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United States Nuclear Regulatory Commission
Region III
799 Roosevelt Road
Glen Ellyn, IL 60137
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Associated Physicians, P.C.
24555 Haig
Taylor, MI 48180
LICENSE #21-20440-01
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Gentlemen: ' ' ~ . 'g : .. . ) i .

This is in response to your letter dated April 30, 1985 concerning
the inspection conducted by Ms. C.G. Casey and the following actions
have been taken to correct the items of noncompliance.

ITEM 1: Method of performing wipe test:

Please refer to enclosed license amendment.

#
ITEM 2: Limited use of licensed material to Dr. M. Lala;

Please refer to enclosed license amendment.

ITEM 3: An amendment for Groups IV and V were filed per
telegram and the appropriate fee was sent to
Washington, D.C. on 4/15/85 (see enclosed copies) .

ITEM 4: Leak testing of sealed sources:

Our local pharmacy, Syncor, Inc., has provided us
with a quarterly service for leak testing. We will
receive a written report of each test, performed

bytheirradiationsafetyoffcgQ
O
sd 1935aa

2h3L90l74 850517 N0204400j G\

TEo1

||I- s,,,,nvour ,,ma, eor n.,nn.., Communa -r

MOL No. 7 9 0 0 3



, . .

.. , .
. ,

May 17, 1985 -2-
,

A,s of this date, we are in full compliance. Quarterly review of
a;11 records by the radiation safety officer will provide adequate
measurements to avoid future noncompliances.

Sincerely,

. S4 h-"

Michael Lala, M.D.

ML/poc
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APR 5 ; 1985

Associated Physicians, P.C. License No. 21-20440-01
ATTN: Mr. Paul Szilagyi
24555 Haig Street
Taylor, Michigan 48180

Gentlemen:

This refers to the routine safety inspection conducted by Ms. C. C. Casey of
this office between April 5-16, 1985, of activities authorized by NRC .

Byproduct Material License No. 21-20440-01 and to the discussion of our
findings with you and other members of your staff (via telephone) 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 is required.

The responses directed by this letter (and the accompanying Notice) are
not subject to the clearance procedures of the Office of Management and
Budget as required by the Paperwork Reduction Act of 1980, PL 96-511.

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

Sincerely
\

I /
s

--

._4 =

D-J.Hreniawski, Chief
Nuh n e Materials Safety

Section 2

Enclosure: Appendix,
Notice of Violation

. .

cc w/ encl: '

Michael Lala, M.D.* -

DMB/ Document Control Desk (RIDS)
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Appendix 2

.

| 4. 10 CFR 35.14(e)(1)(i) requires that your method of testing sealed sources
| for leakage and/or contamination be capable of detecting the presence of

O.005 microcuries of radioactive material on the test sample.'

|
I Contrary to the above, it was determined form a review of records and

| statements made by licensee representatives that this requirement is not-

being met. Specifically your method of testing your sealed sources wast

i not capable of detecting this level of activity for your cesium-137
source.

|

This is a Severity Level V violation (Supplement VI).
'

;

| Pursuant to the provisions of 10 CFR 2.201, you are required to submit to
' this office within thirty days of the date of this Notice a written statement

or explanation in reply, including for each item of noncompliance: (1) cor-
rective action taken and the results achieved; (2) corrective action to be
taken to avoid further noncompliance; and (3) the date when full compliance
will be achieved. Consideration may be given to extending your response time
for good cause shown.

|

!

S/ & -

Datec ''
/ D. J. SH!nrawski, Chief

/ Nuclear 14aterials Safety
Sect %1 2
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Appendix

NOTICE OF VIOLATION
,

Associated Physicians, P.C. License No. 21-20440-01'

:

As'a result of the inspection conducted on April 5-16, 1985, and in accordance
with the General Policy and Procedures for NRC Enforcement Actions, (10 CFR
Part 2, Appendix C), the following violations were identified:

1. License Condition No. 15 requires that licensed material be possessed and
used in accordance with the statemer.ts, representations, and procedures
contained in certain referenced applications and letters.

.
The referenced application received October 6, 1963 states in Item 17,

| that you will follow area survey procedures desefibed in Appendix I of
Regulatcry Guidel0.8. Specifically, Appendix I stetes that the method
for performing wipe tests will be sufficiently sensitive to detect

2 for the contaminant involved. An area will be200 dpm per 100 cm
,

2cleaned if the contamination level exceeds 200 dpm per 100 cm ,

Contrary to the above, it was learned from a review of records and
statements made by ' licensee representatives that these requirements are
not being met. Specifically, you do not evaluate your area survey wipe

2tests using a method sufficiently sensitive to detect 200 dpm per 100 cm ,
Consequently contaminated areas cannot be identified and cleaned.

This is a Severity Level V violation (Supplemant VI).

