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The inspection was an examination of the activities conduc\ed.unou your license as they relate to radiation safety and to compliance with the Nuclear
Regulatory Commissions (NRC) rules and regulations and the conditions of your ficense. The inspection consisted of selective examinations of procedures

and representative records, interviews, with personnel, and observations by the inspector. The findings as 8 result of this inspection are as follows:

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

l 2. The inspector siso verified the steps you heve taken to correct the violations identified during the last inspaction. We have no further questions on
those actions at this time.

3. During this inspection certain of your activities, as checked below, were in viclation of NFT requirements.
THIS IS A NOTICE OF VIOLATION which is required to be posted in agcordance with 11 CFR 19.11,

D A was not properly posted to indicate the presence
.10 CFR 20.203(b), {c), (d), (e) or 34 42,

DB. Conmtaners located in
iaboted to indicate the presence of radioactive material. 10 CFR 20.203()(1), or (£)(2).

were not properly

C

of sealed sources were not performed at the proper

frequencies. 10 CFR License Condition Number __

D Records of
10 CFR

. were not properly maintained,
or License Condition Number

D £. Dosuments were not properly posted or otherwise made available. 10 CFR 19.11
F. Reports or notifications of
with 10 CFR

were not made in accordence
. s or Lwense Condition Number

m :

E] { ——

ey e

D 1o IR N,

| heraby state that within 30 days the actions described by re to the Inspector will be taken 1o correct the violstions identified in the items checked above

This statemant of corrective actions Is made in accordance with the requirements of 10 CFR 2 201. No turther response will be submirted uniess required by
the NAC
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1. IRSPECTION HISTORY

a.

c.

2. ORAY

Iten(s) of noncompliance or devh:;?Qnoted during last inspectior

conducted ons }‘UO[@ () ¥e
Corrective Action Taken Status
Reruirement Type of N/C _1,%17:5 () ¥o Open €1

m 75

C

If ary iten(s) of noncompliance or deviations noted during last

dnspection were not corrected, explaini

/\r/»

JZATION

¥

Adrninistrative structure meets License nqunmentsné@es ()Xo
L/p - MPA)

!{;Jr‘liuzﬁ - /gjgll<LJYV\,C3>‘544A;1)(“\

-
/.
1%{ cxlaf\_xf\ 2 /é14£21,4_an¢;4~1,¢!d44,4 Vi

* Attended Ma ement close-put me

Use by authorized individuals: es () ¥Ne
(L/C - PAC)

Isotope Comnmittee meets at required intervals: ( ) Yes ()Xo
(L/C - ¥PA)

NTA
-




d. Record of Commitiee meetings:s ( ) Yes () ¥e
(L/C - ¥PA)

3. SUNAPRY OF PROCRAM

. 4 ) M’ /) A pl £ £
20’7 Cwa-). ’ ’ " ,
, ML IS QAN LA (Y AL AN KL A av e =y Pa's
G5 Cuni 1 /)
’E S £ 3 148 A 320

&, DTERNAL AUDITS OR INSPECTIONS

a. Feguired by license Conditions ( ) Yes j@lo

b. Audits or Inspections conducted; //({[Qes () XNo
(L/C - ¥Fs)

g > 2.4
. 7 <
¢. FRecords maintaineds s () %o ()
(L/C - ¥PA) ~ -

5. TPAININC, FETRATINING AND INSTRUCTION TO WORKERS

a. Training pregram required by License Condition: es () %o
/7
b. Training program 1mp1emntednd&¥es ()Xo
(L/C - FJO

€. Retiraining program inplemented:

(L/c - FJC)

¢, Retraining program required by lice Condniomc@s () ¥
905 () Ne




6.

e. Instruction to workers in accord with 10 CFR 19.12: éﬂs ()Xo

RADIOLOCICAL PROTECTION PROCEDURES

2. Procedures referenced in License Conditicon: Yes () ¥Ne
b. Use in accordance with referenced procedure; es () ¥o
(L/C - MP4)

