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The final responsibility for the Quality Assurance {(G.A.) Progean for Part 71
requirements rests with ADVANCED MEDICAL SYSTEMS, INCORPORATER (AMS).

The Q.A. fTunction

quality, at the most economi

ie develop
controlled to vomply with al)

wod about

cal cast.,

the concept Lhatl all products ape produced. and
specified and implicd standards of performance and'
In essence, the guality assurance {unction can

be considered a coerdinated responsibility atmed ab eliminating defective work, whick
can be generated as the result of poor design, poor production workmanship, and vendor

and customer errors,

Because of the nagnitude of such a function, the responsibility of coordinating this

has been given to the Quality Assurance Department.

independent reporting group,

411 puckage design and fabrication shall be conducted under this Q.A. Program.

The Bivector of Begulatory A

Vilairs

The Q.A. Department being an 0

is responsible to the Director of Regulatory Affairs.

is regponsible for overall administration of the

program, traiaing and certdfication; document control and anditing.

.4«

indivichals; havey the responsibility and avthorily 1o stop unsatisfactory woerk

sod couteal further processing, del ivery, or instal lation of non-conforming material,

QUALTITY ASSURANCE PROGRAM

L1 The Mapagement of AMS establishes and inplements this Q.A. Program.

Q. A. Pr‘ngral

revisions will be made according to written procedures with lsotope Commiltee

The Q.A.

approval.,

Program will

ensure that

all defined Q.A.

Procedures,

Enginerring Procedures, and Specific Procedures of the package design approval

P gat islied,

of ' the package which a&re critical to safety.

]
»
=

at 12 mopth intervals.

2.3 4 onpy of the Q.A.

Fugineering Manager, Radiation Safety Officer, |

Advanced Medical

Bystems; ITnc

mapusl  is

distributed to Regulatory to the .
‘urchasing and Quality Assurance ﬁ

The Q.A. Program will emphasize control of the characteristics

+2  The AMS dsotope Committee reviews lhe status and adeguacy of the Q.A. Program

Affairs,

Quality Assurance Department

Prepared by

Approval

Revisions
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QUALITY ASSURANCE POLICY FOR COMPLIANCE WITH

Procedure No: @A 2000 1.0

| ‘ Revision: B : 2/7/94
10 CFR PART 71 i

Date Issued: 11 -7 ~ 79

2.8

1.0 PACKAGE. DES1GN CONTRO!

Page 32 of 12

All items purchased, manufactured, or used by AMS in the manufacturing or service
of dts package are subject to Q.A., Contrel.

Any disputes  invelvivng guality between Q.A.  personnel and other department y
personnel, will be resolved by Lhe Director of Regulatory Affairs. Uﬁ!’

Anandoctrination and Lraining program is established such that:

a. Personnel responsible for performing guality=related activities are
instructed as to Lhe purpose, scope and jmplementat ion of the Q.A.
manuals, instructions and procedures,

L.  Persconne! rerforming gquality-affecting activities are trained and
gualified in the principles and technigues of the activity being
performer., )

2.8.7 PERSONNEL REQUIREMENTS: FEmployees involved with this program will .
e given on the job training as necessary to perform the job assigned.
Training will be documented and these records placed in the employee’s
Q.4 tratning files kKept at the Geneva facility.

2.8,2 10 CFR Part 71 training will be conducted by the Birector of
Regulatory Affairs or desidnate. Training will be documented
and Rept iu the eaployees Q.4. traiming {1 les.

Quality-related activities are performed with appropriate eguipment under suitable
environmental copditions, and prereguisites have been satisfied prior to
inspeclion and test.

Tl Mesisires are ealhblished Yo cdrry oul degigh activities in a planmmed,; controlled
ahid order]y mazmer;

3.2 Measupres asre established to correctly transiate the applicable regulatory ;
requirements and design bases into specifications, drawings, written procedures
and instructions.

3.4 Quality standards are specified in the design documents, and deviations and
clisnges Trom these guality standards are contrelled.

