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.
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Safeguards
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'

Enforcement Conference on September 18, 1989 (Report flo. 030-16055/89001(DRSS)
Areas Discussed: Facts contained in NRC Supplemental Inspection Report
No. 030-16055/86001(DRSS), regarding an inspeccion performed on October 10, t

-1986 through March 4, 1987 to review Sodeco timer failures, facts regarding
statements made by a former Radiation Safety Officer (R50) during an NRC Office ,

of Investigations (01) interview, apparent violations of NRC requirements and -

licensee's corrective actions.
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DETAILS

1.- In_dividuals in Attendance

NRC

Carl J. Paperiello, Ph.D., Deputy Regional Administrator, Region III
Charles E. Norelius, Director, Division of Radiation Safety and

Safeguards, Region III
John A. Grobe, Director Enforcement and Investigation Coordination

Staff, Region III

Bruce S. Mallett, Ph.D., Chief, Nuclear Materials Safety Branch, Region
III

George M. McCann, Chief Materials Licensing Section, Region III
Stephen H. Lewis, Senior Supervisory Enforcement Attorney, Office of

the General Counsel
Bruce A. Berson, Regional Counsel, Region III

Licensee

Sherry J. Stein Esq., Director, Regulatory Affairs
Janet G. Aldrich, Esq., Counsel for AMS

2. Topics Discussed During Conference

Dr. Carl J. Paperiello opened the conference with a general discussion of
the purpose of an enforcement conference and the subjects to be covered
during the meeting.

NRC staff summarized tre apparent violations and concerns. In response,
the licensee submitted four procedures for NRC review (Attachments 1, 2,
3, and 4), and stated these procedures were in place et the time of the
inspection. The liceasee asserted that the procedures cover the
requirements of Part 21.

Licensee staff stated AMS' position that (1) the Sodeco timer problems
described are not defects, but design characteristics, (2) the NRC was
notified of the timer problems since NRC inspectors had access to all
licensee committee minutes describing the problems during inspections at
AMS, (3) the HRC should not consider the problems as a defect if other
licensees did not report these problems, (4) when AMS has discovered timer
problems in-house, AMS has sent the timers back for repairs, and (5) it is
difficult to determine if timer problems are due to defects or simply due
to timer age or user error.

NRC staff informed the licensee that Part 21 specifies notification and |

reporting mechanisms with timeframes which may be well in advance L any
NRC inspection. NRC staff also requested the licensee to provide NRC with
answers to the following questions:
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a. Could operators cause problems with Sodeco timers, such as setting
between numbers and activating units without the tiner shutting off t

! . unit: '

b. .What type of problems were exhibited by the tirers involved in AMS
Event No. 82-08, and did the problems include:

(1) Timers stopping betwein two numbers and continuing to expose the
teletherapy source. .

(2) Timers failing to terminate exposure from teletherapy unit
sources when set to zero.

NRC staff noted that AMS does not appear to have specific procedures to
comply with Part 21. The procedures should include responsibilities of
individual AMS staff members and actions to be taken. AMS indicated >

it would incorporate NRC desired changes to the procedures submitted.
NRC staff agreed to review the procedures and respond to AMS on this
issue.

Mr. Norelius discussed the AMS May 17, 1989, letter to the NRC regarding
AMS' position that there are errors in the NRC Supplemental Inspection -

Report No. 030-16055/06001(DRSS). The licensee offered four specific -

errors:

a. On Page 19, Paragraph 5, the C12 Treatment Timer Operating i

Instructions were written by Picker and not AMS.

b. On Page 5 Part Nos. 81493 and 17086 are Picker part numbers and not '

AMS.

c. Sodeco timers are electro-mechanical predetermined impulse counters
and not electrical timers.

,

d. On Page 19 Paragraph 4, the Eagle timer was not fully tested at that
time.

|

NRC staff stated that these examples do affect the results of the
inspection.

| On the issue of the pravious AMS Radiation Safety Officer (RS0), and
whether he made a material false statement to the NRC, the licensee
asserted that the interview of the RSO did not demonstrate that the former
RS0 made a false statement. The licensee pointed out that the RSO stated
his response was to the best of his recollection.

'

The conference ended after Dr. Paperiello summarized the NRC Enforcement
Policy, the options the NRC has and the next steps in the process. The
licensee also provided copies of AMS interoffice memoranda dated,

January 3, 1984, January 27, 1984, and April 13, 1984, which discussed
L Sodeco timer characteristics and problems (Attachments 5, 6, and 7).
i
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Attachments:' .
. l*

'ft- 1. AMS interoffice nemorandum dated 2/24/83.with !

. attached AMS procedure QA 1000 15.2, dated 1/31/83. !
',

'2; AMS Procedure QA 1000 15.3 dated 10/25/79.'

<

s 3. AMS Procedure QA.1000 15.4, dated 1/28/83. i"
4. AMS' Procedure QA 1000 1.4 dated 11/7/79. !
5. AMS interoffice memorandum dated:1/3/84. ;
6. AMS interoffice nemorandum dated 1/27/84.: i

7. = AMS interoffice-memorandum dated 4/13/84. - :
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ATTACHMENT 1 )
72.2

IWTEROFFICE MEMORANDUM .

J

L DATg: February 24, 1983

FROM: Howard Irwin
To: Norman Kelbley Jim Ramos

Mark Baker Malcolm Ord Corporate Safety Officer ;
,

Mike Beruffs Norbert Johnson i

Mike Klozar R. Sturgill ,

copy To: S. S. Stein /.
|Victor Saltenis D. Driscoli
.

6

Bill Skoch T. Flora
i

Red Murray D. Skowbo
Tom Kidd Jack Schuetz

,

Glenn Siebert Cecil Cox |

||Dwight Puntigan ferry Hill
Perry Edwards Terry Cameron -

f

Jim Miller Bill Gammern
Dave Krieglein Chuck Edgerton ;

,

Denny Walker Lee Roy Begin |

Bill Evans Cindy Kane !

Ilm Cochran Bob Skrtich
Bill Dieffenbacht Bob Beauvais {
Hugh Goodale Jean Smith
Bob Bailey Jack Lawry

M 'N M *

SUBJECT: Repe.-ting of incidents

Attached to this memo you will find a copy of procedure QA 100015.2, !

' Procedure for handling of incidents reports', along with five copies of Report
'

,

Form QA 1000 15.2.

$Review of our company employee roster i dicates that your position is one
in which you may recnive a customer complaint that can be classified as an ;

incident. (The term' Incident' is defined in the procedure). This procedure and
~

report form has been developed to instruct you in the proper handling of incidents.
-

iIt is important biat you understand the definition of an incident. Anytime
.ithere is an injury or death involved it is an incident. Anytime there is an

L overexposure to radiation is is an incident. . Hazards-to-safety ma,y not result
! in an actual injury or death, but have the potential to do so. For instance, ;

exploding field lamps, defective exposure timers and hardware failures are ,

examples of hazards - to - mafety that have been classified as incidents in the
-

past. All of these cases require action on the company's part. !

i

Please note the distribution list at the bottom of Form QA 100015.2A. In-
cident reports on AMS manufactured equipment are to be filed with Norm Kelbley.
Incident reports on ATC Med. Tech, manufactured equipment are to be filed with |

L

Lee Roy Begin.

continued
.
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(*? ATTACHMENT 1

INTEROFFICE MEMORANDUM .

,

4=
;

DATE: February 24, 1983 ,

'

FROM: Howard Irwin ;
'

.g, Corporate Safety Officer j

'

COPY M S . S. Stein.

i

SUBJECT: Reporting of ncidents, cont'd.

:

The addresses of the listed individuals are as follows: |.

'
Norm Kelbley Howard Irwin

: 1020 London Road $463 Horning Road I
*

Cleveland, OH 44110 Pittsburgh, PA 15236 |

Lee Roy Begin Fred Kafer .

570 Del Rey 2775 S. Moreland :

Sunnyvale, CA 94086 Cleveland, OH 44120 !

Dwight Miller i
1604 Illuminating Bldg. i
55 Public Square ,

g-
' Cleveland, OH 44113

,

It is extremely important that incidents be handled correctly, as they may ,

result in a product liability lawsuit. You are'the key person in the process if <

you take a customer call regarding an incident. If you do not notify the proper
management personnel to coordinate further action, the company may be vul- i

-

nerable to legal action. ,

!
.- i

i

| '

|

|

.

~
~
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ATTAcarNT 1
." . PROCEDURE FOR HANDLING OF_-

' , , Revision:is

INCIDENT REPORTS.- Date Issued: 1 - 31 - 83
,

Page 1 of 2. ;
,

i

Purpose: This procedure has been established to ilefine the m'ethod of handling
a customer complaint which can be classified as an Incident. |

i

.

Definition: " Incident" - This is a complaint pertaining to patient or operator injury or i

death, or to a hazard-to-safety condition. Hazards-to-safety include i
malfunction of any components related to radiation generating and attenu- 1

ating, malfunction of any components which might create an uncontrolled ;

radiation situation, and malfunction of any conponents whose failure could |

physically harm someone. This type of complaint requires formal invest-
* igation. ,

-

,
.

_

Scope: This procedure applies to al.1 Incidents involving ATC Medical Group Manufact-
J

ured equipment.-

,

t

. :

Instruction: A. Responsibilities of company employees
'

1. Notification of an Incident
| Any company employee may report an incident. The incident may occur :

in the f actory as well as in a customer's facility.I

supon learning of an incident, immediately contact either the facility
manager or the corporste safety office -Howard Irwin (412) 655-3737).

statements regarding company responibility should be made to a
No,tomer.| No action is to be taken without authorization from thecus; .

L
facility manager or corporate safety officer.

2. A preliminary investigation by telephone should be conducted using*

Incident Report form QA 1000 15.2A. This form should be filled out in
its entirety and distributed as marked. This form itemizes the
appropriate' questions to be asked and provides space for responses.

B. Responsibilities of Facility Manager and/or Corporate Safety Officer

L 1. Acknowledgement of Incident
The customer shall be contacted by the Facility Manager or his

| appointee in a timely fashion. The customer should be assured that
,

the complaint is being acted on.'

2. Notification of Insurance Carrier and corporate counsel

All incidents are to be reported to our p(roduct liability insuranceagent (Mr. Fred Kafer, Pinkerton Insurance 216),751-7222).
.

to corporate counsel (Dwight Miller or Tony Stavole (216)y reportedAll incidents involving an injury or death ar., to be verball
771-0011)

:

before further action is taken. -

; -

'
.

a .
, ,

..

ATC Medical Group Quality Assurance Department

Aporoval RevisionsPrepared by a

$ #%/S~O ',
.



ATTACHr4ENT 1
. .. 2 + PROCEDURE FOR HANDLING OF_
C.' Revisiont

INCIDENT REPORTS, Date Issued: 1 - 31 - 83, -

Page 2 of 2.
.

