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!
1.0 ORGANIZATION

|

The final responsibility for t he Quali ty Assurance (Q. A. ) Pr ogram for Part il
]

requirements rests with ADVANCED MEDICAL SYSTD1S, ]NCORPORATED ( AMS).

The Q.A. function is developed about the concept that all products are produced and
controlled to comply with a11 specified and imp)i<d standards of performance and j

quality, at t he most economical cost . In essence, the quality assurance function ~can |
be considered a coordin ited respon.wibility aimed at eliminating defective work, which <

can be generated as the resul t of poor design, poor production workmanship, and vendor
and customer errors. e

F4cause of the magnitude of such a function, the responsibility of coordinating this
has been given to the Quality Assurance Department. The Q.A. Department being an
independent reporting group, is responsible to the Director of Regulatory Affairs. |h '
All package design and fabricalion shall be conduct ed under this Q. A. Program.

The Director of Regulat or: Affairs is responsible for overall administration of the
program, t rn iaing and certi ficat ion, document control and auditing.

Q. L incli s idua ls, h a '. e the responsibility and authority 1o stop unsatisfactory work
.nd con t rol f u rt her processing, del ivery, or inst allat ion of non-conforming material.

!

2.0 QPALITY ASSURANCE PROGRAM

2.1 The Management of AMS establishes and implements this Q; A. Program. Q. A. Program
revisions will be made according to writ ten procedures wit h Isotope Commit tee
approval. The Q.A. Program will ensure that all defined Q. A. Procedures,
Engineering Procedures, and Specific Procedures of the package design approval
are satisfied. The Q.A. Program will emphasize control of the characteristics '

of t he package which are cri tical t o safet y,
,

!
2.2 The AMS I sot. ope Committee reviews the status and adequacy of the Q.A. Program ;

at 12 month intervals.
'

>

2.3 A copy of the Q.A. manual is di st ribut ed to Regulatory Affairs, to t.he
Fugineering Manager, I:adiat ion Safety Of ficer, Purchasing and Quality Assurance.jh ,,

!

4 ,
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2.4 Revisions to the Q.A. manual must be approved by the-Isotope Committee, as
outlined below, and wi]] become effective immediately upon approval.

The manual will be reviewed every 12 months to verify all revisions are contained.

2.4.1 RFVISION: When it becomes necessary to revise the manual, the
proposed changes will be reviewed by the isotope Committee, to
incorporate revisions, the following st eps will be followed:

2.4.2 For historical purposes, the copy of t he obsolete procedure
wi]] be marked obsolete, dated and placed into the appropriate
history file.

2.4.3 The master procedure will be revised to reflect the changes
approved by t.be I sot ope Commi t tee. 1n the revision block of
Ihe bottou of Page 1, the change wii1 be noted. For each page
in the procedure, the revision block will be changed to reflect
the current resision.

2.4.4 The resised procedure will be returned to the Isotope Committee
for review. If in agreement with the content, the Comtti tt ee
rhairman wilI sign the approva1 block. |h

2.4.5 DISTRIBUTION: Fach approved procedure will be distributed as
follows: ;

a) Director of Regulatory Affairs
b) Radiation Safety Officer
c) Purchasing Department.
d) Engineering Depart ment
e) Quality Assuram e |

L.1.6 REVIFW: The mnnual wi]] be reviewed every twelve (12) mont hs t'o
serify that all procedures are correct and current. Results of
the review will be indicated on the manual review form following
the table of contents. The results of the review will also be
discussed during the appropriate Isotope Committee meeting and a
not at ion made in the minutes of the meeting.

2.5 The Direct.or of Regulatory Af fairs will communicat.e t o al) departments
.

and individuals that quality policies, Q.A. manuals, and procedures are i

mandatory requirements which must be implemented and enforced. j
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2.6 All items piirchased, mannf act ured, or used by AMS in the manufacturing or service *

of its package are subject to Q.A. Control.
9

2.7 Any disputes involving quality between Q.A. personnel and other department
personnel, will be resolved by the Director of Regulatory Affairs. Ih;[

.

