. Direct measurements with portable survey meters will also be used to evaluate
radiation levels in the unrestricted area.

A4.3 ALERT

Events leading to an Alert would be sufficient to require response by the emergency organization.
Modification of the RPF operating status is a probable corrective action. Protective evacuations or
isolation of certain areas within the operations boundary could be necessary.

The following EALs will be used to initiate emergency measures associated with this emergency class:

* Actual or projected whole body radiation levels at the site boundary of 20 mrem/hr for I hr, or a
100 mrem thyroid dose (committed dose equivalent [CDE]).

• Actual or projected radiological effluents with concentrations resulting in an unrestricted area
TEDE of 75 mrem accumulated in 24 hr.

Note: Determination of airborne effluent concentrations will follow the same process as described for an
NOUE. Unrestricted area radiation levels will be determined by direct radiation measurements with
portable survey meters.

A4.4 SITE AREA EMERGENCY

Events leading to a Site Area Emergency would be sufficient to require response by the emergency
organization. Modification of the RPF operating status is a probable corrective action. Protective
evacuations or isolation of certain areas within the operations boundary could be necessary.

The following EALs will be used to initiate emergency measures associated with this emergency class:

" Actual or projected whole body radiation levels at the site boundary of 100 mrem/hr for 1 hr, or a
500 mrem thyroid dose (CDE)

" Actual or projected radiological effluents with concentrations resulting in an unrestricted area
TEDE of 375 mrem accumulated in 24 hr

* Actual criticality event

Note: Determination of airborne effluent concentrations will follow the same process as described for an
NOUE. Unrestricted area radiation levels will be determined by direct radiation measurements with
portable survey meters.
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A4.5 GENERAL EMERGENCY

Events leading to a General Emergency would be sufficient to require response by the emergency
organization. Modification of the RPF status is a probable corrective action. Protective evacuations or
isolation of certain areas within the operations boundary could be necessary.

The following EALs will be used to initiate emergency measures associated with this emergency class:

* Actual or projected whole body radiation levels at the site boundary of 500 mrem/hr.

* Actual or projected radiological effluents with concentrations resulting in an unrestricted area
TEDE of I rem or 5 rem thyroid dose (CDE).

Note: Determination of airborne effluent concentrations will follow the same process as described for an
NOUE. Unrestricted area radiation levels will be determined by direct radiation measurements with
portable survey meters.
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A5.0 EMERGENCY ACTION LEVELS

The EALs for each RPF emergency class are included under the appropriate class in Table A- I of this
section. The action levels specified in Table A- 1 are EALs for activating the emergency organization and
initiating protective actions appropriate for the emergency event.

Table A-1. Emergency Classes and Action Levels (2 pages)

Personnel and
Operational Events

" A major personnel injury, such as a severe cut, wound, or burn
" A person experiencing a heart attack, stroke, or other severe physical ailment of rapid

onset
" Any person receiving an estimated radiation dose equivalent greater than any

occupational dose limit from sources external to the body, including doses caused by
skin contamination

" Any person becoming internally contaminated with radioactive material sufficient to
give a dose equivalent in excess of any applicable occupational dose limit

" Radiation levels in the RPF sufficient to trip the alarm on any single area radiation
monitor, when such levels are from unknown sources, or sources known to represent a
potential emergency situation

" Airborne radioactivity levels in the RPF sufficient to alarm the continuous air monitor
or the stack monitor, when such levels are from unknown sources or sources known to
represent a potential emergency situation

" An event that causes significant damage to the RPF complex

" Receipt of information threatening, or confirming a breach in physical security
(e.g., bomb threat Or signs of a hostile crowd assembling outside the building)

" Receipt of information that a severe natural phenomenon such as a flood, volcano,
tornado, or earthquake, is likely to affect the Columbia area

" An explosion in the operations boundary or a fire in the RPF complex lasting more than
15 minutes

* Actual or projected radiological effluents with concentrations resulting in a
unrestricted area TEDE of 15 mrem accumulated in 24 hr

Not: The stack monitor will have alarmed, shut off the ventilation system, and cosed the
isolation dampers long before this concentration level is reached. However, th~e stack
mon:itor will continue to function and would be used to project radiological e ffluent releases
and direct radiation levels in the unrestricted area. Direct measurements with po rtable
survey miieters would also be used to evaluate radiation levels in the unrestricted area.

Notice of Unusual
Events
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Table A-1. Emergency Classes and Action Levels (2 pages)

I. • •~megec acio lea[. x •ve'ls•

Alert

Site Area
Emergency

• Actual or projected whole body radiation levels at the site boundary of 20 mrem/hr for
1 hr, or a 100 mrem thyroid dose

" Actual or projected radiological effluents with concentrations resulting in an
unrestricted area TEDE of 75 mrem accumulated in 24 hr

Note: Determination of airborne effluent concentrations will follow the same process as
described for an NOUE. Unrestricted area radiation levels will be determined by direct
radiation measurements with portable survey meters.

* Actual or projected whole body radiation levels at the site boundary of 100 mren/hr for
I hr, or a 500 mrem thyroid dose (CDB)

* Actual or projected radiological effluents with concentrations resulting in an
unrestricted area TEDE of 375 mrem accumulated in 24 hr

" Actual criticality event
Note: Determinaion of airborne effluent concentrations will follow the same process as
described for an NOUE. Unrestricted area radiation levels will be determined by direct
radiation measurements with portable survey meters.

" Actual or projected whole body radiation levels at the site boundary of 100 mrem/hr for
I hr, or a 500 mrem thyroid dose (CDE)

" Actual or projected radiological effluents with concentrations resulting in an
unrestricted area TEDE of 375 mrem accumulated in 24 hr

Note: Determination of airborne effluent concentrations will follow the same process as
described for a NOUE. Unrestricted area radiation levels will be determined by direct
radiation measurements with portable survey meters.

General Emergency

CDE = committed dose equivalent.
NOUE = notification of unusual event.

TEDE = total effective dose equivalent.
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A6.0 EMERGENCY PLANNING ZONE

The emergency planning zone (EPZ) for the RPF used for all classes of emergencies covered in this
Emergency Response Plan is the area within the operations boundary. The operations boundary is
indicated in Figure A-3.

The area within the operations boundary (the EPZ) is large enough to support emergency actions, if
needed. The predetermined protective actions for the EPZ for each class of emergency are described in
Section A7.0.
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Figure A-3. Radioisotope Production Facility Complex in the Columbia Area
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A7.0 EMERGENCY RESPONSE

A7.1 PERSONNEL AND OPERATIONAL EVENTS

A7.1.1 Activation of Emergency Organization for Personnel and Operational Events

1. The individual who initially confirms an emergency situation will immediately contact the
Emergency Coordinator and briefly describe the emergency.

2. The Emergency Coordinator will then mobilize that part of the facility organization appropriate for
the emergency.

3. The 24-hr per day emergency call list for emergency response personnel is posted throughout the RPF
complex, including the ESC (RPF Control Room).

4. Required off-site support agencies will then be mobilized (normally by telephone) by the Emergency
Coordinator. Agencies that may be notified for this class of emergency include:
* Columbia Fire Department
" University Hospital
* Boone Hospital
* University of Missouri System

5. The NRC will be notified of this class of emergency by the Emergency Coordinator when required by
applicable licenses and regulations.

A7.1.2 Assessment Actions for Personnel and Operational Events

1. Personnel injury or ailment - The nature and extent of any personnel injuries or physical ailment will
be assessed by an RPF person trained in first aid and by other responding medical personnel.

2. Personnel radiation exposure (in excess of applicable limits)

* Initial assessment of personnel radiation dose will be made by the RSO based on:
- Any direct reading dosimeters worn
- Measured dose rate and exposure time, or estimates of both
- Calculation from available known data such as source strength, distance, etc.

* As soon as possible, other dosimeters will be collected and returned to the supplier of the
dosimetry service for emergency processing.

3. Personnel contamination with radioactive materials - Personnel contamination on external surfaces
and/or ingestion of radioactive materials will be assessed by:

• Direct radiation surveys with appropriate instruments
* Smears and swabs of affected areas
• Applicable bioassay techniques available at the RPF (e.g., urinalysis)

4. Area radiation monitor alarm

Radiation dose rates in the RPF initially will be assessed by the area radiation monitors. Several
area radiation monitors are located in various positions throughout the RPF. These monitors have
detection ranges for exposure rates between 0.1 milliroentgen (mR)/hr and 10,000 mR/hr. Alarm
setpoints for these area radiation monitors are checked daily and are typically set between
20 mR/hr and 1,000 mR/hr. The area radiation monitors may be read locally or in the RPF
Control Room.
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* Portable dose rate monitoring instruments will be used by the Radiological Assessment Team to
further assess and characterize the radiation field. Instruments are available that cover a wide
range of dose rates, radiation types, and energies.

5. Continuous air monitor or stack monitor alarm

* Airborne radioactivity in the hot cell hall initially will be assessed by the installed air monitors.
A continuous air monitor analyzes the air for particulate radioactivity. The lower limit of
detection is approximately [TBD] for [TBD]. The alarm setpoint for the particulate channel is
typically set at a small percentage of the applicable derived air concentration (DAC) for
radionuclides normally expected.

* In addition to the hot cell hall, the ventilation air in the hot cell is monitored as it exhausts
through the main RPF stack. The lower limit of detection is approximately [TBD] for [TBD].
The stack monitor alarm setpoints are also typically set at a small percentage of the applicable
DAC for radionuclides normally expected.

* Both high- and low-volume portable air samplers are also available to take grab samples to

further monitor any particulate or halogen airborne radioactivity, if necessary.

6. Uncontrolled surface contamination

* If background radiation levels permit, direct surface contamination levels will be monitored using
a portable thin window Geiger-Mueller detector. The lower limit of detection for this type of
survey is consistently well below the EAL for contamination.

* Gross smear surveys using smear pads and thin window pancake Geiger-Mueller detectors will
also be used to determine the extent of the surface contamination, especially in the presence of
higher background levels. The lower limit of detection for this survey technique is also
consistently well below the EAL specified.

* Analytical smear surveys will be taken using filter papers smeared over a known area and
counted on appropriate instrumentation.

7. RPF complex - An assessment will be made by the Emergency Coordinator to determine if an event
occurs that causes significant damage to the RPF complex.

A7.1.3 Corrective Actions for Personnel and Operational Events

1. Personnel injury or ailment

" First aid by qualified individual
" Transfer to appropriate medical treatment facility

2. Personnel exposure - Corrective actions for personnel exposure depend on the specific situation, but
may include:

* Shutting off equipment
" Moving or shielding sources
" Moving the individual out of the radiation field
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3. Personnel contamination or uncontrolled surface contamination - Corrective actions will normally
include initiating spill and contamination control procedures, along with decontamination procedures.
Emergency procedures for laboratories and areas where radioactive materials are used are posted in
numerous locations at the RPF. These procedures describe the correct actions for both minor and
major spills, including:

" Notifying other persons in the area that a spill or contamination has occurred
" Preventing the spread of radioactive material
" Shielding any large sources
" Closing and locking the doors to the area
* Calling for assistance
" Decontaminating personnel and the affected area

4. Area radiation monitor alarms

• The cause of the alarm will be determined, and if identified as indicating no potential problem,
the device will be reset.

• If the alarm is for an unknown reason or a cause known to present an emergency situation, the

Operations Manager will be notified.

5. Continuous air monitor or stack monitor alarm

• The cause of the alarm will be determined, and if identified as indicating no potential problem,
the device will be reset.

• If the alarm is for an unknown reason or a cause known to present an emergency situation, the
Operations Manager will be notified.

• As part of a stack monitor alarm, the RPF ventilation system will be shut down automatically,
resulting in the fans being turned off and the hot cell isolation dampers being closed. If the
ventilation system does not shut down automatically, the system will be shut down manually.

6. RPF complex - Corrective actions will be initiated by RPF staff with the objective of minimizing
damage to the RPF complex.

A7.1.4 Protective Actions for Personnel and Operational Events

1. Protective actions at this level of emergency are often not distinguishable from corrective actions.
Evacuating the RPF for this class of emergency is not typically necessary; however, keeping
nonessential personnel away from any problem area may be desirable.

2. Protective actions that may be applicable to this class of emergency include:

• Performing first aid

" Moving personnel away from high radiation fields

• Dressing contaminated personnel in protective clothing prior to movement to contain the
contamination

• Moving personnel away from contaminated areas

• Establishing restricted areas
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A7.2 NOTIFICATION OF UNUSUAL EVENTS

A7.2.1 Activation of Emergency Organization for Notification of Unusual Events

1. The individual who initially confirms an emergency situation will immediately contact the
Emergency Coordinator and briefly describe the emergency.

2. The Emergency Coordinator will then mobilize that part of the facility emergency organization
appropriate for the emergency.

3. The 24-hr per day emergency call list for emergency response personnel is posted throughout the RPF
complex, including the ESC (RPF Control Room).

4. Required off-site support agencies will then be mobilized (normally by telephone) by the Emergency
Coordinator. Some of the off-site support agencies will receive automatic alarms for certain
emergencies in this class.

5. The NRC and American Nuclear Insurers will be notified by the Emergency Coordinator. A system
will be used to ensure that these off-site agencies have received the initial message and that they can
verify its authenticity.

6. Contents of initial and follow-up emergency messages to the NRC will include the following, to the
extent known and applicable:

• Name, title, and telephone number of caller, location of emergency, and license or docket number
• Description of emergency event and emergency class
* Date and time of emergency initiation
• Type and quantity of radionuclides released or expected to be released
" Instructions to implement the callback verification procedure

A7.2.2 Assessment Actions for Notice of Unusual Events

Physical Security Threats or Breaches, Severe Natural Phenomena, and Explosions or Fires

The assessment actions for physical security threats or breaches in physical security, severe natural
phenomena, explosions, and fires will consist of gathering data by direct visual observation or from
personnel involved in the situation. This data will then be evaluated in an expedient and timely manner
by the Emergency Director, Emergency Coordinator, and RSO.

Elevated Radiological Effluent Discharge to the Unrestricted Area

" Airborne radioactivity initially will be assessed by the installed air monitors. [system description
TBD].

" In addition, ventilation air in the RPF is sampled as it exhausts through the stack. [system
description TED]

* Both high- and low-volume portable air samplers are available for sampling in the unrestricted
area. The sampling would likely be performed by the Radiological Assessment Team.

A7.2.3 Corrective Actions for Notification of Unusual Events

1. Physical security threats or breaches

0 Hot cell operations will be secured.
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In all emergencies involving physical security, the next corrective action is to contact the
Columbia Police Department, who will respond to the RPF complex. Further law enforcement
support will be coordinated by Columbia Police Department. Procedures for these actions are
included in the NWMI Physical Security Plan, which includes safeguards information, exempted
from public disclosure, and thus not reproduced here.

2. Severe natural phenomena - On receipt of information that a severe natural phenomenon is likely to
affect the Columbia area, the Emergency Director, Emergency Coordinator, RSO, and NWMI Vice
President, if available, will immediately convene to determine an appropriate course of action.
Actions that may be considered include:

* Hot cell operations will be secured.

* Evacuation of the RPF.

3. Explosions or fires

" Hot cell operations will be secured.

" Personnel initially discovering an explosion or fire will use individual judgment regarding the use
of a fire extinguisher.

" If the fire alarm has not been activated automatically, the alarm will be activated manually. Fire
alarm boxes and fire extinguishers are located throughout the facility.

" Doors not already closed should be shut to help prevent the spread of any fire or the spread of any
radioactive contamination that may arise as a result of an explosion or fire.

4. Elevated radiological effluent discharge to the unrestricted area

* Hot cell operations will be secured.

* If the ventilation system has not shut down automatically, the system will be turned off manually
so that the fans will be off and the isolating dampers closed in accordance with procedures.

A7.2.4 Protective Actions for Notification of Unusual Events

1. For most NOUE, the main protective action will be to evacuate the RPF.

2. Due to the nature of most NOUE emergencies, an evacuation may be initiated by any member of the
staff.

3. There are three methods to evacuate the RPF:

* Fire alarm system
* Automated public address system evacuation announcement
* Public address system for the entire RPF complex

4. Evacuation procedures are posted throughout the RPF complex. All personnel in areas where any
evacuation alarm sounds will immediately evacuate the building by the shortest reasonable route.
Personnel will reassemble outside the main entrance to the RPF Administrative Building (the west
side of the building) unless ordered to another assembly point as part of the evacuation.

5. During any evacuation of the RPF, the intrusion alarm system will be activated by RPF staff.

6. In the assembly area, personnel who suspect that they are contaminated will assemble separately from
other personnel.

7. Other appropriate protective actions may be communicated to individuals within the operations
boundary by means of the public address system for the RPF complex.
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8. A battery-operated public address device (bullhorn) is available in the emergency equipment locker to
communicate protective actions and other information to personnel at the assembly area.

9. Personnel accountability within the operations boundary and/or the RPF complex is accomplished by
two methods:

• All personnel entering the RPF are required to check with the RPF Administrative Building
receptionist on entry and exit so that the identity and number of people in the RPF are known at
all times.

" During an evacuation, RPF staff members have pre-assigned areas of the RPF complex to check
on their way out of the building to ensure that everyone has evacuated.

10. Personnel evacuated from the RPF complex will remain in the assembly area until all the necessary
information has been obtained, needed dosimeters have been collected for evaluation of doses, and
personnel surveys have been completed. Nonessential personnel will then be released.

A7.3 ALERT, SITE AREA EMERGENCY, AND GENERAL EMERGENCY

A7.3.1 Activation of Emergency Organization for Alert, Site Area Emergency, and General
Emergency

1. The individual who initially confirms an emergency situation will immediately contact the
Emergency Coordinator and briefly describe the emergency.

2. The Emergency Coordinator will then mobilize that part of the facility emergency organization
appropriate for the emergency.

3. The 24-hr per day emergency call list for emergency response personnel is posted throughout the RPF
complex, including the Emergency Support Center (RPF Control Room).

4. Required off-site support agencies will then be mobilized (normally by telephone) by the Emergency
Coordinator.

5. The NRC and American Nuclear Insurers will be notified by the Emergency Coordinator. A system
will be used to ensure that these off-site agencies have received the initial message and that they can
verify its authenticity.