' '
'

3. Field investigation
All incidents on newly manufactured or ' remanufactured equipment will
be field investigated by a qualified field service engineer.
Incidents on Picker Manufactured equipment should be reported to
Picker International, Mr. Bill Ashby, (216) 44g-3000.
Field investigation is to be limited stri:tly to the equipment
involved.
Where component f ailure has occurred, photographs should be taken.
Defective components should be returned to the factory for further
examination.
A written report of findings is to be made, stamped Confidential and-

the original copy filed in the Incident file.
No other c'opies are to be made or distributed.

-

.
4. Correspondence _

| All company correspondence related to an incident shall be reviewed by*

| corporate counsel prior to release. .

,

5. Incident file
An incident report file will be maintained at each manufacturing
facility by an individual designated by the Corporate Safety Officer.
The file will contain a copy of fann QA 1000 15.2A, the results of
investigations performed, notice of corrective action and any other
pertinent data.
The file will be marked " Company Confidential" and maintained in a 1

|

locked cabinet. .'
!

Only two copies of the incident file will be maintained. Corporate,
'

*

counsel will retain the original documents with a copy in the plant
file. .-

i No other persons are authorized to maintain any copies of the report
'

!- or findings.
.

\
.

. .

'
.

.

. .
,

'

.

:' '
1 .

ATC Medical Group Quality Assurance Department

Prenared hv Annenval Deviciane

g)A' f-3/-83
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ATTACHMENT 1 f) ' -
IncletwT ktPont

*

;
.

I' ROM: N:me ('
,

Division j
'

fNSTRUCTIONS FOR USEt Office ;

Date of Report F

This fors is to be oospleted in the event of an incident involving equipseet sanufactured and/or sold ,

by the Arc nodical Group cwpanies which resulted or could have resulted in an injury, death, or hasard ,

?
to eatety.

1. Fleese complete as such of the information roguested as possible. i

2. State factual information only - do not editorialise or state opinione unless they are i

opinions or concluelone of persons unconnected with the ATC medical Group companies and t

are identified as such.
'

3. httetsi adattional pages if necessary to fully describe the inctient.
d. Preserve broken parts or other evidence which would aid in determining the cause of the -

iincident. The corporate safety officer will notify you with directions for the dispositten
of this evidence. .

i
'

INCIDENT DESCRIPTION
t

1. - Date of Incident Time of incident
3. Name of Account. ,

Address City State ;

3. Where did incident occur?
4. Was anyone injured (even slightly?)
5. If so, please complete information on lines (a.1 through (c.) below: r

a. Injured person's name
b. Injured person's address

City State

c. Sea Age Marital Status
4. Olve complete details of the incident. IUw eednaonal pse 6f recenaery).

.

I

?. 'Was person examined by physician after injury ? Physician's name
8. Unit operated by (Name & Title) at time of incident.
9. Names and addresses of other witnesses (if any) to incident:

10. Was there any property damage other than the equipment involved ?
11. If so, please describe

( lt. Sources of above information

EQUIPMENT DESCRfPTION

1. Name of equipment Cat. # Ser. #

S. Date of installation
3. Service Contract Serviced on call Serviced by , Branch Off. ,

Date of last safety inspection4. Date of last service call
_

5. Hab preventive maintenance been performed at suggested intervals ?
%*ctfy dates

8. Any commenta on misuse or alterations by customer.
a. Misuse -
b. Alterations -

| e. Was above misuse or alteratia. a 5ed to the attention of customer in writing prior to

| incident ?
L f. Was part (involved in incident) previously serviced ?

| Signature of Person Preparing Report

DilTAIDUTl001: Send this original report tot and copies to:

AMS - georm Kelbley Howard Irwin
ATC - LeeRoy togin Fred Kafer

Dwight Miller 7, p3g g,gg ;

___ - _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ . _ __ __ ________ __ _ __ _ __.
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r390 two ATTACHMENT 1\ .- j -{
' ~ ' " ' INTEROFFICE MEMORANDUM,- .

.

DATE: February 24, 1983
FROM: Howard Irwin |.yo,

Corporate Safety Officer ,

l

COPY TO: S. S. Stein
i

SUBJECT: Reporting of incidents, cont'd. |
!

l
The addresses of the listed individuals are as follows: .

I

Norm Kelbley Howard Irwin !

| 1020 London Road 5463 Horning Road |
*

Cleveland, OH 44110 Pittsburgh, PA 15236

Lee Roy Begin Fred Kafer
570 Del Rey 2775 S. Moreland
Sunnyvale, CA 94086 Cleveland, OH 44120

i

Dwight Miller ;

1604 Illuminating Bldg. |
,

55 Public Square :'

'

Cleveland, OH 44113
i

It is extremely important that incidents be handled correctly, as they may
'

result in a product liability lawsuit. You are the key person in the process if ;

l. you takea customer call regarding an incident. If you do not notify the proper |
!

| management personnel to coordinate further action, the company may be vul-
nerable to legal action.

.

i

1

- - _ _ _ . - . . . . - -- - _ . - - . - - . - - - _ . - - , - _ _ , . . - - - . - . - . - -
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ATTACHMENT 1i * " . PROCEDURE FOR HANDLING OF
*| Revision 8.

INCIDENT REPORTS*
-

|
~ Date Issued: 1 - 31 - 83

i

Page 1 of 2.
.

Purpose: This procedure has been established to define the m'ethod of handling
a customer complaint which can be classified as an Incident.

.

Definition: " Incident" - This is a complaint pertaining to patient or operator injury or
death, or to a hazard-to-safety condition. Hazards-to-safety include
malfunction of any components related to radiation generating and attenu-
ating, malfunction of any components which might create an uncontrolled
radiation situation, and malfunction of any caponents whose f ailure could
physically harm someone. This type of complaint requires formal invest-

* igation. -

,

Scope: This procedure applies to al.1 Incidents involving ATC Medical Group Manufact-
-

ured equipment.-

,

.

Instruction: A. Responsibilities of company employees

1. Notification of an Incident
Any company employee may report an incident. The incident may occur
in the f actory as well as in a customer's facility.
Upon learning of ar incident, immediately contact either the f acilit
manager or the corbrate safety officer (Howard Irwin (412) 655-3737)y.

No statements regarding company responsibility should be made to a
customer. No action is to be taken without authorization from the
facility manager or corporate safety officer.

2. A preliminary investigation by telephone should be conducted using*

Incident Report fonn QA 1000 15.2A. This form should be filled out in
its entirety and distributed as marked. This form itemizes the
appropriate questions to be asked and provides space for responses.

8; Responsibilities of Facility Manager and/or Corporate Safety Officer _
,

1. Acknowledgement of Incideni:
The customer shall be contacted by the Facility Manager or his
appointee in a timely fashion. The customer should be assured that
the complaint is being acted on.

2. Notification of Insurance Carrier and corporate counsel
All incidents are to be reported to our product liability insurance

.

agent (Mr. Fred Kafer, Pinkerton Insurance (216) 751-7222).
All incidents involving an injury or death are to be verbally reported
to corporate counsel (Dwight Miller or Tony Stavole (216) 771-0011)
before further action is taken. -

-

.
.

f .

ATC Me/, cal Group Quality Assurance Department i

Prepared by Approval Revisions,
.

&ff.,44 /-y-83 <

,

. . . . . . - _. . .. .. .. _
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A TAGMMT 1'
PROCEDURE FOR HANDLING 0F . _ _ _J -

*, ~

Revision.

*- INCIDENT REPORTS
'

Date Issued: 1 - 31 - 83-

Page 2 of 2.
.

' '

3. Field investigation
*

All incidents on newly manufactured or ' remanufactured equipment will
be field invcstigated by a qualified field service engineer.

I. Incidents on Picker Manufactured equipment should be reported to
Picker International, Mr. Bill Ashby, (216) 449-3000.
Field investigation is to be limited strictly to the ec91pment
involved.
Where component f ailure has occurred, photographs should be taken.

i Defective components should be returned to the factory for further
a.xamination.
A written report of findings is to be made, stamped Confidential and-

the original copy filed in the Incident file.
No_ other c' pies are to be made or distributed.o

|

4. Correspondence -

All company correspondence related to an incident shall be reviewed by-

,

corporate counsel prior to release.
|_

.

,

I 5. Incident file
! An incident report file will be maintained at each manufacturing

facility by an individual designated by the Corporate Safety Officer.
The file will contain a copy of fonn QA 1000 15.2A, the results of
investigations performed, notice of corrective action and any other
pertinent data.
The file will be marked " Company Confidential" and maintained in a
locked cabinet..

Only two copies of the incident file will be maintained. Corporate
counsel will retain the original documents with a copy in the plant
file.- .

No other persons are authorized to maintain any copies of the report
or findings.

!

.

.

*
.

.

.

.

-

.
,

' *
.

ATC Medical Group Quality Assurance Department

Prenar ed by Annenval Deu4einne

ff /~N* U
'
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?f ; J,5 COMPANY CONFIDENTIAL-. ATTACHMENT 1- J

. , .

L'. r - IIICIDtiff MP0ftT -g
. .

'

FROM: Name 1
4

Division I
'

INSTRtJCTIONS FOR USEt Office I
Data of Report

his forw La +, hs comrieted in the event of an incident involving equipment manufactured and/or sold 9

by the ATC med2 cal tQ companies which resulted or could have resulted in an injury, death,-or hasard j
to safety.- .

1. Phi A noglete se swoh of the information requested as poselble. .

,

2. state factual information only - do not editorialise or state opinione unless they are )
opinions or conclusions of persone unconnected with the ATC Medical Grcup ocepanies and .

Eats identified as such.
3. Attach a6.itional pages if necessary to fully describe the incident.
4. ~ Preserve broken parts or other evidence which would aid in determining the cause of the

incident. We corporate safety officer will notifv you with directions for the disposition e

J

of this evfdence.

INCIDENT DESCRIPTION
:

1. Date of incident Time of Incident
2. Name of Account

| Address City State

| 3. Whore did incident occur ?
'

4. . Was anyor.: injured (even slightly?)
L 6. ' If so. please complete information on lines (a.n through (c.) below:

Injured person's name-

b. Injured person's address
City State <

c . Sex Age Marital Status
S. Givo comp!ete details of the incident. (tfu emuonal page if necemary).y

,,

7. Was person examined by physician after injury 7, Physician's name
8. Unit operated by (Name # Title) at time of incident. .;
9. Names and addresses of other witnesses (if any) to incident:

. 10. Was there any property damage other than the equipment involved ?
| 11. If so, please describe
l' 12. Sources of above information

,

EQUIPMENT DESCRfPTION
i

[ 1. - Name of eqelpment Cat. s Ser. f ;

'

2. Date of insta!!ation
'

3. Service Contract Serviced on call Serviced by Branch Off. *

4. Date oflast service call Date of last safety inspection
6. Hab preventive maintenance been performed at suggested intervals ?