2.3 An indoctrination and training program is established such that: *

'
a. Personnel responsible for performing ynalit.y-related activities are

inst ructed as t o the purpose, scope and implementat ion of the Q. A. ,

manuals, instructions and procedures. t

b. Personnel performing quality-affecting activities are trained and
<piali fied in t he principles and t echniques of the activity being
performed. '

2.8.1 PERSONNEL REQUIREMENTS: Employees involved with this program will >

be given on the job training as necessary to perform the job ' assi gned.
'Training will be document ed and these records placed in the employee's.

Q.A. t raining files kept at the Geneva facility. *

2.R.2 10 CFR Part 71 training will be conducted by the Director of
Regulatory Af fairs or designate. Training will be documented *

and kept in the employees Q.A. t. raining files.

'' . 9 Quality-related activities are performed with appropriate equipment under suitable
environmental conditions, and prerequisites have been satisfied prior ~ to :

inspection and test.

3.0 PANAGE DES 1GN' rnNTROL
_

3.1 W asures are est ablished to carry out design activi t ies in a planned, controlled
.

and order ly manner.

3.2 Wasures are established to correctly translate the applicable regulatory: I

requirements and design bases into specifications, drawings, written procedures = <

and inst ruct ions. ,

E

3.3 Quality standards are specified in.the design documents, and deviations and
changes from these quali t y standards are cont rolleil. !

,

;
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3.4 Designs are reviewed to assure that (1) design characteristics can be controlled,
inspected and test ed and (2) inspection and test criteria are identified.

J
3.5 Proper selection and accomplishment of design verification or checking processes |

such as by design reviews, al t.ernat e calenlations or qualification test of a |

prototype or sample unit under design conditions be used. .|
,

3.6 Individuals or groups responsible for design verification are other thnn the q
original designer and the designer's immediate-supervisor. i

3.7 Design and specification changes are subject to the same design controls and i

approvals that. were applicable to the original design, unless the licensee .

designates another quali fied responsible organization. f
+

.

4.0 PRorURFNIWT DoccMENT CONTROL

4.1 Section 4.1.1 delincates the sequence of actions to be accomplished in the
preparation, review, approval and control of procurement documents. >

'4.1.1 Procurement Procedure: Procurement document.s (purchase orders) will
he initiated by either a written or verbal request for a component or
service / repair. ,

t

Purchase orders will be accompanied by a current blueprint. Purchase
'

orders will be logged in a purchase order record book; records will be.
kept of Purchase Order number, dat.e, requested by, vendor, description,.

'due date and cost.
;

',The purchase orders for pael; age components will cont.nin a st atement that
the item or service being purchased mnat be supplied in compliance with
10 CFR Part 71. Special instruct jons, if any, will be indicated on the !

'

purrhase order form.

. . . ;

4.2 Procurement- documents identify the applicable 10 CFR Part "71 requirements, which
must be complied with by the supplier's Q.A. Program. ,

4.3 procurement documents contain. or reference, if necessary, the design basis
t echnical requirements including the applicable regulatory requirements, material
and component identification requirements, drawings, specif Nations, codes 'and ;

industrial standards, test and inspection requirements, and.' spec i al process
inst ruct ions. |
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4.4 procurement documents identi fy the documentation (e.g. drawings, specifications,.
procedures, inspection and fabrication plans, inspection and test records, ,

personnel and procedures qualifications, and chemical and physical test results
,

of material) t o be prepared, maint ained, and submitt ed to the purchaser for
,

review and approval.
,

4.5 procurement documents identify those records to be retained, controlled, and/or
maintained by the supplier, and those which will be delivered to the pu rchaser
prior to use or installation of the hardware.

,

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

4.7 Changes and revisions to procurement documents are subject to at least the same
resles and approval as the original document.

.

4.8 Procurement documents will be reviewed by the Engineering Manager and signed prior '

to being issued t o suppliers of package components.
.

5.0 TNSTRUCTIONS, pRorEDURES AND DR WINGS

5.1 Activities affecting quality are prescribed and accomplished .in accordance with
documented inst uctions, procedures or drawings.

,

5.2 Provisions are established which clearly delineate the sequence of actions to be
'

accomplished in the preparation, review, approval and control of instructions, - >

procedures and drawings.

!

