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INTRODUCTION

The Sperry Division of Automation Industries, Inc. operates a Hot-Cell
locate. in Phoenixville, Pennsylvania. This facility processes and distri-
butes sealed scurces of Iridium=192 and Cobalt-60 for use in industrial
radiographic inspect‘on. The group also designs, fabricates, and distributes
radlographic exposure devices and shipping packages for transporting these
radicactive sources.

All sealed scurces which are distributed meet the requirements of Special-
Form Material and/or Special-Form Encapsulation. All sealed sources are of
Type "A" or Type "B" quantities, and are packaged within shipping containers
which are designed and tested to meet the requirements of Type "A" or Type "3"
packaging. We also use (for domestic shipments oanly) DOT-55 Spec. containers
which were manufactured prior to the March 1975 cut-off date.

The above packages are also received at our facility, containing decaved
sources which customers consign to vs for disposal.

The facility alsc receives and (re-ships empty) shipping packages which
are not of our manufacture. These packages are supplied by the irradiating
reactor who supply us with the Iridium=192 aad Cobalt=50 scurce material.

The facility also ships low-level waste products in 55 gallon drums (Spec.
DCT-178). These drums are picked-up at our facilisy by a licensed waste dis-
posal contractor who we retain for these services.

This Quality Assurance (QA) Manual specifies the program to be implemented
by Sperry Division, Phoenixville, Pa. in order to comply with the requirements
of 10-CFR-71 "Packaging of Radicactive Material for Tramsport and Tramsportation
of Radicactive Material Under Certain Conditions”.

Radicactive Materials referenced in the QA Manual are those Special-Form
materials for which we are licensed by the Nuclear Regulatory Commission to

receivs, possess, process, aad ship under NRC License No. 37-00611-09.
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INTRODUCTION (CON'T)

This QA Program is a mandatory requirement and shall be administerad by
the Management of The Sperry Division, Phoenixville, Pennsvlvania.

This QA Manual supplements the requirements as defined in the companies':
By-Product Materials License No. 37-0u611-09

Administrative Manual

Operating and Emergency Procedures Manual

Pace (2)
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1.0 ORGANIZATION

1.1 GENERAL

The final responsibility for administerirg this QA Program rests with the
Management of the Sperry Division, Phoenixville, Pa. The Qi Program will
be implemented using the Organization Chart in Appendix "A",

RESPONSIBILITTES

1.2.

1 -
--—

1,

"

3.

The Radiation Safety Officer {(RS0). 7The RSO has the primary respon-
sibility for implementing this program. He will assure that the
procedures required by this Manus. are prepared, distributed, and
administered accordingly. Be willi monitor implementation of this
Program as part of the radiaticn zafety audits.

The responsible Management (Gene: il Manager, ®SO, and the Manufact-
uring Manager) will have direct control of all engineering, desigm,
fabrication, procurement, testing, use, receiving, storage, and

transportiag of all shippiag packages.

The responsiocle ¥anagement will direct and delegate those duties
whizh are incident to the day-tc-lay functions which sustain the
continued operation of this facility. These funceticus will be ac-
complished only by individuals »no have deen trained in Radiation

Safety and/or are radiation

«©

rivatad. Tha responsible Managemeat
have the responsibilicy and authority ¢o stop unsatisfactory work

and control further processing, u

W
v
-
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v
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ivery, cr aerkecing of aon=-

conforming material.
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1.2.4. (History and Comments) This facili _ consists of a small, close-
knit group consisting of six (5) individuals. Personnel breakdown
consists of (2) Management, (2) Radiation Technicians, (1) Machinist,
and (1) Secretarial & Office. The number of employees has remained
constant for the past ten years. We experience minimal personnel
turnover. Over 3 97 of our staff has been emploved by the facility
for more than 12 years. We have an #xcellent working team. We kacw
our products, have excellent communicatic.2, and functicn as a very

efficient group.

2.0 QUALITY ASSURANCE PROGRAM

2.1 The Management of Sperry Division, Phoeanixville, Pa. shall be responsible
for implementing this Program.

ta
[

TRAINING

-

2.2.1. The two (2) Managers who will administer this Program are both
graduate Engineers and both have been with this organization ia
Management capacity, directiag all phases of Hot=-Cell operations.
They are both acquainted and versed with current requirements of

NRC, DOT, and FAA regulatiocns geverning desigzn, tasting, shipping,

use, and storage of radicactive shipping packages.