2. License Condition No. 12 limits the use of licensed material to
|- Dr. Michael Lala.

Contrary to the above, it was learned from statements made by licensee
representatives that this requirement is not being met. Specifically,
two physicians not named in this license have routinely used licensed
material during Dr. Lala's absence.

This is a Severity Level IV violation (Supplement VI).

3. License Condition No. 12 limits the use of licensed material to
Dr. Michael Lala. Specifically, Dr. Lala is authorized for the materials

,

; and uses included in 10 CFR 35.100, Schedule A, Groups I, II, and III and
in vitro studies.

licensee
Contrarytotheabove,itwaslearnedfromstatementsmadeb)ifically,

~

representatives that this requirement is not being met. Spec
on November 28, 1984 and on February 6, 1985 Dr. Lala autherfred the

( administration of sodium iodide I-131 for hyperthyroidism, a use not
authorized in this license.

This is a Severity Level IV violation (Supplement VI).'

-{'r$O5Cb3GC#U+\t
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PRECEPTOR STATEMENT

Supplernent B rnust le e onspiete<fluy the appIn snt phyuaun s prearptor It inure than one preceptor a necesury to to unwert
sapenence, obtain a separate staternent frorn e.vh

1. APPLICANT PHYSICI AN'S N AME AND ADDRESS KEY TO COLUMN C
PE RSON AL PARTICIPATION SHOULD CONSIST OFFULL N AMF
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2. CLINICAL TR AINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN

| NUMBE R OF
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PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Corititsued/
.

NUMBER OF
~ ~

~

C AV % 1NVO LVING COMMENTS
ISOTOPE f.X)NDITIONS DI AGNOSED OR TRE ATED (RSONAL (A,*f,t,<mst m format,an or comirwen ts ms, twa

PART(CiPATlON whmotsed m ductican on separato sheva . I
A B C D

P.37 TRE ATMENT OF POLYCYTHFMIA VF RA,
(S**f*/ LEUKEMIA. AND BONI ME TAST ASES

INT RACAVITARY TRE ATMEN T 2-

TFM ATMENT OF THYROIO CARCINOMA
l131

TRE ATMENT OF HYPE RTHYROIDISU /
Au- 198 INTRACAVIT ARY TRE ATMENT

CoGO INTE RSTITI AL TRE ATMENT
or

Ct137 INTRACAVIT ARY TREATMENT

l 12b
o, INTERSitTI AL TRE ATME N T

t e.197
C e> GO

or TE LETHERAPY TRE ATMENT
Cs.137

St-90 TRE ATMENT OF E YE DISE ASE

HADIOPHARMACEUTICAL PREPARATlON

[9$ GE NE R ATOR *

(, GENERATOR
'

Tc 99m RE AGENT KITS
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3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING
|
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6. M AILING AuoHLb5
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CC FORM 313M SUPPLEMENT A U.S. NUCLE AR REGULATORY COMMISSION
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i TRAINING AND EXPERIENCE.

| AUTHORIZED USER OR RADIATION SAFETY OFFICER
!

1. NAME OF AUTHOR 12ED USER OH H ADI ATION SAFETY OF FICER 2 ST ATE OH TEHHITUHy IN
WHICH LICFNSF D TO
PR ACTICE ME UictNL

ADOLPHO MELICOR MICHIGAN
3. CERTIFICATION

j SPECIALTY BOARD CATE GOR Y MONTH AND YE AR CE RTIFIED
A B C.

NONE BOARD ELICIBLE IN RADTJLlGY
AND NUCLEAR MEDICINE

~

4. TR AINING RECEIVED IN BASIC R ADIOlSOTOPE H ANDLING TECHNIOUES -

TYPE AND LENGTH OF TRAINING

LECTUREt SUPE R VISE D
FIELD OF TRAINING LOCATION AND D ATE (Si OF TR AINING LABORATORY LABORATORN

A B COU RSE S E xPE RIF NCF
IHau st (Haars)r

C D
-

GRACE HOSPITAL
- --' ~ ~ ~ ~

18700 MEYERS
a R ADI ATION PHYSICS AND DETROIT MICHICAN 48235INST RUME NT AT ION + } ,,J.,

._

t, R ADI ATION PROT E CTION 5'

.-- -- _ .. - - - -.._.__ -

c MATHEMATICS PE RT AINING TO
THE USE AND ME ASUREMENT te

OF H ADIOACTIVITY

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

d. R ADI ATION RIOLOGY *

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

H ADIOPH A R V ACE UTIC AL* en ,

CHE MIST RY '

5. EXPERIENCE W|TH RADiAT|0N,(Actuaf use of Radioisotopes or Equivalent Eweroencel

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS O AINED DURATION OF EXPERIENCE TYPE OF USE

| This item is co tered under Preceptor Statenent, Page 7. Item # 3
|
|

|
t
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NMC FORM 313V Supplement A
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