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NRC PORM 313

U $. NUCL LAR R EGUL ATOR V COMMIS$tDN :'9 68

f49 C8R 30 32. 3J. 34 APPROVED 87 0MB
31SEkO120 ')* e APPLICATION FOR MATERIAL LICENSE E .P.~. 3n

(Grandfathered human use 10 CFR 35.31 general license that expired March 31, 1987)
|

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE)OR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION SE ND TWO COPIES%
Of THE ENTIRE COMPLETED APPLICATION TO}HE NRC ONICE SPECIFIED BELOW.
FEO&RAL ACENCIES FILE APPLICATIONS WITH: IF YOU ARE LOCATED IN

U $ NUCLEAR REGULATOR f COMMIS$:ON ILUNOIS INOlANA. IOWA. MICHIGAN, MINNESOT A. MIE50VRI. OMIO. ORI Olvi$ ION OF FUE L CYCLE AND MATERIAL SAFETY,NM55 WISCON51N. SEND APPLICATIONS 70
W ASMsNGTON. DC 70665

U 8 NUCLE AR REGULATORY COMMisslON. REGION atl
ALL OTHE R PERSONg FILE APPLICAflONS AS 70LLOW8.IP YOU ARE M ATE RI ALS LICENSING $ECTION
LOCA T E D IN 799 ROOSEVELT ROAD |GLEN ELLYN. lL 60137 ICONNECTICLrf DELAWARE . DiSTRsCT OF COLUMBIA. MAINE MARVLAND.
MASSALMU5ETT8 NEW MAMP5MlHE. NEW JERSEY. NEW YORK, PENNEYLVAN6A. ARK ANSAS. COLOR AOO. lDAMO. K ANSAS. Louill ANA. MONTANA. NE BR E5K A,
RMODE ISLAND. OR VE RMONT. SENtt APPLICATIONS TO NEW ME MICO, NORYM OAKOT A ON LAMOMA. SOUTH DAKOT A. TE M AS. UT AM,

OR WYOMING, SEND APPLICAftONS TO.
U S NUCLE AR REGUL ATORY COMMISSION, REGION I
NUCLE AR MATERIAL 5ECTION S U S NUCLEAR REGULATORY COMMISSION REGION iv i

i

633 PARet AVENUE MATERIAL RADIATION PROTECTION SECT'ON
K SNG OF PRU$51 A. PA 19406 611 RYAN PLAZA DRIVE, $UITE 1000

A R LIN GT ON, T X 76011
ALAS AMA. FLORIOA. GEORGIA. K E NYUCK v. MIS $1451PPl. NORTM CAROLINA,
PUERTO RICO. SOUTM CAROUNA. TENNEEEE E, VIRGINI A, VfRGIN ISLANDS, OR ALAsnA. ARIZONA. CAUFORNIA. MAWAll. NEVADA. OREGON. WASMINGTON
WEST VIRQlNIA.SENO APPUCAflONS TO AND U S. TE ARITORIES AND POSSE 5580NS IN YME PACIFIC. $ENO APPLICATIONS

70:
U S NUCLE AR REGUL ATORY COMMIS5 TON. REGION 91
MATERI AL R A0iefiUN PROTECTION SECTION U S NUCLE AR REGULATORY COMMISSION REGION V101 M ARtETT A gTRE E T. $VeTE 2900 MATERIAL R AOIA flON PROTECTION SECTION
ATL ANT 4, CA 30323 1450 MARIA LANE SUITE 210

WALNUT CREEK, CA 94596

PE RSON8 LOCATED IN AGREEMENT STATES $ENO APPLICAflON5 70 THE U E. NUCLE AR REGULATORY COMMIT $lON ONLY IF THEY wrSH TO POSSES $ ANO USE LICENSED MATERIALIN $f ATES SUBJECT TO U.S NUCLE AR RecutATORy COMMessiON JuRitolCTION.

1 TMi$ d4 AN APPLICAYtON FOR (Caera appropraeN essm/
2 NAME AND MAILING ADDRESS OF APPLaCAN T Itarsusele Coset

'X
_

NEW uCENSE PRIMARY CARE MEDICAL CENTERA

_
e AME~ouENT To uCENSE NUuaEa 7531 East,Eight Mile Road

-
C. RENE AAL OF UCEN5E NUuela WARPIN ~ MICHIGAN 48091

VI M KHOLI mfd
3, ADDRE551E5s WHERE UCENSED MATERIAL WILL SE USED OR POSSESSED

PRIMARY CARE MEDICAL CENTER _ _ ,

7531 East Eight Mile Road R,
Warren, Michigan 48091 -

w
4 NAME OF PERh0N TO 8E CONTACTED ABOUT TMt3 APPUCATION - TELEPHONE NUM6ER

VINOD KHOLI, M.De [/(r> . > 4' i 4.L 4) 313 759 6300
$USMIT tTEMS 6 THROUGH 11 ON 5% e it'' PAPER THE YWPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRl8ED IN THE LICEN5E APPUCATION GuiOE
6 RADIOACTIVE MATERIAL

Eem
e .e ent.end.ene.ss nurpher. la

rham s

.e .eo ai er., one i .w, del and/or physere tor *n. end a meusmum amoun t 6 PURPOSE ($1 FOR WHICM UCENSED MATE R.AL WILL 8E USEDsee ATT r see ATT 6e. me. u
'

4'RA7Ni#G'MUEtfC'E''sh"e h" 7 b eYN '$'"' "''' "" * '' * " ' "' "' ''' ""' "' # ''
' ' ' " ' " """ " " * '"'''

