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Woodland Medical Group ' License No. 21-13255-01

. ATTN: Barry Samules, M.D.

22341 West Eight Mile Road
Datroit, MI 48219

Gentlemen:

This refers to the routine inspection conducted by Ms. E. Matson of
this office on September 11, 1980, of activities at Woodland Medical
Group authorized by Byproduct Material Licemse No. 21-13255~-01 and

to the discussion of our findings with Dr. Daicch on September 17, 1980.

The inspection was an examination of activities conducted under your
license as they relate to radiation safety and to compliance with the
Commiseion's rules and regulations and with the comditiouns of your
license. The inspection consisted of a selective examination of pro-~
cedures and representative records, observations, independent measure-
ments, and interviews with personnel.

During this inspection, certain of your activities appeared to be in
noncompliance with NRC requirements, as described in the enclosed
Appendix A.

This notice is sent to you pursuant to the provisions of Section 2,201
of the NRC's "Bules of Practice," Part 2, Title 10, Code of Federal
Regulations. Seection 2.20]1 requires you to submit to this office within
twenty days of your receipt of this notice a written statement or expla-
nation ia reply, including for each item of noncompliance: (1) correc-
tive action taken and the results achieved; (2) corrective action to be
taken to avold further noncompliance; and (3) the date when full com-
pliance will be achieved. Be sure to address each of these items in
your respomnse.
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Woodland Medical Group -2 - SEP 2 4 1980
We will gladly discuss any questions you have concerning this
inspection.

Sincerely, )

A. B. Davis, Chief

Fuel Facllity and

Materials Safety Branch

Encloguré: Appendix A,

Notice of Violation

cc: Central Files
Reproduction Unit NRC 20b
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Agpéndix A

NOTICE OF VIOLATION

‘ Woodland Medical Grouﬁ ‘ : License No. 21-13255-01

Based on the inspeccion'conducted on September 11, 1980, it appears that
- certain of your activities were in noncompliance with NRC requirements, .
as noted below. Items 1 through 5 are infractions.

1. 10 CFR 20.201(b) requirés you to make such.surveya (evaluations) as
nay, be necessary for you to comply with all sections of Part 20.

Contrary to this requirement, as of September 11, 1980, you failed

to make such evaluations as were necessary to assure compllance

with 10 CFR 20.303, a regulation that limits the disposal of licensed
material by release to a sanitary sewerage system. Specifically,

you failed to evaluate the releaaes of Iodine-~125 to the sewerage
system.

2. 10 CFR 35.14(e) requires that sealed calibratiom or reference
' sources possessed pursuant to 10 CFR 35.14(d) be tested for leakage
and/or contamination at intervals not to exceed six months.

- Contrary to this requirement, as of the day of the inspection, you
have failed to leak test your 204 microcurie sealed Cesium-137
reference source received on May 1979, from May 1979, to February
'1980. This is a period in excess of six months.

3. - Condition No. 16 of your license requires that licensed material be
possessed and used in accordance with the statements, representa-
tions, and procedures contained in certain referenced applications
and 1ecters.

The referenced application dated April 25, 1979, states in Item 10
the procedures described in Regulatory Guide 10.8 dated January '
1979, Section 2 of Appendix D will be used for calibration of the
dose calibrator. Section 2 of Appendix D requires in part, a
linearity test be’done quarterly.

Contrary to ‘the above, a linearity test’ has not been performed
since April 8 1980. :

4, ,‘Condition No. 16 of your license requires that licensed material be
possessed and used in accordance with the statements, representa-—
tions, and procedures concained in certain referenced applications
and letters.



Appendix A ‘ -2 -

The referenced application dated April 25, 1979, states in Item 17,

" the procedures in Regulatory Guide 10.8 dated January 1979, Appen-

dix I will be followed for area survey procedures. Appendix I
requires in part, survey with a G-M survey meter be done weekly in
all laboratory areas and monthly in the RIA laboratory.

Contrary'to the above, G-M surveys have not been made weekly of the
nuclear medicine camera room and monthly in the RIA laboratory.

10 CFR'ZO.ZOI(b) requires that you make such surveys as may be
necessary to comply with_all sections of Part 20. ‘

Contrary to this requirement, you failed to make such surveys as

‘were necessary to assure compliance with 10 CFR 20.301, a regula- .

tion that deseribes authorized means of disposing of license material
contained in waste. . Specifically, you fatled to adequately survey

. for Iodine-125 in waste disposals from the RIA laboratory.