6. Contents of initial and follow-up emergency messages to the NRC will include the following, to the
extent known and applicable:

* Name, title, and telephone number of caller, location of emergency, and license or docket number
• Description of emergency event and emergency class
• Date and time of emergency initiation
" Type and quantity of radionuclides released or expected to be released
" Instructions to implement the callback verification procedure

A7.3.2 Assessment Actions for Alert, Site Area Emergency, and General Emergency

1. High radiation levels at the site boundary

Radiation dose rates in the RPF initially will be assessed by the area radiation monitors. Several
area radiation monitors are located in various positions throughout the RPF. These monitors have
detection ranges for exposure rates between 0.1 mR/hr and 10,000 mR/hr. Alarm setpoints for
these area radiation monitors are checked daily and are typically set between 20 mR/hr and
1,000 mR/hr. All of the area radiation monitors may be read locally or in the RPF control room.
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* Portable dose rate instruments will be used by the Radiological Assessment Team to further
assess and characterize the radiation field at the site boundary. Instruments are available that
cover a wide range of dose rates, radiation types, and energies.

2. Elevated radiological effluent discharge to the unrestricted area

" Airborne radioactivity in the hot cell hall initially will be assessed by the installed air monitors.
A continuous air monitor analyzes the air for particulate radioactivity. The lower limit of
detection is approximately [TBD] for [TBD]. The alarm setpoint for the particulate channel is
typically set at a small percentage of the applicable DAC for radionuclides normally expected.

* In addition to the hot cell hall, the ventilation air in the hot cell is monitored as it exhausts
through the main RPF stack.- The lower limit of detection is approximately [TBD] for [TBD].
The stack monitor alarm setpoints are also typically set at a small percentage of the applicable
DAC for radionuclides normally expected.

* Both high- and low-volume portable air samplers are available for sampling in the unrestricted
area. The sampling would likely be performed by the Radiological Assessment Team.

A7.3.3 Corrective Actions for Alert, Site Area Emergency, and General Emergency

1. High radiation levels at the site boundary

* Operations in the RPF will be shut down and secured.

* The source of high radiation levels will be sought and shielded.

" Personnel will be sent to the site boundary, out of the radiation field, to minimize access to the
general area.

2. Elevated radiological effluent discharge to the unrestricted area

" Operations in the RPF will be shut down and secured.

" If the ventilation system has not shut down automatically, the system will be turned off manually
so that the fans will be off and the isolating damper closed.

A7.3.4 Protective Actions for Alert, Site Area Emergency, and General Emergency

Protective actions for this class of emergency will be in accordance with Section A7.2.4.

A7.4 EMERGENCY EXPOSURE LEVELS

A7.4.1 Lifesaving Activities

For lifesaving situations, a TEDE of up to 25 rem is permissible without authorization, due to the implied
urgency of the situation.

A7.4.2 Corrective Actions

For non-lifesaving corrective actions, the maximum TEDE that will be authorized is 10 rem.
Authorization for this limit should be obtained from the Emergency Director with the concurrence of the
RSO, if available.

A7.4.3 Other Emergency Actions

Emergency personnel who will be providing routine first aid, decontamination, or medical treatment
services to injured persons will be subject to the normally applicable occupational dose limits.
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A7.5 ACCESS CONTROL AND RESTRICTED AREAS

1. Following the assessment of radiation and contamination conditions in and around the RPF complex,
to minimize exposures to radiation and the spread of radioactive contamination, the RSO will post
appropriate warning signs and restrict access to areas where permissible contamination or radiation
limits are exceeded.

2. No area will be returned to normal use until radiation and contamination levels have been reduced to
the approximate background levels existing in the area prior to the incident. Such levels will be
determined by conventional radiation surveys. In applicable situations, levels will be equal to or
below the limits specified in current regulatory guidance for unrestricted use and access.

A7.6 PERSONNEL DOSIMETRY

1. Determination of the on-site radiation doses to personnel during an emergency will be made using
Existing dosimeters regularly supplied to personnel.

2. Members of the RPF staff routinely wear, or have available, the following dosimeters:

" Electronic dosimetry (0-2000 mR).
" Xfry film or thermoluminescent dosimeter (TLD) badge
" Neutron-sensitive TLD component or equivalent (e.g., track etch).
" TLD finger rings.

3. There are a large number of additional pocket ion chambers and electronic dosimeters available for
issue in the event of an emergency. These devices would be used as necessary for assessing
personnel doses.

4. The issuance, use, and recording of self-reading dosimeter doses during an emergency is under the
direction of the RSO.

A7.7 PROTECTION ACTION GUIDES FOR WHOLE BODY AND THYROID DOSE
EQUIVALENT FOR MEMBERS OF THE GENERAL PUBLIC WITHIN THE
EMERGENCY PLANNING ZONE (THE OPERATIONS BOUNDARY)

Individual members of the general public requiring access within the operations boundary will be required
to be escorted, issued dosimetry, and undergo a short orientation prior to entering. At this point, they will
follow the policies and procedures in the radiation protection program for occupational workers.
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A8.0 EMERGENCY EQUIPMENT AND FACILITIES

A8.1 EMERGENCY SUPPORT CENTER

The primary ESC will be the RPF Control Room. Adjacent offices may be used as necessary. This room
also has the annunciators for the facility fire alarm and some physical security annunciators. The general
evacuation alarms for the entire RPF complex may also be initiated and turned off in this room, and the
exposure rates read that are measured by some of the area radiation monitors outside of the RPF.

The ESC will be the central point for receipt and evaluation of radiological data and the point from which
emergency control directions will be given. The ESC also has microphones for the building public
address (PA) system and an intercom to strategic laboratories and offices in the RPF complex.

A8.2 ASSESSMENT FACILITIES AND EQUIPMENT

A listing of the current locations for emergency equipment cabinets and other emergency equipment
storage areas, plus representative equipment inventories for these storage locations, are given in
Table A-2.

Table A-2. Emergency Equipment and Associated Storage Location

[TBD]

A8.2.1 Portable and Fixed Radiological Monitors

1. Many portable radiation monitoring instruments are available for use during an emergency. Some of
these monitors are kept in the emergency equipment cabinets and others are routinely used for normal
operations. A representative listing of these instruments includes:

• High-range gamma ion chamber survey meters
• Medium-range beta/gamma ion chamber survey meters
* Beta/gamma Geiger-Mueller survey meters
0 Neutron survey meters
* Alpha survey meters

2. A number of fixed radiological monitors are also available, and as described in Chapter A7.0, these
monitors include:

* Continuous air monitors located [TBD].

* A stack monitor for the RPF ventilation discharge stack (particulate and gaseous) located in
Room [TBD].
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The multi-channel area radiation monitoring system in various locations around the RPF.

3. Criticality accident alarm system [TBD]

A8.2.2 Sampling Equipment

1. There are a number of portable air samplers available for use in an emergency. A representative
listing of this equipment includes:

" Continuous particulate air monitors (on carts)
" High-volume particulate air samplers (alternating current [AC]-operated)
" Medium-volume particulate and halogen air samplers (AC-operated)
" Medium-volume, battery-operated particulate and halogen air samplers
* Low-volume, battery-operated (lapel) particulate air samplers

2. Supplies are kept in the health physics laboratory for various other forms of sampling, including
water and surface smear sampling. The emergency cabinets also contain a selection of necessary
sampling materials.

A8.2.3 Instrumentation for Specific Radionuclide Identification and Analysis

A wide variety of laboratory analytical instrumentation is available in the RPF. The following systems
are representative of available equipment and are also the most likely to be used in an emergency:

* Multichannel analyzer with a germanium detector for automated computer analysis of gamma

spectra, located in Room [TBD] of the RPF

" Liquid scintillation counter located in Room [TBD]

" Gas flow proportional counter located in Room [TBD]

A8.2.4 Personnel Monitoring Equipment

Typical personnel monitoring equipment is described in Section A7.6.

A8.2.5 Nonradiological Monitoring Equipment

Fire detectors

" The RPF complex has fire detection devices in essentially all rooms and corridors. Most of these
devices respond to temperature rate of rise; however, there are also a few smoke detectors.

• If one of the fire sensors detects a fire, an alarm will automatically activate in the building and at
the City of Columbia Emergency Dispatch Center.

• An annunciator will also be lit in RPF Control Room (also the ESC) to indicate the origin of the
fire alarm. A map in that office indicates the possible radiation hazards, if any, for each area of
the

" The fire suppression system is composed of [TBD].
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A8.3 FIRST AID, DECONTAMINATION, AND MEDICAL FACILITIES

A8.3.1 First Aid Training

One or more members of the emergency organization will have a current Red Cross first aid qualification.
Training, such as the American National Red Cross Standard Multimedia Course (refresher course every
two years) or equivalent, will be provided to selected members of the facility emergency organization.

A8.3.2 Contamination Control and Personnel Decontamination

The RSO will coordinate any necessary personnel.

1. If there are a number of people involved in an emergency where there is a possibility for
contamination, injured personnel will be monitored first.

2. All contaminated personnel will be kept in one area, as far away from other personnel as possible, to
avoid the spread of contamination.

3. Injured personnel will normally be decontaminated and then dispatched to the either Boone Hospital
or University Hospital.

4. Monitoring and decontamination may occur en route or after arrival, depending on the nature of the
injury.

5. After all injured persons are cared for, uninjured personnel will be checked for contamination, and
necessary action taken to remove whatever contamination is detected.

A8.3.3 First Aid, Decontamination Facilities and Equipment

1. Personnel first aid and decontamination kits are available throughout the RPF complex. The locations
and typical contents of these kits are given in Table A-3.

Table A-3. First Aid and Decontamination Kit Contents

[TBD]

i J

2. Showers are available in room [TBD] that can be used for personnel decontamination. The water
from this shower drains to the monitored liquid effluent system.

3. In the event that this shower is not accessible or available, there are personnel decontamination
facilities at University Hospital.

A-29



NWMI-2013-021, Rev. 0
Chapter 12, Conduct of Operations

A8.3.4 Medical Transportation

1. The attending medical staff will decide where injured persons are taken, based on the:

" Nature and severity of their injuries
* Level of radioactive contamination

2. During transportation, care will be taken to contain any contamination by dressing the person with
protective clothing, covering the individual with blankets or plastic, or other appropriate means.

3. Personnel with obviously serious injuries, with contamination, will be transported by ambulance
directly to the emergency room of University Hospital. Both the ambulance crews and hospital
emergency room staff have been trained to handle radiological emergencies.

A8.3.5 Medical Treatment

1. The University Hospital in Columbia has an SOP for dealing with radiological emergencies,
including contaminated patients.

2. NWMI will maintain a written agreement with the University Hospital that ensures that medical
services are available, and that the staff are prepared to handle radiological emergencies.

A8.4 COMMUNICATIONS EQUIPMENT

1. Communications equipment or systems available for use during an emergency are:

" Telephones - The RPF complex has a number of telephones, each with its own independent line.
The ESC telephones can handle four simultaneous calls and includes displays that provide
information about the calls. The telephones will continue to function in the event of a power loss
to the RPF complex.

" PA system - This system serves the RPF complex and is operable from the ESC. This system has
backup emergency power.

" Portable radios

" A separate building intercom system throughout the RPF complex

* Cell phones on individuals

2. The Columbia Police Department also has the capability of radio communications with other local
law enforcement agencies and the ability to use the loudspeaker system on police vehicles as an
external PA system, if necessary.
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A9.0 RECOVERY

1. Recovery criteria for restoring the facility to a safe status will be dependent on the incident and will
be determined by a task group consisting of:

• Emergency Director
" Emergency Coordinator
• RSO
• Hot Cell Supervisor
• NWMI Vice President

2. As needed, recovery procedures will be written and approved by the procedure approval process for
each operation prior to initiation. The recovery operations and any needed procedures will include
consideration of the radiation and contamination levels.

3. After the emergency, a comprehensive written report of the events and subsequent actions will be
prepared by designated RPF staff and filed.
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A10.0 MAINTAINING EMERGENCY PREPAREDNESS

This section describes the elements necessary to maintain an acceptable state of emergency preparedness.
Maintaining the effectiveness of the Emergency Response Planj includes training, review, and update of
this plan and associated implementing procedures, and maintenance and inventory of equipment and
supplies that would be used in emergencies.

A10.1 INITIAL TRAINING AND PERIODIC RETRAINING PROGRAM

1. An initial training and periodic retraining program will be conducted to maintain the ability of
emergency response personnel to perform their assigned functions.

2. The personnel involved in the training program will be:

" Facility personnel responsible for decision-making and transmitting emergency information and
instruction

" Facility personnel responsible for accident assessment

* Facility radiological monitoring and assessment team members

* Medical support personnel at Boone and University Hospitals'

" Columbia Police Department personnell

" University and Boone Hospital ambulance and emergency department personnell

3. The content of the training program will include the overall Emergency Response Plan and the
implementing procedures relevant to each group of personnel listed above.

A10.2 EMERGENCY DRILLS

1. Annual on-site emergency drills will be conducted as action drills with each required emergency
measure being executed as realistically as is reasonably possible, including the use of appropriate
emergency equipment.

2. Annual action drills will employ the use of written scenarios to more effectively fulfill their function.

3. Biennially, these drills will contain provisions for coordination with off-site emergency personnel and
will test, as a minimum, the communication links and notification procedures with these off-site
agencies and support organizations.

4. After each drill, there will be a debriefing, during which time observers will present their critiques of
the exercise. These comments will then be evaluated by the facility emergency response personnel.
Any deficiencies identified in the emergency plan, the implementing procedures, or their actual use
during a drill will be corrected within 6 months of the exercise.

A10.3 EMERGENCY PLAN REVIEW AND UPDATE

1. The Emergency Response Plan will be reviewed and updated annually and will include modifications
necessitated by changes in the facility and/or environs. The review committee will consist of the RPF
Director, RPF Operations Manager, RSO, and Hot Cell Supervisor.

I These personnel will receive regular training at fixed intervals, but initial training for all new employees is not
considered feasible.
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2. Revised or updated copies of the Emergency Response Plan, support agreements, and applicable
implementing procedures will be distributed within 30 days of approval to all affected individuals and
federal, state, county, and local organizations.

3. Changes to the Emergency Response Plan will be made in accordance with 10 CFR 50.54(q). Three
copies of changes made without NRC approval that do not decrease the effectiveness of the plan, and
proposed changes that may decrease the effectiveness of the plan, will be submitted to the NRC
within 30 days after the changes are made or proposed. In accordance with 10 CFR 50.4(b)(5), a
signed original will be sent to the NRC Document Control Desk in Washington, D.C., and two copies
will be sent to the NRC Project Manager.

A10.4 EQUIPMENT MAINTENANCE AND INVENTORY

The operational readiness of all emergency communications and emergency health physics equipment is
ensured by a routine maintenance program. Part of this maintenance is performed under the existing RPF
surveillance and maintenance program, and the rest is performed as part of the routine health physics
program.

A check of the emergency equipment security seals will be performed quarterly. If this seal is broken, an
inspection and inventory will be immediately performed using the checklist for the given cabinet or room
as appropriate. If the seal is not broken, the status of the seal will be recorded in the checklist. However,
all emergency equipment will be inventoried and inspected annually regardless of the status of the
security seals.

A10.4.1 Required Maintenance and Minimum Calibration Frequency

1. Communications equipment is repaired as necessary.

2. All portable survey instruments are repaired as necessary and calibrated annually.

3. The RPF fixed radiological monitors are repaired as necessary and calibrated annually.

4. Self-reading dosimeters are calibrated annually.

5. Air sampler flow rates are calibrated annually.

6. The automated evacuation announcement system will be tested annually.

A10.4.2 Functional Testing

1. Most communications equipment is in daily use, essentially undergoing continual functional testing.
The emergency cabinet cassette recorder, cell phones, and two-way radios are functionally tested
annually.

2. All portable survey instruments at the RPF complex are checked prior to operation, except those in
the emergency cabinets, which are checked at least annually. A number of survey instruments are in
routine use and are functionally checked on a daily basis.

3. The RPF fixed radiological monitors are in routine use and functionally tested daily during the normal
work week.

A10.4.3 Equipment Inventory

The equipment in the emergency cabinets at the RPF complex is inventoried on an annual basis.
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A11.0 REFERENCES

10 CFR 20, "Standards for Protection Against Radiation," Code of Federal Regulations, Office
of the Federal Register, as amended.

10 CFR 50, "Domestic Licensing of Production and Utilization Facilities," Code of Federal
Regulations, Office of the Federal Register, as amended.
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* . NORTHWEST MEDICAL ISOTOPES

QUALITY ASSURANCE POLICY STATEMENT

This Corporate Quality Assurance Program Plan (QAPP) describes the policies and requirements
necessary to meet applicable Federal regulations such as ANSI/ANS 15.8, Quality Assurance Program
Requirements for Research Reactors; Regulatory Guide 2.5, Quality Assurance Program Requirements
for Research and Test Reactors; 10 CFR 70.64(a)(1), Quality Standards and Records; and ISO-9001,
Quality Assurance Requirements. This QAPP applies to all nuclear, quality-related projects and activities
that require conformance to a nuclear quality assurance program, and therefore shall be the standard for
all Northwest Medical Isotopes, LLC (NWMI) personnel to follow for compliance to those requirements.

NWMI is committed to establishing, implementing, and maintaining a QAPP to ensure that all NWMI
activities and processes are planned, reviewed, controlled, and verified for compliance with applicable
Federal regulations, national standards, and contractual requirements. NWMI is committed to meeting all
of our customer's quality objectives and exceeding their expectations for the quality of the services and
products we deliver. In addition, NWMI is committed to fostering a culture that provides for a sustained
and continuous quality improvement atmosphere such that our internal processes are continually
examined, challenged, and improved for our benefit and that of our customers.

NWMI's primary goal is to provide a domestic, reliable, and securable supply of molybdenum-99 (99Mo)
at competitive prices based on known innovated technologies. To achieve this goal, NWMI will apply a
well-planned, systematic management program for quality performance while continuing our tradition of
personal involvement with our customers. Applying a well-planned, graded approach to NWMI's
effective quality management system is the key to achieving our environmental, safety, quality, and
compliance goals, and will result in productive, efficient, and cost-effective work performances.

