Process Technology, (NC) Inc. fl‘

FACILITIES AT

Exit 160 O 188

Service Road & Porter Avenue
Haw River, NC 27268

(919) 678 6878

January 11, 1991

Director,

Office of Nuclear Material Safety
and Safeguards

US Nuclear Regulatcry Commission

Washington, DC 20555

Dear Sir:

In compliance with 10 CFR 71,101 (c) we are submitting our Quality
Assurance Program for approval. Enclosed is our Procedure 3.12.A
"Quality Assurance Program For Shipping Radiocactive Material" and
our check for $150 to cover the renewal charges

Respectfully yours,

] Ve S / .

Vool €4 ALl fRore
Paul 0. Shapiro, VP’and
Corporate Radiation Safety Officer
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QUALITY ASSURANCE PROGRAM
FOR SHIPPING RADIOACTIVE MATERIAL

IL Lot 1A o od 'lochmc.ll; pprovod By Quomy c‘ St
"""""’3' 0. rSHAPIRO "7~ SCULBCKD §, P.0. SHAPIRO
1.0 PURPOSE
To establish the Quality Assurance Program (QAP) io; the
procurement, use, handling and returning of shipping

containers for radioactive material (RAM) in accordance with
all pertinent laws,

2.0 SCOPE

Applies to all RTI and PTI facilities shipping or receiving
Type B packages of Cobalt 60 for gamma irradiators.
Applicable to containers owned by another party and for
which RTI is an authorized user. Safety controls will be
applied to each container and to each shipment through
procedures, special checklists, other necessary documents
and training, to the degree required, to assure the safety
of each shipment.

3.0 REFERENCES
3.1 10 CFR 72

4.0 DEFINITIONS

4.1 "Quality Assurance" (as defined in 10 CFR 71, subpart
H) = comprises all those planned and systematic actions
necessary to provide adeguate confidence that a system
or component will perform satisfacterily in service.
Quality Assurance includes quality contrel which
comprises those guality assurance actions related to
the control of the physical characteristics and quality
of the material or component to predetermined
requirements.," RTI personnel, (the Operations and
Engineering staff, the Quality staff, and other
personnel assisting in each shipment of RAM) will
assure that all shipments from RTI facilities are made
in a safe manner and comply fully with existing
regulations.
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5.0 EQUIPMENT
§.1 Current RTI Procedure for shipping container being
used.

5.2 Appropriate checklists.

5.3 Information on special handling, storage and cleaning
of the container from the owrer.

€.0 SAFETY REQUIREMENTS

6.1 All personnel involved will have documented training to
safely accomplish the specific task.

6.2 Al. personnel involved shall be equipped with film

badges.
6.3 At least 2 people involved will have self-reading
dosimeters.
7.0 ERQCEDURE

7.1 RTI 1Inc., through its Corporate Quality Department,
shall retain and exercise responsibility for the QAP
applicable to the containei’s in which RAM will be
shipped.

7.2 A QA Program Manager (QAPM) shall be designated. The
QAPM 1is responsible for preparing the QAP, making
changes, additions or modifications as necessary and to
submit the QAP, and/or changesr etc., to the RTI staff
for review and approval. The QAPM is responsible for
preparing supporting documents to the QAP, such as
procedures, checklists, etc. These supporting
documente shall be reviewed by the RTI staff, and when
appropriate, shall be approved by the QAPM. The QAPM
shall supervise the operations performed under this
plan,

7.3 The facility or corporate Radiation Safety Officer will
exercise overall supervision of the work performed.

7.4 Senior management shall review and approve the
procedure and arny subseguent revisions.

7.5 Quality will appoint an auditor to audit all shipment
records., The auditor will not participate in the
receipt, inspections, loading, or preparation for
shipment activities.

'
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7.0 PROCEDURE
7.6 The QAP and implementing procedures will be reviewed by
the QAPM prior to each shipment. Changes to
procedures, checklists, etc., will be made as

necessary, reviewed internally, and submitted to senior
management for approval prior to actual use. The QAPM,
during actual container loading operations, will
resolve any QA and/or safety guestions raised by any
member of the loading crew. The QAPM has the authority
to cease operational functions whenever there is
justifiable cause. Only the QAPM, or his
representative, may direct continuance of the operation
and then only after resolving the cause for the
cessation of activities.

7.7 RTI Operations personnel may question any point of the
QAP and refer this topic to the QAPM for resolution.
The RTI quality personnel, whenever they perceive an
act or ~nmission they believe to be unsafe, have the
authority to halt the immediate operation and refer the
matter to the QAPM for resolution. RTI personnel, as
well as the QAPM, may suggest possible solution(s) to
proble. , but only the QAPM or his designated
representative may approve a procedural change.

7.8 Quality Assurance Program

7.8.1 This program includes the procurement,
handling and use, operational testing prior
to use, housekeeping, and return to owner, as
applicable.