Specify dates
6.- Any comments on misuse or alterations by customer.

a. Misuse -
b. Alterations _
c. Was above misuse or alteration ca Red to the attention of customer in writing prier to

incident ?
. 7. Was part (involved in incident) previously serviced ? -

| Signature of Person Preparing Report
i

DISTititUTicet: Send this original report to: and copies to:
= AMS - 95orm Kelbley Howard Irwin

ATC - Let Roy login Fred Kafer!

h Dwight Miller Form 4M00015 2A
- - . _ . _ _ _ __ _ _ _ _ . _ _ _ _ __. __ _ _ _ _ _
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ATTACHMENT J-'

j*' INTEROFFICE MEMORANDUM ,

.

DATE:- February 24, 1983

FROM: Howard Irwin |
1 To s . Norman Kelbley Jim Ramos

Mark Baker Malcolm Ord Corporate Safety Officer
,

Mike Beruffa Norbert Johnson d |
Mike Klozar. R. Sturgill

COPY Tos S. S. Stein /Victor Saltenis D. Driscoll ;

Bill Skoch T. Flora i

Red Murray D. Skowbo i ;'

'

Tom Kidd Jack Schuetz :

Glenn Siebert Cecil Cox g
Dwight Puntigan Jerry Hill |

)
"

Perry Edwards Terry Cameron -

L Jim Miller Bill Gammern i

L ,

Dave Krieglein Chuck Edgerton
,

De'iny Walker Lee Roy Begin 2

| Bill Evans Cindy Kane >

| Jim Cochran Bob Skrtich
I

| Bill Dieffenbacht Bob Beauvais
i

Hugh Goodste Jean Smith
Bob Bailey . Jack Lawry .

, ,.

SUBIECT: Reporting of incidents O/'' M 1

Attached to this memo you will find a copy of procedure QA 100015.2, P

' Procedure for handling of incidents reports', along with five copies of Report
Form QA 1000 15.2.

' Review of our company employee roster indicates that your position is one
L - in which you may receive a customer complaint that can be classified as an

,

| incident. (The term' Incident' is defined in the procedure). This procedure and .

report form has been developed to instruct you in the proper handling of incidents. ,

;
.

-

| It is important that you understand the definition of an incident. Anytime
,

there is an injury or death involved it is an incident. Anytime there is an '

overexposure to radiation is is an incident. Hazards-to-safety may not result
'

in an actual injury or d.eath, but have the potential to do so. For instance,
exploding field lamps, defective exposure timers and hardware failures are

.,

'examples of hazards - to safety that have been classified as incidents in the
past. All of these cases require action on the company's part.

Please note the distribution list at thir bottom of Form QA 100015.2A. In- |
cident reports on AMS manufactured equipment are to be filed with Norm Kelbley. j
Incident reports on ATC Med. Tech. manufactured equipment are to be filed with |

'Lee Roy Begin.
;

i

continued j'

!

,

.r-[ e , - - , -. - - , , . - - - . 4 ,, m..--- ,.. , - . , - - . - - - - . - , - - - - , - - - - _ - - -- - ~--'
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GUALITY A55URANCE DEPARTMENT - ATTACHMENT 2, . : .A -

ADVANCED MEDICAL -
-

5YSTEMS, ~ INCORP. FAILURE INVESTIGATION POLICY QA 1000 15.3.i
,

,

DAT E issued
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1.0> SCOPE:

This procedure has been established to indicate the practice which will be used ,

to process reported field failures for equipment which was produced by AMS,. Inc. '

All written and oral field reported failures orn to be directed to the Q.A. Manager.
,

i

~2.0 PROCEDURE:

-2.1 Upon receipt the Q.A. Manager will review the reported failures.
p Those which do not require further Investigation will be enorked
' - Indicating his evoluotion, dated, signed then put into a closed

failure Investigation file.
f

. 2.2 Those requiring further investigation will ho forwarded to the
Engineer by the Q.A. Manager.

b 2.4 The dato sheet will be used for investigational results. Once

i complete it will be dated and signed by the Engineer then for-
worded to the Q.A. Monoger.

2.5 If the Q A. Manager concurs with the report, he will sign it
then file it in the closed failure Investigation file.. If he doesn't
agree with the contents, it will be returned to the Engineer

> with notations for reprocessing. A copy of the approved report
will be returned to the Engineer,

i
.

[
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FAILURE INVESTIGATION DATA SHEET

PROBLEM:

CAUSE:

!

i

Isolated Case ,- , Generic Problem
i ,

. FACTORY CORRECTIVE ACTION:

'

|
|-
i ENGINEER:
1

DATE: 1

1' |
'

Q.A. MANAGER:|

( .

f
!
:

',

!
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COMPANY _ CONFIDENTIAL ATTACHMENT 2- I

lleCIDtiff REPORT 1*

s .. .

FROM: Name |
'Division

"

INSTRUCTIONS FOR tiSEr. Office
Date of Report

This form is to be completed in the event of an incident involving equipment manufactured and/or sold
by the ATC nodical Group companies which resulted or could have resulted La en injury, death, or hasard
to safety.- . .

'1. Please complete ao much of the information requested to possible.
2. State factual intornetton only - do not editorialise or state opinions unlose they are |:

'

l- opinions or conclusions of persone unconnected with the att Medical Group ocepanise and
L are identified as such.
'

3. atte.ch additional pages if necessary to fully describe the incident.

4. Preserve broken parts or other evidence which would aid in determining the cause of the 1

incident. The Corporate safety Officer will notify you with directione for the disposition |
iof this evidence.

INCIDENT DESCRIPTION

'1. Date of Incident Time of Incident
2. Name of Account

! Address - City State

|' 3. Where did Scident occur? I

4. Was anyor.e injured (even slightly?)
6. If so. please complete information on lines (a.) through (c l below:

a. Injured person's name
b. Injured person's address j

City State j
c. Sex _ Age Marital Status ]

9. Give complete details of the incident. IUw addit onal page if necemory). |

'

Was person examined by physician after injury ? Physician's name,,

8. - Unit operated by (Name # Tittel at time of incident.
9. Names and addresses of other witnesses (if any) to incident:

10. Was there any property damage other than the equipment involved ?
11. If so, please describe
it. Sources of above infcrmation

EQUIPMENT DESCRIPTION

1. Name of equipment Cat. 8 Ser. #
2. - Date of installation
3. Service Contract Serviced on call Serviced by Branch Off.
4. Date of last service call Date of last safety inspection
6. Hab preventive maintenance been performed at suggested intervals ?

Specify dates
6. Any comments on misuse or alterations by customer.

a. . Misuse -
b. Alterations -
c. Was abova misuse or alteration ca Hed to the attention of customer in writing prior to

incident ?
7. Was part (involved in incident) previously serviced ?

Signature of Person Preparing Report

OlSTRIBUTl001: Send this original report to: and copies to:

AMS - florm Kalbley Howard Irwin
ATC - LeeRoy Begin Fred Kafer

Dwight Miller Form GA1000 15 2A
. . - .-. -. . . . - . - - . . . . . . -.- - .-- -- -. -
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i CUSTOMER COMPLAINTS Date Issued: ^ 1 - 28' - 834

Page 1- of 4 .
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' .

' PURPOSE:-

:This procedure has been established to define a uniform method of handling written and
: verbal complaints from users of ATC Medical Group products.

SCOPE:

This procedure applies: to all devices (current & obsolete). manufactured ' by ATC.
.

APPLICABILITY:- ,

.This procedure applies to all company personnel who, in the normal course of- their.
duties, receive customer complaints. .

DEFINITIONS:

' Complaint" - FDA. in 21 CFR 820.198 (a), defines a complaint as a written or oral
expression 'of dissatisf action with the identity, quality, durability, safety, effect=

-

iveness, cr performance of a device.

For the purposes of this. procedure, the company deems that the following are not to be
considered as complaints:

1) Request for routine service, repairs, or maintenance.-
'

Requests for operator instructions.2)
3) Complaints.regarding back orders, shipping damage, billing, schedules,

etc.
4) Any other complaints not related to device performance or malfunction.

CLASSIFICATION:'
BasedAll complaints shall' be classified in one of the following three categories.

upon the category, the method of handling the complaint varies. ,

1

^1. " Incident"
This is a complaint pertaining to patient or operator injury or death,
or to a hazard-to-safety condition. Hazards-to-safety include the,

malfunction of any components related to radiation generating and
which might create an uncontrolled radiation situation, |attenuating

and/or the malfunction of any components whose failure could physically |

This type of complaint requires a formal investigation. |.

harm someone.
,

* . ,
,

Quality Assurance DepartmentATC Medical Grour,
RevisionsprovalPrepared by f
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Date_ Issued: 1 .28 - 83

Page ! of 4 .

,

.

" 2. ~' Major Complaint" -
,

This is . a complaint which relates to a malfunction causing the system to be
inoperative in a. safe manner. In general, it results in customer down-time. This
type of pr41em requires an immediate solution.

3.~ * Minor Complaint"
~

. i

This is a complaint which relates to a malfunction that creates a problem that is
undesirable but does not impair the' safe operation of the system. Solution of the.

. problem in a timely. manner is recommended.

~ INSTRUCTIONS FOR HANDLING COMPLAINTS:
,

1

A. Routing the complaint to the proper personnel .

1. Written

Any company employee receiving a written communication of a complaint ,

shall ' notify 'the appropriate Field Service Manager, by telephone. Copies- j
of the complaint shall be' forwarded to the Field Service Manager, the- 1

facility manager, and the corporate safety officer. In the event that i

thef complaint can be: classified as an Incident, then the f acility manager
: and corporate safety officer shall be notified by telephone also.-

2. Verbal
. .

Any company employee receiving a verbal complaint shall forward the complaint 3

! call- to the appropriate Field Service Manager, if at all possible. If this . !

is not possible, then the caller should be advised to call back and provided-
with the information as to who to call, when and where. Non-service person-
nel 'who receive a complaint call for whatever reason should only take a
message and see-that it is relayed as soon as-possible. No attempt should bet

'

made to diagnose a problem and no solutions should be offered by non-service
personnel.

|' B. Acknowledgement of Complaints

- 1.. Receipt of all complaints, either written or verbal, shall be acknowledged.''

For " Minor" and " Major Complaints", acknowledgement will .be by telephone from
the Field Service Manager or a field service engineer - Acknowledgement would
simply be supplying your name and company position. Incidents should be
acknowledged by the facility manager with an explanation that an investigation

|
wil.1 follow. -

.- i

' .

Quality Assurance DepartmentATC Medical Group
kev 151on5 ,

Prepared by Approval
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Revision:'
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CUSTOMER COMPLAINTS
'

S
Date- Issued:- 1 - 28 '- 83

Page 3 of- 4 ,.

,
.

C. Complaint Reporting Form , ,

-Each customer complaint must be recorded on standard report form QA 1000
15.4A. The person taking the complaint must fill this form out completely and

'

sign it.

D. Field Service Complaint Response

The field service manager or engineer who receives a complaint must do the
following:

,

1. Fill out Form QA 100015.4A while taking the complaint.

2. Classify the complaint as either " Minor"," Major", or " Incident". In
case of an Incident, advise _the customer to shut down the system and wait
for further instructions. Notify the General Manager immediately to~

discuss appropriate action. .