2.2.2. Radiation Techniclans, and other employees who 2:ay have direct in-
volvenent with functions relating to shi’pping packages, will receive
indcctrination in the Manual and its Procedures. The indoctrination
shall be providad by the responsible Manager and documented. Each

emplovee will receive a cop

‘<

of this Maaual, complate with a copy

of 10-CFR-71 and Appendix "E".

E283
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2.3

2.4

Revisions to this Program require the approval of the Radiation Safety
Officer.

The key elements of this program is to govern the design, fabricationm,
testing, storage, and use of radiocactive shipping packages. These
elements are:-—

2.4.1., The assurance by the Radiation Safety Officer that all shipping
Packages of our own manufacture are designed, fabricated, and
tested in accordance to the requirements of this QA Program.
The RSO must also assure that shipping packages which are not
of our manufacture, were also designed and fabricated under a
b& Program approved by The Nuclear Regulatory Commission. This
assurance must be satisfied for all shipping packages designed
and/or fabricated after July 1, 1978.

2.%4.2. That all defined Quality Control (QC) procedures, engineering
procedures, and specific provisions of the package desizn and

approval are satisfied.

o
&
L]
-
14
w
M

the characteristics of the package critical to safaty are

cotitrolled.

2.4.4, That required tests have been performed to qualify the package for
its intended use.

2+4.5. That all shipments of Fadicactive Packages satisfv the require-
men%s for:
(a) Adequate labeling of shipments
(b) Proper preparation of shipping documents

(c) Iaspection, testing, and surveving of shipments for permissible
levels of radiation

3 o
Ld %
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3.0

3.1

3.2

3.3

DESIGN CONTROL

The XSO will establish measures to assure that all regulatory requirements
are satisfied within the design of a shipping package. These requirements
must be clearly included as part of the engineering drawings, desigzn Spec-

ifications, and fabrication and assembly procedures.

The RSO will insure that suitable controls and engineering effort is
utilized to such activities as radiaticn shielding, structural streagth,

accident conditions, compatibility of materials, maintenance, and repair.

When mechanical or eaviromental tests are required to verify design ade-
quacy, these tests will be performed on a prototype unit under desigm.
All test results must be documented and re.:ined.

Revisions and changes to design and specifications are subject to same

design contrcls and approvals that were applica le to the original design.

Prior to release for production, cthe RSO will submit all emgineering draw-
ings, specificatiocns, operating iastructions, and prototype test results

to the NRC and/or DOT for approval, comments, and/or certification.

PROCURIMENT DOCUMENT CONTROL

The responsible Management will insure that all procuremeat documents are
~cepared, reviewed, approved by signature; and these documents are retained

and filed ia an orderly and systematic manner.
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4.2

¥
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w
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O
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When arplizable, procurement documents will identify and make reference to
specific 10-CFR Part 71, Appendix "e" rzquirements which become part of the

procurements iccuizent.

Procurement documents will ideatify all drawings, specifications, fabricationm
procedures, inspecticns, test results which when required become part of the
procurexzent, and are to be prepared, maintained, and submitted tc Automation

Industries for review and approval.

When applicable, procurement documents will refenence applicable regulatory
requirements or specifications; or standard industrial codes which constitute

the rechnical design basis for the purchased item.
When applicable, procurement documents will include Automation Industries
right of access to suppliers facility and records for purpose of inspection

and audit.

INSTRUCTIONS, PROCEDURES, AND DRAWINGS

1

The responsible Management will prescribe and document by procedures or
drawings all deésign and manufacturing accivities affecting quality of the

product.

Instructions, procedures, and drawings will be prepared, reviewed, aad
approved by the respensible management prior to disctribution. These pre-
parations will be accouplished using generally accepted engineering practices.
Azy changes to these instructions, procedures, or drawinzs will bSe documented

and approved by the respensible Management.

B

SehNING
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6‘0

6.1

6.2

0.3

6.4

e

DOCUMENT CONTROL

The RSO will maintain direct coantrol of reviewing, approving, and issuance
of all documents pertaining to the design, engineering, speciiicationms,
procurement of compohents, fabricativn, assembly, testinrg, use, storage,

and traansporting of radiocactive shipping packages.

Changes to any of these documents will require authorized approval by

the RSO, and records of -hase changes will be retained.

Cbsolete drawings or discont nued specifications will be segregated to

prevent inadvertent use.

