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-[ COF bFb s UNITED STATES NUCLEAR REGULATORY ComIISSION
REGION III
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i
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GLEN ELLYN, ILLINOIS 60137
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3. 60CKET NU L44(Si ( '
NN3|S

4. L iCENSE NUMBER (S) 6. DATE OF INSPECTION

03o-ISDD3 %- 190n E'- n i M A 7/tFr/Wh
Licensee: ( # #

Th3 inspection was an examination of the activities conducted under your license as they relate to radiation safety and to compliance with the Nuclear

Regul: tory Commissions (NRC) rules and regulations and the conditions of your license. The inspection consisted of selective examinations of procedures

End representative records, interviews, with personnel, and observations by the inspector. The findings as a result of this inspection are as f ollows:

1, Within the scope of this inspection, no violations were observed.

] 2.The inspector also verified the steps you have taken to correct the violations identified during'the last inspection. We have no further questions on
those actions at this time.

] 3. During this inspection certain of your activities, as checked below, were in violation of NRC requirements.
THIS IS A NOTICE OF VIOLATION which is required to be posted in accordance with Ib CFR 19.11.

A. was not properly posted to indicate the presence
of e .10 CFR 20.203(b), (c), (d), (e) or 34.42.

.

B. Containers located in were not property
labeled to indicate the presence of radioactive material.10 CFR 20.203(f)(1), or (f)(2).

C. of sealed sources were not performed at the proper
f requencies.10 CFR License Condition Number

i
D. Records of . were not property maintained.

10 CF R or License Condition Number .

E. Documents were not properly posted or otherwise made available.10 CFR 19.1L
.

F. Reports or notifications of were not made in accordance
with 10 Cf R or License Conditton Number

H.

i.

L

Ow

I hereby state that within 30 days the actions described by me to the inspector will be taken to correct the violations identified in the items checked above.
This statement of corrective actions is made in accordance with the requirements of 10 CF R 2.201. No further response will be submitted unless required by
the N RC.
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Module No. 78710E

.)

FEDICAL INSFECTICN REPORT
.

Inspection Report No. R k D 'f

licensee (Name and address)

WiCM Cm 1
W IS h P KA > R&-
nL J nk 4c m
I ensee Con et: M .(1)1 h Telephone No.,21(m- 9%~ 93 7 /

34-1900 W- O l M. A. De ket No. ZY\n- / 5,.O 03License No. /

Last Amendment No. D9 Date of Amendments /!9[9 / {/ '/ i

Category: O> J Priority: d_

Ihte of Inspections |3
-

i

Type cf Inspections ( ) Announced ( ) Initial
Unannounced ( ) Special

Reinspection |

Su ::ary f Findings and Action:

No Noncompliance, Clear 591. issued Action en Previous N/C
( ) Noncompliance, 591 isen d ( ) Regional Action

( ) Noncompliance, Appendix A ( ) Eq Action

Wn x to A _7/dkk4Inspector: A i1

_(/Ihte 61gned)( nature)

% -

h!!hApproved: /
} (Signature) [(DatdSigned)

~

Rev. 12 /',/ 80
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2. D;5PECTION H35 TORY

Iten(s) of noncompliance or deviati oted during last inspectier. [a.

conducted on: 3!/O[O [ ( ) No !es
I i

Corrective ' Action Taken Status
b. Requirenent Type of N/C _ ( fhYes ( ) No Open C2 W j

h $ M Or1 eb, Ma
;

@ E lvu n i n /N - M !i
-

-

,

b
:

- ,

If any iten(s) of noncompliance or deviations noted during lastc.

inspection were not corrected. explain:

M M9
/Z

,

'2. 03~.J.NIZATION
,

a. Ad inistrative structure meets License requinnents: es ( ) No
(L/C - XPA) .

4 La rm. L111 Os ~ ~RSD
$ i r rt > n xn a b r>~

wsLL->L-~;W
* Attended Mar ent close-out me g

,

( ) Nob. Use by authorized individuals: es
(L/C-MAC)

i

c. Isotope Cormittee meets at nquired intervals: ()Yes ( ) No
(L/C-MPA)

A
c :
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d. Record of Committee meetings: ( ) Yes ( ) No
(L/C - YJA)

-
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4 ITERNAL Al*DITS OR INSFECTIONS '

a. Required by license Conditions ( ) Yes lo

( ) Nob. Audits or Inspections conducted: es
(L/C - VSA)

uf13 c i o mfM O LJ r

U/ 0 // i

b- )es ( ) No )c. Records naintained
(L/C - YJA)4

<

|

5 TPAINING, FITRAINING AND INSTRUCTION TO WOP.XERS

( ) Noa. Training program required by License Conditions es

b. Trainins program implemented: Yes ( ) No
'

(L/C - FJC)

4

' c. ( ) No
,

RetraininE Pro 6 ram required by Lice ee Conditions s

()Nod. Retrainin6 program implemented: es
(L/C - FJC) -

I
*

|.

.
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e, . Instruction to workers in accord with 10 CFR 19.12: ( ) No -es
(19.12 - HAI)

,

#

.