5.3 The Q.A. organization reviews and concurs with inspection plans; test, c11itrition
and si,ecial process procedures; drawing and specifications; and changes thereto. *

c.0 Dort"4ENT CONTROL
,

,

6.1 The review, approval and issue of docu;nents and changes thereto, prior to release,
are ront ro] ]ed to assure they are adequate and the quality' requirements are
stated. i

,

16.2 Changes to documents are reviewed and approved either by the same organizations- '

that performed the original review and approval or by other qualified responsible
;

organizations delegated by the a.pplicant.
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6.2.1 CHANGFS: All changes, revisions, and new package drawings must be
reviewed by the isotope Committee and approved by the Chairman. The
Isotope Committee will record the results of their review in the Isotope
Committee minutes.

G.3 Approved changes are included in instructions, procedures, drawings and other
'

documents prior to t he implementation of the change.

6.4 Documents are available at the location where the act.ivity will be performed.

G.5 A master 1ist, or equivalent, is established to identify the current revision
number of i ns t ru c t. ions , procedures, specifications, drawings and procurement

,

documents.

G.5.1 BLASTER LIST: In addition to the master list, all traveling requisition
forms wilI be tagged to indicate that 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 Qualified personnel evaluate supplier's capability to provide acceptable quality
services and products.

7.1.1 The Director of Regulatory Affairs, assisted by the Engineering hi
Manager, will evaluate suppliers.

7.2 The evaluation of suppliers is based on one or more of the following:

n. The supplier's capabilit y to comply with the element.s of 10 CFR Part 71
that are applicable to the type of mat.erial, equipment or service being

'
procured.

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

c. 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 quality requirements.

Advanced Medical Systems, Inc. Quality Assurance Department
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7.3 The results of supplier evaluations are documented and filed.

7. 3.1 - 'al!PPI,lFR EVALUATlM: The results of the supplier's evaluation
will be maintained in a file located at the Geneva facility.

7.4 Surveillance, if required, of suppliers during fabrication, inspection, testing .

and shipment of materials, equipment and components,'in planned and performed in i

accordance with wri tten procedures to assure conformance to the purchase order - '

iequirements.

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

,

t

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

;

The mat erial, component. or equipment is properly identified andn.
corresponds with the identification on receiving documentation. ;

b. Material, components, erplipment and acceptance records are
inspected and judged accept able in accordance with pr edetermined

,

insl ection instructions, prior to installation or use,i
,

c. Inspection records or certificates of conformance attesting to the
-acceptance of material and components are available prior to installation:
or use. i

d. Items accepted and released are identified as-to their_ inspection-
status prior to forwarding thern to a controlled storage area or-
releasing i hem for further work.

8.0 LDUTJRCATJ0LANILgtNIROL OF MATERlA!,L PARTS AND COMPONENTS
i

8.1 Measures are established to identify and control materials, parts and components . .
including partially' fabricated subassemblies. R

8.1.1 CONIROL: Parts will be kept in the stock area until needed.. The
~

stored parts will be tagged with their part number and inventoried.

1

l
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'
7

8.2 The identification and control measures assure that identification is maintained
eit her on the item or on records traceable to the item so as to preclude use of

incorrect or defective items. . ;

I8.2.1 Items 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 lot '

was purchased. Items will be used from one lot only before i

proceeding t o another. Inventory-will be pulled on a "First In -
First Out" hasis. i

- r

8.3 Identification of materials and parts important to the function of safety-related
systems 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.

..;

8.4 The location and the method of identification do not. af fect the fit, function or
~

quality of the item being identified.

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

9.0 CONTROL OF SPECIAL PR0rESSES
,

9.1 Special 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 qualified
in necordance with applicable codes, standards and specifications.

9.3 Qualification records of procedures, equipment atui personnel associated with ,

special proc"sses are est ablished, filed and kept current . <

- i.

10.0 IfNSPECTIONS
!

10.1 An inspection program of activities affecting quality to verify conformity with
'

requirements is est ablished,' documented and accomplished.

10.1.1 QA 1014 i s t o be followed to insure the package is acceptabl'.e

Advanced Medical Systems, Inc. Quality Assurance Department +
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10.2 Inspection personnel are independent f rom t he individuals performing the activity
,

being inspected.
,

10.3 Inspectors are qualified in accordance wit h applicable codes, standards and ;

company ir aining programs; and t h. i r ipiali ficalions and cert ificat. ions are kept

current.