Remember, there could be legal ramifications involved.

3. Response to minor / major complaints:
Suggest methods to correct the problem,a

b Schedule a service call.
Work' with engineering and material control to solve the problem.c

4. Recordkeeping requirements:
a) Maintain report in-open complaint file until problem has been solved.
b) ' Maintain a log of all open complaints. Forward a conthly summary of

open complaints to the facility manager.
c) Once . a complaint is closed, forward copies to QC ar.d Engineering.-

d) File completed report in customer file.

E. Engineering Response

1. Engineering is responsible for auditing all open and closed QA 100015.4A
reports with regard to determining design and component problems. A

data bank should be generated to spot trends in device failures.

F. Quality Assurance Response

1. Quality Assurance has the responsibility to maintain the complaint files as
required by -regulation. For the purposes of FDA inspections and annual,

reports, the complaint file should be organized into three major catagories.

a) Written and verbal complaints organized by device type..

b) Inx'ents ,

c) All other complaints organized by device type.*

ja i

ATC Medical Group Guality Assurance Department
. Prepared by Ap ova Revisions

' /-z e-85
- - -
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.- -Revision
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.

Date Issued: 1 - 28 - 83
'
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.

2.' Auditing , ,
,

'

Quality assurance should audit the Field Sirvice complaint system 'on a
bi-weekly basis to assure that complaints are being classified properly and i

'that written . reports of complaints are' being generated and distributed - ,

properly. |
:

|
G. Facility Manager Action.

1. -Review monthly summaries. of open compiaint file.
.

|-

'

!

:-

.

|'

|

'l
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|
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?.*- ' TELEPHONE CALL REPORT N O .'-

TAKEN BY:
,

,

- FACILITY: DATE:

FACILITY ADDRESS: EQUIPMENT:
s

REVISION LEVEL:

* ~ PHONE'W: CONTACT (FULL NAME):;..- .

! F.O.'# (REQUIRED): TIME:<

,

- BILL TO ADDRESS:
?

TOPIC: REQUEST FOR SERVICE WARRANTY

TELEPHONE ASSISTANCE TIME AND MATERIAL
CONTRACT PART ORDER ,

s

OTHER -

|

.; PROBLEM (DETAIL DESCRIPTION):

.

f

. DIAGNOSIS: ,

ia

\

'

|
|

!- PARTS OR TOOLS (IF fEQUIRED):

1
PART NUMBER DESCRIPTION

. ,

-!

..

1
1

!

|3

,:
i ?

IF SHIPPED: SHIPPER NO.: DATE
!

TENTATIVELY SCHEDULED FOR: SERVICE PERSONNEL SCHEDULED:

SERVICE TECHNICIAN DATE ENGINEERING DATE

(s
L
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ADVANCED MEDICAL- QUALITY ASSURANCE POLICY FOR COMPLIANCE:WITH
t(7 MS,' lNC. 10 CFR PART 71 APPENDIX E ,

QA 1000 1.4 .;
can muto

T.. Nc,...o.e P,.cise November 7, 1979

iL -

i

PAGE 1 of 9
. . . ,

1. ORGANIZATION ;

*

The final responsibility for the Quality- Assurance- (QA) Program for. -

-

~ Part 71, requirements rests with ADVANCED MEDICAL-SYSTEMS, INCORPORATED;
;.

-

The Q.A. function'is developed about the concept that all products are '

produced and. controlled to comply with all specified and. Implied
standards of performance and quality, at the most economical cost. In

. essence, the quality assurance function can be considered a coordinated
f responsibility aimed at eliminating defective-work, which~can be

generated as' the result of poor design, poor production workmanship,
-

and vendor and' customer errors.

I
Because of the magnitude of such a function, the responsibility off
coordinating this has been given to the Quality Assurance Department.

L .The Q.A. Department being an independent reporting _ group, is respon-
sible to the Genergi Manager.

I.. All Design-and Fabrication shall be conducted under this Q A. Program,
i

k

The Q.A. Program is implemented as shown on the attached organizationa.

chart.

L
The- Radiation Safety Of ficer/Q.A. Manager is responsible for overall
administration of the program, training and certification, document-l'

control -and auditing.
|

Q.A. _ individuals, via the Q.A. Manager, have the responsibility and
authority to stop unsatisfactory work and control further processing,
delivery, or installation of non-conforming material.

g .

II. QUALITY ASSURANCE PROGRAM

The management of ADVANCED MEDICAL SYSTEMS INCORPORATED, establishes
-

-

and implements this Q.A. Program. Training, prior to engagement, for
all Q.A. functions is required according to written procedures. Q.A.

?

Program revisions will be made according to. written procedures with _|

1

Isotope Committee approval. The Q.A. Program will ensure that all
defined Q.A. Procedures, Engineering Procedures, and Specific Provisions
of the package- design approval are satisfied. The Q.A. Program
will emphasize control of the characteristics of the package which are
critical to safety,

ph
The ADVANCED MEDICAL SYSTEMS, INCORPORATED isotope Committee regularly

! s
reviews the total Q.A. Progr,am.

,

The Q.A. manual is a confidential publication containing proprietory
ir. formation .for ADVANCED MEDICAL SYSTEMS, INCORPORATED. It's distri-

t atvislONs
L '"l'^"8D8Y | O g f ovAtffw m,,_



,,.; f.
' ~ " - ~ ^ ~ " ~ ^^ '~ ~ ' ~ ^~ " ^ ' ~ ~ ~ ~ ^'

~

' bl.T 3 . | ATTACHMENT.4 -QA1000f "1.4
,

'
' ''C Page 2 of 9:

n. _

bution ' is,. therefore, ' limited to corporate Q. A.',
the General Manager.

c

y

^

Engineering Manager, Manufacturing Manager, and Quality Assurance.
'

Revisions to the Q.A. manual must be approved by management, as out-
-lined below,.~and will become effective immediately upon approval .', ,

Document Control requires the approval of the Manager, Engineering. -

'

All, sections also require the apo-oval of. the Manager, Quality1

Assurance. 1

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

are contained.- ~

|=
-*

' " The General Manager will communicate to-all departments and' individuals
that quality policies, Q.A. manuals, and procedures are mandatory
requirements which must be implemented and enforced.

All' items purchased, manufactured, or used by ADVANCE 0 MEDICAL SYSTEMS,service of its products are-
' INCORPORATED,_ in- the manufacturing or -

L

subject to Q.A. control.
,

Any' disputes involving-quality, between 0.A. personnel and.other
department _ personnel, will be resolved .by the General Manager.

j
An indoctrinstion and training program is established such that:

l d

. Personnel responsibility for- performing quality-re ateactivities are instructed as to the purpose, scope and imple -
,

1 -1. >

mentation of the. Q.A._ manuals, instructions, and procedures.

Personnel performing quality-affecting activities are trained
and qualified in the principles and techniques of the activity2.

V being performed. '

The scope, the objective, and the method of implementing .v

the indoctrination and training program: are documented.3.

Proficiency of personnel performing quality-affecting activi--t;

i

ties is maintained by re-training, re-examining, and/or4.

re-certifying.
,

Quality-related activities are performed with specific equipment under
suitable- environmental conditions, and prerequisites have bm satis-
fled prior to inspection and test.

1II. DESIGN CONTROL

Measures are established to carry out design activities in aJ

1.
planned, controlled, and orderly manner,

Measures are established to correctly translate the appitcable
k. 2. requirements and design bases into specifications,regulatory

drawings, written procedures, and instructions. '

..

- . _ _ _ _ _ . _ - _ _ . _ _ _ _ _ . _ _ - _ _ - _ . _ _ _ _ . _ _ _ _ _ _ . _ . _ . _ _ . _ . _ . . _ . . . . _ _ . . _ . . , , , ..,4
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-

Quality standards ' are specified in the design- documents, and
deviations and changes from these quality standards are controlled.[ . : 3.5

a' .

; Designs are reviewed to assure that. (1) desig)n characteristics caninspection and. test-4. be controlled, inspected.,and tested, and (2
criteria a're identified.

-

-

selection and accomplishment of ' design verification orl lProper
, checking processes such as by design. reviews, alternate ca cu a-5.

When a testtions,.or qualification testing are. performed.
program is used to verify the adequacy of a design, a qualifica-

'

tion = test ,of e- prototype unit under design conditions shall
be*

used.

Individuals or groups responsible for design verification araand -the designer's immediate-

i6. other . than the origiaal designer
supervisor.

L

controls and approvals that were applicable to the originalDesign and specification changes are subject to the same design-
;

l7.

' design,- unless the licensee designates ' another qualified respon-
-'

l

sible organization.'

The positions or groups responsible for design reviews and other
designs verification activities and their authority and responsi-|- 8. ,

bility_ are identified and controlled by written procedures.(,(.t
-

\

PROCUREMENT DOCUMENT CONTROL j' ]V.
Procedures are established that clearly delineate the sequence

of actions to be accomplished in '.he preparation, review, approval,1.

ta.d control of procurement documents.
.|

Frocurement. documents identify the applicable 10 CFR Part 71,
Appendix' E requirements, which must be complied with and described

'

2.-

in the supplier's Q.A. Program.~

technical requirements including the applicable' regulatory requi-Procurement documents contain or reference the design basis3.

rements, material anti component identification requircments, drawings, specifications, codes and industrial. standards, test and
i

inspection requirements, and special pro:ess instructions.
,

|

Procurement documents identify the documentation (e.g., drawings,
procedures, inspection and fabrication plans,4.

inspection and test records, personnel and procedures qualifica-
specifications,-

tions, and chemical and physical test results of material) to beprepared, maintained, and submitted to the purchaser for review,.

and approval.

' Procurement documents identify those records to be retained.L(
controlled, and maintained by the supplier, and those delivered5.

to the purchaser prior to use or installation of the hardware.|-
'

:

. .- . _ - _ _ _ _ _ _ _ __. ___ ___.__._ __ _.--.._. _ ________ ___ _ _ _ _ _ . _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _--
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'

ofProcurement documents contain the procuring . agency's - right6.
b access'to supplier's facilities and records for source inspection.

.

and audit.
,

Changes and revisions to procurement documents are subject to at
.

7,
least the same review and approval as the original document.

V.. INSTRUCTIONS, PRCCEDURES, AND ORAWINGS

Activities. affecting quality are prescribed and accomplished1. in accordance with documented instructions, procedures, or draw-
ings.

<

Provisions are established which clearly delineate the . sequence
of actions to be accomplished in the preparation, review, approval,2.-

'

and control of instructions, procedures, and drawings.

The Q.A. organization reviews and concurs with inspection plan:;;3. test, calibration, and' special _ process procedures; drawings!
' '

and specifications; and changes' thereto,
:

VI. DOCUMENT CONTROL

L:d, The review, approval, and issue of documents and changes thereto,
-

..