'Originals or copies of all documents relating to design, testing, fabrication,

and use of shipping packages shall be controlled and retai 2d at the Sperry
Division's, Phoenixville, %a. facility.

CONTROL CF PURCHASED MATZRIALS, PARTS, AND COMPONENT

.

The respensible Management will evaluate all vendors capasilitias to provide

acceptable gquality services and products.

All vendors will be evaluared with regards to ability to comply with require-

oy
L

zents of Appendix of 10 CFR Part 71 when applicable; or evaluated agains:

past performance records of acceptability and qualicy for similar articles

provided om previous concracts. When necessary, a survey of the suppliers

facilicy and quality program will be avaluated to iasurs hi

b
[

capability to

provide the desired end product.

g il Nl ]
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7.3

-~

-
w

8.0

8.1

2.0

When required, surveillance of suppliers progress during manufacturing,
inspection and testing of materials or components, will be monitored in

accordance with designed procedures to assure complete procurement
requirements.

As a minimum, all supplier will furnish documents that identifie. the
purchased material or equipment by part or drawiang number, and Purchase
Order oumber, and incorporate any specific codes or standards which were

included as part of the procurement requirements.
Receiving inspection of vendor furnished material will be performed to
assure that purchased items are properly identified; inspected, and judged

acceptable prior to storage or release for further processing.

IDENTIFICATION AND CONTROL OF MATERIALS, PARTS, AND COMPONENTS

All materials, parts and components will be identified by part aumber or
drawiang number, which will allow traceability to design drawing, desiza

specifications, procurement documents, and manufaccuring and iaspection

procedures.

-

identification of all macerials, parts, and coupovents will Be verified

s
and documented prior to ralease for storage as fiaished goods, or prisr
to release for £ a

or installatiom.

CONTROL OF SPECIAL PROCESSES

Page (%)
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9.1 All special or critical processes such as welding, heat treating, mechanical

9.3

10.0

10.1

10.2

Pt
o

testing, cleaning, and decontamination will be procedurally controlled.

All procedures, equipment, and perscannel ccunected with special or critical
processes are trained and/or qualified in accordance with applicable stand-

ards or rey-“irements of our operating NRC License.

Qualification records of procedures,' equipment, and personnel associated

with special or critical processes are established, filed, and kept current.

INSPECTICN

The responsible Management personnel will implement an iaspection program to
assure conformance with specific requirements of design, specifications,
and drawings for all shipping packages.

Particular inspection emphasis shall be placed on radiation shielding, and

locking and sealing, devices which are used in securing the packages.

Padiaticn shialds (depleted Uranium or poured l2ad type) will be imspected
or shielding iategrity, both pricr to, aad afzer fimal assembly. Survey

resulcs will be documented bv shield serial asumber.

All shielding surveys shall be performed by usiang a properly operating, and

b

alibratad isstrument.

i

tecently

.

=

5 S
1 provide a check

v

Tue responsible Manags

"

.. 4 a4 - wrd ¥ =
Wi ist which will designate
of

acceptance and rejection criteria based on permissible levels

C¢SO89
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10.6

10.7

10.8

11.0

11.1

4 =
avd

Final approval of radiation survey data rests with the responsible Manager.

All non-acceptable components shall be segregated, and returned to manu-

facturing for rework, replacement, or disposal.

All mechanical compoments will be inspected for dimensional tolerances and
£its using standard machinist's gauges. Acceptance and rejecticn criteria

will be ia accordance to tolerances specified on engineering drawings.

TEST CONTROL

The responsible Management will establish a test program to demonstrate that
items or components will perform satisfactorily in service. These test pro-
grams will be documented, and accomplished in accordance with regulatory or
written controlled procedures.

When repairs or madificaticns are incorporated into an existing componeant or
assembly, these repaired or modified items will Se testad to the original

design requirements.

The respensible Management will evaluate all tast results to determine accept=-

abliley criteria. Test results will de documented and retained.

CONTROL OF MEASURING AND TZST EQUIPMENT

Mezsuring and test instruments are calibrated as requirad based on the requirad
acc.racy, use and purpose, degree of usage, age of iastrument, inherent stabilicy

of measuring elements, and other conditions affscting acsuraey.

T« 82S
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12.2

12.3

13.0

13'1

13.2

13.3

:3.4

When required, measuring and test equipment is identified and traceable to
calibration test data.