10.4 Modifications, repairs and replacement s are inspected in accordance with the
original design and inspection requirement s, or most current requirements.

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

t

11.0 TfhL g!XTR0i,

11.1 A test program to demonstrate t hat the package or components will perform
satisfactorily in service is establi;.ed, documented and accomplished in
accordance with written procedures.

11.1.1 TFST PROGRAM: The results of the original drop test are on file
and part of the package history. Unless there are ma,jor changes
to the current design, no further drop tests will be performed.
Any changes must be submitted and approved by the liSNRC prior
to being implemented. i

11.2 Test results are document ed, evaluated and their ac mptabs 3 ity determined by a
qualified, responsible individual or group.

12.0 rnNTRot nF MFASURING AND TEST FQUI_l? LENT

12.1 Wasuring and t est instrument s are calibrated a t sp"ci fied int ervals based on the i

requi red accuracy, purpose, degre" of usage, st abili ty charact eristics, and other
conditions affecting the nonsurement.

12.2 Measuring and t est, equipment is identi fied and i raceable to the calibration test
data, if applicable.

12.3 Measures are taken and documented to determine the validity of previous
inspections performed when measuring and test. equipment is found to be out of
calibration.

Advanced Medical Syst ems, Inc. Quality Assurance Department

Prepared by Approval Revisions

-

Edward Svigel ( l.0, 2. 3, 2. 4. 4, 2. 4. 5,

2.7, 7.1.1, 10.4 4

- . - _ _ . - - __ ..



,
- . - . ._ -- .- __ ~ . . . . -. ,.

.

. ;:.

1,

1
I.

Procedure No: QA 2000 1.0>
QUALITY ASSURANCE POLICY FOR COMPLIANCE WITH

. .

2/7/94 |

;

Revision: B:
10 CFR PART 71 i

Date issued: 11 - 7 - 79- 'I

Page 10 of 12' i

i

12.4 Reference and transfer standards are traceable to nationally recognized standards;-
or where national standards do not exist , provisions are established to document i

the basis for calibration. !
t
i
k

13.0 ll ANDLI NG, STOILAGE AND SillPPING |
i,

13.1 Special handling, storage, cleaning and shipping requirements are established and I

accomplished by qualified individuals. |
i

13.2 All condi tions (operations, tests, inspections, specifications, etc. ),'of the NRC |
package approval and the U.S. Department of Transportation shipping requirements ]
are satisfied prior to shipment. ;

!
13.3 All necessary shipping papers will be prepared, as required.

i

14.0 1NSPECT10N TEST AND GPERATING STATUS

14.1 Ident i fication of the inspectien, test and operating status of . packages and
components is known by affected organizations. t

s

14.2 Non-conforming, inoperative or malfunctioning packages or componc6t.s are clearly. I

marked to prevent inadvertent use. {
.

!

15.0 NON-CONFORMING MATERLAlu PARTS OR COMPONENTS 'i

15.1 The identification, documentation, segregation, review disposition .and |
notification to affected organizations of non-conforming materials, parts, i

components or services are procedurally cont rolled. |

15.2 Document ation identifies the non-conforming item; describes the non-conformity,
the disposition of the non-conformity, and the inspection requirements; and '

includes signature approval of the disposition. .

15.3 Non-conforming items are' segregated f rom acceptable items and identi fied . as
;

discrepant until properly dispositioned. t

'

15.4 Acceptabilit y of rework or repair of materials, parts, components and systems is
verified by reinspecting the item as originally inspected or by a method which
is ai least equal to the original inspection method. ,
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s

16.0 ConRECTIVE ACTION .

.

16.1 Conditions adverse to quality (such as non-conformities, failures, malfunctions, .

deficiencies, deviations, and defective material and equipment) are promptly j

identiried and the cause determined.
.

t

16.2 Corrective act ion is initiated t o preclude repetition.
;

1G.3 Follow-up reviews are conducted to veri fy proper implementation of corrective
actions and t o close out t he corrective action document ation.

.