7.8.2 The container owner will be reguired to
furnish the documentation required by 10 CFR
71 relative to the container.

7.8.3 Implemcntiné procedures, checklists, pre-load
testing, loading procedures, pre-shipping
checklists, instructions for truck driver,
and housekeeping actions will be prepared.

7.8.4 Required records will be identified. These
records and other documents pertaining to
shipment shall be filed for retention and
retrieval as required by 10 CFR 71.
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PROCEDURE (CONT)

8.5 All personnel involved in moving cobalt will
Lave received documented training to cover,
as appropriate, the purpose of the QAP, its
scope, documentation requirements, review of
audit procedures, safety, operational
procedures, container receipt, inspection,

operational testing, handling, loading, and
audit.

Deslign control is not applicable.

Procurement Document Control. The container owner will
be required to furnish evidence of compliance with 10
CFR 71, subpart H.

Instruction, Procedures and Drawings.

instructions, procedures and drawings will be prepared
and documented for actions affecting quality. The e
procedures will be in sufficient detail to describe thi
sequence of events essential to achieving the desirecd
quality objective. These Iinstructions, procedures

etc., will be reviewed pricr to the time of intend.d
usage tO lnsure their applicability.

The unloading procedures shall be the responsibility of
the consignee.

Document Control

This QAP and the documents, instructions,
procedures, relating thereto shall be
controlled to prevent unwarranted changes
being mnade. Changes to the QAP shall be
approved by senior management, The QAPM is
avthorized to review and change the
instructions, procedures, checklists, etc.,
luplementing the QAP.

The QAPM shall wmaintain a current master list
of applicable documents.

f Purchased Material, Equipment and Services
pplicable to the QAP.
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7.0 PROCEDURE (CONT)

%.15 ldentification and Control Materials, Parts and
Components

This paracgraph is not applicable to the QAPF.
7.16 Contreol of Special Processes

This paragraph is not applicable to the QAP.
7.17 lnspection

inspections as applied to the design, faprication,
assembly, and proof testing is not a part of this QAP.

7.18 Test Control. All tests necessary to assure that the
container functions properly while loading will be
performed.

7.19 Control of Measuring and Test Eguipment shall be
limited to that necessary to verify the container is
ready and safe for use.

7.20 Handling, Storage, and Shipping

7.20.2 Information on special handling, storage, and
cleaning will be reguested of the container
owner.

7.20.2 Upon receipt of this information, procedures
will be prepared on the loading o©of the cask
and shipping reguirenments. Particular
attention will be given to advance agreement
oen the receipt of the RAM, and on advance
notification of the actual shipment.

20,3 Coordination with local and State officials
will be done as necessary.

7.20.4 Shipping papers, special notices, if any, and
2 reference to pertinent NRC and DOT shipping
regulations will be identified.
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7.0 EPROCEDURE (CONI)

7.21 lnspection, Test and Operational Status

Markings, tags, labels, etc., affixed to the container
by ite owner to show evidence of satisfactory testing
and operational status will not be removed oOr
obliterated.

%7.22 Non=Conforming Materiale, Parte or Components

Procedures will be prepared, as necessary, for the
identification, documentation, tagging. sesgregation,
and notification of the container owner of the non-
confirming materials, parts and/or components. The
maintenance of the shipping container shall remain the
responeibility of the container owner.

7.23 Corrective Action

7.23.12 The QAPM has the authority to cease
operations and/or institute corrective
actions whenever it is deemed the working
conditions are adverse to the achievement of
the requisite safety controls.

7.23.2 Necessary corrective action shall be
accomplished prior to the use of any
container and/or prior te the continuance of
procedure during which @& deficiency,
deviation, etc., is recognized. The
deficiency, etc., and the reguisite
corrective action shall be documented.

7.24 Quality Assurance Records

7.84:3 All records shall be retained and readily
retrievable for a period of 2 years after
shipment.

7.24.2 These records shall dinclude <the QAP,
procedures, checklist , results of tests,
copies of shipping papers, results of
inspections and audits with deficiencies
noted and corrective actions taken,
procurement actions, and non-conformance
reports.
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7.25 Audits

Audite of the QAP will occur shortly after
the shipment, The audit obhjective will be to
assure the records have been properly
completed, asgenbled, and prepared for
storage.

Personnel to accomplish these audits will not
be selected from the individuals who
performed the safety-related func ne.

Written procedures and/or checkli.cs will be
prepared to assure a thorough checking and
verification of the actions being audited.
The results of the auvdits will be given to
the President, the Vice President Quality,
and Vice President Operationse and
Engineering, and the QAPM.

APPROVAL OF PROGRAM

The RTI Quality Assurance Program Procedures
(QAP) shall be submitted to Director, Offic
©f Nuclear Safety and Safeguards, L.s.
Nuclear Kkegulatory Commission, Washington,
C.C. 20555, Commisegion approval is required
prior to the use o©0f any package for <the
shipment of licensed material.