NWMI encourages and empowers our employees and subcontractors to seek innovative and imaginative
ways to solve our customers' needs and to provide quality products and services throughout the world.
The QAPP promotes continuous improvements in our processes, item and service quality, and effective
methods and procedures to achieve the desired quality. Each NWMI employee is trained to always be
aware of nonconforming conditions, to report such conditions, and to continually seek ways to improve
the quality of our processes, our products, and the services we provide. One of NWMI's basic tenets of
quality management is that each employee is responsible and accountable for the quality of his or her
work. Effective implementation of the QAPP by our employees and subcontractors is an essential
element of our approach to meeting these expectations. Verification of quality is also an essential
element of an effective quality management system. As Senior Managers of NWMI, we will ensure that
all project quality verification personnel have sufficient authority, access to work areas, and
organizational freedom to perform their duties as prescribed herein and in implementing procedures.

Nicholas Fowler, NWMI Carolyn Haass, NWMI
President and Chief Executive Officer Chief Operating Officer
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Acronyms and Abbreviations
99Mo molybdenum-99
ALARA as low as reasonably achievable
ALI annual limits on intake
ASL approved suppliers listing
ASNT American Society of Nondestructive Testing
ASTM American Society for Testing and Materials
CEO Chief Executive Officer
CFO Chief Financial Officer
CFR Code of Federal Regulations
COo Chief Operating Officer
DAC derived air concentration
IROFS items relied on for safety
M&TE measuring and test equipment
NDE nondestructive examination
NRC U.S. Nuclear Regulatory Commission
NWMI Northwest Medical Isotopes, LLC
QA quality assurance
QAPP Quality Assurance Program Plan
QC quality control
RPF radioisotope production facility
SH&L safety, health, and licensing
SSC structures, systems, and components

Units

hr hour
mg milligram
rem roentgen equivalent in man
Sv sievert
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C1.O INTRODUCTION

C1.1 SCOPE

This Corporate Quality Assurance Program Plan (QAPP) describes the policies and requirements
necessary to meet applicable Federal regulations and provides a description of the Northwest Medical
Isotopes, LLC (NWMI) quality assurance (QA) program in a controlled document. The QAPP is based
on Title 10, Code of Federal Regulations, Part 50.34 (10 CFR 50.34), "Contents of Applications;
Technical Information," and associated ANSI/ANS 15.8, Quality Assurance Program Requirements for
Research Reactors; Regulatory Guide 2.5, Quality Assurance Program Requirements for Research and
Test Reactors; 10 CFR 70.64(a)(1), "Quality Standards and Records;" and ISO-9001, Quality Assurance
Requirements. This QAPP applies to all nuclear, quality-related projects and activities that require
conformance to a nuclear quality assurance program, and therefore shall be the standard for all NWMI
personnel to follow for compliance to those requirements.

This QAPP and applicable implementing procedures will apply specifically to the NWMI Radioisotope
Production Facility (RPF). This document meets the intent of the above documents and applicable
NWMI policies and programs. The procedures that implement the requirements in this document are
maintained in the NWMI document control system. The QAPP describes the administrative and
engineered controls for ensuring compliance with applicable requirements. The QAPP applies to the
design, construction, operation, and decommissioning of the RPF.

C1.2 APPLICATION

NWMI's QAPP has been developed to provide safety and reliability during design, construction, and
operation activities of the RPF (e.g., at a minimum, activities related to accelerator safety, material
processing safety, criticality safety, engineered safety features, and applicable radiation monitoring
systems [limiting conditions for operations provided in Chapter 14.0, "Technical Specifications"]).

NWMI will apply a graded approach to those items and activities that could affect the quality of safety-
related structures, systems and components (SSC) and other components not specifically designated as
safety-related. A quality level matrix is used to ensure that quality requirements are understood and
specified for each SSC. An applicability procedure will be developed during preparation of the Operating
License Application that will address the effective designation and traceability of quality levels.
Applicable activities will be performed in accordance with a graded approach until a determination is
made that the SSC has changed to another quality level. Activities that could affect quality include siting,
designing, purchasing, fabricating, handling, shipping, receiving, storing, cleaning, erecting, installing,
repairing, maintaining, modifying, inspecting, testing, operating, and decommissioning.

NWMI will develop and implement the QAPP for design, construction, and operation of the RPF. The
QAPP will focus on the development of appropriate controls to ensure that the RPF is properly designed
and constructed and equipment fabricated to the design requirements identified in the
NWMI-DRD-2013-030, Design Requirements Document. The majority of these controls will require
documentation that attests to the facility quality to support an operating license. Following facility
construction, the focus of this QAPP shifts to establishing those controls that ensure proper and reliable
facility commissioning and operation. During the shift to operations, the QAPP requirements established
during the design and construction phase will remain in-place, but will change in level of implementation
appropriate to support facility operations. Each aspect of design, construction, and modifications will be
implemented only as necessary. The operating phase will impose additional requirements related to the
conduct of operations.
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C1.3 COMPLIANCE

Table C-i, Table C-2, and Table C-3 present compliance of the QAPP with 10 CFR 50.34 and associated
ANSI/ANS 15.8, 10 CFR 70.64(a)(1), and ISO-9001, respectively, and where in the QAPP the
requirement resides.

Table C-1. Quality Assurance Program Plan Compliance
with 10 CFR 50.34 and associated ANSI/ANS 15.8

1 Organization j Section C2.1 * Quality assurance hierarchy
Organization responsibilities
Quality assurance hieraIrch-1' Quality aissurafice p~rogra'n 7 i Section C2,'2 - h` 1uht asrne h-eac' := -

F Qat assuranc program Sect. i on.= 2 2•/ !• Organization, personnel training and'

SStquainficatin

3 Design control (requirements,.process, Section C2.3 Design control
verification, document/records, Section C2.5 • Instructions, procedures, and drawings
commercial grade items change control) Section C2.9 • Control of special processes

v4 iProcuremientddocument control Section C2.4 * - Procurement document control

5 Procedures, instructions, and drawings Section C2.5 ° Instructions, procedures, and drawings
Section C2.9 • Control of special processes

•-6 •Document control-: :iI SectionC2.6 1 * Document cnbottol . ..

7 Control of purchased items and services i Section C2.7 ° Control of purchased items and services
(supplier selection, work control,
verification, item or service acceptance)

Identlficaton and controlof items Section C2.8 Identification and control of items

9 Control of special processes Section C2.9 * Control of special processes

1 6 Section C2.10 •Inspections

11 Test control Section C2.11 • Test control
rj12 •Control of measuring andtestequipment-, Section C2.12 C•ontrol of measuring and test equipment

13 Handling, storage, and shipping Section C2.13 Handling, storage, and shipping

14 Inspection test, and operating status Section C2.10 7 Inspectionsp I test, an status 'Section C2.1 1 Test control .
L ... Section C2.14 inspection, test, and operating status

15 Control of nonconforming items and Section C2.15 Identification and control of nonconforming
!services items

___rctv ct sSeto C2146_j,, -Corrective, action Iji~ z
17 iQuality records Section C2.17 1 ° Quality assurance records

[8 {+Assessments Section C2.18 * Audits, assessments, and surveillances

19 Experimental equipment Not applicable; no experimental equipment
a 10 CFR 50.34, "Contents of Applications; Technical Information," Code of Federal Regulations, Office of the Federal

Register, as amended.
b ANSI/ANS 15.8, Quality Assurance Program Requirements for Research Reactors, American National Standards

Institute/American Nuclear Society, LaGrange Park Illinois, 1995, R2005, R2013. "
QAPP = Quality Assurance Program Plan.
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Table C-2. Quality Assurance Program Plan Compliance with 10 CFR 70.64(a)(1)

I - I'. *.-Q- -
1 Organization

2 Quality assurance program

3 Design control (requirements, proce
verification, document/records,
commercial grade items, change cor

4 iProcurement document control

5 Procedures, instructions, and drawii

~ss,

trol)

ngs

6- D o cumen t control

7 Control of purchased items and services
(supplier selection, work control,
verification, item or service acceptance)

8 tIdentification and control of items

9 Control of special processes

1.0 Inspections

11 Test control

12ý Controllof measuring and test equipment

13 Handling, storage, and shipping

14 Inspection, test, and operating status

15 Control of nonconforming items and
services

16 "Corrective actions

17 Quality records

18 !:Audits

19 Provisions for changes

Section C2.1

Section C2.2,

Section C2.3
Section C2.5
Section C2.9

Section C2.4

Section C2.5
Section C2.9

Section C2.6

Section C2.7

Section C2.8

Section C2.9

Section C2.10

Section C2.11

Section C2.12

Section C2.13

Section C2.10
Section C2.11.
Section C2.14

Section C2.15 I

Section C2.16

Section C2.17

Section C2.18

Section C2.19

" Quality assurance hierarchy
" Organization responsibilities

" Quality assurance hierarchy -

" Organization, personnel training and
qualification

" Design control
* Instructions, procedures, and drawings
" Control of special processes

SProurement"document.control

* Instructions, procedures, and drawings
* Control of processes

- Document control

" Control of purchased items and services

" Identification and control of items

" Control of special processes

" Inspections

" Test control

o Control of measuring and test equipment.

" Handling, storage, and shipping

" Inspections
" Test control -

" Inspection, test, and operating status

* Identification and control of
nonconforming items

* Corrective action

* Quality assurance records

" Audits, assessments, and surveillances

" Initiation for changes

-J

1

a 10 CFR 70.64(a)(1), "Quality Standards and Records;" Code of Federal Regulations, Office of the Federal Register, as

amended.

QAPP Quality Assurance Program Plan.
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Table C-3. Quality Assurance Program Plan Compliance with ISO-9001

4.1 Responsibility and authority Section C2.1 ° Corporate organization
management representative i Section C2.18 * Audits, assessments, and surveillances

V4.2 Quality systems SectionC22 *,: Quality assurance-program
Section C2.5 : Instructions, procedures, and drawings j

4.3 Contract review 1 Not addressed

['4.4 Design control . - -Section C2.3 - Designcontrol
[ " Section C2.5 Instructions, procedures, and-drawings

4.5 Document control Section C2.6 * Document control

14.6 Purchasing Section C2.4 - Procurement document control.
Section C2.7 - -Control of purchased items and service s

4.7 Purchaser supplied products Section C2.7 . Control of purchased items and services

[if .... Productidenitification-and traceability Section C2.8 . Identification and control of items .

4.9 Process control i Section C2.9 Control of processes

[4.10 Inspection and testing = Section C2.10 ' *_Inspections
Section C1.11 ýj Test control i~

4.11 Inspection, measuring, and test I Section C2.12 Control of measuring and test equipment
equipment _ _ _

'4.12- Inspction and test status - Section C2.14 * Inspection, test, and operating status

4.13 Control of nonconforming products Section C2.15 * Identification and control of
[ nonconforming items

[4.14 Corrective action -. Section C2.16 * Corrective action

4.15 Handling, storage, packaging and i Section C2.13 • Handling, storage, and shipping
delivery _

i4.16 Quality records -Section C2.17 _ QA records 2

4.17 Internal quality audits I Section C2.18 Audits, assessments, and surveillances

4.18 Training -Section C2.2 Quality assurance program rn

4.19 Servicing j Not addressed I
[ i2S. Statistical techniques ........ ..........-................................t addressed-........

a QAPP Section C2.19, "Provisions for Changes," is not required under ISO-9001, Quality Assurance Requirements,

International Organization for Standardization, Geneva, Switzerland, 2008.

QAPP Quality Assurance Program Plan.
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C1.4 DEFINITIONS

The following definitions are listed to provide a uniform interpretation of terms and phrases used with the
QAPP.

Accept-as-is A disposition requiring engineering justification and approval that when applied
indicates the item does not meet all specified requirements, but will continue to meet
its intended use and continue to meet code, functional, and safety requirements.

Assessment iThe act of reviewing, inspection, testing, checking, surveying, auditing, or otherwise
I!determining and documenting whether items, processes, or services meet specific
: ,requirements.

I

'Audit

Calibration

A documented activity performed in accordance with written procedures or
checklists to verify by examination or evaluation of objective evidence that the
applicable elements of the quality program have been developed, documented, and
implemented in accordance with specified requirements.

ý'Comparison of a measuring or test device with a standard of sufficient accuracy to
determine whether the device is within specified limits of accuracy over a required
range of values and, if not, repairing and/or adjusting the-device to conform to

.. ..._requirem ents.

Certification The act of determining, verifying, and attesting in writing to the qualification of
personnel, material, or documentation.

Certified operator An individual authorized by the chartering or licensing organization to canry out the
duties and responsibilities associated with the position requiring the certification.

Commissioning 'The process during which constructed structures, systems, and components are made
operational and verified to meet design requirements.

Contract ,iA form of agreement used to procure services or labor, and may include procurement
1:of material and/or equipment.

Corrective action i A determination of the cause of adverse conditions and implementation of the action
necessary to correct the condition and prevent recurrence.

Critical jIdentifiable and measurable attributes/variables of an item that are critical to the
characteristics item's function.

Design input

Design output

Criteria, parameters, bases, or other design requirements on which the detailed final
design is based.

,:Drawings, specifications, and other documents used to define technical requirements
,,of structures, systems, components, or computer programs.

Document Any written or pictorial information describing, defining, specifying, reporting, or
certifying activities, requirements, procedures, or results.

Finding ';'A deviation or departure from specified requirements.

Graded approach The process in which the level of analysis, documentation, and actions necessary to
comply with a requirement are commensurate with the relative importance to safety
or the magnitude of any hazards involved.

',Hold point FA specified point in a function or process at which an inspection shall be performed
and beyond which work may not proceed without approval.
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Item

Maintenance

Management

ýModification

Nonconformance

'Observation

An all-inclusive term used in place of any of the following: appurtenance, facility,
i sample, assembly, component, equipment, material, module, part, structure,
subassembly, subsystem, system, unit, or data.

,;Those activities necessary to maintain operability or restore systems to within
,.specified design limits. Maintenance consists of repair, rework, replacement,
ý;adjistiment, cleaning, or other actions necessary to maintain an item in or restore an
-!item to an acceptable condition. - -

Those persons within the RPF organization whose responsibility and authority
',includes the QAPP.

- A change in the physical design or functional characteristic of a structure, system, or
-component.

Any item, condition, or material that deviates from drawings, specifications, or
specified requirements and cannot be corrected within the scope of such
requirements or otherwise requires engineering disposition.

A condition or process- noted that did not specifically deviate from specified
-requirements, but where the potential exists for a deviation to occur, or may be used
- as commendation for noteworthy practices.

Process I A series of planned actions that achieve an end or result

"Procedure . :A document that specifies or describes how an activity is to be performed._ .......

Quality The condition achieved when an item, service, or process meets or exceeds the user's
requirements and expectations.

,.Quality assurance J" Prescribed and planned activities that provide confidence that quality is achieved,
(QA) - including those planned and systematic actions necessary to provide adequate

confidence that the structure, system, or component will perform satisfactorily in

---- -:service.- -
Quality assurance The overall program established by NWMI to implement quality assurance
program requirements.

Quality assurance
•program plan
(QAPP)

Quality records

A corporate quality assurance document that identifies the planning, implementation,
',and assessment procedures for a particular project, and any specific quality assurance;
and quality control activities.

Written, electronic, or pictorial records that furnish documentary evidence of the
quality of items or results achieved.

'Record copy - :The signed original of corporate and/or project-related documents (e.g., drawings,
- specifications, calculations, procedures, plans) that is maintained in project files.

Reject The item, system, structure, material, or service found to be unsatisfactory or
nonconforming to specified requirements.

Repair The process of restoring a nonconforming characteristic to an approved acceptable
- condition even though the item still does not necessarily conform to the original
requirement.
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Definito

Safety-related Those physical structures, systems, and components with an intended function to
items prevent accidents that could cause undue risk to the health and safety of workers and

'the public or to RPF programs, and to control or mitigate the consequences of such
I accidents.

Service The actual performance of work, such as design, fabrication, inspection,,
Snondestructive examination, repair, or installation.

Shall Denotes a mandatory requirement that must be complied with to maintain the
requirements, assumptions, or conditions of the facility safety basis.

:: Special process lAn operation performed under controlled conditions in accordance With specified

Srequirements using qualified procedures, equipment, and personnel. Examples of
!I special processes include welding, brazing, heat treatment, and nondestructive I
.. examination.

Specification IAn engineering document specifying technical and quality requirements for
materials, items, or services.

1 Surveillance IThe act of monitoring and verification of an item or activity, or analysis of records to
ensure compliance with applicable requirements.
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C2.0 DESIGN, CONSTRUCTION, AND MODIFICATIONS

C2.1 ORGANIZATION

NWMI has established an organizational structure designed to ensure that quality work performed is
safely and cost-effective and meets or exceeds customer expectations and requirements. The
responsibility for establishing the overall expectations for effective implementation of the QAPP and
obtaining the desired end result rests with the President and NWMI senior management. However, all
NWMI employees are individually responsible for achieving and maintaining the quality of products and
services provided to customers within their respective areas of responsibility.

C2.1.1 Organizational Structure

Figure C-1 describes the NWMI corporate organizational structure and lines of communication for key
management and functional positions. For each individual project, the organizational structure, functional
responsibilities, levels of authority, and lines of communication for quality-affecting activities shall be
documented in project-specific plans, when required by contract.

C2.1.2 Responsibilities

The organizational structure and assigned responsibilities for all quality-related projects at NWMI shall
be such that:

Senior management will establish overall expectations for effective implementation of the QAPP
and will be responsible for obtaining the desired end results

" Quality will be achieved and maintained by those who have been assigned responsibility for
performing work

* Quality achievement will be verified by persons or organizations not directly responsible for
performing the work

Functional levels and assignments of responsibility have been developed by NWMI for the RPF. The
functional levels and titles used in the QAPP are not intended to define a specific organization or to
completely define the responsibilities pf each level of organization. Responsibilities for various levels of
the NWMI organization will be described in the administrative section of Chapter 14.0, "Technical
Specifications," and will comply with ANSI/ANS-15.1, The Development of Technical Specifications for
Research Reactors.

The NWMI RPF organization consists of personnel with responsibility for design, construction,
operation, and maintenance of the RPF. The significant functional levels of the organization are
presented in Figure C-I and are described below. Additional detail of the NWMI organization will be
provided in the Operating License Application.