! 1.- prior to release, are procedurally controlled to assure they
are adequate and the quality requirements are stated.

. Changes to documents are reviewed and approved by the. same organi-
!- 2. zations that performed the - original review and approval or by

other qualified responsible organizations delegated by the appli-
cant.

Approved changes are included in instructions, procedures, draw-
1

3.
ings, and other documents prior to implementation of the change. ,

Documents are available at the location where the activity will
L 4.

be performed prior to commencing the work.

A master list, or equivalent, is established to identify the-L

| 5. current revision number of instructions, procedures, specifica-
tions, drawings, and procur,ement documents.L

|

VII. CONTROL OF PURCHASED MATERIALS, PARTS, AND COMPONENTS _

Qualified personnel evaluate the supplier's capability to provide
t

L 1.
acceptable quality services and F.roducts.

!-

-The evaluation of suppliers is based on one or more of the follow-1

[ 2.
ing:'

The supplier's capability to comply with the elements of
'

1.
Appendix E to 10 CFR Part 71, that are appitcable to the type|.

,

|
'

.. _ . . _ _ _ _ __ ______ __._ __ ._ _ __ _ _ _ _ _
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a,

\'

~( of material, equipment, or service being procured. j

A. review of previous records and performance of suppliers
.

2. -who have provided similar articles of the type being procured.
'

A survey of the supplier's facilities and Q.A. Program to-3. determine his capability to supply a product which meets i
'

the design, manufacturing, and quality requirements.
and filed.The results : of supplier ~ evaluations are documented3. I

.

Surve11ance, if required, of suppliers during f abrication,
inspection, testing, and shipment of materials, equipment and

|4.
'

components. is planned and nerformed in accordance with written
procedures to assure conformance to the purchase order require .,

'

i ments. -

The supplier furnishes the following records as a minimum to
. . -

5.
the purchaser:

Documentation that identifies the purchased-material or-1. and the specific procurement requirements (e.g.,equipment
codes, standards, and specifications) met by the . items.

2. Documentation that identifies any procurement requirements
{'" which have not been met together with a description of those

as is" or " repair".nonconformances dispositioned " accept

Receivng inspection of the supplier-furnished material, equipment,6. 1

and services is performed to assure:

The material, component, or equipment is properly identified1. and: corresponds with the identification on receiving documen- |
p-

j
,

l tation.
Material, components, equipments, and acceptance records )..

2. are inspected and judged acceptable in accordance with prede-
I

term'.ned inspection instructions, prior to installation or-*

use.

Inspection records or certificates of conformance attesting
;

and components are available |3.
to the acceptance of material
prior to installation or use.
Items accepted and released are identified as to their inspec-

,

'

4. tion status prior to forwarding them to a controlled storage
|area or releasing them for further work.
i

~( VIII. IDENTIFICATION AND CONTROL OF MATERIALS, PARTS, AND COMPONENTS _

Procedures are established to identify and control materials,
' J. 1.

parts, and components including partially fabricated subassemblies.

The identification and control procedures assure that identifica-2.'
tion is maintained either on the item or on records traceeble to

_ - . . - . . . - . - . . . - _ - _ _ _ _ _ _ - _ _ _ _ _ _ - _ _ _ _ _



y 17,
. __ ----- - - - - -- g y . u . ;

,_ _

ATTACHMENT 4
, j . ?,

yege 6 of 9 :

'' *

j
,

the item to preclude use of incorrect or defective items.
., .,

!

Identification of materials. and parts important to the functionk, ;

of safety-related systems and , components can be tr aced to the'' 3. i
appropriate documentation such as drawings, specificat ons,i tion

purchase orders, manufacturing and inspection documents, dev a
D i

reports, and physical and chemical mill test reports.
f t the

fit, function, or quality of the item being identified.The location and the method of identification do not af ec4.
!is

Correct identification- of materials, parts, and componentsbl-.

verified 'and cocumented prior to release for fabrication, assemS.

ing and installation. .
.

'

CONTROL OF SPECIAL PROCESSES
Special processes such as welding, heat treating, nondestructive

IX.

testing, and cleaning are proce:.urally controlled.1.

Procedures, equipment, and personnel connected with specialL
l des,

processes are qualified in accordance with applicab e co2. '

,

standards, and specifications. and personnel
Qualificaiton records of procedures, equipment, d kept,

associated with special processes are established, filed, anL
~ 3.

| '- (f-
-current.
(

INSPECTION _X.
_

An inspection program which verifies conformance of qua!ity-affec-documented, and
. ting activities with requirements is established, led procedures.1.

accompitsbed_in accordance with written and control
Inspection pe'rsonnel are independent from the individuals perform-
ing the activity being inspected.2.

7:

Inspectors are qualified in accordance with applicable codes,i
standards, and company training programs; and their qualificat ons3.

and certifications are kept cu-rent.-
insoected in accor-

Modifications, r4. pairs, and replacements ar2
dance with the original design and inspection requirements, or4.

acceptable alternatives. d

Provisions are established that identify mandatory inspection hol.

5.
points for witness by an inspector.

-
,

k 'XI. TEST CONTROL

perform satisfactorily in service is established, documente ,A test program to demonstrate that the item or component willd and
1. procedures.

accordance with written controlled
-

accomplished in

. _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . . - - . . -- - . - . - . _ - . - - - . . .
-
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,

H

Modifications, repairs, and replacements are tested in accordance j
with; the original design and'. testing requirements or acceptablecf 2.

.

# alternatives.
Test results are documented, evaluated. . and their acceptability ;3. determined by a qualified. - responsible individual or group.

.

i

X11 _ CONTROL OF MEASURING AND TEST EQUIPMENT
instruments are calibrated at specifiedMeasuring and test

-intervals based on the required accuracy, purpose, degree of1. .

usage, stability characteristics, and other conditions affecting >

the measurement.
,

Measuring and test equipment is identified and traceable to -

2.
the calibrattors test data. .

Measures are taken and documented'to determine the validity
of previous inspe'ctions performed when measuring and test equip-

* 3.
:

L
ment is found to be out of calibration.

l

Reference and transfer standards are traceable to nationally .

standards do not exist,4.
recogni7ed standards; or where national
provisions are established to document the basis for calibration.L

| . {,
XIII. HANDLING, STORAGE, AND SHIPPING

1. Special handling, preservation, storage, cleaning, packaging,
and shipping requirements are established and accomplished by
qualified individuals in accordance with predetermined work and
inspection-instructions.

All conditions (operations, tests, inspections, specifications,and the U.S. Department of2.
etc.), of the NRC package approval
Transportation shipping requirements are satisfied prior to '

shipment.

All necessary shipping papers will be prepared, as required.2.

Departure, arrival time, and destination of a package will be
established and monitored to a degree consistent with the safe4.

transportation of the pacLage.
|-

XIV. INSPECT!0tl, TEST, AND OPERATING STATUS
__

Identification of the inspection, test, and operating status
-

|

of packages and components is known by affected organizations.1.
-

( The application and renoval of inspection and welding stamps
C~.

2. and status indicators such as tags, markings, labels
snd stamps,

are procedurally controlled.
>

i

'

. _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ . _ _ - - _ -_-_- __ --.-- - _ . _ _ - .. . e
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+
.

critical ;

-3. Bypassing of required inspections, tests', and other
'

' [/ operations is procedurally controlled. itioning
=

-The status of nonconforming,. inoperative, or malfuncpackages or components is identified to prevent inadvertent
~

4. |

use.
.

NONCONFORMING MATERI AL, PARTS, OR COMPONENTS _ i
XV. i dispost-

.The identification, . documentation,. segregation, rev ew
tion, and ' notification to affected organizations of nonconforming

.

1. l
materials, parts, components, or services are procedurally contro -

...

Ied.
Documentation identifies the nonconforming item; describes the -the disposition of the nonconformance, and the2.-

nonconformance, irements; and includes signature approval of the
~

: *~
''

inspection requ
disposition.

Nonconformin'g items are segregated from acceptable items andL

identified as discrepant until properly dispositioned.3.
| .

Acceptability of rework or repair of materials, parts . components,
,

L '

and systems is verified by reinspecting and retesting the item-4.

as originally inspected and tested or by a method which is at
-least equal to.the original inspection and testing method.f -

.'
,

,

XVI. CORRECTIVE ACTION _
Evaluation of conditions adverse to quality (such as nonconfor-

mances, failures, malfunctions, deficiencies, deviations,
and

1 ~.

defective material and equipment) is conducted to determine theneed for corrective action in accordance with establishad proce-
-

idures,

is initiated following the determination of >

Corrective action!

a condition adverse to quality _ to preclude recurrence.2.

Follow-up reviews are conducted to verify proper implementation
of corrective actions and to close out the corrective action3.

| documentation.'
|

- . XVII. QUALITY ASSURANCE RECORDS _ i

Sufficient records are maintained to provide documentary evidence|

of the quality and safety of items and the activities affecting1.

quality and safety. l

.#(- Q.A. records include operating logs; results of reviews, inspec-
tions, tests, audits, and material analyses; qualification of

! .

2. h'

personnel, procedures, 'and equipment; and other documentation sucdocuments, calibration|
7'

|-
as drawings, specifications, procurement

I

and corrective
orocedures and reports; nonconformance reports; ]

|

r,

. . . - - . . _ , _ _ _ _ _ _ _ _ . ...
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action reports. '

i

I Records are identifiable and retrievable.
- J

3.
l,

1

4. A- Ilst of the required records and their storage locations
will be maintained. ,

.

5. Design rel'ated records (e.g., drawings, calculations, etc.),
are maintained for a minimum of two years.M ,

- 6. - Inspection and test records contain the following, where appli- ,

cable:- .

*

!

1. A description of the type of observation. >

2. Evidence of completing and verifying a manufacturing, inspec-*

tion, or test operation.
,

3. The dateLand results of the inspection or test.

4. Information related to conditions adverse to quality."

5. Inspector or' data recorder identification.

6. Evidence as to the acceptability of the results.

'

XVIII. AUDITS

f 1. Audits are performed in accordance with pre-established written - !

- procedures or check lists and conducted by personnel not havingL

direct responsibilities in the areas being audited.

2. Audit results are documented and the reviewed with management
having responsibility in the area audited.

3. Responsible management takes the necessary action to correct
the deficiencies revealed by the audit.

4. Deficient areas are reaudited on a timely basis to verify imple-
mentation of corrective actions which minimize recurrence of
deficiencies.

5. Audits of the Q.A. program are-perfortred at least annually,
based on saft.y significance of the activity being audited.

.

. . (, .

.

wb , - , - ,- . .w-. . . . . . - , , ,- - -+v-,. -
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INTEROFFICE MEMORANDUM _. .

.q

'S 1.

-DATE:' January 3,1984 I
'

'

, y.

TO : - Ed Svigel FROM: Mike Baruffa ~).

1

LOCATION: LOCATION:,

!.
'

Norm Kelbley 1

COPY TO: Howard Irwin.*; -

.