6. RADIDLOCICAL PRCCECTION PRDCEDURES

a. Procedures n ferenced in License Condition: Yes ( ) No
b. Use in accordance with nfenneed procedure s ( ) Noes

(L/C - VJA)

.

.

Individual's understanding of procedures adequate: .Y s ( ) Noc.
,

!

7. YX EE'AIS, FACILITIES AND INSTEM21.7S

Facilities as described in License Applications les ( ) Noa.

(L/C - MFA)

b. Isotope, chenical form, quantity and use as authorized: es ( ) No
(L/C - VJA)

.

c. Tests required by License Condition or Regulations

(1) Molybdenum-99 breakthrou6h: ( ) Noes

(2) Performed as n quired: . ( ) Noes
(L/C-MCA)

-_

,

e
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(3) Leak tests a Yes ( ) No

( ) No(4) Leak tests performed as reguired es
(L/C - MTBI (35i14(b)(5)(1) - (3514(e)(3)(1) - ETY)

(5) Other tests required:

.

d. Inventory of sealed sources

(1) Inventory of Croup VI sources: ( ) Yes ( ) No
(3514(b)(5)(v) - IFY )

wA9
'c

n

(2) Inventory of calibration sources: .es ( ) No
(35.14(f)(2) - EFY)

.e. Sterase of radioactive caterials

(1) Method used to prevent an unauthorized individual from enter-

ing a restricted area is adequate .Yes ( ) No

(2) Radioactive raterial secured to -event unauthorized removal

( ) Nofrom an unrestricted areas es
(20.207 - ACA or ACA)

.

__ __- -__-____-__ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _
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f. Instrumentation

(1) Operable survey iristruments as described or uivalent to

()Nothose described in License Applications es
(L/C - MPA)

'

(2) Capability of radiation survey instruments adequate for prograt
"

Yes ( ) No
'

.

A

(3) Calibration of survey instruments nquired: Yes ()No i

(4) Perfor.ned as required: Yes ( ) No |

(L/C - MPA) I

(5) Dose calibrator checks required: , Yes ( ) No

(6) Perfereed as required ~Yes ( ) No
(L/C - MPA) s

8. RECEIPT AND TRANSFER OF RADI(MCTIVE P.ATERIAL

( ) Noa. Survey of incor.ing packages es
(20.205(b)(1)-APA) or ( - MPA)

b. Record of surveys es ( ) No
(20.401(b) - AEB )

_

W
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( ) hioc. Procedure for opening packaces Yes <

(20.203(d) - APA)

d. 2Pr. transfernd in accordance with 10 CPR 30.41: Yes ( ) No(30.42 - BAY )
.

.

^
.

e. Records of receipt and trsnsfer maintained es ( ) No(30.51 - Mc)

.

9 PERS20"Il RADIATION PRCTIECTION - EXTERNAL

a. Fih er 7LD bdge supplier [ nen effwAA Fa quency: n
b. Reports reviewed by: Mb Fnquency: [r)-

c. ERO inspector reviewed personnel seniterin6 records for

[n[9hperiod to
,- ,

d. NEO ferr.s or equiva. lent

(1) NEO-4 : (')Yes o Cc=pletes ( ) Yes ( ) No
(2) NRC-5: Yes ( ) No Complete: Yes ( ) No

(20.%1 a - AEA ) ;

hxizum quarterly whole body exposures #70 tm Rme.

f. hximum quarterly extremity exposure Il 79O A

s. 1.ieensee nas impie.ented the ALARA programs ()Noes ,

G w n ,p a n s u'ar O T A n L $ &
d Gu iRnis1 ,L Io,S.Y rlnio n/ ,1/U/3' /
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h. RadiaJ n survey of unrestricted area Ye! . ( ) No
(20.2 s a) to show compliance with 20.1 b) - AST)

;

i+
_

1. Record of survey maintained: Yes ( ) No
(20.401(b) - AES)

,

.
'

j. Radiation survey of use areas (hot lab, therapy treatnent area,

patient's roon, etc.): Yes ( ) No
- (L/C-ES3) '

k. Record of survey naintainedsy Yes ( ) No
(L/C - F.53 )

,

,

10. TER5CML RADI.ATION PROTECTION - INTERNAL

a. Potential for exposure of individuals to airborne ndicactive

naterial exists: [es ( ) No-

b. Mor.itering for airborne ndicactlyity conducted: es ( ) No
(20,201(b) to show compliance with all sections e 0.103 - ASE)

-
_ _ _ _

c. Records of monitoring maintained: es ( ) No
(20.401(b)-AE3)

.

y--.e y y.f - - - - - -
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11. RADIOACTIVE EFFLUENT AND WASTE DISpCEAL

a. Radioactivity in effluents to unrestricted areas: Yes ( ) No

b. Release in accordance wi-th regulatory limits es ( ) No
(20.106(a) - ABJ or ABJ)

c. Solid waste disposal method: Or.n i j . h em A n rL4 A
ht%< hY\ 0 (YD hrnT s 0 11A m 0 lOffnhnu ,

b om 1 .
d. q d waste disposal meth r o

/

e. Disposal of solid and liquid v .sta in acceM ance with atory

requirements: Yes ( ) No i

_

_

f. Reced s of disposal: Yes ( ) No '

(30.51 - mc )

1

( ) Nog. Survey of vaste prior to disposal: es
(20,201(b) to show compliance with 301 - ASH)

.