7
€. Individual's understanding of procedures adeqntec&jzs () Xe

MATERZALS, FACILITIES AND INSTRUMENTS

a, Facllities as descridbed in license Amliutionnﬁcs () No
(L/C - VPR

/‘
b. Isotope, chemical form, quantity and use as authorizedb&%es () Ks
(L/c - ¥PH

€. Tests reguired by License Condition or Regulations
(1) MolyWenum-95 breakthroughs es () %o

(2) Performed as required: es () %o
(L/c - Mca)y h




-5-

(3) leak tests lﬁlcs () ko '
(4) Lleak tests performed as re uindaﬁs () ¥
(35.24(e)(2)(3) - EFY)

(/e - wBi (35,3400 (5)(3) -

(5) Other tests required;

d. Irventory of sealed sources

(1) Inventory of Group VI sources: ( ) Yes () %o
(35.24(v)(5)(v) - EFY)

272

&

W izn

(2) Inventory of calitration somcesséé?./es () Ko
(35.14(1)(2) - BFY) :

e. Storage of radicactive materials
(1) Method used to prevent an unauthorized individual from enter-

ing a restricted area is adequtelﬁhs () xo

(2) Radicactive material secured to vent unauthorized removal
from an unrestricted area: ﬂ: ()R

(20.207 - ACA or ACA)




; Instrumentation

(2)

(2)

ﬁhs () No

(3)
(&)

(5)
(6)

Operatle survey instruments as described or gguivalent to

those described 4n License Application: es ()N
(L/C - MPA)

Capadbility of radiation survey instruments adeguate for prograr

-

Calitration of survey instrumenis required: Yes () Ke

Perlormed as requiredtﬁes () Ne
(L/c - ¥PA

Dose caliltrator checks required: ﬂé#\'es ()Xo

Performed as reguired Yes () No
(L/C - M®N ——

RECZIPT AND TRANSFER OF RADIQACTIVE MATERIAL

a. Survey of incoming packages: es () Ko
(20.205(b)(1) ~ APA)  or (KR - ¥PA

b. Record of survey: %es () %o
(20.401(b) - AER)




9.

€.

Procedure for opening packages: [(:??,ru () ¥o

EPY transferred in accordance with 10 CFR 30.4d: Yes () Ne
(30.41 = BAY ) ;

R vt S
Fecords of receipt and transfer maintained: (%s () ¥eo
(30.51 = =ul)

FEPSOVTL PADIATION PROVECTION - EXTERNAL

a.
bll

c.

File er TLD tmdge supplier: _Lam_d Freguency %D_

Reporis reviewed by XSD Frequency: /"MA

e

KEC inspector reviewed personnel moniticring records for (
io8 3/ &2 to (of/;{‘é/

FRC forms or equivalent

(1) NKRC-4y () Yes ° Cozpletesr ( ) Yes ()Xo

(2) FRo-5, Yes () %o Cozpletes Yes () %o
(20.601(a) =~ AEA)

Faximun Quarierly whole body exposure: ’7DJY"\ &n{«V\
Faxirun Quarterly extrexity exposures l l7 g‘j() rW\(Rﬁ.gv\
()we




a0.

i.

Radiz = n survey of unrestricted area: ﬁ!” () %o
(20.2..,2) to show compliance with 20.165{b) - ASI)

Record of survey maintained: Mhs () %o
(20.401(b) - AER) .

Fadiation survey of use areas (hot lab, therapy treatment arez,

patient's room, etc.)s Yes () ¥No
(L/c - ¥=B)

Record of survey minuinedad/ﬂzhs () No
(L/C - ¥SB )

FERSOIOTL RADIATION PROTECTION - INTERNAL

c.

Potential for expos of individuals to airborne radicactive

material exists: es () ¥No

Mordtoring for airborne radicactivity conducted: €s () ke
(20.201(b) to show compliance with all sections 6£°20.103 - ASE)

Records of monitoring minuinedn)/‘é/'}es () ¥o
(20.401(b) - AEBR )




31. FRADIOACTIVE EFFLUENT AFD WASTE DISPOSAL

a. Radiocactivity in effluents to unrestricted areas: Yes () %o

b. Release in accordance with regulatory limits: es () No
(20.106(a) = ABJ or ARJ))

€. Solid waste disposal method:
d. quj d waste disposal methbds "% fd
/‘

e. Disposal of solid and liquid w=:zie i accordancs with %ﬂato:y

reguirements: éﬁ?hs ()Xo

f. [Reccrds of disposalis ((Q Yes () ¥o
(30.51 - BAC )

-
€. Survey of waste prior to disposals es () Ne
(20.201(t) to show compliance with 207301 - ASH)

h. Records of surveys maintained: @es () ¥No
(20.401(b) - AEB )




12.