Advanced Medical Systems, Inc. wuality Assurance Department
Prepared by ‘ Approval Revisiaons

Fdward Svige! /d #ﬁ,\ 1.0, 2.8, 2.4:4, 2.0.5,
| , 2.7, 7.1.1; 10.4
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ke 2.4 Designs are reviewed to assure that (1) design characteristics can be controlled,
g47 inspected and tested and 12) inspection and test criteria are identified.

r 3.5 Proper selection and accomplishment of design verificalion or checking processes
[ such as by design reviews, alteruvate calculations or gualification test of a
Ef' prototype or sample unit under design conditions be used.

y‘ 9.6 individuals or groups respoasible for design verification are other than ihe

original designer and the designer's immediate supervisor.

i 3.7 Design and specification changes are subject to the same design controls and
' approvals that were applicable to the original design, unless the licensee
designates another gualified responsible organization.

1.0 PROCUREMENT DOCUMENT CONTROL
t

; 1.1 Section 4.1.1 delineates Lhe sequence of actions to be accompliched in the
] preparal ion, revies, apuroval and control of procurement documente,

1.1.1 TDrocyrement Procedure: Procurement documents (purchase orders) will
be nitiated by either a written or verbal reques!{ for a conponent or
service/repair.

Purchase orders will be accompanied by a current blueprint. Purchase
orders will be logged in a purchase ordér record book; records will be
kept of Parchase Order number, date, requested by, vendor, description,
due date and cost.

!

r

- The purchase orders for package componenis will contain a statement that
: the item or service being purchased meat be supplied in compliance with
r 10 OFR Part T1. Special ipstructjons, if sny, will be indicated on the
purchase order form.

1.2 Procurement decuments identify the applicable 10 CFR Part 71 requirements, which
must be complied with by the supplier’s Q.A. Program.

l

; 4.8 Procurement! documents contain or reference, if necessary, the design basis

i tochnical reguirements including the applicable regulatory regquirements, material

F‘. and component identifization requiresents, drawings, specif’cations, codes and
‘ dustrial standards, lest and inspect ien reguiremenis, and special - process

E sl ruct ions.,

A

i

Mvapnced Medical Bvetems, Ino. GQuality Assurance Departwent

Prepared by Approval Revisions

i i Edward Svigei /d M\A 1.0, 2.3, 2.4.4, 2.4.5,
I'I_ 2 7‘ 7-1.1, 10.4




e 4 men "Ny miE b Siaiem

T e T e mmmw T

L

o

BT T I N . PYSS R e a TR S
=R = P

LR
R

 pliel phsedecnelinleches G S ol

T
==

e e L e T
Lt |
N ig

QUALTTY

Procedure No: QA 2000 1.0

ASSURANCE POLICY FOR COMPLIANCE WITH

Revision: B : 2/7/94

10 CFR PART 71
Date lssued: 11 - 7 - 79

6.0

4.4

Page 6§ of 12

Procurement documents identify the documentation {(e.g. drawings, specifications,
procedures, inspection and fabrication plans, inspection and test records,
personnel and procedures gualificationsg, and chemical and physical test results
af material} to be prepared, maintained, amd submitted to the purchaser for
veview and approval.

Procurement. documents identify thase records to be retained, controlled, and/or
maintained by the supplier, and those which will be delivered to the purchaser
prior to use or installation of the hardware.

Procurement documents contain AMS' right of access to supplier's facilities and
records for source inspection and audit.

Changes and revisions to procurement documenis are subject to at least the same
review and approval as the original document.

Procurement documents will be reviewed by the Engineering Manager and signed prior
to being issued to suppliers of package components.

INSTRUCTIONS, PROCEDURES AND DRAWINGS

() .

Ayl

Activities affecting quality are prescribed and accomplished in accordance with
docunented instructions; procedures or drawings.

Provisions are established which clearly delineate the sequence of actions to be
accomplished in the preparation, review, approval and contrel of instructions,
procedures and deaxings.

The Q.A. organization reviews and concurs with inspection plans; test, alilration
aiel spevial process procedures; drawing and specifications; and changes thereto.

DOCUMENT CONTROL

6.1

]

.

Advanced Medicul Systems, Ine.

The review, approval and issue of docvaents and changes theretn, prior to re!eaﬁe,
are (nntrn]led to assure they are adequate and the quality requirements are
stated.

Changes to decuments are reviewed and approved either by the same organizations
that performed the original review and approval or by other qualified resyanalble
organizations delegated by the applicant,

Quality AssurERCﬁ Department

Prepared by Approval Revisions
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6.