C2.1.2.1 Chief Executive Officer

The President and Chief Executive Officer (CEO) will report directly to the NWMI Board of Managers
and will be responsible for overall management and leadership, promoting continuous improvement of the
company, and establishing company policies to ensure that customer and company expectations are fully
met. The CEO will also provide direction to the COO and CFO to fulfill the organization's
responsibilities.
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Figure C-1. Northwest Medical Isotopes, LLC Organization Chart
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C2.1.2.2 Level 1

C2.1.2.2.1 Chief Operating Officer

The Chief Operating Officer (COO) will report directly to the President and CEO for operational aspects
of the company, including safety, quality, security and safeguards, environmental stewardship, and,
regulatory licensing and affairs. The COO will be responsible for ensuring the availability of
appropriately trained and skilled personnel to successfully meet the needs of NWMI projects and that
appropriate resources are allocated. The COO will assign priorities and responsibilities, and will maintain
personal involvement in all aspects of NWMI's operations.

The COO will have overall responsibility for the QA Program. The COO will delegate the necessary
responsibility and authority to direct reports to:

* Ensure that quality is achieved and maintained by those who have been assigned the
responsibility for performing the work

" Ensure that appropriate controls have been established

" Verify that activities have been correctly performed

* Ensure that quality achievement is verified by persons not directly performing the work.

The COO will also be responsible for all external operations of NWMI, including supplier organizations,
and integrating all quality requirements as defined in the QAPP across the internal and external
organizations. The COO will provide the authority to access necessary work areas and will encourage
managers and employees to identify problems; initiate, recommend, or provide corrective action; and
ensure corrective action implementation.

C2.1.2.2.2 Chief Financial Officer

The Chief Financial Officer (CFO) will report to the CEO and have responsibility for all financial matters
for NWMI. The CFO will partner with senior leadership and the Board of Directors to develop and
implement financial strategies across the organization. Additional responsibilities will include legal,
finance, and human resources in support of NWMI projects.

C2.1.2.3 Level 2

C2.1.2.3.1 Safety, Health, and Licensing Manager

The Safety, Health, and Licensing (SH&L) Manager will report to the COO, with overall responsibility
for the development and implementation of programs addressing worker safety and health, U.S. Nuclear
Regulatory Commission (NRC) licensing, and State and local permitting (including monitoring
compliance with those licenses and permits). Other responsibilities will include nuclear criticality safety,
radiation protection/chemistry, environmental protection, integrated safety analysis, industrial hygiene
and safety, chemical safety, fire protection, security, and emergency preparedness. With respect to
operations, the SH&L Manager will be responsible to confirm the safety of these operations, and will
have the authority to order facility shutdown for RPF operations that are judged to be unsafe for
continued operations or noncompliant with applicable regulatory requirements and to approve restart of
operations
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C2.1.2.3.2 Engineering Manager

The Engineering Manager will report directly to the COO, with responsibility for site characterization,
facility design and the design control process, configuration management, engineering, and acceptance
test coordination, including test control of facility modifications. Other responsibilities will include:

* Ensuring that common design processes (e.g., standardization of work processes, design
methodologies, technologies, and systems and equipment) meet company and project needs

* Ensuring that each project managers is trained to the appropriate requirements prior to assuming
the role of project manager and performing such duties

* Developing and revising engineering procedures and project procedures

• Overseeing records management and document control activities

* Approving the disposition of nonconforming items when dispositioned as "repair" or "use-as-is"
during operations

C2.1.2.3.3 Quality Assurance Manager

The QA Manager will report directly to the COO and will have independent oversight responsibility for
implementation of the QAPP. The QA Manager will be responsible for:

" Auditing for compliance with regulatory requirements and procedures through assessments and
technical reviews

* Monitoring organizational processes to ensure conformance to commitments and licensing
document requirements

* Maintaining sufficient independence from other priorities to identify issues affecting safety and
quality

* Serving as a focal point for matters involving quality, with the authority to identify, initiate,
recommend, or provide solutions to those problems, verify implementation of the solutions, and
resolve any related concerns reported to employees, management, and/or NWMI customers

* Implementing training of all assigned project personnel

C2.1.2.3.4 Plant Manager

The Plant Manager will report to the COO and have direct responsibility for the safe operation of the
RPF, including the protection of workers and the public against radiation exposure resulting from facility
operations and materials. Other responsibilities will include:

* Ensuring compliance with applicable NRC, State, and local regulations and license/permits
" Implementing the RPF conduct of operations program
" Establishing and managing the required training programs to support the operations organization

C2.1.2.3.5 Construction Manager

The Construction Manager will report to the COO and have responsibility for managing construction and
future modifications to the RPF. This responsibility will include managing the activities of qualified
contractors who are tasked with the preparation of construction documents and construction of the
facility, including modifications and expansion.
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C2.1.2.3.6 Startup Manager

The Startup Manager will report to the COO and have responsibility for the overall preoperational and
startup test program for the RPF. Other responsibilities will include:

" Developing preoperational, startup, and operational test procedures
* Providing technical advice to personnel conducting the tests
* Briefing personnel responsible for RPF operations during the tests
" Ensuring that tests are performed in accordance with applicable procedures
* Preparing test reports

C2.1.2.4 Level 3

C2.1.2.4.1 Operations Manager

The Operations Manager will report to the Plant Manager and have responsibility for day-to-day RPF
operations activities. Inherent in this responsibility is the assurance that operations are conducted safely
and in compliance with license conditions.

C2.1.2.4.2 Procedure and Training Manager

The Procedure and Training Manager will report to the Plant Manager, with responsibility for the
development, implementation, and administration of the RPF training programs, including maintenance
of the RPF training database. The training programs provided and/or coordinated by the Training
Manager will address qualifications of workers to perform work and identify safety training requirements.
In addition, the Procedure and Training Manager will be responsible for maintaining and updating facility
procedures.

C2.1.2.4.3 Material Control and Accountability Manager

The Material Control and Accountability Manager will report to the Plant Manager, with responsibility
for ensuring the proper implementation of the Nuclear Material Control and Accountability Plan. This
position will be separate from and independent of other departments to ensure a definite division between
the safeguards group and the other departments. In matters involving safeguards, the Safeguards Manager
will have direct access to the COO.

C2.1.2.4.4 Maintenance Manager

The Maintenance Manager will be responsible for safe and reliable performance of preventive and
corrective maintenance and support services on SSCs (including items relied on for safety [IROFS]).
Other responsibilities include integrated planning and scheduling.

C2.1.2.4.5 Nuclear Criticality Safety Manager

The Nuclear Criticality Safety Manager will report to the SH&L Licensing Manager and have
responsibility for the development and implementation of the nuclear criticality safety program. Other
responsibilities will include:

* Performing nuclear criticality safety analyses and evaluations of applicable operations involving

special nuclear material and changes to those operations

" Establishing limits and controls based on those analyses and evaluations

" Ensuring the proper incorporation of limits and controls into applicable procedures and
instructions
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Monitoring plant compliance with nuclear criticality safety requirements

C2.1.2.4.6 Radiation Protection Manager

The Radiation Protection Manager will report to the SH&L Manager and have responsibility for the
development and implementation of programs to limit personnel radiological exposures and
environmental impacts associated with facility operations, including the as low as reasonably achievable
(ALARA) program. Other responsibilities include implementation of the chemistry analysis programs
and procedures for the RPF. In matters involving radiological protection, the Radiation Protection
Manager will have direct access to the COO.

C2.1.2.4.7 Safety, Security, and Emergency Preparedness Manager

The Safety, Security, and Emergency Preparedness Manager will report to the SH&L Manager, with
responsibility for implementation of the integrated safety analysis, industrial hygiene and safety, chemical
safety, fire protection, security, and emergency preparedness programs.

C2.1.2.4.8 Licensing and Compliance Manager

The Licensing and Compliance Manager reports to the SH&L Manager and will have responsibility for
regulatory oversight functions, regulatory and licensing/permitting compliance, facility change process,
and commitment management.

C2.1.2.4.9 Project Managers

Project managers will report directly to the Engineering Manager and have overall responsibility for
providing planning, management, and execution of NWMI projects in accordance with this QAPP and
established requirements. Project managers will be responsible for:

* Ensuring that all project personnel are properly trained and indoctrinated to perform their
intended duties

* Ensuring that all project personnel are provided with the proper information and tools, support,
and motivation to carry out their assigned duties

* Ensuring that quality is integrated into daily work activities at the earliest time consistent with
established schedules, and periodically assessing their respective organizations to ensure adequate
and effective implementation of the QAPP

* Planning and accomplishing work affecting quality under suitably controlled conditions,
including the use of appropriate equipment and environmental conditions, and ensuring that the
prerequisites for the given activity have been satisfied

* Identifying opportunities for improvement and initiating actions to fully realize these
opportunities

* Periodically conducting management assessments of their respective organizations and projects to
ensure that company objectives and customer expectations are fully satisfied

* Verifying the achievement of quality by performing audits, assessments, or surveillances of
ongoing or completed activities
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C2.1.2.5 Other

C2.1.2.5.1 Shift Supervisors

The shift supervisors will report to the Operations Manager. The shift supervisors will be responsible for
the safe operation of the RPF and will authorize day-to-day site activities, including:

" Control of access to the facility
" Work activities (e.g., work permits and execution of specific operations procedures)
• Deliveries and shipments
• Decisions to start or shutdown equipment
" Directing abnormal or emergency actions, including notifications

C2.1.2.5.2 Operators

Senior operators and operators will be responsible for conforming to applicable rules, regulations, and
procedures for RPF operations. All operators will accept responsibility for safe and efficient operation of
a designated area of the facility when assigned by the shift supervisor.

C2.1.2.5.3 Employees

NWMI employees will be responsible for conducting work in accordance with the QAPP, company
policies, and implementing procedures. Employees will be encouraged to measure their own performance
and recommend quality improvements. Each NWMI employee working on a project will also be
responsible for the achievement and maintenance of quality within their assigned area of responsibility by
following the requirements of this QAPP and its implementing procedures.

C2.1.3 Staffing

NWMI will provide sufficient resources in personnel and materials to safely conduct operations. Facility
staffing considerations, including minimum staffing levels, allocation of control functions, overtime
restrictions, facility status updates during turnover between shifts, procedures, training, and availability of
senior operators during routine operations, will be defined in the Operating License Application.

C2.1.4 Verification

Those responsible for ensuring that an appropriate QA program has been established and those verifying
activities affecting quality have sufficient authority, direct access to responsible levels of management,
organizational freedom, and access to work areas to perform their function, including sufficient
independence from cost and schedule when opposed to safety function considerations. These verification
functions include the following:

* Identifying quality problems
* Initiating, recommending, or providing solutions to quality problems through designated channels
* Verifying implementation of solutions
• Ensuring that further processing, delivery, installation, or use is controlled until proper

disposition of a nonconformance, deficiency, or unsatisfactory condition has occurred

C2.1.5 Interfaces

Requirements shall be established for controlling interfaces. Where more than one organization is
involved in the execution of activities, the responsibilities, interfaces, and authority of each organization
shall be clearly defined and documented. The external interfaces between organizations and the internal
interfaces between organizational units, and any changes thereto, shall be documented.
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C2.1.6 Quality Assurance Organization Responsibilities
The QA organization is responsible for independent oversight of the RPF activities covered by this

QAPP. This includes the responsibility and authority for:

• Maintaining the QAPP
• Reviewing and approving implementing procedures
* Reviewing and approving supplier QA programs
* Providing oversight of supplier QA program implementation
* Performing QA technical reviews of procurement documents
* Maintaining the approved suppliers list (ASL)
* Administering corrective action and the nonconformance process
* Administering the auditor and lead auditor certification process
* Monitoring implementation of the QAPP and assessing its effectiveness through audit and

surveillance
" Investigating any aspect of the QAPP to identify problems with execution, and verifying that

corrective action is taken in a timely manner
" Stopping unsatisfactory work or controlling further processing when warranted for safety

considerations
* Attending status meetings, and staying informed regarding day-to-day activities to ensure

adequate oversight
* Providing quality control (QC) activities for purchased and in-house manufactured items

C2.1.7 Quality Assurance Organizational Independence

Independence shall be maintained between the organization or organizations performing the checking
(QA and QC) functions and the organizations performing the functions. This provision is not applicable
to design review or verification.

C2.1.8 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing the organizational
structure:

* NWMI-PROJ-PRO-0 14, Project Initiation
* NWMI-PROJ-PROO 15, Project Closeout
* NWMI-PROJ-PRO-0 16, Project Baseline Management
* NWMI-PROJ-PRO-040, Project Manager Qualifications

C2.2 QUALITY ASSURANCE PROGRAM

The NWMI QA program describes the policies and requirements necessary to meet applicable Federal
regulations such as 10 CFR 50.34 and associated ANSI/ANS 15.8, Regulatory Guide 2.5,
10 CFR 70.64(a)(1), and ISO-9001. This QAPP applies to all nuclear, quality-related projects and
activities that require conformance to a nuclear QA program, and therefore shall be the standard for all
NWMI personnel to follow for compliance to those requirements.

The QAPP provides the basis for a planned and systematic approach to cost-effective achievement of safety,
quality, and reliability. The primary method to achieve this is through implementation of NWMI procedures.
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The NWMI QA procedures are delineated, managed, and maintained by the Quality Manager with
support from all NWMI employees. Delegated responsibilities may be performed under a supplier's QA
program, provided that the supplier has been approved in accordance with the QAPP. Periodic
assessments of supplier QA programs are performed to ensure compliance with this QAPP and
implementing procedures. In addition, routine interfaces with supplier personnel provide added assurance
that quality expectations will be met.

Assessments may be planned and performed by qualified assessors, independent contractors, or
consultants as determined by the Quality Manager. Personnel assigned to implement elements of the
QAPP shall be capable of performing their assigned tasks.

NWMI establishes and maintains formal and informal training programs for personnel performing,
verifying, or managing activities within the scope of the QAPP to ensure that suitable proficiency is
achieved and maintained. Sufficient managerial depth is provided to cover absences of incumbents.
When required by code, regulation, or standard, specific qualification and selection of personnel is
conducted in accordance with those requirements as established in applicable NWMI procedures.
Records of personnel training and qualification will be maintained.

This QAPP is further intended to ensure that reliability and performance of NWMI products and services
are maximized through the application of effective and prudent business management practices
commensurate with the risk to workers, the public, and environment. NWMI has adopted a graded
approach to quality such that the level of analysis, verification and validation, documentation, and actions
are determined based on safety, quality, and/or project risk. This graded approach determines the
appropriate level of effort necessary to attain and document the technical and quality requirements.

A project's quality level (e.g., important to safety or quality, commercial safety or quality) is determined
at the onset of a project as part of the authorization to proceed (NWMI-PROJ-PRO-014). This graded
approach helps NWMI maintain appropriate flexibility on projects and/or items that do not need to meet
ANSI/ANS 15.8. This QAPP shall be implemented to the following activities, as applicable to the scope
of work defined by each particular project:

• Design activities
* Quality-affecting procurement activities
* Fabrication activities
• Repairs, modifications, decommissioning, and site remediation
* Waste treatment
• Facility and site operation activities
* Audit, inspection, and surveillance activities
• Testing activities
* Equipment manufacturing
* Technical support/consulting
* Handling, storage, shipping, and receiving activities

C2.2.1 Program Hierarchy

The QAPP will be implemented for all NWMI work activities. In addition, the QAPP may be supplemented
by project-specific QA plans, where appropriate and when necessitated by unique customer requirements.
Implementation of this QAPP will be as required by regulators, customer contract, or imposed by NWMI
senior management. The NWMI QA program is inclusive of this QAPP and applicable implementing
procedures, as necessary, to effectively address the requirements of the company and its customers.
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NWMI senior management encourages and promotes continuous quality improvement throughout the
company and sponsors periodic management assessments to ensure that company objectives and customer
expectations are fully met. Responsibilities for implementing the QA program are discussed in
Section C2.1.2.

C2.2.2 Requirements

The QAPP, along with applicable project-specific QA plans, shall be established at the earliest time
consistent with the schedule for accomplishing the designated activities. These plans shall include
monitoring activities against acceptance criteria in a manner sufficient to ensure that the activities
affecting quality are satisfactorily performed.

Graded Approach

The QAPP will employ a graded approach to achieve NWMI's environmental, safety, quality, and
compliance goals that will result in productive, efficient, and cost-effective work performances. The
QAPP shall:

" Provide for planning and accomplishing activities affecting quality under suitably controlled
conditions. Controlled conditions include the use of appropriate equipment and suitable
environmental conditions for accomplishing the activity to ensure that prerequisites for the given
activity have been satisfied.

* Identify special controls, processes, test equipment, tools, and skills to attain the required quality
of activities and items and for verification of that quality. The responsible organizations shall
establish and implement the necessary controls and processes to detect and correct quality
problems.

* Provide controls over activities affecting quality to an extent consistent with their importance.

The graded approach to quality is a process by which the level of analysis, documentation, and actions
necessary to comply with a requirement is commensurate with the safety significance. The graded
approach permits the implementing organization to focus resources on those activities that are deemed, by
qualitative analysis, to reduce the associated risks and hazards. The activities and tasks are performed in
accordance with approved implementing procedures.

QA Level 1 implements the full measure of this QAPP and shall be applied to safety-related
SSCs. QA Level 1 items include those items in which failure or malfunction could directly result
in a condition that adversely affects workers, the public, and/or environment, as described in
10 CFR 70.61, "Performance Requirements." The failure of a single QA Level 1 item could
result in a high or intermediate consequence.

QA Level 1 items include those items in which failure or malfunction could indirectly result in a
condition that adversely affects workers, the public, and/or environment as described in
10 CFR 70.61. The failure of a QA Level 2 item, in conjunction with the failure of an additional
item, could result in a high or intermediate consequence. All building and structure IROFS
associated with credible external events are QA Level 1. QA Level 1 items also include those
attributes of items that could interact with IROFS due to a seismic event, and result in high or
intermediate consequences as described in 10 CFR 70.61. These quality activities are embodied
in this QAPP and will be further specified in the Operating License Application, and when
necessary.