. SUBJECT: '50DEC0 RP112E PULSE COUNTERS USED ON OUR Pat Harrison .

H
'

VG8 CONTROL F,0R TREATMENT COUNTERS
.

..

i.

'

Per my conversation with Mike Marks, Product Engineer at Landis & GYR/Sodeco, *

the model RP112E predetermining pulse counter we currently use as a treatment .

,

timer in our VG8 has now and has always had the ablility to set time at.'000.00
'

|-
min..while enabling shutter operation. This is a design characteristic, not a

L
malfunction as recently suspected by AMS Engineering.

.

!~ . A course'of. action has been adopted to remedy this situation by adding the.

Eagle Signal counter as a replacement kit.
,

Thank You,
,

.
. ,

Mi e B uffa.

'

!

| MB/bt
|

. I

l
*

I

I
I-I, .

I .

.

*;

o

|
. . . ~ _ . .. _. - . . -. , . _ . . _ _ _ . _ . - , ._ _ _ _ . _ . . ~ _ _ _ . -
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ATTACHMENT 6
.

'
.

-

.

''

ODATE: ~ January 27,L1984'

Norman Kelbley FROM: Howard R.rIrwin
To: ' Dick Brees *

.

-Ed Svinel <'
'

.

COPY TO -
--, . . .

SUBJECT: Minutes of: Safety Committee meeting 1/25/84.

1. Incident-84-01-Glen Falls table
Committee reviewed facts of incident, prior service ~ records.Fil' led"

-

out incident report'. Examined part.

Determination that this-was an isolated incident. 1There are no
existing procedures ' for inspection of C/8 tables'. .

H. Irwin. verbally notified D. Miller & F. Kafer oft incident, writ-
ten report to follow.

Actions-to be taken
.

Generate:C/8 table rebuild procedure utilizing knowledge of Red-
Murray.-

2. Sodeco RP112E Pulse Counters

N.:Kelbley1 assures us that it~is standard operating procedure for.
C/12 users to set the counter to 000.00 at end of day. Is con-
cerned that when.a replacement timer'becomes necessary, this pro-
cedure will create a potential safety; hazard.

_

Engineering has verified with Sodeco that the counters as we re-'

ceive them today have not been changed and have always allowed the
counter to function when manually reset to 000.00

Counters are AMS-part #81493, are sold individually as a-part of
kits 200037 (C/9) and 170786 (C/12)
Instruction sheets 200025 and T60B-153 exist as part of the kits
to describe to the user the method of operation using the Sodeco-

'
counter.

Until the Eagle digital counter has been fully designed and tested,
.

it may not be offered as a replacement.

.

-



ATTk HMENT 67.,,

.. ,

/;
' Page 2 '

-

/ Instruction sheets 200025 and T60B-153.have been reviewed, re -~

vised and reformatted as. supplemental mages to the operators. "

manuals, T55B-170, T55B-28-(Rev.A). Taey will continue as a -*

part of the timer kit. In addition,'the sheet will be stocked
.with the counters so as to insure it-accompanies a counter
ordered as an individual part.-

A' copy of theLnew instruction sheet should be issued to all
customers who have already purchased a counter or timer' kit.

3
.

3. RadSim TV Arm Service note.
,

j The service. note was issued on 12/23/83 . , ..

i ' Receipt has-been verified. Field Implementation of the note is~

proceeding well,

t-

t.

'

,

4,

1 .

.

..

. w

9

i
;

i-:;

..

E

_

O

r

I

I
'

;

4

(

'

1
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,

.

-DATE: January 3,1984-
,

TO: Ed Svigel FROM: Mike Baruff a

LOCATION: LOCATION:

'

COPY TO: Howard Irwin
Norm Kelbley

SUBJECT: ~ SODEC0 RP112E PULSE COUNTERS USED ON OUR Pat Harrison
'

VG8 CONTROL F,0R TREATMENT COUNTERS
,

i

.

Per my conversation with Mike Marks, Product Engineer at Landis & GYR/Sodeco, *

the model RP112E predetermining pulse counter we currently use as a treatment

, timer in our VG8 has' now and has always had the ablility to set time at.000.00

min. While enabling shutter operat' ion. This is a design characteristic, not a
.

malfunction as recently suspected by AMS Engineering.'

A course of action has been adopted to remedy this situation by adding tne

' Eagle Signal counter as a replacement kit.

Thank You,
,

!
'

Mi e B uffa.

.

MB/bt. !

l

.

I .

e-

- ,, ,_--. . . . - . _ _ - . _ . , . _ _ _________________.__m __m ,___,___.__.____________m._, - -
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CHERYL PAPUGA
ATTACHMENT 7

HOWARD IRWIN.

-N *

ED SVIGEL
,

*

.

TOs ISMPE COM>f1TTEE

FROM NORMAN KELBLEY

DATES APRIL 13, 1984 ,

.

CUBJECT MINITTES OF APRIL ISOTOPE COMMITTEE MEETING.:; ..

.

. .

M F ,' ,,*

FILM BADGES AND EXPOSURES u|My, . -
Exposures are within required A.L.A.R.A. ,1laits. The badges of oosecservice -
personnel are reporting zero in spite of the fact that they have be,n helping'..

on colbalt jobs. The R.S.O. will send a general memo to let monitored per-'
sonnel know that the exposure reports are reviewed. '? .

-- ,
_,

Remove Dieffenbaches and Goodale from issue of badges. We will issue if used
' '

,

for jobs .again.

Remind'Cansnern to advise service persons that badges are to be worn, not kept,
in tool or brief cases. This is .as a result of Jack Juras accidently exposing
his body and wrist badge to radiation while testing an accellerator.

A quarterly report is attached.

EXCESSIVE LEAKAGE .

The problem of excessive leakage, previously reported with the source exchange
at Jennie Edmunson Hospital, was resolved by the physisit reading of an aver--

;
~

Theage of 2.0.and the checking of our instrument also agreed with this. ,

|
the source stays in the unit. ;!

1

181375 AND 181361 OVERPACK S'. 5

It is mandetory that the inspection and repair of these overpacks be documented |
;

and records be maintained. This is required by 10 CFR 71. . ?,
-* m

I
None are to be used unicss they pass Q.A. Inspection. !

;

DEPLETED URANIUM PATTERNS. i

The D U Patterns have been received from the previous vendors, per Cheryl
-

Papuga. R. Brees will verify and inventory prior to. storing in the controlled
storage area.

Nuclear Metals Co. has a problem with the C/9 saddles ( C 46879 ). Ed Svigel
vill get drawings and call to resolve the problem.

.

ConALT 60
'

We have received our bulk shipment of cobalt 60 but need personnel to be
We also need ourable to clean the cell and put the cobalt into the cell.

survey meters and electrimeters back from calibration before this can be even
!

started.'
.

.'

:))
-

'
-,,---,----,,,.m- - , - . - - . . - - . - - - , - - _ . , - _ - - _ _ _ _ _ - - - - , _ , ~ - -
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f M M .' - APRIL 13,11984 I b,

k,p .}N.*
.

MINUTES OF I.C. MEETING' ,
-

~**
w ,p.

(k , * \ . %$ : O.' .

'

&, TRAINIjg N J j !. > , -
-

. -

i '

Those persons who have taken the formal training course must be usedfon'
' -

,

service calls so that.we.can qualify them for - 2 licensing.
'

We do not have a whole lot of people to do licensed service since the
loss ~of Mr. Kidd'and Mr. Murray.

*

-The following is a list of those who successfully completed the training course'

and their status.

NAME STATUS
'

W. SKOCH LICENSED ON -2

J. COCHRAN MINIMALLY QUALIFIED FORL-2 SERVICE

N. GOODALE - NOT QUALIFIED - INSUFFECIENT ON JOB TRAINING
W. DIEFFENBACHER' NOT QUALIFIED - INSUFFECIENT ON JOB TRAINING-

NOT QUALIFIED - INSUFFECIENT ON JOB TRAININ,GM. ORD
OTHERS DID NOT PASS WRITEN TEST, COULD POSSIBLY PASS |
M. KLOZAR

IF GIVEN AGAIN.!-

4

I ROTOR 6 HEADS

No further D.U. pieces will be sent to the licensed vendora untillall on hand
D.U. parts are used up and sent to A.M.S.. Parts will then be sent only on an
as required basis and coordinated with the vendor, purchasing and regulatory
a f fairs.

.

BIO - ASSAY -
,

Will be scheduled for early Hay. Skoch , Baruffa, Sibert, and Kelbley will1

|-
L

be tested.

_ RAD - WASTE
,

J. .

Our first load of vaste. since AMS was established, has been shipped and '

..n >
accepted at the Barnwell, SC site. F :|; p ' y |-{;[

_...

>

Since allocations are 3 months in the future we should plan our nextIdisposal. *
. %;:W ili?-

It was- agreed that the next shipment should be a large volume low leis 1[ ship''
. gly a, ,.ment in, if possible, a shielded van. ':5.;y ~

.

The paper, etc will be compacted and placed into 55 gallon drums. JThese -
-

drums will be cleaned and removed from the lab and stored in the former radio-
graphy ( shielded ) room.

The next shipment will be planned for the end of 'the 3rd quarter of 1984.

NEtrfRON PRODUCTS
,

'

NPI has been able to successfully remove their source from the head from-
University of Oregon. The empty head has been returned to AMS. :,

,

4

- * = ,,~-.,u -. - - - , - . . .- . . ~ - . , - - - - - -=- -. _ _ - _ _ - - - - _ _ _ - - - - - - - - - - _ _ - _ _ - - - _ - - - - - - - e_ -
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..

MINUTES CF I.C. L, ). #

ING,K.31 ,

-
,

t

A.M.S. also successfully removed the stuck NPI source from the head from .

Glens Falls Hospital. This was done using hardened pins on the source holderi.~.'2
and driving using an air impact wrench. 'i;

' *
*

>

31 ' &
~ i'dh: ;.y .W iwe4,.. ;;,y' 4O,v.

'8

' $. n -
+ t'- -

. .;74,CHINA HEAD <

. . . . , ,. . .. - s
, + m.1:$:. 'i'6.

,

The head has been returned- from China and we can not move the rotor.M.p.'.g;;m@E f;8d. l -
We

have tried carbon dioxide and various techniques to no avail. |f:%. . :.?c.'.o v. e s
" ; W .%:'.1e Viv:4.7 M')',

.hIt was recommended, and accepted'by the committee, that AMS build another head;.y'W4
and source for replacement to the customer. This will allow for, installation % .t!, W6 # 'UE E,.'. 1. of this head congruent with the new unit to be shipped in May 1984.?,j.g.'I ,,s .c ; e .

'

" ::,'..',dd'y& MY .ly '
t .:',' ;; ,u ..

,.Y;; .4p'd l'i
SUPPt.TES

.; |a; {- %< ;a.-

'

= We, at the London Road Facility, are still waiting for many supplies" that'hav's .
_ ' *

'

been requisitioned and some had orders placed as long as a year ago.g -
-

.