6.4

6.5

Page 6 of 12

6.2.1 CHANGES: All changes, revisions, and new package drawings must be
reviewed by the Isotope Committee and approved by the Chairman, The
Tsotope Committee will record the results of their review in the lsotope
Committee minutes,

Approved changes are included in instructions, procedures, drawings and other
documents prior to the implementation of the change.

Documents are available at the location where the activity will be performed.

A master list, or equivalent, is established to identify the current revision
number of instructions, procedures, specifications, drawings and procurement
documents,

f,5.1 MASTER LIST: 1In addition to the master list, all traveling requisition
forms will be tagged to indicate Lhal the package component must comply
to 10 CFR 71. This information will also be entered into the inventory
control computer.

7.0 CONTROL OF PURCHASED MATERIALS, PARTS AND COMPONENTS

7.1

-]

Advanced Medical Syvstems, lac,

L")

Qualified personnel evaluate supplier's capability to provide acceptable guality
services and prodoacts,

7.1.1 The Director of Regulatory Affairs, assisted by the Engineering @ .

Manager, will evaluate suppliers.
The evaluation of suppliers is based on one or more of the following:
a4,  The supplier's capability to comply with the elements of 10 CFR Part 71
that are applicable to the type of materinl; equipment or service being

PO vred.,

L. A review of previous records and performance of suppliers who have
provided similar articles of the type being procured.

. A survey of the supplier’'s facilities and Q.A. Program to determine

his capability to supply a product which meets the design, manufacturing,
and guality requirements.

Quality Assurance Department

Prepared by Approval Revisions
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7.3 The results of supplier evaluations are documented and filed.

7.48.1 SUPPLIER EVALUATION: The results of the supplier's evaluation
will be maintained in a file located at the Geneva facility,

Surveillunce, if required, of suppliers during fabrication, inspection, testing
and shipment of materials, equipment and components, is planned and performed in
secordance with written procedures to assure conformance to the purchase order
requirepents.

The supplier will furnish documentation to the purchaser that the material
supplied or service performed meets the performance specification required
by the Purchase Order.

Receiving inspection of the supplier-furnished material, equipment and services
is performed to assure:

ne  The material, component or equipment is properly identified and
corresponds with the identification on receiving documentation.

b, Material, components, equipment and acceptance records are
inspected and judged acceptable in accordance with predetermined
inspection instructions, prior Lo installation or nse.

¢. Ipspection records or certificates of conformance attesting to the
acceptance of material and components are available prior to installation
ar use,

d., Items accepted and released are identified as to their inspection
status prior to forwarding them to a controlled storage area or
releasing them for furthey work.

8,0 IDENTIFICATION AND CONTROL OF MATERTALS, PARTS AND COMPONENTS
B.1 Measures are established to identify and contrnl materials, parts and components
ihcluding partially fabricated subassemblies,
B8.1.1 CONTROL: Parts will be kept in the stock area until peeded. The
stored parts will be tagged with their part number and inventoried,
Advanced Medical Syvstems, Inc, Quality Assurance Department
Prepared by Approval Revisions
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10,0

8.2

8.3

8.4

B.5

CONTROL_OF SPECIAL PROCESSES

9.1 8pecial processes such as welding, heat treating, non-destructive testing and
cleaning are procedurally controlled and accomplished by qualified personnel.
9.1.1 No special processes are performed by AMS personnel.

9.2 Procedures, equipment and personnel] connected with special processes are gqualified
in accordance with applicable cndes, standards and specifications.

5.3 GQualifivation records of procedures, equipment and personnel associated with
special processes are exstablished, filed and kept cnrrent, ;

INSPECTIONS

10,1 An inspection program of activities affecting quality to verify conformity with

Advanced Medical Svstemg; Inc,

Page 8 of 12 &

The identification and control measures assure that identification is maintained
either on the item or on records traceable to the item so as to preclude use of
incorrect or defective items.

B.2.1 1tems purchased in lot quantities will be kept together and marked

with the part number and revision level as specified on the blueprint

and also reference the Purchase Order number under which the jot

was purchased. I[tems will be used from one lot only before

proceeding to another. Inventory will be pulled on a "First In -

First Dut" basis.
ldentification of materials and parts important to the funetion of safety-related
syatems and components can be traced to the appropriate documentation such as
drawings, specifications, purchase orders, manufacturing and inspection documents,
deviation reports, and physical and chemical mill test reports.