C-17



N NW M I Chapter 12, Conduct of Operations
•e'-"""NORTHWEST MEDICAL ISOTOPES

QA Level 1 shall be applied to the design of SSCs that are relied on to limit the:

1. Risk of nuclear criticality accidents, with preventive controls and measures to ensure that
under normal and credible abnormal conditions, all nuclear processes are subcritical,
including use of an approved margin of sub-criticality for safety

2. Likelihood of occurrence of an event so that, on implementation, the event is highly unlikely
or its consequences are less than those listed below:

- An acute worker dose of 1.0 sievert (Sv) (100 roentgen equivalent in man [rem]) or
greater total effective dose equivalent (highly unlikely)

- An acute dose of 0.25 Sv (25 rem) or greater total effective dose equivalent to the public
(highly unlikely)

- An intake to the public of 30 milligram (mg) or greater of uranium in soluble form
(highly unlikely)

- An acute chemical exposure to an individual from licensed material or hazardous chemicals
produced from licensed material that could endanger the life of a worker or lead to
irreversible or other serious, long-lasting health effects to the public (highly unlikely)

3. Likelihood of occurrence of an event so that, on implementation, the event is unlikely or its
consequences are less severe that those listed below:

- An acute worker dose of 0.25 Sv (25 rem) or greater total effective dose equivalent (unlikely)

- An acute dose of 0.05 Sv (5 rem) or greater total effective dose equivalent to the public
(unlikely)

- An acute chemical exposure to an individual from licensed material or hazardous chemicals
produced from licensed material that could lead to irreversible or other serious, long-
lasting health effects to workers or mild transient health effect to the public (unlikely)

- 24-hour (hr) averaged release of radioactive material outside the restricted area in
concentrations exceeding 5,000 times the values of Table 2 of 10 CFR 20, Appendix B,
"Annual Limits on Intake (ALI) and Derived Air Concentrations (DAC) of Radionuclides
for Occupational Exposure; Effluent Concentration; Concentrations for Release to
Sewerage" (unlikely)

QA Level 2 includes the quality activities performed by NWMI, generally on a continuing basis,
that are applied to ensure that the items are available and reliable to perform their safety functions
that are not QA Level 1 (when needed). These quality activities include configuration
management, maintenance, training and qualifications, procedures, assessments, incident
investigations, records management, and other QA elements.

QA Level 3 includes non-safety-related quality activities performed by NWMI that are deemed
necessary to ensure the manufacture and delivery of highly reliable products and services to meet
or exceed customer expectations and requirements. QA Level 3 items include those items that are
not classified as QA Level 1 or QA Level 2. QA Level 3 items are controlled in accordance with
standard commercial practices.
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C2.2.3 Special Processes

NWMI personnel performing project management, inspection, test, nondestructive examination (NDE),
surveillances, assessments, and audit activities shall be qualified or certified in accordance with
applicable requirements for the specific activity. An evaluation of a candidate's education, experience,
training, and either test results or capability demonstration can be used to meet initial certification.

In addition, NWMI personnel performing NDE activities, such as radiographic (RT), magnetic particle
(MP), ultrasonic (UT), liquid penetrant (PT), electromagnetic (ET), neutron radiographic (NR), leak
testing (LT), acoustic emission (AE), and visual testing (VT) to verify conformance to the specified
requirements shall be qualified in accordance with the applicable American Society of Nondestructive
Testing (ASNT) recommended practices and/or standards, including edition and appropriate supplements,
as applicable.

NWMI may reserve the right to delegate qualification examination activities to an independent certifying
agency, but when doing so, shall retain the responsibility for conformance of the examination and its
administration. Integrity of the examination shall be maintained by NWMI or the certifying agency
through appropriate confidentiality of files, and where applicable, proctoring of examinations.

NWMI encourages and promotes continuous process improvement. This process will include proactive
employees identifying areas for improvement and communicating with management on opportunities for
improvement. Tools used to evaluate, promote, and document areas of improvement will include
nonconformance reports, corrective action reports, surveillance reports, audit reports, assessment reports,
and process improvement forms.

C2.2.4 Stop Work Authority

All NWMI employees will be empowered with the authority to stop work when observing unsatisfactory
work or unsafe conditions that may threaten the quality, health and safety of workers, the public, or
environment. Such conditions shall be immediately reported to NWMI management for corrective action
evaluation. Any work that has been stopped will be processed for restart relative to and commensurate
with the complexity and significance of the conditions preceding the stopped work. All stopped work
will be documented as to the condition and the corrective action taken prior to resumption of work.

C2.2.5 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing NWMI's QA program:

* NWMI-QA-PRO-008, Quality-Affecting Procedures and Instructions
* NWMI-QA-PRO-0 17, Quality Records
* NWMI-QA-PRO-022, Training and Qualification of Project Personnel
• NWMI-QA-PRO-034, Assessments and Surveillances
* NWMI-QA-PRO-038, LeadAuditor Qualifications
* NWMI-QA-PRO-039, Training and Qualification of Inspection and Test Personnel
* NWMI-PROJ-PRO-040, Project Manager Qualifications

C2.3 DESIGN CONTROL

This section describes the processes to be implemented by NWMI to ensure that the SSCs designed by or
for NWMI are defined, controlled, and verified. The design of SSCs is affected by the design input,
analysis, verification, and interfaces. Design changes shall be consistently controlled throughout the
design life-cycle.
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C2.3.1 Responsibilities

C2.3.1.1 Engineering Manager

The Engineering Manager will be responsible for preparing engineering procedures to ensure that all
NWMI-sponsored designs of items, SSCs, and services are conducted in a controlled manner, in
accordance with the QAPP and customer requirements.

C2.3.1.2 Quality Assurance Manager

The QA Manager will be responsible for reviewing and performing audits or surveillances of NWMI-
sponsored designs of items and SSCs to ensure compliance with the QAPP and customer requirements.

C2.3.1.3 Contracts Administrator

The Contracts Administrator, with assistance from the COO and project managers, will be responsible for
procurement of all NWMI goods and services. The Contract Administrator will ensure that goods and
services are procured from an evaluated supplier, as appropriate, and prepare specific procurement
procedures, as necessary, to comply with the QAPP and customer expectations.

C2.3.1.4 Project Managers

The project managers will be responsible for preparing and approving procurements of items or services
of a technical nature.

C2.3.2 Requirements

Design control measures shall ensure that design activities are accomplished on a timely basis and
translated into design documents. The design inputs shall be specified to the level of detail necessary to
enable the design process to be carried out in a correct manner and to provide a consistent basis for
making design decisions, accomplishing design verification, and evaluating design changes. Applicable
design inputs shall be identified and documented, and their selection reviewed and approved. Design
changes, including field changes, shall be controlled in a manner consistent with that applied to the
original design.

The responsible design organization shall prescribe and document the design activities to the level of
detail necessary to enable the design process to be carried out in a correct manner and for verification that
the design meets requirements. Design documents shall support facility design, construction, and
operations.

The following design activities, interfaces, and documents shall be controlled to ensure that applicable
inputs (e.g., design basis, regulatory requirements, codes, and standards) are correctly translated into the
final design.

* Design interfaces shall ensure that interfacing systems will fit and function, whether from
singular or multiple design organizations. Design information transmitted across interfaces shall
identify the status of the design (or design document) provided and identify incomplete items that
require further evaluation, review, or approval. Organizational interfaces will include NWMI, its
subcontractors, and customers.

* Design inputs shall be established through a design requirements document. Deviations from the
established and documented design inputs, including the reason for changes, shall be documented
and controlled.
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Design analyses shall be sufficiently detailed such that a person technically qualified in the
subject can review and understand the analyses and verify the adequacy of the results without
recourse to the originator.

Design outputs such as specifications and drawings shall specify quality characteristics such as
materials, parts, equipment, or processes that are essential to the function of the SSC. These
design outputs shall include, as appropriate, acceptance criteria for inspection and test purposes.
In addition, design outputs shall be legible and in a form suitable for reproduction, filing, and
retrieval.

Computer programs used to establish the design basis or used to perform design analysis shall be
verified and validated to an extent commensurate with the design. In addition, computer
programs shall be controlled to ensure that changes are documented and approved by authorized
personnel. The computer program shall be verified to show that correct solutions for the encoded
mathematical model will be produced within defined limits for each parameter employed. The
encoded mathematical model shall also be shown to produce a valid solution to the physical
problem associated with the particular application. When changes to previously valid computer
programs are made, documented revalidation shall be required for the change. Verification of
custom designed computer programs shall include appropriate benchmark testing. Grading of
applicable software shall be performed to ensure that the software is compliant with all applicable
requirements.

* Design adequacy and accuracy shall be verified by individuals or organizations other than those
who designed the item or computer program (independent design review), and who are
technically competent in the subject activity. The extent of the design verification will be
commensurate with the risk, complexity, and consequence of failure. Design verification
methods can include one or a combination of the following: (1) design reviews, (2) alternate
calculations, or (3) qualification tests. Design verification shall be performed prior to release of
the design for procurement, manufacture, fabrication, or construction. In all cases, final design
verification will be completed before the design is relied on to perform its function.

* Design documents and records that provide evidence that the design and design verification
processes were performed shall be collected, stored, and maintained for the life of the safety-
related system or unit.

" When the design incorporates commercial-grade items, the characteristics of the item(s) to be
verified shall be documented for acceptance purposes. Characteristics to be verified are those
that will provide reasonable assurance that the item(s) will perform its intended function.
Changes to design inputs, final designs, field changes, and temporary and permanent
modifications to SSCs or computer codes shall be documented, justified, and subject to design
control measures commensurate with those applied to the original design. These measures shall
include evaluation of effects of those changes on the overall design and on any analysis on which
the design is based.

C2.3.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing design control
activities:

* NWMI-ENG-PRO-002, Engineering Change Control
* NWMI-ENG-PRO-003, Design Verification
" NWMI-ENG-PRO-004, Design Inputs
* NWMI-ENG-PRO-005, Checking

C-21



NW M IChaterNWMI-2013-021, Rev.0::,.S'.'-::SChapter 12, Conduct of Operations
•. ..• NORTHWEST MEOICAL ISOTOPE

* NWMI-ENG-PRO-006, Calculations
* NWMI-ENG-PRO-007, Engineering Specifications
* NWMI-ENG-PRO-009, Engineering Drawings
* NWMI-ENG-PRO-0 10, Interface Control
* NWMI-ENG-PRO-0 11, Software Design Control
* NWMI-ENG-PRO-012, Engineering Reports
* NWMI-ENG-PRO-0 13, OTS Software Maintenance
• NWMI-ENG-PRO-018, Engineering Design Control
* NWMI-ENG-PRO-020, Commercial Grade Items (CGI)
* NWMI-ENG-PRO-041, Safety Software Requirements

C2.4 PROCUREMENT DOCUMENT CONTROL

This section establishes controls necessary to ensure that correct quality requirements will be formally
and effectively communicated to NWMI suppliers of items and services. Procurement document control
shall include sufficient technical and quality requirements to ensure that the items or services will satisfy
the needs of the purchase and all documents at all procurement levels shall identify the documentation to
be reviewed by purchaser. Procurement documents for safety-related items should prohibit the supply of
substandard or counterfeit parts and materials.

C2.4.1 Responsibilities

C2.4.1.1 Quality Assurance Manager

The QA Manager will be responsible for reviewing and approving purchase requisitions initiated for the
procurement of quality-affecting items or services. In addition, the QA Manager will ensure that receipt
inspection is completed and will notify the responsible procurement representatives of any
nonconforming conditions that exist.

C2.4.1.2 Contracts Administrator

The Contracts Administrator, with assistance from the COO and project managers, will be responsible for
procurement of all NWMI goods and services. The Contract Administrator will ensure that goods and
services are procured from an evaluated supplier, as appropriate, and prepare specific procurement
procedures, as necessary, to comply with the QAPP and customer expectations.

C2.4.1.3 Project Managers

The project managers will be responsible for preparing and approving procurements of items or services
of a technical nature.

C2.4.2 Requirements

Procurement documents shall specify the requirements necessary to ensure that purchased items and
services relied on for safety and applicable SSCs are of the desired quality. Applicable design bases and
other requirements necessary to provide reasonable assurance of quality will be included or referenced in
documents for procurement of JROFS, services relied on for safety, and applicable SSCs.

To the extent necessary, procurement documents will require suppliers to have a QA program consistent
with the requirements specified in this QAPP.
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Procurement documents will convey the requirements for a specific item or service to the supplier(s). To
ensure the quality of the item or service, procurement documents issued at all tiers of procurement shall
include the following provisions, as deemed necessary by NWMI.

0 Statement of work
, Technical requirements (including safety and environmental requirements)
" QA requirements
" Right of access to the suppliers facility
" Documentation requirements
* Nonconformance reporting requirements
* Spare and/or replacement parts

A review of procurement documents, including changes thereto, shall be made and documented prior to
award of the contract to ensure that documents transmitted to prospective supplier(s) and/or
subcontractor(s) include appropriate provisions for the items and/or services to meet the specified
requirements. Technical or QA program changes made as a result of bid evaluations or negotiations shall
be incorporated into the procurement documents prior to issuance to the supplier. Procurement
documents shall be reviewed by technically qualified personnel with access to relevant information and
who have an adequate understanding of the requirements and intent of the procurement documents.

Changes to procurement documents affecting the technical and/or QA program requirements shall be
subjected to the same degree of control and review as used in the preparation of the original documents.

C2.4.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing procurement document
control activities:

* NWMI-QA-PRO-023, Procurement Documentation
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C2.5 PROCEDURES, INSTRUCTIONS, AND DRAWINGS

This section describes the requirements for the preparation and use of instructions, procedures, and
drawings when conducting or performing quality-affecting activities at the RPF. Activities affecting
quality shall be performed in accordance with documented instructions, procedures, or drawings
appropriate to the activity and shall reference appropriate quantitative or qualitative acceptance criteria
for determining that activities have been satisfactorily accomplished.

C2.5.1 Responsibilities

C2.5.1.1 Engineering Manager

The Chief Engineer will be responsible for preparing engineering instructions and procedures for work
performed by NWMI.

C2.5.1.2 Quality Assurance Manager

The QA Manager will be responsible for preparing QA instructions and procedures for work performed
by NWMI personnel. The QA Manager will also review and approve the engineering instructions and
procedures that are developed for controlling quality-affecting activities.

C2.5.1.3 Contracts Administrator

The Contracts Administrator will be responsible for preparing procurement procedures that are necessary
to effectively meet the requirements of the QAPP.

C2.5.1.4 Project Managers

Project managers will be responsible for the production of engineering deliverables, including drawings,
specifications, project-specific procedures, and other engineering document deliverables.

C2.5.2 Requirements

Activities that affect the quality of work performed by NWMI or its suppliers/subcontractors will be
prescribed and performed in accordance with documented instructions, procedures, and/or drawings, as
appropriate for the particular scope of work.

Activities affecting the availability and/or reliability of IROFS or applicable SSCs will be prescribed by
and accomplished in accordance with documented procedures, instructions, and drawings of a type
appropriate to the circumstances. These documents will include or reference appropriate acceptance
criteria for determining that prescribed activities have been satisfactorily accomplished. Standard
guidelines for the format, content, and review and approval processes will be established.

Instructions, procedures, and/or drawings shall identify and reference, as appropriate, any necessary
process controls and/or applicable codes or standards, and the qualitative and quantitative acceptance
criteria for determining that prescribed results have been adequately attained.

Activities shall be described in instructions and procedures to a level of detail commensurate with the
complexity of the activity and the need to ensure consistent and acceptable results. The level of detail in
each instruction or procedure will be based on the complexity of the task, significance of the item or
activity, work environment, and worker proficiency and capability (e.g., education, training, and
experience).
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Instructions and procedures will be prepared by the cognizant organization. NWMI managers having
responsibility for the activities prescribed in the instructions or procedures will be designated as the
document owners. Document owners will be responsible for initial approval, revision approval, control,
and implementation of assigned procedures.

Major revisions to instructions, procedures, and drawings shall be subject to the same level of review as
extended to the original document. The reviewing organization shall have access to pertinent background
data or information on which to base their approval. Minor changes, such as those that do not alter work
or affect how work is performed, may be expedited for release without a formal review and approval
process. To avoid an omission of a possible major change, the types of minor changes that will not
require a formal review and approval process or additional training are identified in Section C2.6.2.2. In
addition, the persons who can authorize such a decision shall be clearly delineated.

Procedures, instructions, and drawings shall be controlled in accordance with Section C2.5.

C2.5.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing activities associated
with the development of procedures, instructions, and drawings:

* NWMI-QA-PRO-008, Quality-Affecting Procedures and Instructions
• NWMI-ENG-PRO-009, Engineering Drawings

C2.6 DOCUMENT CONTROL

This section establishes the requirements for the preparation, review, issuance, change control, and
distribution of project and other quality-related documents that are developed by NWMI or its
subcontractors. The preparation, issue, and change of documents that specify requirements that affect
quality shall be controlled to ensure that the correct documents are used. The document control system
shall be documented, and will:

* Identify of documents to be controlled and their specified distribution

* Identify the assignment of responsibility for preparing, reviewing, approving, and issuing
documents

* Specify the review of documents for adequacy, completeness, and correctness prior to approval
and issuance

Major changes to controlled documents shall be reviewed and approved by the same organizations that
performed the original review and approval, unless other organizations are designated.

C2.6.1 Responsibilities

C2.6.1.1 Quality Assurance Manager

The QA Manager will be responsible for the preparation, control, and distribution of QA documents such
as the QAPP, QA procedures, and QA reports. The QA Manager will also be responsible for performing
audits and/or surveillances of document control activities to ensure compliance with the QAPP and
customer requirements.

C2.6.1.2 Contracts Administrator

The Contracts Administrator will be responsible for the distribution of procurement-related documents,
and the preparation, control, and distribution of procurement-related procedures.
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C2.6.1.3 Project Managers

Project managers will be responsible for preparing, controlling, and distributing engineering and
procurement documents such as drawings, specifications, calculations, procedures, engineering studies,
purchase requisitions, and purchase orders.

C2.6.1.4 Document Control Administrator

The Document Control Administrator will be responsible for controlling and distributing project-related
documents such as drawings, specifications, calculations, reports, procedures, manuals, and procurement
documents.

C2.6.1.5 Records Management Administrator

The Records Management Administrator will be responsible for the safe storage of project records in the
records management system. The Records Management Administrator will also be responsible for
reviewing completed documents and records to verify completeness and correctness before storing the
approved documents in the records management system.

C2.6.2 Requirements

Documents and changes to documents that prescribe or specify quality requirements or activities affecting
the availability and/or reliability of IROFS shall be controlled in a manner that ensures the use of correct
documents. Such documents, including changes thereto, will be reviewed for adequacy and approved for
release by authorized personnel.