Where applicable, reference and transfer standards and traceabls to nation-

ally recognized standards, or to documented basis of calibration procedures.

HANDLING, STORAGE, AND SEIPPING

Only gqualified radiation technicians shall perform the critical handling,
storage, and shipping functions as required in the nocrmal operatiom of
the facility.

Shipping packages shall be handled, storsd, and shipped in accordance tc
our operating and emergency procedures and/or the specific operating and
insturction manual for the particular package.

All incoming shipping packages shall be surveved for radiation levels at
tize of delivery. The shippers name, package model and serial number,
and results of surveys shall be documented and recorded ia the daily

receiviag log.

All out-going shipping gackages shall be checked to iasure
of mechanical compcneats and locking devices. Packages will Se closed a

decoctaminated to within permissibvle levels.

All out-going shipping packages shall satisfy the requirements £
(a) Adequate markings and labeling

(b) Proper preparation of shipping documents

(¢) Suriace radiatiocn levels and transport index

(d) Certificates of confcrmance and/or compliance

(e) Shipper's Certificate for radicactive materials

(£) Peligro labels for air shipment

eVsS2n
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13.6

14.0

1303

When a package is found to be defective and not conforming to all re-
quirements regulating its use, the nature of the defect shall be reported
to the responsible Manager. The Manager will verify the item of non-
conformance; tag the package as defective; segregate the package from
normal inventory to prevent inadvertant use; and arrange for repair of

the defect, or disposal of the package.

INSPECTION TEST AND OPERATING STATUS

Each shipping package shall be metal engraved or starped with model and
serial number. Work order tags shall be attached to each package as a
means of controlling the package as it progresses through the variocus
Phases of production.

Non~-conforming shipping packages are defined as those which fail any of
the inspecticn test which are safety related to transporting of radio-
active materials.

Defective of ancn=-conforming packages shall not be processed beycnd the
point of defect detecticn. Defective packages shall he tagged accerdingly,
segregated, aad not 52 used until final dispeositica of the package is

determined b7 Management.

NONCONFORMING MATERIAL, PARTS, OR COMPONENTS

Noanconforming items will be {deantified and za

reviewed for rework or disposition, and all a

[

e notified of the nature of nonconformance.

o Tt
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15.2 All nonceonforming items shall be segregated from acceptable iaventory and

will be tagged as discrepant until properly reworked or disposed of.
15.3 All nonconforming items which are reworked or repaired will be subjected
to eh same acceptability and inspection tests by retesting to original

equipment inspection requirements.

16.0 CORRECTIVE ACTION

16.1 The responsible Management will evaliate all nonconformances adversary
affecting quality and implement corrective action in accordance with

established procedures.

16.2 For all nonconformances affecting quality, the responsible Management will

initiate corrective action to preclude recurrence.

17.0 QUALITY ASSURANCE RECORDS

i7.1 Records as required by NRC and DOT regulations and all coamplimentary

- e

decuments zeneratad 5y the QA Program shall be ratained at the Phcenixville,

Pa. facility.

18.0 ,LTS

lo.1 Due to the small size of the organizaticn, it becomes rather 2ifficule to

g procedure. In reality
the two responsible Managers who work in close harmong, are auditing each

other’'s responsibilities on & daf'y and informal basis

ce¢H203
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18.2 We shall however, conduct objective evaluations with regard to effective-
ness of the QA Program. These raeviews and audits will be conducted per-

fodically on an unscheduled basis.

18.3 Results of these audits will be documented and retained as part of our

Radiation Safety Committee reco.a .

-t
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AUTOMATION INDUSTRIES, INC.,
KIMBERTON ROAD, RI. #1135 S0UTH
SPERRY DIVISION
PHOLMIXVILLE, PENNSYLVANIA 19460 ORGANIZATION STRUCTURE
o d-ch —_ (REVISED JUNE 15, 1478)

PRESTOENT
CORWIN D, DENNEY
CORPORATE OFFICE RADIATION SAFETY COMMITIEE
105 ANGELES, CALIFORNIA =

CHA I RMAN ; M.P. SANTORO
SECRETARY : STEPHEN BOYKO
PrRES kN CONSULTANT : RADIATION MANAGEMENT
JOHN E. DWIGHT CORPORATION
SPERRY DIVISION
DAMBURY, CONNECTICUT