The localion and the method of identification do pot affect the fit, function or
guality of the item being identified.

Correct identification of materials, parts and components is verified and
documented prior to release lor assembling and installation,

requirements is established, documented and accomplished.

10.1.1 QA 1014 is to be followed to insure the packége is acceptable.

Quality Assurance Department

Prepared by Approval Revisions
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11.0

Page '8  of 12

10.2 Inspection personnel are independent from the individuale performing the activitiy

being inspected.
10.3 TInspectors are
current.,

10.4 Modiflications,

qualified in accordance with applicable codes, standards and
company training programs; snd their gualifications and certifications are kept

repairs and replacemen

ts are inspected 1n accordance with L%

original design and inspection reguiremenis, or most current reguirements.

10.4.1 All inspections will be performed against the part drawings specified
in the approval package.

TEST CONTROGL

11.17 A test program
satisfactorily
sccordance with

11:1.1 TEST PROGRAM:

fo demonstrate Lhat
in service is establ
written provedures.

the package or components will perform
1-.2d, documented and accomplished in

The results of the original drop test are on file

and part of the package history. Unless there are major changes
to the current design, no further drop tests will be performed.
Any changes must be submitted and approved by the USNRC prior

to being implemented,

11.2 Test results are documented, evaluated and their ac eptability determined by a
gualified, responsible individual or group.

12,7 Measuring and test ingtrumenis are calibrated «! spocified intervals based on the
reqguired accuracy, purpose, degree of usage, stalil ity characteristics, and other
conditions affecting the measturement.

12,2 Measuring and test equipment is identified and {raceuble to the calibration test
data, if applicable.

12.3 Measures  are taken

and documented to determine the validity of previous

inapections performed when measuring and test equipment is found to be out éf

ol thrat ion.

Advanced Medical Systems, Tne.

Quality Assurance Department
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18.0

14.0

Page 10 of 12

12.4 Reference and transfer standards are traceable Lo nationally recognized standards;
or where national standards do not exist, provisions are established to document
the basis for calibration.

HANDLING, STORAGE _AND SHIFPPING

13.1 Specisl handling, storage, cleaning and shipping requiremnents are established and
acconplished by gualified individuals,

13.2 All conditions {operations, tests, inspections, specifications, ete.), of the NRC
package approval and the U.8, Department of Transportation shipping reguirements
are satisfied prior to shipment.

18.3 All pecessary shipping papers will be prepared, as required.

VSFECTION TEST AND OPFRATING STATUS
14,1 Identification of the inspecticn, test and operating status of packages and
components is known by affected organizations.

14.2 RNon-conforming, inoperative or malfunctioning packages or comporevts are clearly
marked to prevent joadvertent use.

NON-CONFORMING MATERIAL, PARTS OR COMPONENTS

15.1 The identification, documentation, segregation, review disposition and
notification Lo affected organizations of non-conforming materials, parts,
components or services are procedurally controlled,

15.2 Documentation identifies the nen=conforming item; describes the non=conformity,
the digposition of the non-conformity, and the inspection reguirements; and
includes signature approval of the disposition.

15.3 Non=conforming items are segregated from acceptable items and identified as
discrepant until properly dispositioned.

15.4  Acceptability of rework or vepair of materials, parts, components and systems is
verified by reinspecting the item as originally inspected or by a method which
is al least egual to the original inspection method.

Advanced Medical Systemns, Inc. Guality Assurance Department

Prepared by Appraval Hevisions
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16.0 CORRECTIVE ACTION

16.1

16.2

16.3

Conditions adverse to quality (such as non-conformities, failures, malfunctions,
deficiencies; deviations, and defective material and equipment) are promptly
identified and the cause determined: :

Corrective action is initiated 1o preclude repetitions

Follow=-up reviews sare conducted to verify proper implementation of corrective
actions and to close out the corrective action documentation,

17.0 QUALITY ASSURANCE RECORDS

17.1 Sufficient records are maintained to provide docum  ary evidence of the quality
and walety of items and the aclivities affecting quality and safety.

19.2 QuA. records  include design records, operating logs, results of reviews,
inspect lons, tests, audits and mate, =) analysis; gualification of personnel,
procedures,  and  equipment;  and  other documentation swch  as  drawings,
apecifications, procurenent documents, calibration procedures and reports; non= -
cesformity reports: and corrective action reports.