13.

ROTIFICATIONS AXD REPORTS

a. licensee in compliance

g{? Yes () %o

-10-

with 10 CFR 19.13 (Reports to individuals)
. (19.13 - HAX)

b. licensee in conpliance

4££;27'5 { ) Ko

with 10 CFR 20.405 (Over exposures)
(20.405(a) ~ ARM)

€. licensee in compliance

(ff§?1es () ¥No

with 10 CFR 20.403 (Incidents)
(20.403 - AR? or AR?)

d. licersee in conpliance

{16;§‘Yes () No

with 10 CFR 20,402 (Theft or loss)
(20.402(a) - ARA)
(20.402(b) -~ ARR)

e. licersee in compliance

A Yes () XNo

with 10 CFR 35.42 or 10 CFR 235.43 (Misadz.)
(35.42 - BFY ) or (35.43 - BFY)

PCETINS NOTICES

Notices to workers posteda(zsfs;;as () No
(19.11(a) or (b) - HAE ) 9.11(¢) - HAF)




1L,

15.

16,

17.

CORXFIRVATORY MEASUREVENTS

a. Independent measurements mgde by inspector: ﬂ;-zn () %o

b. Survey lnstrument: é; z; f NHC Ser, No. (07 ’f(gl?’
last date of calitrations ;’é 8‘4‘

sk 4

€. Describe type and results of measurements and compare with

licensee's measurements: &_._A « ¥
, '{mrzﬁ/ A) j T:

POSTDIC AND 1ABTLING

3 L .
Posting and labeling in accordance with 10 CFR ZO.ZOBsy/Zs () Xe
(20.203 = AL? or AL?) {

p— - e
LICENSE CONDITIONS

- it e - s b

a. All lLicense Conditions reviewed during inspection: ( ) Yes ( ) Xeo
b. Activities were conducted in accordance with License Conditicrs

except as noted elsewhere in this reports es () Xe
|

Viass dhS ARD CIRCULARS

a., Bulletins and Circulars issued during current year:

b. Bulletins and Circulars received by licensees ( ) Yes () ¥
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t. licensee tock appropriate action in response to Bullstins and
Circewlars: ( ) Yes () ¥

18. TRAKSPOFTATION

a&. licensee ships radicactive waste to burial site or spent generators

to supplier for disposal: (L) Ves () ¥e

b. Packages contain greater than exempt quantities ( 1 mCi ) of
radioactive materials es () Ko

€. 1T greater than exenpt quantities are shipped, only packages
which have met DOT Spec 74 performance criteria, as descrided in
L9 CFR 173.398(b), are used; es () No (71.5(a) - 1AB)

€, Document showing that package meeis DOT Spec 7A performamce criteri:

is maintained, as required by 49 CFR 173.395(a)(1) es () ke
(71.5(a) - 4B

19. ITEVS OF NONCOMPLIANCE

Fote: Attach a copy of Appendix A of the enforcement letter,




20.

COXTINUATION OF REPORT ITEMS




Wi File

Pharmatopes, Inc. License No. 34-19008-01MD
ATTN: Wwilliam Wilson, R.Ph.
Radiation Safety Officer
2719 Manchester Road
Akron, OH 44319

Gentlemen:

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
with you and A. Tang, R.Ph. at the cenclusion 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.

Sincerely,

Dﬁ' AL

D. J. Sreniawski, Chief
Materials Radiation Protection
Section 2

Enclosure: Appendix,
Notice of Violation

cc w/encl:
DMB/Document Control Desk (RIDS)

RII1I § A: RIIT1 {

& NN
Burgin/ jp Sreniawski
3/26/82 4/c[8>
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