NUCLEAR PRODUCT MANAGER
FACILITY (!) FACTLITY RADIATION PROTECTION OFFICER
SECRETARY MICHAEL P. SANTORO

DEBRA BRUHOVSKY SPERRY DIVISION
PHOEMIXVILLE, PENNSYLVANIA
o |
MACHINE SHOP
MACHINIST (1) }——— PRODUCT ION MANAGE R
, NPT STEPHEN BOYKO b == == - .

e e sttt SPERRY DIVISION
=, PHOENIXVILLE, PENNSYLVANIA

RADIALTON TECHNICIANS  (2) CONSULTANT HEALTH PHYSICIS]
¢ SULRRY DIVISTON RADIATION MANAGEMENT CORPORATION
- PHOEHTAVILLE, PENNSYLVANIA
g —
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PART 71 ¢ PACKAGING OF RADIOACTIVE MATERIAL FOR TRANSPCRT~

10cation where ACTIVILies wublect o RIS Ap-
pendix are deing performed szall lave direct
access 'O such levels of macagement &3 MAY
5@ Secessaly 0 jperiorm D funcuos.

3. QUALITY ASSTRANCE PROGEAM

The licensee inAll 28taAClisn i ‘ne sarlileet
Practicabis iixme. consistent Wil ile wiled.
ule for sccompiisaing the acuvities s Jual-
1Ty aSSurance program which complies witl
the requiremesnts of 2.3 sppendix. The Jual
1ty ASSUTADCS PrOETAI AbAL De idcumented
Dy writlen procedures OF LDStructions, asd
SSALL De carTied MUl LD accordance with ‘lose
procec:~es ihroughout 'he period durng
which packading 8 used. The ..cezsee shal.
\deqtily the Malerial ARd lOmPonenI o e
covered DY the GUALTY assurance DrogTam and
e TAJOF OrgAnIZations participsiing n tle
program. logetler il ne designaled funce
Qoo of these organizations. The JUALLT As-
SUrance program sball provide sooTol over
acuivities afectiing "D JuUALTY of 1ne Centle
fed Taterials Aaod campoten'y O AR extant
consistent it telr mporiance W salety,
ADA A8 26CESSATY O AsSsUre conlonlance O
the sPProves design of sach DAITIdUM DACKe
ade ised for tne Anipment Of radicactive DA~
warial Activitiss afecing gquallly azal e
accomplisned inder suitasly conwrolled X0~
diticns. Controilled conciticns inciuds e
use of AFPIUPCALS equlpment: sultadie en-
vuonmestal cconditicns ‘or sccomplianing
the ACTIVITY, SUCE A3 adequate cleanness: and
assurance *hat Al prerequisites 2r Do Fiven
cnivity have Deen satlsled TRe program
sball take 3% account e 2eed o special
CONLIDLS, Frocessas. est ec T ~Tnent ool and
skills 0 atialn the regul wd guallty, and ke
zeed I°r veriAlanon of Ju. ‘7Y 3Y lnspecucn
and teet

The licensee 1hall “ase ‘he regulrements
snd procedures of iy JUAULY sssumnce PO
gram on e fodowing consideraiions con-
serning the complexity and propossd use of
e peckagy And %A cOLIpOnents:

(i) The umporwance of malluncuon or
falure of e llam 0 salety:

(3) THe design and ‘abricalion complexity
Qar yniquesess of the ltem;

(3) The ceed [or special coLITIS add SUr-
7elllacce over processes and #gupment;

i4) The degres %0 which funcucnal come

piiance cas D¢ demonstrated 37 .nspection
or “est: and

(57 The gusuty lustory and degree
standardizasios of the lam.

TUe Jrogem saal previde for TdoCTIinAe.
Bon atcd Taniag of Dersconet serirm.ag

ACUTILiNS ASeCtiSg TUALTT A8 DECAASATY 'O M-
SN TIAL SUITAlle SradfciencT S aclieved asad
manALned. The Lcenses ilall ‘eTew I

S8 ASE AACualT Of e TUALLT AU
ADLE ICUSTASS A MIASUADSC .mtetvas Llal-e
sdement of iler SrIsIaIoss TArTINiDae g
13 e TUALLY ANUNISCE JOTNTA SSALl fedue
JAP'Y MeTew e STASUS ADd aegquasT 3! Iat
PArS of 'Se TUALITY SSUSAACE JTOgTASR Wiich
AT Arwelecullg