17.0 Ql!ALITY ASSl!RANCE. RFCORDS |
.

I17.1 Sufficient records are maint.ained in provide docum .try evidence of the quality

and safet y of it ems and the activities affecting quality and safety. :

!

17.2 Q.A. records include design records, operating logs, results of reviews,
i nspect ions, test s, audits and mate,i,1 analysis; qualification of personnel,

.;

procedures, and equipment; and other documentation such as drawings, !

specifications, procurement documents, calibrat. ion procedures and reports; non- '

conformi ty report s; and corrective act ion report s.

17.3 Records are identifiable and retrievable.
.

17.4 A list of the required records and their storage locations wil] be maintained. !

,
#

17.5 Design related records (e.g., drawings, eniculations, etc.) are maintained for
the life of t he package. !

!

.
17.0 Inspection and text records con t.n i n the following, shere applicable. [,

l

a. A description of the t ype of observation.

b. Fridence of completing and verifying ;smanufacturing, inspection I
*

or test operation.
c. The date and result s of t he inspection or test. . >

d. Information related to conditions adverse to quality. I

Inspect or or dat a recorder ider t i ficalion.e.
'

to the accep1 ability of the results.f. Esidence as
,

|

,

i
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18.0 Alj.DJ.TS - YEARLX
i
i

18.1 Audits of compliance with this procedure are conducted by personnel not having i

direct responsibilities in the. areas being audited. i
!

18.2 Audit results are documented and then reviewed with management. having. 'I
responsibility in the area audited.

18.3 Responsible management takes the necessary action to correct the deficiencies '

revealed by the audit.
i
.

18.4 Deficient areas are reaudited on a timely basis to verify implementation of I
corrective act. ions which minimize recurrence of deficiencies. i

18.5 Audits of the Q.A. Program are performed based on safety significance of the
activity being audited.

i
,

!

l
i
?

-i
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REV]SIONS

LETTER DATE PAGES AFFECTED CilANGES
--

A 7/8/93 All Procedure Revised in its Entirety

13 2/7/94 1,2,3,0,9 1.0 Change " responsible to Engineering j

Manager" to " responsible to Director j

of Regulatory Affairs." j
2. 3 Change :" Quality Control" t o

" Quality Assurance". j

2.4.4 Change "approvel" to " approval" i,

2.4.5 Change " Quality Control" to l

" Quality Assurance".
'2.7 Change " resolved by the Engineering

Manager" to " resolved by the Director I

of Regulatory Affairs". !
'

7.1.1 Change " Directory" to " Director"
.

10.4 Change " acceptable alternatives" to !

"most current requirements."
i

!
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AMS ORGANIZATIONAL CilART

|
FOR PURPOSES OF 10 CFR PART 71 CONTROLS j

i

|

GENEVA LONDON ROAD |

;

|

CEO .

!

i
,

MANAGEMENT TEAM

i

!

RADIATION

ENGINEERING SAFETY OFFICER

I I | | I
'

QUALITY
SALES SERVICE PURCll ASI NG CONTROL PRODUCTION

QUALITY CONTROL
OF

SillPMENTS AND SOURCES j

t

4

D1 RECTOR

OF
REGULATORY AFFAIRS

-

,

QliALITY
ASSURANCE

i

PROCEDURAL

AUDITS TRAINING UPDATES

:
;

'

t
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!TRAINING DOCl! MENTATION RECORD
i t

'l
)

i'

j AMS Quality Assurance Policy *

'

for r

2 Compliance with 10 CFR Part 71
Procedure 2000.1.0

| Training Acknowledgement .!
!

:-

!1

! I have reviewed both 10 CFR Part 71 and QA 2000 1.0 and am familisr !

.3
k

with t heir cont ents. I have been instructed in the principles and ;

: 'j
techniques of AMS' quality assurance procedures as they affect my !

!

job.

.. :
?

i

' i
4 -|

|.
y ;

!
'

?

) Date Name

.

}
,

;

,!

i

'.j
''

.!
:

$ t

if I

.

-

h'
5, .,

!- i

:
?

s .

a

._ .- . . . . . _. _ .. . . . . . _ ~ . - . _ . _ . _ _ . _ - .

. .

_. ._. __ _ ,- -- _ _ _ . ~ - _ _ _ . .