' j ).' ' f 4 , :,' N' .
.

Cheryl Papugs will follow up on the items to be presented in a list .7,..'', 7, . . ,
o r.

. 7,ryW4,?d;|;. ;, . y. f. .; .. y y .-
9'

,
.

bpu"u.2 W ..'9
TIMERS. . . - y % . ,3 %. . . .pp.

h-
.

The timer used in the C/9 units has been causing some problems,;recenti ".f.''A/O 'y.f..'
:. |Q :n,gw.3*

-

new design is in the works and shout be released for field insta115tish'.idi'N . '5|,
.

about 2 or 3 weeks. Ed Svigel will keep everyone advised of the prMgraiss'.; VA Y;

Allen Park, MI is to be replaced A.S.A.P. a schedule for replacements [will be 3.j f

'I.f d|''

prepared at a later date. '.i; L, : m,;.
. ,

' :* |;; :
: % ~. . . i f. - ,.\,

Y, t, . .h ', s*f ' .'f ,|
1

.
,e

. . , , '

. , <|; 1*:g. :
' ' '' '

* -

, , #

4

!

[).
.

1

s

a

|. A %''
.

,

1
i

- . . . . . -- .____ . - - , - - - - . . - . - . . _ _ _ _ _ _ - .- - -.---~_._.-. ___._ .___.:____-.__.__.
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C INTEROFFICE MEMORANDUM
ATTACHMENT 7

'

DATE: :.lanuary 3,1984'
: .

, ,

..

TO: Ed Svigel FROM's Mike Baruff a j
.

|

!
. LOCATIONS. LOCATION:-

,.

COPY TO: Howard Irwin |

L
Norm Kelbley

i]p SUBJECTS ' ' 50 DECO RP112E PULSE COUNTERS USED ON OUR Pat Harrison
' '

'

VG8 CONTROL F,0R TREATMENT COUNTERS

L .

Per my conversation with Mike Marks, Product Engineer at Landis & GYR/Sodeco,

the model RP112E predetermining pulse counter we currently use as a treatment
| .7

|', timer in our VG8 has now and has always had the ablility to set time at.'000.00

- min, while enabling shutter operation. This is a design characteristic, not a
.

malfunction as recently suspected by AMS Engineering.''

L

A course of action has been adopted to remedy this situation by adding the. -

i
Eagle Signal counter as a replacement kit,

Thank You, [,

.

Mi e B uffa
.

.

MB/bt ,

o

.

I- .

4

''
. - , . . . . , . . . . , . . _ . _ . . - . . _ . . . _ _ _ _ . . . _ . _ , . _ _ _ . _ . , ~ . . . . . . - . . _ . . , .___ .___4
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UNITED STATES NUCLEAR REGULATORY COMMISSION*

,. *3
' RULES cnd REGULATIONS-

* TITLt 10. CHAPTER 1. CODE OF PEDERAL RIOULATIONS - FNtn0Y i

( -

1 _ _ _

~

PART
REPORTING OF DEFECTS AND NONCOMPLIANCE

21
-.

Oswomat Peovisions.

sec.
si. Purpene

N$ Nr$iuona. safety hazard, to immediately notify and. o ,uthorleed by lew. the Identitta

31.8 Interpretations. g the Commission of suct. fauure to g of enyone so reporting wllibe withheas
31.5 communlestions, g comply or auch defect, unless he hee ' from disclosure.8

,,

actual knowledge that the Comminolon **31.8 Postine reeutrementa. a
has been adequately informed of such '981.9 Definlueno.Exemptions. 6

> 31.1 nro,msign cone cuen teavirenen: ; defect or f ailure to comply. As ned in alt pert. jst
(e)(1) **Seetc component." whos ;

MOTIF 8Caf80" applied to nucleet power reactors means |'

i

,s,i .nt structure, system, component er
epla31.21 Nottfacetion of fouure to comply or ,._ .ed .nese. ,toossu,e m &e ,esiste.- or a n,ee.

N",(N'[.ty of the ructor coolant guwe
;IntePeoe n surnt Doconswre i tu >

**d*
'

a1.31 Procurement documente. The regulatione in thle part apply. mn
Imusenons. necteme except as specifies ly provided ede ehtdown eendluon, or (iii) &e i

:Otherwise in Pute 81. 34, as, m so.81. m espebility to prevent er mitigene thesi.4 t Inspections.
st.si ustntenance of records, or N of thle ch*Pter. to web indMduet eenwegene,e of accidents which eeund I

partnerehlp corporetion. or other entitF suelt la notential effolle exposures i

scormed pureuent to the regulations la compmb h now rdwred hla
31.81 ratten to nottir, ible chapter to pouces, we, and/or ; i100.11 d this chapter. 1

Au6ertry: Sus tell and me,peb.L g. transfer withis the United States souros (a)"Sesic component." when applied i
*

I see, es sat on and sea u ameeded. ecc. mewrist byproduct ouinist special = okt.reeinues and when appued a ;*

A su. pub t. st.m. as sist see. ems. an and nuclear material end/or opent fuel or to 6 other activities licensed pursuani to
set pub.1.w-430s as stet.1N2 and IMI6 as construct, manufacture, possess. owe- P perte 30. 40. 90.80,01.70.M.er yt of thle '

amended |42 U.84 3 art (tk tapt(et saal. eperste and/or trenefor within the
chapter meone a compo.nent. structure.

'

l sest.Resek United Steles, any production er system, or part thmot et le directly
I_ stillection facility or independent opent procured by the licensee of a facility er

fuel storage instetielion. and to esca activity subject to b reguishone la sble' i

Grector (see i 21.3(f)) and toponelble part and la which a defect (see | 21.3(d))
g willcer (see I F1.3()l) of such a licensee. er failure to comp with any appHcable

Oswomat. Paovierono g The regulatione in thle part opply sloo to regulation la thle pter. order, er
oech ledMdual corpmuon. licem leeued by the Commlulon eeund

.

| 31.1 Purpose. e
heh substandelseMybdleseThe regul tlone in this part estab." [. in e i and

Q $d re utre each director and responsible officer of (3)In all seees "beelc component"n *8 ;

enleeHon. &et conatmch (en includu dwign, bepecuen, tuHeg. er i

sus %(c,iEnergy Iteorganteauon Act of 1M4.
St.3 ) e production or utilisation eensulting services img sttent to esfety 1

That section requires any individual
ly cented IOr mehufacture. not m suociated with the component' ,

director or respotalble officer of a
firm constructing, owning. operaung sometnsction or operetian (see | Fl.3(h)) bordware, whebt these services are
or supplytna the componente of any went to part 30 of this c.hapter or an performed by the component supplier er
facility or activity which is Heenned or ndent opent fuel storest
etherwise reguinted pursuant to the les tion for the storage of opent fuel.

Othere.
.

; Atomic Energy Act of 1954, as amene. $ censed pursuant le part yt of &le 'Irmc Restonal Offices wel necept eeueet
3 ed. or the Energy 7teorganteation Act chapter, or supphes (see i 21.3(l)) basic telephone estis from Individuals who wish to ,

soeek to 3tnC Mpmeenwuwe sonomine
* of 1M4. who ot:tains information res- componente (see | 21.3(a)) for a facility
E sonably indicating: ta) That the feeBl- or activity licensed, other thee for NgN,7oewYum $r nie to one"
; ty, activity or basle component sup- export under perte 30. 40,30. OE 01.4 yl. houseys es wou as reaular howel are names

piled to such faculty or activity fa!)e to ,,73 of this chapter. Nothing in these beiow:
comply with the Atomic Energy Act of sagdeHone should be dumed h *'P'1964. as amended. or any applicable preclude eIbr an Individual er e , , , , , ,rule. regulauon, order or license of ****''''"'"/ouPplier of a commerclel
the commiselon relating to outstanual ,p.,,,, yen n,. ses

safety hasards or (b) that the faculty, prede item (en i 21.3(e-1)) not subject a p.=en ein7eomo ,!
Ism en.mog IDang ,,acurity, or boele component supplied to b mgulatione in thle part from

,
to such faellity or activity containe de- reporting to the Commluton a known er so,,,,,, susie w s:

'

fecta, which could create a substantial suspecte defect or failure to comply , p.,, r ._

pinion. =

1,
i t

21 1 May 31.1984
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PART 21 o REPORTIN3 CF DEFECTS AND NONCOMPLIANCE |.

' 1

(4) A condition or circumstance in <n -supplying" or "supp!!es" noeans |
(4) A sommerclelrode itemle act a Voh'ing a basic Colnponent that could contractually respon&lble for a basic '

rt of a heels component enul ther contribute to the exceeding of a safetF component used or to be used in a fa.
lea (see $ tt.3(e-15 ,"p,,, Ity or activity which is subject to |I

(e-1)'Commerclel grade item * meene ,gk,*8, ,g , , e regulations in this part,
seitem estle(1)not oubject to desty issued pursuant to Part 60 of this
or specification requltements that a e chapter. '

emique to facilities or activities licensed (e) * Deviation" means a depadure
,, I touant to Parts 30. 40, 30. 00.61.70, 71, er from the technical requirementa in. I 21.4 Interpretations.
l

3 efthlechapterend usedia cluded in a procutement document Emeept as specifically authort ed by

a applicellons other than cilities er (see i 31.8(11). the Commission in writing. no inter. >

(f) " Director" means an IndMdual. tation of the meaning of the teru. !" esthitles licensed pureuent to parte SL appointed or elected according to law. tions in this part by any officer or '

|
N 40, BIL 00.61.70. P't.Ar Fl af thle @epler oho is authorised to snanage and employee of the Commission other

'

and (3)to be ordered from the direct the affairs of a corporstion. than a written interpretation by the *

tier on the beste of partnership or other enuty. In the Oeneral Counsel will be recognised tomanufacturer /,su,p,,g, g g g gn g,,

"Ymanufacturer's pubtlehed product rm the i*
i

deactlptior (for stample a catalog). g g Evalutuon" means the process $ 21.8 Communicotlona. .f! mec,omp!Lshed by or for a licensee to Ettept where otherwise specified in,

h-= ,

determine whether a particalar devi. this part, all communications and re.
| Id te a botanual safMy ports concerning the regulations in 3~

(b) * Commission" means the Nucle. g this part should be addressed to the !
ar Regulatory Commission or its duly U (h) "OperatLng" or * operation" Emetw. Omce of Inspecuon and En. '

tuthorised representauves. means the operation of a facility or
(c) * Constructing" or " construction" the conduct of a lleensed actMty I[ gg g'8 Ih'hIory *I* U '

6b

this part and consulting services relat.
or to the Thrector o. s Regional Office' '

,

which is subject to the regulations in, aneans the design, manufacture, fabrl* ' :

Ig
g ention. placement, erection, install ** lf ed in A ndia D

hat an impMant to g $t th addrf d 30 o th $ apter,mmuni. f
; pu u n

- E of a acI y r ac ty * Ic
in Procurement document" means[ cations and reports also may be delly.e yJ

;

! g sub)oct to the regulations in this part
and consulting services related to the a contract that defines the require.. ["g 1,o"a hC

p nsl' -

facility or activity that are important anents whkh facilities or basic compo " ton, D.C.: at 1930 Norfolk Avenue, Be.
to safety, nents must meet in order to be consid. thesda. Md.; or at a Regional Office at

ered acceptable by the pur, chaser. the location specified in Appendix D
(J) " Responsible officer means the of Part 30 of this chapter *

t

-

president, vice-president or other indl.
( p vidual in the organisation of a corpo- ggg4 p.,gg,g ,,q g,, ,,,i,,

hip, w
$ . (e4) * Dedication" of a commercial ,"gth executfve sut (a) Each individual, partnership. cor.

porsuon or other entity subject to the,
:grade item occurs after receipt when over activities subject to this part. regulations in this part, shan po't cur.