3. IERIGN CNTIOL

Measures hall De eslalilalesd O SN
tRai APDlcAdie regrilsiorT rfeciilrements ad
e Tacrage femign, s steciled o D
etsa. 97 ‘Noae TateTiAls And TCmPCTeny
0 wniel Bl sPpenaly priles Are orTectly
TAnsisad (2%0 Ipecifcaticss. AMWiIngs. oM
mdures ASd nstruciions. TRese Teasurw
snall ArSTAIOSS O AsSUre TIAI A0~
Procriaie TUALILY standards are speciled and
Sciuded (D fealgn iocuentd and Dat Jevie
siionms rom Iucl standards are 4.
Messures snal Se sstalilalad of le se.ec-
oa 3ad review O MU oUltT of appiization
o J|ALETIAL. PAITS, QuIDIest. 404 processes
that AT essential 0 the saletTerelales fuace
oA of “Ne materias, JANS A jompotents
of tne pacsagind.

Messures s3al Se estaciissed ‘or ‘he Cens
dfeation and ccastrel of des g Loarfaltes and

i
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for coordioAtion among participating dsaugd
oryanizations. These messures ihall include
the establisament of wrillen procequres
AmMOong pAStICipaAting design organizations (o7
the review, ADprovAl, Ceiesse dlstributlon,
And revision of documents !avolving cesign
nterfaces. The design conswrol meisures shall
provide ‘of veruring or checging e ade
JUACY of desigm. §uch as Dy e performance
of design reviews, DY '@ use Of alerale Or
simpiifed calculssiocal metbods. or by B
perfcrmance of & sSultable lesiing SrogTam.
The verUying or checging process inal De
serformed ©7 nalviduals or grilps other
than ihcee woo performed 'De onginal de-
ST, DUl RO A7 Je [Tm De same Srzanl-
ZATION. Whers a4 ‘est program 8 used 'O vere
Uy ‘e adequacy of 3 specific design Teatulre
in Ueu of other 7Terliying Or chesging proc-
ssses. (% anall aciude sullacie jua/ldcauon
testing 3f & Srototype OFf saliDie Ul under
whe oSt adverse design conaiticns. Design
conmrol messures .l De appiled o llema
such as e ‘olowing: criticallty phrsics,
radiation shielding. stresa, lnermal Nyarsu-
1ie, aad accident azalyses; compatibilisy of
materials: sccessibulity ‘or in Jrvice (Dspece
tion, maALntesaAnce ARG Tepalr features 0 [a-
cilitate decontamiznatice. 12d deilneation of
ACCEDIADCE STILETIA [Ir nSpectlions and lests.
ckanges. including feld chazges.
shall e sublect: o design CORIrDL measures
oOmmensury s Wil Lacse spplled o e ong-
inal desiga. Changes .o ‘ne conaii.cns speci-
2eoc 13 the Package approval require Commise
£00 approval
+. . AOCTREMENT JOCTMENT CONTICL

Massures stall De estadbiished 0 assure hat
sppilcatie requirements of ihis part ¥nich
AW DeCessAryY O assure Aadequate JUMILY wre
sultasiy inciuded or referenced o ihe docu-
ments or procurements of material, equip-
maent and services, whetler purchased 57 e
icensee cr DY N3 CITITACIOTS OF JUDCODLIAC
tors. To the exitent zecesssary, ine licensee
sBall require CORITACIITS Of sublontractors
0 previce s GUALTT ASIUrAnce DrogTam coae
sistant with ‘De periizen: provisicos of nls
pars.

3. INSTRUCTIONS, PROCIUTRIS AND DRAWINGS

Activities afecung Juallty skail de pre.
sermbed by documented (DatriClcns. prACEe
dures, or dAmwWingy 27 & TP Agpropniate W0
e tircumstances 12 naU e accompished
iE ACCOriance Fiih "398 [ NSLIUCIIONS. Sroce.
dures OrATAWIDY. These 124l (8ciude apore-