FYHTRYMO
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Quality Assurance Checklist
Cask Procurenent Checklist
re Shipment Checklist

Pre Ope*at‘ons Checklist
Recelving/Shipping Checklist

Mooy
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INOERIZ.A
QUALITY ASSURANCE CHECKLIST
tor
SHIPPING RADIOASTIVI MATERIAL
This progran details the operations conoerning the movement of
cobalt from tLhe ___ tagility 4in compliance to
the reguirements ©f the Progran roirat subnitted to the FRC on

0} Prograr Mansger is

Heferences:
. JOCPK.74,.101 Subpart H « Quality Assurance
. NI Quality Assurance Progran Aatecd
(Exhibit 41)

Applicable procedures:

. §.307 currest revision "Weter Sampling anc Analysir".

. §.304. current revision "Contminstion Test of inside
of Ehipping Containers".

. $.405, current revision “Losding/.nioading of ARCL ¥
168 Shipping Centainer® (Exhibit ¢3)

v §.400, current revision "loading ‘Unloading of GI Model
Ne. 2800 Shipping Container®.

. 10,208 gurrent revision cated 11/10/BF “Calibration ant
Lse ¢f Counter Scaler".

Qi Auditor L&

Applicabie cLecklists:

. Cas) Proourement (page 2)
. Pre~Shipment (page 3)
. Fre-operations (page 4)
- mu;vmlm»mn 5)
. User Checkol? t, See Proc. §$.402 or §.403,
vhichever is applicable.
APpProvals!: |
+. Sahlecht RSO Date
¥.C. Bhepare V.F. Date
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pu 4 lod hedd
Cas)y Procurement Checklist

pov A AUZTLLS

Cask procured from

" Container owner sSuppliet intormation on:

& = Epetial inpLructions

P ~ owners checklist suppliec

- Document reguired by 10CFR7. suppliec

(Certificatiorn of Complience foOr container)

4, Advance notification reguiresents completed
e~ notifigation to Governor or desitnes ©f

ee~h ftate the material is to pass through,

e

State . Date
state " oave
state . . lage
stete e

nYy

notification made by mall _ . Bessenger
nanme ©f individual netification made te!

€ = Notification contained:
Nepe, Adcaress, Telephone Number of ghipper,
carrier, ang receiver,
gercription ©f meterial, SLipping times
poant of contact for current shipping . ifc.
5. £tate lLicenses obtained:
e -~ Zfrom

Reviewed ant approved by Q) Progres Manager
date

keviewed by Auditer cete
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54158 Sedie

Pre~shipment checklis.

poy SUITIANLE
' lnplementing prooedures
. Checklists
‘ Pre-load testing -
. Loading procegures “

INsLYuctions for truck araver
Housexeeping actions
Training of personnel

Names ©f personnel trainec

SEBLE _BEE A0

Kevieved and approved by QA FProgran Manager
Date

Reviewed by Auvditer Date
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S S8 Dol 4

Pre~Operations Checklist

Louipment

Celibreted jonization chamber
Calibrated survey instrument
wrenches sOCKeLS
crane witl proper slings
unoer water liohts
disposable Qioves
BUTVE)Y BVWiDRE
BVLIDE EnVelopes
recioaClive WATErIALE ANSTIUCTION ANt BhAPPANg fOTME
vehicie survey foru
BECUritY BeRLE
Self reading POCKE! COEAMELETE (At LBAEL Two
fiir bagdoes (One per parson)
BLAPPING JabGis ant piaparas
special long handied tools
Grivers certificetion Tt Transport refioettive BALErie.

Kevieved by Auditoer Date
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PIN RADIOACTIVI MATY} |
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pPrior o pleating cask in The DoOoOL!

measure external surface radiation of cas)
BVIDGE TAKErNn On exXxternal Cas)y suriaoce

PO, WaLEer sanpie taken ant anaivyeed

PoL aret Tradliation Jevels CheCkel _ o
vent ant dra.n piugs removet Iirom Cas)
seve, of poo. water Jowvered

CAkY washet TCO remove g.m

. o P St B Sl b b 5

vhen removint cas) fror pood
»

raise The cas) To withl twe feet ©f vater BUriace
radiation J0niter coeptabie _ .
TANSE OULELICE ©Of CaB) ANC ALLIOW TO dAraln ANTC POC
replate plUOE ant polt cove:

replace protective acket

DeaEUre BUriate Qome rate

TAKE EBViDEeE OvVer urface

SECUre CAR)

DEABUrE CQOBE YRTL AT . meter

neaEuUre QoBe Yate in oAb of

MEABUTE COBE TAte AYOUNE the OULELQE

nighest resting
complete BLIPPANG PUPErs
renove ClC Jabels ne th
ATIECh nev regu.lret JAabe

perforned k