A
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APPEOIX B - LICENSEE ACTION ON PREVIOS INSPESTION FINDINGS
- ¢ . : - st
Jdentification and suemary of action taken . - . Statys
: ’ 1
Reqirt no: : __ Typewer . Describe:
Action taken: ‘ -]
N A ase
i

Report mo: - Tyve n/e: __ Descride:
Ac2ion taken: ) 4 oD
. ' . oS

Report ne: Type n/c: Describe:

. Actfon taken: ‘
i . o
- : QS
'Y - oo e - ..
Report ns: Type n/c: Sescribe:
’ taken:

k‘ﬂlen n oo
Qose

Ragort so: Trpe we: Descride:
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5

Discussions with:

‘8.
b.

c.

B

Bosﬁitll Adninistrator _

Heads of Departwents in which BPM is used.

Isotope Committee Members

Radiation Safety Officer | i

Authorized Users

Physicians working under the supervision of authorized users.
Chief Nuclear Medicine Technologist

Medical Technologist

Student trainees in Nuclear Medicine Technology
Others¢‘$pecify 4

Records Review

Radioiogical Protection Procedures
Ewergency Procedures

BPM Receipt

BPY Transfer

BPM Use

BPM Inventofy

Waste Disposai

Instrumentation - Calibration. stu1ts. Schedules
Special Tests ~ Moly breakthrough, etc.
Leak Tests ‘ '

Radiation Surveys

Personal Monitoring

Effluent Evaluation

' Shipping Incidents

Notification and Report -
Others; Specify ' '

12

—————

) appropriate {ten
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{4 Uncorrecsad/repested noncooplisnce { 1 Unresolved feamd
1D Umsual oceurrence, conditions, etc [ ] Inspectar’s comments
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(continued)

it
Observations : R
a. Dose Preparation '
b. Dose Calibrator Usage
c. ,_Admiﬁistration of Dose to Patient
é. Use of Instruments
e. Llaboratory Facilities and Equipment )
£.

Others; Specify Atuapid acone
;

Iodependent Measurements

a.
b.
c.
g.

Direct Radistion

Smear Surveys

Dosimetric Readings, Hhére Approprilie
Others; Specify




licenser:

e

(" eppencix HC S27v_b

license Ko.

-¥ollow-up on Bulletins 2pd Circulars

4. EBulletins sent for Action -
1.  Fulletin Ko(s). . &
2. V¥ritter response timely?
3. Vritter response acceptable? ' ’
4. EBulletin 2nd response reviewed by appropriate licensee personnel?
5. Informztion discussed in licensee's response was accurate?
€. Action tazken by the licensee z5 required by bulletin and descrlbed
in licensee's response?
B. Circulars and Bulletins sent for Information
1.  Circular and Bulletin No(s). —95-p/ 79-/4  S5_pe -
, : > T ; P 2
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Occurring During Inspection

$37018

PLANNING SHEET Date: __
Licensee: License no:
Scheduled for | Post-inspection
!mpect?on Items inspection status Module no. 766 Time Info
.lmagunent peeting - Entrance '
and Exit Interviews \/ ( 307038
[RECUIRED) '
Initial .
Management Meeting 308008
Prograa requirements, .
w28 e .
i N ] . .
Licensee Event Followup 927008
Followp oh
Inspector-identified problems $27018
_ Followup on Noncompliance
and Deviations $27028
IE Bulletin/lmmediate Action
Letter Fo'l_'lowp 927038
Followup on - — - - - - .-
Headquarters Requests ~ -— S2704B — -
Followup on / .
Regional Requests : 927058
Independent Inspection , . ’
Effort (P C/
z 927068
{REQUIRED]
.. Inspector Dispatched to Site - $37008
Followup on Significant Event
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If the licensee has no waste packages on hand to inspect, ch dk _
this line and send response form 2 if all findings are satisfactory _

If the licensee has a package(s) available to inspect, perform

the inspection and send response form 3 if packages are satisfactory .
If deficiencies in the above are noted use form 4 in your response

to headquarters. Document below which licensee actions are needed

to bring program up to requested level.