* '

f that item is designated for use as a tent copies of the following doemnentsbasic cornponent.a in a conspicuous position on any prem.
| less, within the United States where

the activiues subject to this part are ,

conducted (1) the regulations in this ;

i part. (3) Section 306 of the Energy Re.
organisation Act of 1974, and (3) pro-' ~

(d) * Defect" means: cedures adopted pursuant to the regu.
(1) A deviation (see 131.3(e)) in a )"$ubstantial safety hasard"means lations in this part.a

l I- basic component delivered to a pur. es of safety funcilon lo the salent (b) If posting of the regulations in
I chaser for use in a Is9111ty or an acuvl. . e this part or the procedures adopted'

g ty subject to the regulauons in this 3 estthere le a major reductionin to
., part if, on the basis of an evaluation 3 de tee of election provided to Public

pursuant to the regulations in this

" (see i 31.3(gu. the deviation could a be Ith an esfe for any facility er
part is not practicable, the licensee or ,

firm s ject to ngulat in t
>

create a substantial safety hasard; or , activityli othe than emport, , , g
tion 306, post a notice thlch describes ;

P""",* "PS F1 or F3 of this chaplet. the reguladons/ procedures, including
'

""
l >

the name of the individual to whom
,

( (3) The installation, use, or oper. reports may be made, and states where~
'

ation of a basic component containing they may be examined.
'

o defect as defined in paragraph (dX1) (c) The effective date of this acetion
has been deferred until January 8,

of this secuen: or
(3) A devlauon in a portion of a fa. gggg,

t ,,,

g ellity subject to the constructionI

3 permit or manufacturing incensing re-l

guirements of Part 90 of this chapterl r
I A rovided the deviation could en the
I C is of an evaluation, create a sub-

stantial safety hasard and the portion'

of the facility containing the deviation
has been offered to the purchaser for

.

seceptance; or

202
December 30.1982

1
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PART 21 o REPORTIN3 CF DEFECTS AND NONCOMPUANCE
f4 . i

.' Stelee thelle s bjeci t'ithe ticensing th .ll not tellene the director or ag.;
'' $ 31.1 Esemptlene. eequirs>hente under Parte 30,4tL 90. 00.61. sponsible officer of his or her responal.

The Commlaslon may, upon appilca. PE y1. or yt of ihle chaplet and that is bility undet this paragraph.-

(y I tion of any interested person or upon withla ble organtastion's respo:$lity it) Individuals subject to paragraph.

I Sta own initiative, grant such esemp. y er (ii) e basic component that le withla (b) of this section snay be required by I
'

[ tions from the requirements of the n bis orgen!:stion*e responsibility endis the Commission to supply addluonal !
= regulatiorp in this part as it deter. * eupplied for a facility or en ectivity information related to the defect or !

mines are authorised by law and s1ll | tithin the United Stette that la subject I"U " 18 '0 * PIy."

i

not endanger life or property or the * to thelicensing requiremente under Paocostuurf Doepasuers |common deferme and security and are ' perte go, go, go,30.61.70. yl, or y2 of thle
othervlae in the pubtle interest. shopter.'!he above notification le not II I*'*"*"'""**'"'

poquired if such hodhIdual has actual Each individual, corporation, part. i,.

: Sup. knomledge that the Commlesion bee pership or other entity subject to the !
Ipilers of temmercial grade items are been adequately informed of out.h defect terulations in this part shan ansure '

E esempt from the provlsions of this ,or such failure le comply, that each procurement document for a ]* ty. or a Mc component laswdpart to the eatent that they supplyk ,

by him, her or it on or after January )commercial grade Hems * ~

i (3) Initial notification regulred by 4,1978 specifies, s hen applicable, that i
this paragtsph shall be rnade within the provisions of 10 CP1L Part II |

two days following receipt of the infor. apply,' '

$ 8t 8 Intermanen eeneceen er.stion. Notification shall be made to -

3

T w 0ess approval the Director, Office of Inspection and Instscreons,Itecosme ;
k (e)The Nuclear llegulet Enforcement. Or to the Director of a

Commiselon has submitted e Regional Office. If initial notification I IIS I"'P"U'"*'
information coUection requirements is by mekna other than written com. Each individual, corporttlon part. ;

conteltted in thle part to the Office of munleation, a atitten report shall be nerahlp or other entity subject to the '

b4enagernent and 8udget (OMB) fa, submitted to the appropriate Offlee regulations in this part shall permit
opProyal as required by the Paperwork 01 thin 6 days after the information is duly authorized representetives of the ,

obtained. Three copies of each report Commission, to inspect its records,a

g Iteduction Act of1900 (44 U.S C,3501 el shall be submitted to the Director, premises, setivities, and basic compo. |
,

,, seq ). OMil has approved the |,: Office of Inspection and Enforcement. .nents as necessary to effectuate the ;.

( erinformation collection requirements : (3) The sTitlen report required by : purposes of this part.
; " contained la this part under control * this paragraph shall include, but need E

I number 31SHo38, lt Maintenance of reeerde.
not be limited to, the following infor.E (l.61

6 ;
t' mation, to the extent known: a) Each licensee of a faculty or ac.(b) The approved information

coDection rer utremente contained la this (1) Name and address of the individu. * Livity subject to the regulations in this :
e

Part appear in $ $ yl.y1 and y1.81. al or individuala informing the Com.f connNLlon with the Heensed faellity
part shath maintain such records in

mission.
- (Ul Identifleation of the facility, the

activity, of the basic component sup. | or activity as may be required to iNottricAT10s'- ,

assure compliance 01th the regula.
plied for such faellity or such acth1ty | Mons in this part.IIIII Notificeuem of fall"" to *"'i#

'' ' *I'""'' 'I ' # within the United States which falls to I (b) Each individual, corporation. *

comply or contMns a defect. ; partnerahlp, or other entity sub)oct to *

(a) Each individual, corporation. (80 Identification of the firm con.I the regulations in this part shall pre.
*

(- partnership or other entity subject to structing the facility or supplying the i pare records in connection with the *

the regulations in this part shall adopt baale component which falls to comply designs, manufacture, fabrication. >appropriate procedures to, or contains a defect, placement, erection, installation,I (1) Provide for: (D Evaluating devl. (iv) Nature of the defect or failure to modifleation, inspection, or testing ofallons or Du informing the licensee or comply and the safety hasard thich is any facility, basic component suppliede purchaser of the deviation in order created or could be created by such for an# lleensed facillt# or to be used-g that the licensee or purchaser saay
defect or faDute to comply'he infettaa.'"""#""" "# # "" "# " *| cause the deviation to be evaluated (v) The date on which L

l .E unless the deviation has been correct *tion of such defect or fauure ta assure compliance with the regala.
; ed; and comply was obtained. Lions in this part. After delivery of the

(3) Assure that a director or respon- (v0 In the case of a basic component facility or component and prior to the
afble officer is informed if the con * which contains a defect or falls to destruction of the records relating to
struction or operation of a faculty, or comply, the number and loestion of all evaluations (see 131.3(gu or notifica.*

neuvity, or a basic component supplied such componenta in use at, supplied tions to the Commission teee i 31.31),
for such faculty or activity: for, or being supplied for one or snore such records shall be offered to the

(D Palls to comply with the Atomic facuttles or activities subject to the purchnaer of the faellity or compo.
Energy Act of 1964, as amended, or regulations in this part. nent. If such purchaser determines,

any applicable rule, regulation, order tvil) The corrective action which has any such records:
or Hoenae of the Commlaalon relating been, is being, or will be taken the (1) Are not related to the creation ofto a substantial safety hasard, or name of the individual or organlaatha a substantial safety 1,asard, he may

I (H) Contalns a defect. The effective responsible for the action; and the authorise such records to be de. '

date of this paragraph has been de' length of time that has been or will be stroyed, or
_ferred unto January s,1918. taken to complete the action. (3) Are related to the creaCon of a

(vtlu Any advice related to the substantial safety hasard hc shallf . X1) A dirwe6er er responsible officer defect or failure to comply about the emune such records to be offered n the
i

; JGt to he regulellons of this part er faellity, activity, or basic component organlaation to which he supplies
: e designated person shall hotify the that has bean,is being or will be given baale components or for whleh he cen.

Commission when be obtains to purchasers or lleenaces. strueta a facility or activity.
*

[ laformation reasonsbly tndicating s (4) The director or respons!ble offl.
$silure to comply or a defect affecting (l) eer may authorise an Individual to If such purchaser is unable to make.

-/ I Ge construction or operstloo of a provide the notification required by the determination as required above*

( facility or en activity within the t!nited this paragraph, provided that, this

.

21 3 Mey 31,1934.
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, ;:+,
*

' then the peepensibility for shaklng the
9,

detensdnauen shall be transfoned to .

)the indiv6 dual, corporatten, partner.
[-

>

;et$. er other enuty subjoet to theL,

s !2 segulations in this part that lasued the
procuresnent document to the pur- i

ehener. In the event that the deternal.
antica ennnot be anade at that level-

, then the responstbatty shall be trans. )
[ 9 erred in a atmDar emanner to another !, ladleidual, eerporation. partnerahlp.

g er other entity subject to the reruns.
.|siens bi this part untu, if neessaary,

I the licensee sigall snake the deternalna. e

- tien, |
'

te) Blocords that are prepared only
Jer the purpose of assuring essapliance 1

Ierith the regulations in this part and
are not related to evaluations or notifi. j

estions le the Cesamission may be ee.
etroyed after delivery of the faculty or
sempenent.

tdl The effective date of the escuan .

has been deferred untu January 4
.1978. |

* '

*

!

!

!

?
_ .ne

' lstAt pensetonoeny.
Any director er seepenalble emner

( !, subject to the regulatione in this part '

: A, ,i
. . : erbe EO end eeneciomly setie te

[ pnwide the notice seguired by I r1.21shall be subject to e civil penalty equel
a ,

'
-

* ig to b enount provided by esetion 234 of
i

Libe AtomicJtnergy Act of sess es
>

.I.

i

)[14ote removed 49 FR 19623)
.

h

I

1
;

.

&

,

e

b

.

| f
(
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