17.8 Revords are identifiable and rétrievable,

17.4 A list of the required records and their storage locations will be maintained,

17.5 Nesign relaled records {e.g., drawings, calculations, etec,) are maintained for
the life of the package.

17.6  laspection and test records contain the Tollowing, shere applicable:

a. A description of the type of observation.

be Fvidenee of completing and verifying a mannfactoring, inspection

or test operation,

o, - The date and results of Lhe inspection or test.

d. Inforsation related to conditions adverse to guality.

e,  Ipspector or data recorder identification.

[. Fyvidence as o the scceprlability of Lhe results.
Adviheed Medical Systems, Incy @uality Assurance Department
Prepared by Approval Revigions
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| 18.0 AUDITS - YEARLY
e, 18.1 Audits of compliance with this procedure are conducted by personnel not bgving‘
o direct responsibilities in the arecas being audited, it
T.L_Q“‘ 18.2 Audit  réesultes  are documented and then reviewed with  management, hmrm o
el responsibility in the area audited. g
5 18.3 Responsible management takes the necessury action te correct the defmlencmn
revealed by the andit. .
18.4 Deficient areas are reaudited on a timely basis to verify implementation of i
corrective actions which mininize recurrence of deficiencies. , -
8.5 Audits of the Q.A. Program are performed based on safety significance of the
activity being audited.
|
.r
Advanmcet! Medica) Systoms; Tuoy Quality AMHI‘&IM Demrtm-m
Prepared by Approval R:wnsmns )/
Edward Svigel 1 A ‘ %}—- Ll (Bl Rt Qi o By B
o ‘ I p 20‘7; 7.'11; 10. P =




" | DATE OF REVIEW | REVIEWER SUGGESTED CHANGES o
B = = = = = e e
‘:1:L'l l_ JI:
'.I'\'\‘ g
-y 8 .
= 15

le 'LLLI
41 -
I .
1 Ny
; A
ie ; -
. FRY
il ‘ .
1% %
} Ik ! L0
m-_ | '
L 5 \H I IIIL
"y ]
J o s
- L i
) 1 L ) | IF:A'
) N L
N [ v
i iy ‘FI

i
i <
- l
- i
Linted
il Ly
- ! I
i
£ + gl
)
" !
3 &
W
!
| "
\
! i

S s
' el m e Sl il el BB i B o S TS S S N s I, N N




s REVISIONS
1 | .
e : : = =5
1 | LETTEE DATE PAGES AFFECTED CHANGES )
L r = o
] '
A 7/B/93 All Procedure Revised in its Entirety
B 2/7794 1, 2, 8, 6, 8 1.0 Change "responsible to Enginecring

Manager” to "respousible to Director

”

of Regulatory Affairs,
2.3 Change "Quality Control™ ta
"Quality Assurance".

1 2.4.4 Change "approvel” to "approval”

! 2.4.5 Change "Quality Control” to

¥ “"Quality Assurance”.

: 2,7 Change "resolved by the Fngineering
-1 Manager" to "resolved by the Director
,' of Regulatory Affairs". ’
i 7.1.1 Change "Directory” to "Director”

, 10.4 Change "acceptable alternatives" to

i "most current requirements.”
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FOR PURPOSES OF 10 CFR PART 71 CONTROLS

AMS ORGANIZATIONAL CHART

GENEVA LONDON ROAD
CEO
MANAGEMENT TEAM
RADIATION
ENGINEERING SAFETY OFFICER
| i - 1 j!
QUALITY
SALES SERVICE] |PURCHASING|| CONTROL ||PRODUCTION —
QUALITY CONTROL
OF
SHIPMENTS AND SOURCES
DIRECTOR
OF
KEGULATORY AFFAIRS
QUALITY
ASSURANCE
PROCEDURAL
AUDITS TRAINING UPDATES




AMS Quality Assaurance Policy
for
Compliance with 10 CFR Part 71
Provedure 2000 1.0
Training Acknowledgement

L

1 have reviewed both 10 CFR Part 71 and QA 2000 1.0 and am familiar

with their contents, 1 have been instructed in the principles and

techniques of AMS' guality assurance procedures as they affect my

Joh.