Procedures and instructions ensure that documents are:

* Prepared and reviewed for adequacy, correctness, and completeness by a qualified individual
* Approved for release by authorized personnel
" Distributed to the location where the activity is performed prior to commencing work
* Used in performing the specified activity

Obsolete or superseded documents will be removed or appropriately identified. Procedures shall:

* Identify the documents to be controlled
* Specify responsibility for preparing, reviewing, approving, and issuing documents to be used
* Require the establishment of current and updated distribution lists
* Require the creation and maintenance of a controlled document index to track and control

approved revisions of those documents

C2.6.2.1 Implementing Procedures

Implementing procedures shall be developed for the preparation of documents and shall include provisions
for review and approval to ensure adequacy for use. These procedures shall specify the following:

* How documents will be identified
* How documents will be controlled
* How documents will be prepared, reviewed, and approved
* How documents will be reviewed for adequacy, completeness, and approval for distribution
* Methods to ensure that correct documents are being used
* How documents will be distributed
* How documents will be retired or recalled
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C2.6.2.2 Minor Changes

Minor changes to documents will not require the same level of review, approval, and retraining as the
original documents. To avoid a possible omission of the required review process, the following types of
minor changes have been identified as not requiring an additional review, approval, or retraining process:

* Typographical corrections
" Grammatical corrections
* Format adjustments
" Punctuation corrections
* Capitalization adjustments
* Additions or deletions of references

C2.6.2.3 Major Changes

Major changes to documents shall be reviewed and approved by the same individuals or organizations
that provided the original review and approval, unless others are specifically designated. The reviewing
individual or organization shall have access to pertinent background data or information on which to base
their approval.

C2.6.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing document control
activities:

" NWMI-QA-PRO-001, Document Control
* NWMI-QA-PRO-021, Procedures and Forms Index

C2.7 CONTROL OF PURCHASED ITEMS AND SERVICES

This section describes the controls applied to the procurement of items and services. These controls are
established to ensure that purchased materials or services conform to the procurement documents.
Controls will include, as appropriate, source evaluation and selection, evaluation of objective evidence of
quality furnished by the supplier, periodic source inspection or audit, and examination of the item or
service on delivery or completion.

C2.7.1 Responsibilities

C2.7.1.1 Engineering Manager and Project Managers

The Engineering Manager and/or project managers will be responsible for performing technical
evaluations of potential subcontractors, suppliers, and vendors, and documenting the results on
appropriate reports or forms.

C2.7.1.2 Quality Assurance Manager

The QA Manager will be responsible for performing vendor evaluations, source evaluations or
inspections, periodic surveillances of supplier activities, and receipt inspection, as appropriate, and for
maintaining the NWMI ASL.

C2.7.1.3 Project Managers

Project managers will be responsible for evaluating potential vendors to ascertain their ability to meet the
technical requirements of the procurement activity.

C-27



'NWMI-2013-021, Rev. 0• Rii MEDI.. ••.. Chapter 12, Conduct of Operations• ge.NORTh'WEST MEDICAL ISOTOpES

C2.7.2 Requirements

C2.7.2.1 General

The procurement of QA Level 1 and QA Level 2 items and services shall be controlled through
procedures to ensure conformance with specified requirements. These controls will provide for the
following, as appropriate:

* Source evaluation and selection
* Evaluation of objective evidence of quality furnished by the supplier
• Source inspection
* Audit
* Examination of items or services on delivery or completion

Procurement planning will consider the function and complexity of the item or service to be procured and

require sufficient advance notice for the evaluation and selection of suppliers.

C2.7.2.2 Supplier Selection

Potential suppliers of items or services shall be evaluated and the results documented as to their capability
and experience in providing the required items or services in accordance with the requirements of the
procurement documents. Evaluations will include one or more of the following:

* Supplier's history for providing identical or similar products or items that perform satisfactorily
in actual use (Note: The supplier's history shall reflect current capabilities.)

" Assessment of the supplier's current quality records supported by qualitative and quantitative
information that can be objectively evaluated

* Assessment of the supplier's technical and quality capabilities by direct evaluation of the
supplier's facility, personnel, and QA program implementation

C2.7.2.3 Proposals

Bid proposals shall be evaluated by individuals or organizations having the necessary expertise to
measure the supplier's capabilities. Evaluations shall consider the following, as appropriate, for the
intended scope of work:

" Technical considerations
* QA requirements
* Personnel requirements
" Production capability
• Past performance
" Supplier's QA program
* Any exceptions to the contract agreement

C2.7.2.4 Supplier's Performance

The supplier's performance shall be evaluated throughout the life of the contract or purchase order.
Evaluation methods will include review of the supplier's plans and procedures, source surveillance or
inspection, QA assessments, receipt inspections, deviations, waivers, and corrective actions. The extent
of verification, including planning, shall be a function of the relative importance, complexity, duration,
and quantity of the item or services procured, and the supplier's ability to meet the technical and quality
requirements. Verification shall be accomplished by qualified personnel, as appropriate for the method.
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C2.7.2.5 Supplier-Generated Documents

Supplier-generated documents shall be controlled, handled, and approved in accordance with established
requirements. Submittal requirements will be identified in the procurement documents. Measures shall
be established for the acquisition, processing, and recorded evaluation of QA, technical, inspection, and
test documentation or data against acceptance criteria.

C2.7.2.6 Item or Service Acceptance

Prior to offering the item or service for acceptance, the supplier shall verify that the item or service being
furnished complies with the procurement requirements. Methods of acceptance of items or services
provided by a supplier shall be established. These methods include one or more of the following:

1 Certificates of conformance - When used, the following minimum criteria must be met:

- Certificate identifies the purchased material, and/or the equipment or purchase order number

- Certificate identifies the specific procurement requirements met

- Certificate identifies any procurement requirements that were not met and includes an
approved waiver

- Certificate is authenticated by a person responsible for this QA function

- Procedures used for the preparation, review, and approval of the certificate are described in
the supplier's QA program or the purchase order

- Validity of the supplier's certificates and effectiveness of certification system are verified,
with the interval of verification based on the supplier's past quality performance

* Source verification - When used, this method will be performed at intervals consistent with the
quality level and complexity of the item or service and include plans to perform inspections,
examinations, or tests at predetermined points. Source inspection may be performed at lower-tier
supplier locations, when necessary. The results may be used to support receipt inspection.

* Receipt inspection - When used, purchased items will be inspected to verify conformance to
procurement documents. This method will verify by objective evidence such features as proper
configuration; identification; dimensional, physical, or other characteristics; no damage from
shipping; cleanliness; and review of supplier documentation when procurement requirements
specify the documentation to be furnished.

* Post-installation testing - When used, post-installation test requirements and acceptance criteria
will be established in conjunction with the supplier, if necessary.

* QA Level 1 items - A certificate of conformance, plus one or more of the other methods
established above, will be used to establish acceptance of items.

* QA Level 2 items - Any one or more of the methods, established above, will be used to establish

acceptance of items.

* Acceptance of services only

Documented evidence of acceptability must be complete prior to placing an item in service. Controls will
be established for conditional release, such as for post-installation testing.
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The acceptance of services will be based on one or more of the following methods:

* Technical verification of data produced
* Surveillance and/or audit of the activity
* Review of objective evidence for conformance to procurement document requirements

Acceptance of services will include review of contractor deliverables (including documentation and
records), determination of acceptability for NWMI use, completion of acceptance testing, completion of
startup testing, and turnover.

Supplier nonconformances will be processed in accordance with Section C2.15.2. Supplier
nonconformances will consist of one or more of the following:

" Violation of a technical or material requirement in NWMI-supplied documents
* Violation of a requirement in purchaser-approved supplier documents

Supplier nonconformances may be identified either by NWMI or by the supplier. For a supplier-
identified nonconformance, the supplier shall include a recommended disposition and technical
justification for the identified condition. Nonconforming items will not be released for use until the
nonconforming condition is reviewed and accepted by Engineering, and the implementation of the
disposition is verified, except under conditional release provisions. Records of supplier nonconformance
will be maintained.

C2.7.2.7 Procurement of QA Level 1 and QA Level 2 Items and Services by Commercial-Grade
Dedication

The methods to procure commercially available items and services will be performed in accordance with
approved procedures. The criteria and methods for identifying the critical characteristics used for
acceptance will be established and subject to design control measures in accordance with Section C2.3.
The critical characteristics, once selected to be verified, shall provide reasonable assurance that the item
or service provided meets specified requirements. In selecting the critical characteristics, the impact of
the activities associated with the item or service on the safety function of plant equipment will be
considered.

Commercial-grade items will be identified in procurement documents by the manufacturer's published
product descriptions, in accordance with Section C2.4. Commercial-grade services will be identified in
the purchase order by the service provider's published service description (e.g., supplier's bulletin
describing standard calibration services that are provided by the supplier) or other appropriate documents.

A commercial-grade item or service will satisfy the following:

* Not subject to design or specification requirements that are unique to nuclear facilities
* Used in applications other than nuclear facilities
0 Ordered from the manufacturer or supplier on the basis of a specification set forth in the

manufacturer's published product description (e.g., catalog)

As a minimum for acceptance of commercial-grade items, receipt inspection, as described below, will be
performed to provide reasonable assurance that the item received is the item ordered and to ensure that
the item will fulfill its intended safety function. Acceptance reviews will be performed for commercial-
grade services to provide reasonable assurance that the service performed is the service ordered and that
required documentation is received and is deemed acceptable.
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Based on the complexity of the item or services or its importance to safety, one or more of the following
will be used to provide reasonable assurance that the item or service meets the acceptance criteria for the
characteristics identified to be verified for acceptance:

" Special test(s) or inspection(s) or both
" Commercial-grade survey of the supplier
9, Source verification
* Acceptable-supplier history of performance (can be used when a supplier's history has been

established and at that point, the supplier's history shall be used with at least one other method)

The selection of the method or combination of methods, as described above, will be based on the
following:

* Selected critical characteristics
• Available supplier information
• Quality history
" Degree of standardization of the service
* Importance to safety and complexity of the service

Receipt inspections of commercial-grade items will be performed to determine that damage was not
sustained during shipment, the item received is the item ordered, and inspection and testing were
performed by the supplier, as required by Engineering, to ensure conformance with acceptance criteria
and to ensure that required documentation is received and is acceptable.

Dedication of a commercial-grade item or service will occur when that item is accepted in accordance
with the above requirements. NWMI will assume 10 CFR 21, "Reporting of Defects and
Noncompliance," reporting responsibility for all items identified as QA Level 1 or QA Level 2 items.

C2.7.2.8 Item Disposition

NWMI and its suppliers shall establish and document a system for disposition of items or services that do
not meet the procurement specifications. This system shall include the following provisions:

* Evaluation of nonconforming items or services
* Submittal of nonconformance notices to NWMI
" NWMI" disposition of supplier recommendations
* Verification of disposition completion
* Record maintenance of nonconformances

C2.7.2.9 Approved Suppliers List

The QA Manager will be responsible for the development and maintenance of the ASL. The ASL will
identify those suppliers with acceptable QA programs that have been evaluated and accepted by NWMI in
accordance with approved procedures. The NWMI QA organization will perform and document an
evaluation of each supplier every 12 months. Satisfactory results will allow the supplier to remain on the
ASL. Suppliers will also be evaluated by means of an audit at least triennially, if initial approval was by
audit or survey. Suppliers that have unacceptable evaluations or that have not had a procurement placed
with them in three years will be removed from the ASL.
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C2.7.3 Applicable Implementing Procedures
The following procedures define the requirements and processes for implementing the control of

purchased items and services:

* NWMI-ENG-PRO-020, Commercial Grade Items (CGI)
* NWMI-QA-PRO-023, Procurement Documentation
* NWMI-QA-PRO-024, Supplier Evaluations
* NWMI-QA-PRO-025, Control of Purchased Items and Services
* NWMI-QA-PRO-028, Inspections

C2.8 IDENTIFICATION AND CONTROL OF ITEMS

This section describes the requirements and controls necessary to ensure that only correct and accepted
items are used or installed. As appropriate, these requirements and controls will provide the necessary
identification on the item, in documents traceable to the item, or in a manner that ensures identification is
established and maintained.

C2.8.1 Responsibilities

C2.8.1.1 Quality Assurance Manager

The QA Manager will be responsible for preparing procedures, as necessary, that describe the
requirements and controls to ensure that only correct and acceptable items are used and installed. The QA
Manager will ensure compliance to this section through surveillances, inspections, or audits, as
appropriate.

C2.8.2 Requirements

Controls shall be established to ensure that only correct and accepted items are used or installed.
Identification will be maintained on the items or in documents traceable to the items, or in a manner that
ensures identification is established and maintained as described in this section. Items will be identified
and controlled, as necessary, from initial receipt and fabrication of the items up to and including
installation and use, so that only correct and accepted items are used or installed. Physical identification
will be used to the maximum extent possible. When physical identification is either impractical or
insufficient to control the item, physical separation, procedural controls, or other means will be employed.
When markings are used, measures will be established to ensure that the markings are clear, legible, and
do not have a detrimental effect on the function or service life of the item. Markings will be transferred to
each part of an identified item when subdividing and will not be obliterated by surface treatments or
coatings unless another means of identification is provided.

For QA Level 1 items, traceability of these items to specific records will be provided when specified by
codes, standards, or specifications.

When codes, standards, or specifications include specific identification or traceability requirements
(e.g., identification or traceability of the item to applicable specification and grade of material; heat,
batch, lot, part, or serial number; or specified inspection, test, or other records), procedures shall be
developed to address such identification and traceability.

Where specified, items having a limited operating life or shelf life will be identified and controlled to
preclude use of items whose operating life or shelf life has expired.
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Provisions shall be made for control of item identification consistent with the planned duration and
conditions of storage, and can include:

* Maintaining or replacing markings and identification records due to damage during handling or
aging

* Protecting the identification on items subject to excessive deterioration due to environmental
exposure

* Updating existing plant or facility records

C2.8.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing the identification and
control of items:

* NWMI-QA-PRO-026, Identification and Control of Items

C2.9 CONTROL OF SPECIAL PROCESSES

This section describes the measures required to control special processes and to ensure that qualified
personnel perform the work using applicable procedures in accordance with industry standards, codes,
and specifications.

C2.9.1 Responsibilities

C2.9.1.1 Engineering Manager

The Chief Engineer will be responsible for developing, reviewing, approving, and qualifying special
process procedures, including NDE procedures.

C2.9.1.2 Quality Assurance Manager

The QA Manager will be responsible for:

* Ensuring compliance to this section through surveillances, inspections, or audits, as appropriate
" Reviewing and approving all special process procedures
* Ensuring personnel employing these special process techniques are properly trained and qualified

C2.9.2 Requirements

Special processes affecting the quality of items and services shall be controlled. Procedures, instructions,
drawings, checklists, travelers, work orders, or other appropriate means will ensure that special process
parameters are controlled and that specified environmental conditions are maintained.

Special processes that control or verify quality (e.g., those used in welding, heat treating, and NDE) shall
be performed by qualified personnel using applicable procedures in accordance with specified
requirements, codes, or standards. When the outcome of the process is highly dependent on personal
skills, such individuals will be certified in accordance with specified requirements. When the outcome is
highly dependent on control of process parameters, the process and equipment will be prequalified in
accordance with specified requirements. Special process procedures shall prescribe the necessary
equipment, process parameters, calibration, and acceptance criteria.
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Each special process shall be performed in accordance with approved instructions or procedures that
include or reference qualification requirements and the information and conditions necessary to
accomplish the process. This information or condition may include the following:

" Proper equipment
* Controlled parameters
" Proper environmental conditions
* Calibration requirements
* Personnel qualifications
" Acceptance criteria

Records of currently qualified personnel, processes, and equipment for special processes will be
maintained in accordance with Section C2.17.

All special process records pertaining to the qualification of personnel and equipment shall be retained by
NWMI as quality records.

C2.9.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing the control of special
processes:

• NWMI-QA-PRO-027, Special Processes

C2.10 INSPECTIONS

This section describes the requirements for the planning and execution of inspections to verify
conformance of an item or activity to specified requirements.

C2.10.1 Responsibilities

C2.10.1.1 Quality Assurance Manager

The QA Manager will be respohsible for ensuring that inspections are performed by qualified and/or
certified personnel, as specified in design documents, and for ensuring that surveillances are performed on
specific activities, as appropriate, to monitor compliance with specified inspection requirements.

C2.10.1.2 Project Managers

Project managers will be responsible for ensuring that the design prescribes the requirements for
inspections and tests, as appropriate, for the specific structure, system, item, or component.

C2.10.2 Requirements

C2.10.2.1 General

Inspections are defined as an activity such as examining, measuring, testing, or gauging one or more
characteristics of an entity and comparing the results with specified requirements. Inspections for
acceptance shall be performed by persons other than those who performed or directly supervised the work
being inspected.

Inspections required to verify conformance of an item or activity to specified requirements or continued
acceptability of items in service shall be planned, executed, and documented. Characteristics to be
inspected and the inspection methods to be employed shall be specified and the results documented.
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Inspection requirements and acceptance criteria shall include the specified requirements in applicable
design documents or other pertinent technical documents approved by the responsible design
organization.

Inspection activities shall be documented and controlled by instructions, procedures, drawings, checklists,
travelers, or other appropriate means.

C2.10.2.2 Hold Points

Mandatory inspection hold points are defined inspection points where work may not proceed without the
specific consent of the designated representative. Hold points may only be waived with the consent of the
designated assigning representative who imposed the hold points. Waiver approval shall be documented
prior to continuation of work beyond the specific hold point. Specific hold points shall be indicated in
applicable documents.

C2.10.2.3 Planning

Inspection planning is part of the inspection process and must be documented. Documentation shall
identify characteristics, methods, and acceptance criteria, and will provide for recording objective
evidence of inspection results.

C2.10.2.4 Acceptability

When sampling is used to verify acceptability of a group of items, the sampling procedure shall be based
on standard statistical methods with engineering approval.

C2.10.2.5 Inspection of Items Under Construction

Inspections shall be performed for items under construction (or otherwise in-process), when necessary, to
verify quality. If inspection is impossible or disadvantageous, indirect control by monitoring of process
methods, equipment, and personnel will be employed. Both inspection and process monitoring will be
provided when control is inadequate without both. When a combination of process control and inspection
are used to verify quality, these functions will be performed in a manner to ensure control of the process
and quality of the item for the duration of the process. Controls shall be established and documented for
coordination and sequencing of the activities at established inspection points, where required, during
successive stages of the process.