FrIAle SUATULALTE OoFr TUALLLALTE TR AnCS
criteria lor Setersilning 3 ZSCTADT MR

SiTities LATe Dees salalacioruy accompiisned,

€. DOCTMINT CONTROL

MeasTes sCaLL TO Al 32ed 2 2aTSH
SauAnce of AleUments. JUCT A nstTuctces,
Srocecules. ASd AraVIAgs. Ociud.ng t3angee
WDETeI0, WUULA SrASITIDE Al ACiTIT.es slects
O JUSUSY. TUeSe TeasLles s34 AT 1At
Qecumenia. Doluding toAlg®s, M fevieved
{0 sCequACY 4B ATprated [0f stleste BT AL
norized serschnnel afd e rsulad and
430d 32 B¢ .0CAtion where Ne nrescmbed ac-
3Ty 3 periarmed. Changes > locuments
shall te semiewed ARd 1dprIvVed 3T Lne ame
STRALIZARICAS 15T periirmned e Cr re.
Tiew o4 ASOFRVA. iniess e 1pplicani dese
\gnales ancine” crgsalsauon

aa

T. CONTIOL CF PTACHASID MATIRIAL,
IQTIPHMENT, ANT SERVICES

Measures s2all de estacsiisned 1 aruTe that
PUSSSASS TAEMAL egulment. And eTTiCes,
TRetIer 3 direst.y 3
STACICTS ASd IUBCORITACOrS, &

SeocureTent documMeniS. These Ieasures
SEAL Bclude rovSICOS. 89 ALDMpriatae, or
SOUITe STALUAIICD and select IDjective
evidence > JualilY lurmuaned T7 3e C<ib-
LPRCtOr OF SUDCORITeCIT. (nSpeciiin At e
CRINSCIOr TF SUDCORITALIOP sCiusce, ADd ex-
MRISation of Progucts Uupen deilvery Docus

urel
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, sulctess

| mensd et Y he purciased =alerial and

mentary evidence 2at MAI2T 4. And AquiDe
ment conform 0 he prucilement specife
cations shall De avallable crior 0 nstalse
tioa or use of such mal2ral sod squipmesnt.
Ths ~ mentary avidence scall e retaned
57 OF Se avALAD.® %0 11e .lCensee and 3lall Te
9 !dentify ‘3@ specilis Tequls

ek uipmect. The efeciiveness 5f e teniral
of quallty by ontrectaT: agd sudcontriciy
Shal Do assessed 07 ihe llensee or Cesignee
at .ntarvals coosstent +ith ihe mporance,
complexity and qu 3f *Je product or
services.

.-
~

8. DENTIFICATION AND CONTTOL OF MATERIALY,
PARTS AND TOMPC.. VTS

Measures shall De estadiished ‘or the (den-
tifcaticn And ceo ol of materials D3, and
comootents. These Teasures Inal asaure
i2at dentifcation of wne ittm s malntalsed
5Y 2eat aumbder. PArt JuUmMber COr Stler ape
PIOPriass means. either ¢4 i e lim of on
records Taceadie O 'De llam. A8 required
warouglious fabrication. iostallalios, snd use
of e item. These (dectiiiation and somtrol
measures ihall e demignel O prevest ‘le Uss
of Deorrect of defeciive materials, parts and
coxpoqents.

? CONTICL OP 3P AL PROCISSES

Measgures wnall Se ¢ atilshed o aasure
that special processes, Inclucing weldlzg,
Reat "realizg, and tegtTIcti7e  tasting.
sre ccatrolied and acco™ silsted DY quallled
pessoozel using gualile provedyres o ace

-

sordance w1itl appiicar roces, standards,
specilications, coritema .3 otler special
requirements.

19. INSFECTTON

A pregrain for (mspecticn o activities ale
fecting 3usilly s2ail De o923kl ined and ove-
cuted By or for tte crganZetiia performing
08 ACtivity 0 verily cealormance will 2
documented instruciions. procedures, 3ad
driwiegs {or sccompillahing ths activity. Suen
izspection snaul De performed 37 !ncividuals
otler “2an hose who perisrmed the activily
Deing nspe.tad. ZTADUISLOE. easurementy,
or tests of materal of produita processed

shall Se perisrmed for eac™ worg cperaiica
WRhETe TECeSSArT TO ASSure JuUAltY I nssec
tion of orocsased Taeril or producs o

impcasibie or dlsadvastazecus. (ndirect coa-
el BY monilonng  processing  Tmet:
juipasens. ANd Jersonsel shall e Srovidea,
Bewy nsvectica and Brocess monitwerng
sBall Se provided whes 1uAlltY cIptsti e
sdegquate withous 50:2. LI mandsiorT inspeds

.

tica Rald poiois, wRich Tegulre WwiRessng
or !napeciing Y 3 Scenlee’y Jesignalad
reDreseataciive And Tevoig wn.ch worg shall