( ) NoeCo os of s m eys'nintained: es.
;

(20.401(b) - AEB ) j
!

|

.
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!12. NCflIFICATIONS AND EPORTS !

Licensee in cornpliance with 10 CFR 19.13 (Reports to individuals)a.
'

- (19.13 - HAK) ,

1

,

ib. 1,1censee in compliance with 10 CFR 20.405 (over exposures)
(20.405(a) - ARM)

,

t

;
i

Licensee in cc pliance with 10 CFR 20.403 (Incidents)c.
i

(20.403 - AR? or AR? )
,

Yes. ( ) No {
i

-

__

d. Licensee in cc pliance with 10 CFR 20.402 (Theft or less) l
(20.402(a) - ARA )

( ) No (20.402(b) - ARP )es *

,

:

1

;-

Licensee in compliance with 10 CFR 35.42 or 10 CFR 35.43 (Misad=.)e.
(35.42 - BFY ) or (35.43 - BFY )

i

,

!

13 POSTD;:: OF NOTICES

Notices to workers posted ( ) Noes,

(19.11(a) or (b) - HAE ) 911(c) - HAF)

|
|

i
-
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14. C01:TIRY.ATORY PTASUREVINTS

a. Independent measurements de by inspectors es ( ) No ,

b. Survey Instrument s o # NitC Ser. No. 007 f($
. i

'last date of calibration: T/b '

/' /
c. Describe type and results of measurements and conpan with

,

A a be A
.

Iicensee's measurements: } A)n Ab .3 :

vv e A E fY,s3 A|tu

f%4 f% 9%9 fYA J i
wAn a

25 PCSYE AND IAIELI! C
-

Posting and labeling in accordance with 10 CFR 20,203: ( ) Noes
(20.203 - AL? or AL7) :

P

16. LICE!:5E CCND' TIC!S
,

All License Conditions reviewed during inspections ()Yes ( ) No
'a.
.;
;

b. Activities were conducted in accordance with License Conditions

( ) No
..

except as noted elsewhere in this reports es
;
,

i

l'/ . IL*dlTINS AND CIRCULARS

Bulletins and Circulars issued during current yearsa.
,

)

b. Bulletins and Circulars received by licensee ( ) Yes ( ) No
.

e

|
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Licensee took appropriate action in avsponse to Bulletins and- c.
,

i
Circulars ( ) Yes ( ) No '

!
i

I

,

18. TPAKSPOrATION )
fi

Licensee ships radioactive waste to turial site or spent generaters- -

a.
,

tto supplier for disposal es ( ) No ;

b. Packages contain greater ~ nexemptquantities(1aCi)of I

radioactive materials es ( ) No j

c. If 6: eater than exempt quantities are shipped, orly packages

which have met IM Spec 7A performance criteria, as described in
f
r49 CFR 173 398(b), are used: ( ) No (715(a)-IAB) |

es
6

( ;
;

!
i

'
,

d. Document showing that package meets DCri Spec 7A perferr- e criteria j
is maintained, as required by 49 CFR 173 395(a)(1) '

( ) Nees-
(71 5(a) - IAI)

.

.

19 2TEP.5 OF NONCOMPLIANCE

Notes Attach a copy of Appendix A of the enforcement letter.

!

l

.
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APR 6 1982
:

W. 4%
Pharmatopes, Inc. License No. 34-19008-01MD
ATTN: William Wilson, R.Ph.

Radiation Safety Officer
2719 Manchester Road
Akron, OH 44319

1

Gentlemen: )
i

This refers to the routine safety inspection conducted by Mr. R. E. Burgin
of this office on March 10, 1982, of activities authorized by NRC Byproduct
Material License No. 34-19008-01MD and to the discussion of our findings I

with you and A. Tang, R.Ph. at the conclusion of the inspection.

The inspection was an examination of activities conducted under your license
as they relate to radiation safety and to compliance with the Commission's
rules and regulations and with the conditions of your license. The inspec-
tion consisted of a selective examination of procedures and representative
records, observations, independent measurements, and interviews with
personnel.

During this inspection, certain of your activities appeared to be in non-
compliance with NRC requirements, as specified in the enclosed Appendix.
A written response, submitted under oath or affirmation, is required.

We will gladly discuss any questions you have concerning this inspection.

Sincerelyg

( k.
.

D. J. Sreniawski, Chief
Materials Radiation Protection

Section 2

Enclosure: Appendix,
Notice of Violation

cc w/ enc 1:
DMB/ Document Control Desk (RIDS)

\RIII 4 RIII
k 4 ,"

Burgin/jp Sreniawski
,

3/26/82 G/SA

JggtibiRfF
.