C2.10.2.6 Final Inspections

Final inspections shall include a records review of results and the resolution of any nonconformances
identified by prior inspections. Final inspections will verify conclusions made regarding conformance of
the item(s) to specified requirements. Completed items shall be inspected for completeness, markings,
calibration, adjustments, protection from damage, or other characteristics, as required, to verify the
quality and conformance of the item. Quality records will also be reviewed for adequacy and
completeness, as appropriate.

C2.10.2.7 Modifications, Repairs, or Replacement of Items

Modifications, repairs, or replacements of items accomplished after final inspection will require
reinspection or retest, as appropriate, to confirm acceptability. Inspection records shall identify, as a
minimum, the following:

" Item to be inspected
" Date of inspection
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* Inspector's name
* Type of observation
* Results or acceptability
* Reference to any nonconformance

C2.10.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing inspection activities
performed:

* NWMI-QA-PRO-028, Inspections
* NWMI-QA-PRO-039, Training and Qualification of Inspection and Test Personnel

C2.11 TEST CONTROL

This section describes the requirements for planning, conducting, and documenting tests to specific
requirements that provide evidence of product or computer program acceptability and demonstrate
satisfactory performance for service.

C2.11.1 Responsibilities

C2.11.1.1 Quality Assurance Manager

The QA Manager will be responsible for reviewing and approving test procedures and for ensuring that
test personnel are qualified to perform specific tasks as directed by the test procedures or plans.

C2.11.1.2 Startup Manager

The Startup Manager will be responsible for planning, conducting, and documenting that equipment and
computer programs are acceptable and demonstrate performance for service.

C2.11.1.3 Project Manager

Project managers will be responsible for preparing, controlling, and approving test procedures; preparing
test plans; and maintaining and controlling test records.

C2.11.2 Requirements

C2.11.2.1 General

Tests required to collect data (e.g., for siting or design input), verify conformance of an item or computer
program to specified requirements, or demonstrate satisfactory performance for service shall be planned
and executed.

Characteristics to be tested and test methods to be employed shall be specified. Test results shall be
documented, and their conformance with test requirements and acceptance criteria shall be evaluated by a
responsible authority to ensure that test requirements have been satisfied.
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C2.11.2.2 Test Requirements and Acceptance Criteria

Test requirements and acceptance criteria shall be provided or approved by the responsible design
organization. Test procedures and test plans shall be prepared to demonstrate that a product will perform
satisfactorily in service, and will:.

" Include or reference the requirements and acceptance criteria for testing as established by the
design documents

* Specify calibrated equipment and instrumentation required to perform the test

* Identify, the prerequisites that must be met prior to the start of testing

" Specify required environmental conditions, if applicable

* Provide instructions for test performance

* Identify records required for test data and results

* Identify, when applicable, mandatory hold points required by NWMI, the customer, or other
inspection agency

As an alternative to Section C2.11.2.2, appropriate sections of related documents, such as American
Society for Testing and Materials (ASTM) methods, supplier manuals, equipment maintenance
instructions, or approved drawings or travelers with acceptance criteria, may be used. Such documents
shall include or be supplemented with appropriate criteria from Section C2.11.2.2 to ensure adequate
procedures for the test.

C2.11.2.3 Test Records

Test records shall be established and maintained to indicate the ability of the item or computer program to
satisfactorily perform its intended function or to meet its documented requirements. These test records
shall, as a minimum, identify the following:

* Item tested
" Date of test
* Person or persons performing test or data recorder
* Observations noted
* Results and acceptability
• Corrective actions taken to correct any deviations
* Person evaluating test results

Test records may vary depending on the test type, purpose, and application.

C2.11.2.4 Computer Software

When used in design development, computer programs and software shall be tested. Testing shall include
verification tests, hardware integration tests, in-use tests, or other tests as specified by the customer, as
appropriate.

For computer programs used in design activities, computer program test procedures shall ensure that the

computer program produces correct results.

C2.11.2.5 Qualifications

Testing shall be accomplished by qualified personnel in accordance with documented test procedures.
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C2.11.2.6 Test Results

Test results shall be documented and evaluated by a responsible authority to ensure that test requirements
have been satisfied. Test results for design qualification tests and software design verification shall be
evaluated by the responsible design organization.

C2.11.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing testing activities:

* NWMI-QA-PRO-029, Testing
" NWMI-QA-PRO-039, Training and Qualification of Inspection and Test Personnel

C2.12 CONTROL OF MEASURING AND TEST EQUIPMENT

This section describes the requirements for the control of measuring and test equipment (M&TE). M&TE
are those tools, gauges, instruments, and other measuring and test equipment used for acceptance testing,
verification, and data collection.

C2.12.1 Responsibilities

C2.12.1.1 Quality Assurance Manager

The QA Manager will be responsible for developing and maintaining the M&TE program requirements,
including the development of implementing procedures and ensuring through inspection or surveillance
that only controlled and calibrated equipment is used for testing, verification, and data collection.

C2.12.1.2 Maintenance Manager

The Maintenance Manager is responsible for ensuring control and calibration of M&TE used for
acceptance testing, verification, and data collection.

C2.12.2 Requirements

M&TE used in activities affecting the availability and/or reliability of IROFS will be controlled,
calibrated, and adjusted at specified intervals to maintain equipment performance within required limits.
Procedures will ensure that devices and standards used for measurement, test, and calibration activities
are of the proper type, range, and accuracy. Calibration control will not benecessary for rulers, tape
measures, levels, and other similar devices.

C2.12.2.1 Calibration and Maintenance

M&TE will be calibrated, adjusted, and maintained at prescribed times or intervals and whenever the
accuracy of the M&TE is suspect. Calibration will be against and traceable to certified equipment having
a known valid relationship to nationally recognized standards, or to international standards known to be
equivalent to and verified against corresponding nationally recognized standards. Where no such
standards exist, the basis for calibration shall be defined.

The method and frequency of calibration of M&TE shall be defined and based on the type of equipment,
stability characteristics, required accuracy, intended use, and other conditions that may affect
measurement control.
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When M&TE is overdue for calibration or is found to be out of calibration, an evaluation of the validity
of previous inspection or test results and the acceptability of items previously inspected or tested shall be
performed and documented. M&TE found to be out of calibration will be tagged or segregated and not
used until the equipment has been recalibrated. Equipment consistently found to be out of calibration will
be repaired or replaced. Calibration shall be performed on any piece of M&TE when the accuracy of that
equipment is suspect.

M&TE shall be handled and stored to provide protection and maintain accuracy. M&TE will be suitably
marked, tagged, labeled, or otherwise identified to indicate calibration status and establish traceability to
calibration records.

Calibration and control is not required for devices such as rulers, tape measures, levels, or other devices
where normal commercial equipment provides adequate confidence of accuracy. In addition, calibration
will not be required for a device used to measure or test, if the results of the measurement or test are not
used to accept or reject the item or test.

C2.12.2.2 Records

Records of calibration and repair, including as-found conditions, shall be maintained to indicate
calibration status and the capability of the M&TE to satisfactorily perform its intended function.

C2.12.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing control of M&TE:

0 NWMI-QA-PRO-030, Control of Measuring and Test Equipment

C2.13 HANDLING, STORAGE, AND SHIPPING

This section describes the requirements for handling, storage, cleaning, packaging, shipping, and
preservation of items to prevent damage or loss and to minimize deterioration.

C2.13.1 Responsibilities

C2.13.1.1 Quality Assurance

The QA Manager will be responsible for ensuring compliance to requirements for handling, storage,
cleaning, packaging, shipping, and preservation of items through inspection and/or surveillance activities.

C2.13.1.2 Project Managers

Project managers will be responsible for:

* Defining requirements for handling, storage, cleaning, packaging, shipping, and preservation of
items, systems, and components for NWMI-sponsored designs

* Preparing procedures for handling, storage, cleaning, packaging, shipping, and preservation of
items, systems, and components, as appropriate

C2.13.2 Requirements

C2.13.2.1 General

Handling, storage, cleaning, packaging, shipping, and preservation of items will be conducted using
established work and inspection instructions, specifications, drawings, procedures, or other pertinent
documents specified for use in conducting the activity.
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When required for a particular item, special equipment and special protective environments shall be
specified, provided, and their existence verified. When required for critical, sensitive, perishable, or high-
value items, specific procedures for handling, storage, packaging, shipping, and preservation will be used.

C2.13.2.2 Special Handling Tools and Equipment

Special handling tools and equipment shall be used and controlled, as necessary, to ensure safe and
adequate handling. Special handling tools and equipment shall be inspected and tested in accordance with
procedures at specified intervals (or prior to use) to verify that the tools and equipment are adequately
maintained. Operators of special handling and lifting equipment shall be experienced or trained in the use
of the equipment.

C2.13.2.3 Marking and Labeling

Instructions for marking and labeling for packaging, shipping, handling, and storage will be established,
as necessary, to adequately identify, maintain, and preserve the item, including indication of the presence
of special environments or the need for special controls.

C2.13.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing handling, storage, and
shipping activities:

0 NWMI-QA-PRO-03 1, Handling, Storage, and Shipping

C2.14 INSPECTION, TEST, AND OPERATING STATUS

This section establishes the requirements for identifying the status of inspection and testing of items
during fabrication, in process, or in storage.

C2.14.1 Responsibilities

C2.14.1.1 Quality Assurance Manager

The QA Manager will be responsible for monitoring, inspecting, and testing items to ensure compliance
with requirements and for review or removal of status indicators.

C2.14.1.2 Project Managers

Project managers will be responsible for designing, fabricating, and testing items, and for specifying the
requirements for inspection and testing.

C2.14.2 Requirements

The status of inspection and test activities shall be identified either on items or in documents traceable to
the item where it is necessary to ensure that required inspections and tests are performed. The status of
inspection and tests will assist in ensuring that items, which have not passed required inspections or tests,
are not inadvertently installed, used, or operated. This status shall be maintained through indicators such
as physical location and tags, markings, shop travelers, stamps, inspection records, or other suitable
means.

C2.14.2.1 Authority

The authority for applying and removing status indicators will be inherent in the respective implementing
procedure that initiated assignment of the status.
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C2.14.2.2 Indicators

Status indicators shall also provide for indicating the operating status of RPF systems and components,
such as by tagging valves and switches, to prevent inadvertent operation.

C2.14.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing inspection, testing, and
operating status:

• NWMI-QA-PRO-032, Inspection, Testing, and Operating Status

C2.15 CONTROL OF NONCONFORMING ITEMS

This section establishes requirements for reporting and controlling items, services, or activities that do not
conform to specified requirements, to prevent their inadvertent installation or use.

C2.15.1 Responsibilities

C2.15.1.1 Quality Assurance Manager

The QA Manager will be responsible for:

• Documenting deviations from drawings, specifications, or specified requirements on a
nonconformance report

* Issuing, controlling, approving the disposition

• Closing the nonconformance report

• Ensuring that further processing, delivery, installation, or use is controlled until proper
disposition of the nonconformance report, deficiency, or unsafe condition has occurred

C2.15.1.2 Engineering Manager

The Engineering Manager will be responsible for the overall development and implementation of a
program to ensure that nonconforming items are identified, controlled, dispositioned, and corrected. The
Engineering Manager will also be responsible for verifying that a nonconforming item is suitable for use
prior to its release.

C2.15.1.3 Project Managers

Project managers will be responsible for reviewing the nonconformance report, providing disposition, and
ensuring closure of the reported condition.

C2.15.1.4 Employees

Each NWMI employee will be responsible for reporting suspect conditions that potentially deviate from
drawings, specifications, or specified requirements.

C2.15.2 Requirements

Items, services, or activities that do not conform to specified requirements, or whose conformance is
indeterminate, shall be controlled to prevent inadvertent installation or use. These controls shall provide
for identification, documentation, segregation when practical, dispositioning, and for notification to
affected organizations.
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Nonconformance reports shall be tracked to closure to ensure approved dispositions are properly
implemented.

Nonconforming items shall be identified by marking, tagging, or other acceptable methods that are not
detrimental to the item. Identification shall be either on the item, the container, or the package containing
the item, and shall be legible and recognizable.

When practical, nonconforming items shall be segregated by placing the item(s) in an identifiable and
designated storage holding area until properly dispositioned. When segregation is impractical or
impossible due to size, weight, or access limitation, other precautions will be employed to preclude
inadvertent use of the nonconforming item.

Nonconforming characteristics shall be reviewed and evaluated, and their recommended dispositions shall
be proposed and approved in accordance with documented procedures. Further processing, delivery,
installation, or use of a nonconforming item shall be controlled pending the evaluation and an approved
disposition of the reported condition by authorized personnel.

C2.15.2.1 Authority

The responsibility and authority for the evaluation and disposition of nonconforming items and activities
shall be defined in the implementing procedure. The responsibility for the control of further processing,
delivery, installation, or use of nonconforming items and/or activities will also be described in the
implementing procedures. Personnel performing the evaluations to determine a disposition shall have
demonstrated competence in the specific area they are evaluating, an adequate understanding of the
requirements, and access to relevant background information to perform their evaluation.

C2.15.2.2 Disposition

Dispositions (e.g., use-as-is, reject, repair, rework, or other) of the condition shall be identified and
documented. Technical justification for the acceptability of a nonconforming item dispositioned as repair
or use-as-is will be documented. Nonconformances to design requirements dispositioned as repair or use-
as-is shall be subject to the same design control measures commensurate with those applied to the original
design or subsequent design changes. Required as-built records, if such records are required, shall also
reflect the use-as-is or repair conditions. Recommended dispositions may allow for "conditional release"
of nonconforming items. The conditional release designation will only be used for unusual circumstances
and will not create any situation that will obstruct or hinder the final resolution of the nonconforming
condition.

C2.15.2.3 Rework or Repair

Items reworked or repaired will be reexamined in accordance with the original acceptance criteria unless
the disposition has established alternate acceptance criteria.

C2.15.2.4 Nonconforming Condition

When required by contract or specification, the nonconforming condition shall be transmitted to the
customer for evaluation as a potentially reportable condition under 10 CFR 21.

C2.15.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing the identification and
control of nonconforming items:

* NWMI-QA-PRO-019, 10 CFR Part 21 Reporting
" NWMI-QA-PRO-035, Identification and Control of Nonconforming Items
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C2.16 CORRECTIVE ACTION

This section describes the requirements for identifying conditions adverse to quality, safety, or the
environment. NWMI's policy is that these conditions will be immediately and promptly identified,
documented, and corrected as soon as practical.

C2.16.1 Responsibilities

C2.16.1.1 Quality Assurance Manager

The QA Manager will be responsible for evaluating reported conditions, determining significance,
documenting, approving resolution and disposition, tracking to closure, and promptly reporting
significant conditions to NWMI senior management and the customer, as required.

C2.16.1.2 Employees

All NWMI employees will be responsible for immediately reporting conditions adverse to quality, safety,
or the environment to NWMI senior management.

C2.16.2 Requirements

Conditions adverse to quality, safety, and the environment shall be identified promptly and corrected as
soon as practical. Nonconformance reports, audit/assessment findings, or other forms of observation that
identify adverse conditions will be reviewed to determine significance. If the condition is determined to
be a significant condition adverse to quality or safety, a corrective action report shall be initiated.

Procedures will establish the corrective action program and include the following process elements:

" Promptly identifying and correcting conditions adverse to quality

* Evaluating significant conditions adverse to quality for reportability to the NRC (when required)
under 10 CFR 21 or other applicable reporting requirements, and reporting such conditions when
warranted

" Stopping work, if applicable

* Determining root cause and corrective actions to preclude recurrence for significant conditions
adverse to quality

• Performing follow-up actions to verify implementation of corrective actions for significant
conditions adverse to quality

Conditions adverse to quality is an all-inclusive term used in reference to failures, malfunctions,
deficiencies, deviations, defective items, and/or nonconformances associated with activities and services.
Conditions adverse to quality shall be documented and reported to the appropriate levels of management.

A significant condition adverse to quality or safety is one wherein the condition imperils the uninterrupted
progress of a project, poses an imminent health or safety concern for personnel or the public, or could
potentially result in a serious or repeated breach of requirements. When determined that the condition
represents a significant condition adverse to quality, safety, and/or the environment, a corrective action
report shall be initiated documenting the condition. The cause of the condition shall be identified after
analysis, and corrective action will be taken to preclude recurrence. The identification, cause, and
proposed corrective action(s) will be reported to the CEO, COO, and other senior management, as
appropriate.
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Conditions adverse to quality are classified in one of two categories with regard to their significance and
corrective actions to be taken. The two categories of significance include:

" Conditions adverse to quality - These conditions are promptly identified and corrected. The
cause of the condition is determined, and corrective action taken to preclude recurrence. These
conditions, their causes, and corrective actions are documented, reported to appropriate levels of
management, and follow-up action taken to verify implementation of corrective actions, as
appropriate.

" Significant conditions adverse to quality - These conditions require follow-up action to be
taken to ensure that satisfactory implementation of the approved corrective actions were
performed within prescribed time limits. All significant conditions adverse to quality, safety,
and/or the environment shall be documented in corrective action reports and tracked to closure to
ensure that approved corrective actions were properly implemented. When required by contract
or specification, significant conditions adverse to quality, safety, and/or the environment shall be
transmitted to the customer for evaluation as a potential reportable condition under the
10 CFR 21.

Significant conditions adverse to quality include the following:

* Deficiency that would seriously impact an item, activity, or service from meeting or performing
its intended function or output of ensuring public health and safety

" Deficiency in design that has been approved for fabrication or construction, where the design
deviates extensively from design criteria and basis

• Deficiency in fabrication/construction or significant damage to SSCs that require extensive
evaluation, redesign, or repair to establish the adequacy of the SSC to perform its intended
function of ensuring public health and safety

* Deviation from performance specifications that require extensive evaluation, redesign, or repair
to establish the adequacy of the SSC to perform its intended function

" Significant error in a computer program used to support activities affecting quality after the
program has been released for use

* Deficiency, repetitive in nature, related to an activity or item subject to this QAPP

• Condition that, if left uncorrected, has the potential to have a serious negative impact on activities
or items subject to the NWMI QAPP controls

Procedures establishing the corrective action program will include a requirement for management to take
follow-up action to verify implementation of the corrective action taken to address significant conditions
adverse to quality. The QA organization will be responsible for conducting periodic assessments of these
follow-up actions.