26¢C pimceed FIWNOUL 44 SoC3ent of %8 denig-
248 resrfEseliAliTE, Are reculred, le iDe-

mi e e
Tlal L4

SCITS 1384 Te Siltated 3 ASEMOe
sriate Jocutmenis.
11, TENT CONTAC

A ‘ast Zrogmam ibal e sstablsled O
SASUTE NRALt ALl %asing fequled 0 demaone
JTTAle DAt D4 Packagitg compeonents wul
Ferform satiEfaciorily 3 service 8 'dentifled
and jerfirmed o ACCCITALSS ¥t aTiilen
test rocecures wikich orste the Cee
quiremaats of wlis sars 8 regulteen s
aRd ccepiance 3 3.ed o 'S8 Sask.
Ag® ASPIroval. The Irocedures nAL
BIOvICOS Tof MMSUTiDg TRl sl pr
{2r he givesn ‘eat tave Tael Tet,
quUAte a8t 3
a8ed. Ang
PULTES.e enviy

TLTectation 3 AvaLAalie and

3ults shail ze documectes ARG evalualed o
SSUMe SAL A3% TeSulltnes’d 2ave Jeeld
sanaled.

12. CONTREOL CF MEASTRING AND TRST

EQUOMENT
Measures snall

Se 3133 1haq 'Q Asaure
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thst ‘ocls, Fages, (nstrumenta and other

and tasting devices used o ace
Urities afecting JUALLIT are properiy con-
trolied caildrated, and sdjusted at 'pecified
times 0 L ANAID SSCUACY WitDin Deces-
sary Umuts

13. MANTLD 3, STORAGE AND SHIPPFING

Measures shall Se estadlished 0 contrel
the Zandling, storage, Anipping, cleaning acd
preservatiion of materials and squipment o

SASUMN0e PrOYTAMD ADd %0 determine ‘he of-
lectiveness of the program. The audits snal
De performed N accordance with the wnte
el procedures of check Lists Dy approprialely

2 trained personniel not hZaving direct respoa-

T Ebuitles in ‘he areas Deing sudited. Audit

sﬂhwucmnmmmomw
3 TAsagecent having responsidility (n the

¥ ares sudited Pollowup action, lnciuding ree
Sudit of deficient areas anhall De takxsn wiels
‘odicsted.

De used (0 pAckaging !n sccordance with
instructiions 0 prevent damage or deteriorse
ton. When necessary ‘Or paArticular producta,
special protactive eavUonments, SUCh a8 Loers
£M slmosphere. spectfic molsture conteat
££vels and ‘amperaiurs levels DAl De speci-
Sed and provided.

14, INSPECTION, TEST AND OPERATING STATTY

Meagures wisll be sstadiished 0 indlcate,
Dy the use of DArXINGY JUCH A8 STADPS, tags,
iaDels, OUtiog cards, orf ccler sultadle means,
the status of napeciions and lests performed
upoa ladividual !tems of ihe ing.
Thsse measures aball provide for the den-
tification of (tems wihich have satisfacloriiy
passed required DSDECTICnS And LestA, Whers
QevessAry Lo preciluds Laadvertent Dy-passing
of such inspecticns and ‘asta

Measures snal also De setablisped ‘or In-
dicating ‘he operating statue of components
of he SUCH M8 CAQEIOQ Teives and
switches, 0 prevent lnadvertant operation.

15, NONCONTORMING MATTILALA, PasxTs, OR
COMPONEINTS

Measures slal De estadlisted to conwol
materisis, parta, or components which 4o
DOt conlform WO requiremernta ln order o pree
vent their inadvertent use or installation.
These messures inall include, s sppro-
priate, procedures for identifcation, docu-
mentation, segregatica, dispesiticn, sad
astification W afected organizaticas. Nooe
conforming (tems sbal be reviewed snd sce
cepted, rejectad. "wpaired or reworged Lo A
cardasce with documentad procedures.

‘6. CORAECTIVE ACTION

Measures aball De estabilanad 0 sssure
that conditions adverse 0 Quality, such a8
defictencies, deviations defective material
and equipmest. sad 2occoniorTnAnces, wre
prompily dextifled add corrected. [a the
case of & ugulficant condiuca sdverse W
qUALTY, ‘e Tessures shall sssure thai tle
cause of ine condilicn 3 Cetermined and
" COrTective ACUOD TALAD WO Breciude repetis
tdoa. The dentifcadoa of e sugnifzaat
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