Procedures establishing the corrective action program will assign organizational responsibility for
trending significant conditions adverse to quality and the criteria for determining trends. Reports of
significant conditions adverse to quality will be evaluated to identify adverse quality trends and help
identify root causes. Trend evaluation will be performed in a manner and at a frequency that provides for
prompt identification of trends that are adverse to quality. Identified adverse trends will be handled in
accordance with the established corrective action program and reported to the appropriate management
personnel.
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C2.16.3 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing corrective actions:

" NWMI-QA-PRO-019, 10 CFR Part 21 Reporting
* NWMI-QA-PRO-033, Corrective Action
* NWMI-QA-PRO-036, Causal Analysis and Preventative Action

C2.17 QUALITY RECORDS

This section describes the requirements for the control of records that furnish documentary evidence of
quality.

C2.17.1 Responsibilities

C2.17.1.1 Plant Manager

The Plant Manager will be responsible for establishing and maintaining a records control system for the
identification, collection, indexing, filing, and maintenance of quality records.

C2.17.1.2 Quality Assurance Manager

The QA Manager will be responsible for measuring compliance to this section through surveillances
and/or audits, as appropriate.

C2.17.1.3 Project Managers

Project managers will be responsible for ensuring that all project records are complete, accurate, legible,
and are transmitted to the Records Management Administrator for inclusion into the project records
storage files.

C2.17.1.4 Records Management Administrator

The Records Management Administrator will be responsible for filing, indexing, and protecting project-
generated documents from loss or deterioration.

C2.17.2 Requirements

Records shall be distributed, handled, and controlled in accordance with written procedures. These
records shall furnish documentary evidence that items or activities meet specified quality requirements.
NWMI senior management shall establish a records system, consistent with schedules for accomplishing
the work activities. QA records shall furnish documentary evidence that items or activities meet specified
quality requirements. The records system, as defined and implemented, shall be enforced through written
procedures or instructions.

Applicable design specifications, procurement documents, test procedures, or other pertinent quality
documents shall specify the records to be generated, authenticated, supplied, and/or maintained, and their
final disposition. The requirements and responsibilities for these activities will be specified in applicable
implementing procedures.

Documents that are designated to become records shall be legible, accurate, complete, traceable to
associated items or activities, and accurately reflect the work accomplished or information required.
Documents shall be considered valid records only if stamped, initialed, or signed and dated by authorized
personnel or otherwise authenticated. Records may be originals or reproduced copies.
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C2.17.2.1 Indexing

Records shall be indexed. The indexing system shall include, as a minimum, record retention times and
the location of the record system. The records and/or indexing system(s) will provide sufficient
information to permit identification between the record and the item(s) or activity to which it applies.

C2.17.2.2 Classification

Records shall be classified as "lifetime" or "nonpermanent" by NWMI customers, as applicable. Lifetime
and nonpermanent records will be delineated within implementing procedures.

C2.17.2.3 Corrections

The methods for correcting records will be delineated within implementing procedures, which will
provide for appropriate review or approval by the originating organization. Corrections shall include the
date and identification of authorized person making the correction.

C2.17.2.4 Receipt

A receipt control system shall be established to provide protection of records from loss or damage. The
control system shall allow for a current and accurate status of records during receipt.

C2.17.2.5 Storage

Records shall be stored in predetermined locations that meet customer requirements, codes, standards, and
regulatory requirements, as appropriate. Records shall be stored in a manner to preclude deterioration and
loss. Provisions shall be made considering environmental controls and unique storage requirements.
Entry to designated storage locations shall be controlled to prevent unauthorized entry. All essential
network shared drives containing records and documents shall be backed-up at predetermined schedules.

C2.17.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing the quality records
management system:

NWMI-QA-PRO-0 17, Quality Records

C2.18 ASSESSMENTS

This section describes the processes and expectations to implement a system of audits, assessments, and
surveillance of activities affecting quality. These processes are intended to ensure that audits,
assessments, and surveillances are planned, scheduled, and conducted to identify strengths and
weaknesses that affect organizational and company objectives.

C2.18.1 Responsibilities

C2.18.1.1 Quality Assurance Manager

The QA Manager will be responsible for ensuring that all audits, assessments, and surveillances are
scheduled, planned, and conducted. Other responsibilities will include:

* Conducting independent quality assessments and/or surveillances of subcontractors and suppliers
* Conducting internal independent assessments and/or surveillances
* Assisting other organizations with their obligations, as requested.
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C2.18.1.2 Project Managers

Project managers will be responsible for planning, scheduling, and performing management assessments
of their organization to ensure that company objectives and customer expectations are being met.

C2.18.1.3 Employees

Each NWMI employee will be responsible for seeking improved methods for conducting business.
NWMI employees will be encouraged to communicate suggestions that would serve to meet or exceed
company and customer expectations.

C2.18.2 Requirements

C2.18.2.1 General

Audits shall be performed to verify that performance criteria are met and to determine the effectiveness of
the NWMI QA program. Audits shall be performed in accordance with written procedures or checklists
by personnel who do not have direct responsibility for performing the activities being audited.

Audits shall be scheduled in a manner to provide coverage and coordination with ongoing activities,
based on the status and importance of the activity. Scheduled audits will be supplemented by additional
audits of specific subjects, when necessary, to provide adequate coverage.

The auditing organization shall develop an audit plan for each audit. This plan shall identify the audit
scope, requirements, auditing personnel, activities to be audited, organizations to be notified, applicable
documents, the audit schedule, and any written procedures or checklists. Audit personnel shall have
sufficient authority and organizational freedom to make the audit process meaningful and effective.

C2.18.2.2 Documenting and Reporting

Audit results shall be documented and reported to and reviewed by the manager of the audited
organization. The audit report shall be signed, or otherwise endorsed by the lead auditor, and issued to
the organization being audited. The report shall contain the following information:

* A description of the audit scope
* Identification of the auditors and any personnel contacted during the audit process
* A summary of the audit results, including a statement on the effectiveness of the elements audited
* A description of any adverse audit finding

C2.18.2.3 Adverse Audit Findings

Management of the audited organization or activity shall investigate all adverse audit findings, schedule
corrective actions, including measures to prevent recurrence of significant conditions adverse to quality,
and notify the appropriate organization (in writing) of actions taken or planned.

C2.18.2.4 Follow-Up

Follow-up action shall be taken to verify that corrective action was accomplished as scheduled.
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C2.18.3 Assessments

C2.18.3.1 Types of Assessments

For the NWMI RPF, three types of assessments will be performed:

* Independent assessments - Conducted by an independent organization (e.g., QA or SH&L) to
provide an independent evaluation of a process, organization, or company.

" Management assessments - A self-assessment by management of their own organizational
effectiveness to meet company and customer expectations. These assessments can be applied at
any working level.

" Self-assessments - Routine assessments conducted by employees daily as a function of their job
responsibilities. Self-assessments are not required to be documented, but are acknowledged as
being conducted through reviews, inspections, and other relevant activities.

C2.18.3.2 Requirements for Independent Assessments

Independent assessments (e.g., surveillances, audits) shall be:

* Scheduled, planned, and conducted by an organization (typically the QA organization)
independent from the organization being assessed

• Performed by individuals technically qualified and knowledgeable in the areas being assessed
who have sufficient authority and freedom from the assessed organization to carry out their
responsibilities

• Conducted to evaluate the performance of work within a given process, organization, or
company, including management processes that affect product quality or performance

* Conducted using established criteria

* Conducted to enhance the quality of the process, organization, or company

* Documented and reported to a level of management capable of responding to any needed actions

The scope, rigor, frequency, and level of formality of the independent assessment will be commensurate
with the size, scope, complexity, and risk associated with the process, organization, or company's tasks.
Responses to independent assessments will address, as applicable, remedial actions to correct
deficiencies, analysis of the root cause, and actions taken to preclude recurrence. Actions will be tracked
to closure, and the effectiveness of corrective actions will be verified.

C2.18.3.3 Requirements for Management Assessments

Management assessments may be conducted from an organizational top-down approach, from a bottoms-
up approach, or a combination of both. Regardless, the objective of a management assessment will be to
focus on systemic and resource issues or problems that would hinder the organization from meeting
objectives. Processes that may be part of management assessments include organizational interfaces, cost
or variance reports, performance indicators, and deficiency reports. Effective assessments should cover
training, communications, adequacy of human resources, and consideration of employee knowledge,
motivation, and morale. Direct observation of employees at work is also an effective method of
assessment and will be encouraged.
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Management assessment tools may vary and include one or a combination of interviews, drills/exercises,
documentation reviews, direct observation, customer surveys, employee feedback, independent
assessments, performance indicators, or other means to effectively measure the overall performance of the
organization or project. The rigor, level of formality, and frequency of management assessments should
be responsive to the organization's level of responsibility in meeting established company objectives and
customer requirements.

Management assessments will be:

* Used by all levels of management to assess management processes and adequacy, and effective
implementation of the QAPP, including any problems that may hinder NWMI from achieving
company and customer expectations

* Planned and conducted periodically to assess an organization's performance and to identify the
management systems that would impede and those that would enable management to meet
company and customer expectations

* Documented and used as input to improve organizational operations. Resultant actions will be
tracked by the respective organization to ensure that problems that could hinder the achievement
of objectives are identified and corrected.

C2.18.3.4 Requirements for Self-Assessments

Self-assessments will be conducted on a routine basis by every employee as part of their individual job
tasks. These assessments may take a variety of forms and are considered informal. Self-assessments will
often be conducted as a means of improving processes in which the employee is involved.

Employees will be encouraged to bring suggestions or concerns to all levels of NWMI management for
consideration of appropriate action. NWMI management will be responsible for being responsive to
employee suggestions or concerns to improve company or organizational processes.

C2.18.4 Requirements for Surveillances

A surveillance is described as the act of monitoring or verifying the status of an item or activity or the
analysis of records to verify that specific requirements are being fulfilled (i.e., a snapshot of a particular
activity). Surveillances shall be:

* Performed by individuals who are independent from the specific activity yet knowledgeable in
the topic area being surveyed

" Performed by individuals who are trained and qualified

* Planned, performed, documented, tracked, and reported to management of the affected
organization

C2.18.4.1 Reporting

Surveillance reports shall include, as a minimum:

* Report number
* Date of surveillance
* Description of the surveillance activity
* Personnel conducting the surveillance
* Personnel contacted or interviewed during the surveillance
* Results of the surveillance

C-49



.. ;,~o,.NWMI-2013-021, Rev. 0
.'.o N' AIMI.Chapter 12, Conduct of Operations

,•.. NORTHWEST MEDICAL [SUTMPE

* Any findings or observations noted
* Summation of actions taken to correct deficiencies

C2.18.4.2 Applicable Implementing Procedures

The following procedures define the requirements and processes for implementing audits, assessments,
and surveillances:

* NWMI-QA-PRO-022, Training and Qualification of Project Personnel
* NWMI-QA-PRO-034, Assessments and Surveillances
* NWMI-QA-PRO-037, Audits
" NWMI-QA-PRO-038, Lead Auditor Qualifications

C2.19 PROVISISONS FOR CHANGES

This section describes the measures required to change the QAPP. These changes may be initiated by
events such as reorganizations or revised activities, lessons learned, changes to applicable regulations,
process changes, or other reasons. QAPP changes will be governed by approved procedures.

C2.19.1 Responsibilities

C2.19.1.1 Engineering Manager

The Chief Engineer will be responsible for developing, reviewing, approving, and qualifying changes to
the QAPP, including implementing procedures.

C2.19.1.2 Quality Assurance Manager

The QA Manager will be responsible for ensuring compliance to this section through reorganizations,
revisited activities, and changes to regulations or processes, as appropriate.

C2.19.2 Requirements

Prior to NRC issuance of the materials license, changes to the NWMI QA program will be incorporated
into the QAPP and submitted to the NRC with the next revision of the license application, or no later than
annually, whichever occurs first.

After the materials license is issued, changes to the QAPP that do not reduce the commitments as
accepted by the NRC will be submitted annually. The revision must reflect all changes up to a maximum
of 6 months prior to the date of filing. Any changes that reduce commitments in the QAPP will be
submitted to the NRC for review and approval prior to implementation.

C2.19.3 Applicable Implementing Procedures

The following procedure defines the requirements and processes for implementing the provisions for
change:

• None
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C3.0 FACILITY OPERATIONS

This section identifies the elements of the NWMI QA program for conduct of operations at the RPF. The
requirements will be applied to any equipment or operation, as appropriate, and be consistent with its
potential safety impact or program goals. Many program requirements will be satisfied by existing
documentation or by procedures and activities required by other requirements, design standards, and
guidelines of Federal or State agencies. In addition, several requirements of the QA program for
operations may be found in other documents (e.g., training program, emergency preparedness plan,
security plan, technical specifications) and will not be duplicated in the QAPP. Additional detail will be
developed in the Operating License Application.

C3.1 ORGANIZATION

NWMI shall provide sufficient resources in personnel and materials to safely conduct operations.
Planning will anticipate needs as appropriate for the task. The organization structure shall be defined as
required by Chapter 14.0, "Technical Specifications."

C3.2 QUALITY ASSURANCE PROGRAM

NWMI shall establish a QA program by implementing a policy for the conduct of operations. The policy
will assign personnel to implement the policy and identify the goals for operating the RPF. Personnel
assignments and progress toward achieving goals will be documented.

C3.3 PERFORMANCE MONITORING

NWMI will monitor RPF performance relative to the goals that will be used as performance indicators.
NWMI will also document periodic observations of operations and identify and assess any deficiencies to
ensure the execution of corrective actions that will prevent recurrence. If appropriate, trend analysis
should be performed to indicate where improvements or lessons learned could be implemented.
Violations of operating practices should be addressed and documented as appropriate.

C3.4 OPERATING EXPERIENCE

NWMI will document the methods for maintaining operator experience. Operators will be responsible for
maintaining experience in operating'the RPF. This experience may be achieved by routine operation of
the RPF and documentation of associated activities. Vital and priority facility operations information will
be provided to operators as it relates to facility operations, and individual job assignments will be
provided in a timely manner. Operator training will be implemented as required in ANSI/ANS-15.4,
Standard for the Selection and Training of Personnel for Research Reactors.

C3.5 OPERATING CONDITIONS

Pre-operations checklists will be used to determine or verify required pre-operational conditions and
readiness to operate. Operating equipment will be periodically monitored to detect abnormal conditions
or adverse trends. Operating conditions will be documented in an operations logbook or other record.
Operators will notify the appropriate level of management of any abnormal situations.
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C3.6 OPERATIONAL AUTHORITY

NWMI will establish methods for conducting operations and the responsibility for each operations shift.
Shift supervisors and operators will conduct a comprehensive review of appropriate records and
equipment before assuming responsibility for the facility. Operational authority may be transferred
through a documented turnover briefing and facility walk-through procedures, including checklists to
record items important to facility status.

C3.7 CONTROL AREA

Operators shall be alert and attentive to the control console's indications, alarms, and other activities
within the control area. Only persons specifically authorized or certified to operate the RPF will operate
control area equipment. Trainees may operate equipment only when directly supervised by certified
operators. Control area activities and access should be limited to ensure that the operators are attentive to
control responsibilities. A procedure shall be in place for quick placement of the NWMI RPF in a safe
configuration if evacuation of the control area or site is necessary.

C3.8 ANCILLARY DUTIES

Operators shall not be assigned ancillary duties to be performed during operations to the extent that these
duties could interfere with the ability to monitor facility parameters and maintain control of the RPF.

C3.9 EMERGENCY COMMUNICATIONS

Operators shall be able to rapidly contac t the appropriate level of management and shall have the means
to notify all affected personnel promptly of on-site operations upsets or emergencies.

C3.10 CONFIGUATION CONTROL

Equipment shall be identified that requires configuration control. NWMI will be responsible for
establishing and maintaining proper configuration control and will authorize any changes to safety-related
items. All configuration changes to safety-related items will be documented. Before placing equipment
into operation, the system will be properly calibrated or checked, as appropriate, and any deficiencies in
the equipment or the current configuration of the system documented. Configuration control activities
will also address methods for documenting temporary modifications and maintenance that requires a
change in the RPF.

C3.11 LOCKOUT AND TAGOUT

Locks and tags will be placed on equipment, for safety or other special administrative reasons, when
controls must be established. If there is potential for equipment damage or personnel injury during
equipment operation, maintenance, inspection, or modification activities, or from inadvertent activation of
equipment, a facility lockout/tagout procedure shall be implemented.

C3.12 TEST AND INSPECTION

Tests will be performed following system maintenance, design changes, or inspection that involves
dismantlement of components or systems. A documented test plan will be used to demonstrate that the
component or system is capable of performing its intended function. All test results will be documented
and retained in facility records, as appropriate.
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C3.13 OPERATING PROCEDURES

Operating procedures will provide appropriate direction to ensure that the facility is operated normally
within its design basis and in compliance with technical specifications. In addition, operating procedures
will be written, reviewed, approved by appropriate management, controlled, and monitored to ensure that
the content is technically correct and the wording and format are clear and concise.

NWMI's policy on the use of procedures will be documented and clearly understood by all operators.
The extent of detail in a procedure should depend on the complexity of the task; the experience,
education, and training of the users; and the potential significance of the consequences from an error. The
process for making changes and revisions to procedures will be controlled, documented, and maintained
in the control room or equivalent area.

C3.14 OPERATOR AID POSTINGS

Any posted information that aids operators in performing their duties will be current and accurate.
NWMI Level 2 management will review operator aids to confirm that the information is necessary and
correct before approving the postings. Postings will be checked periodically for continued applicability.

C3.15 EQUIPMENT LABELING

Equipment will be labeled to enable RPF personnel to positively identify the equipment they operate and
maintain. Information on labels should be consistent with information found in facility procedures, valve
lineup sheets, piping and instrument diagrams, or other documents. Labels will be permanent, securely
attached, readable, and have appropriate information.
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C4.0 APPLICABILITY OF EXISTING FACILITIES

The RPF will be a newly constructed facility; therefore, this requirement does not apply to the RPF.
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C5.0 DECOMMISSIONING

This section of the QAPP will be addressed in the Operating License Application.
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