. F AciUT.e:A~o EOwPMENr ' "* '''' **^' " ''"see m E "" m m n
il LnUNSE E F tE5 ISee IO CI M I/C end 5ertson I10 2I411 W4574MANAGtv6NT see ATT 11. AMOUNT
FEE Cartway exempt lENC'"Eo 50.00

13 Cf R TIF rC A T10N %st he rempeereo av esprecents TME APPLICANT UNDER$f ANDS THAT ALL ST ATEMENTS AND FtEPRESENT Af tDNS MADE #N YMil APPUCATION ARE
SiNDsNG UPON THE AP8UCANT

TME APPuCANT AND ANY OF FIC#AL E kECUTING This CERTIFICATION ON DEMALF OF THE APPUCANT. NAMED IN ITEM 2. CERTif Y TMA Y TMi$ APPLICATION IS
PREPARED iN CONFORMif y WITH TITLE to CODE OF FEDERAL REGULATIONS PARTS 30. 32. 33. 34. 3S. ANO 40 AND THAT ALL INFORMATiON CONTAINED ME RElN
13 ' RUE AND CORMECT TO TME DEST OF THEIR KNOWLEDGE AND BELtEF

WARN 8NG 18 U $ C SECTION 1001 ACY OF JUNE 751948 62 $7AT 749 MAK E5 if A CRIM6N AL OFFENSE TO M AKE A WILLFULLY F ALSE STATEMENT OR PEPRESENT ATiON
TO AN F DEPARTMENT OR AGENCY OF THE UNITEO ST ATES A5 TO ANY M ATTER WITMIN ITS JURISDICTION

SKsNA TURE -CER TIF WNG UD FICER Y YPEQ/ PRINTED N AME TITLE DATE

|

54 v0LvNta#vi CONC 8whC D a t a
a A N% i #1 CE*

te NUMB E R OF E MFLQ Y E E S (Fores for 0 WOULD VOv et WituNG TO FURNe5M C05 r sNFORMAf rON (soner endeo, sterr %ursj
-

." $NK $ IM -) eW 88I'#8 I8f'I'FF 8'Ill'#'nf Opfssde teatras feral
ON THE ECONOMIC IMPACT OF CURRENT NFIC REGUL ATIONJ OR ANY FUTURt-
PROPOSED NRC REGULATIONS THAT MAv AFF ECT YOUP IN#C repuseasons perm f

$2$0K - 900K 13hM IM 'I to proterI con **denroer commeorner or Innentenproer.orer1r -mrorrnetson ruenan ed ton
the openry en tenhglente}

$500K - 760*L $ 1M ' ON, r NUMIBER O* SEDs , f jg

f ] *Es p NO
'$ rs0K . iw > s i OM

#)M FOR NRC USE L*NLY
jTvPE UF,6E & E E (@ pg g C ATEGO"' COMMENTS
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TO ALL PHYSICIANS WHO USE A GENERAL LICENSE ISSUED FURSUANT TO 10 UR 35.3

The Nuclear Regulatory Commission (NRC) recently published a revision of 10
CFR Part 35, its regulations that apply to the medical use of byprcduct
ma te rial . In the revision, the general license that allows physicians to
conduct six in vivo clinical procedures (use of iodine-131 for measuring
thyroid uptake and blood volume, iodine-125 for measuring blood volume,
cobalt-58 and cobalt-60 for measuring intestinal absorption of
cyanocobalamin, and chromium-51 for measuring red blood cell volume and
survival time) has been eliminated, In the future, these clinical
procedures will only be authorized by specific license.

If you want to continue performing just the clinical procedures authcri:ed
by the general license, you must complete items 2. , 3. , 4. , and 13. of the
attached application and submit it to the address indicated on the fom by
March 31, 1987. The NRC will issue you a specific license that has all the
features af the general license. If you are currently authorized under a
specific license to perform the clinical procedures listed in 10 CFR
35,100(a) (Group I, use of prepared radiophamaceuticals for measuring uptate,
dilution, and excretion), you probably do not need a separate specific
license to continue the generally licensed activities, and need not return

'the application.

The general license in section 31,11 that allows the in vitro use of
byproduct material in-radioimmunoassays kits was _not affected by the

irevision of 10 CFR Part 35. NRC Forms-483, " Registration Certificate-In
Vitro Testing with Byproduct Material Under General License," are valid and
will continue to be issued in the future.

Sincerely,

-

,

andy Miller, nief
Material Licensing Branch
Division of Fuel Cycle and

Material Safety

Enclosures
1. 10 CFR 35.31
E. Prcprinted Application

for a specific license to
perform certein ir, n vo
clinical procedures

t
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en u he, a m ve the rentrai le n.w in in paragraph tai of thi m - , I

td, pa ru=;,h to mduce the f em ir4 ,han; |nLiernem tr. the labe! af fbed tc the con
timer or ira the inne or brtwhure uhtch (1) 200 mP re''aru's M indim -!31.

g) 3 g ggaccornparne. the r:td:: phar:naceute ,

' 3 ' ' h,Tb ta re har m e drug rna y r+ recend.
pocr.ead and un d only by phys.nans h. liv) 5 microcurm ci wtal: ne am
tenwd to d:wer.ar Cup ir the practwe of N mmNm M chw m" *i.
medgmt I tt recr:pt, possesswn. uw. und (2) He shnil storr lht g uia r rr ei=*i

trarater are sutt+ra to the regt.lanons and n ca! untU admiru.h red in flu orma
tenerd beense of the tirun d Star * Nudear shippmr cantan er or a con: .m p; !Heru'ncr> Camminen or of a Stau wHh Vid;ng equivalent radtlu n ,.

vn. |u hnh the Comrr.:nmn hre r:'. terra ir.t c an (,b He Nha!!
,

the phn"a -

a%rimem f or tra eserc:3r of recu.nory "
'h" only lor the user, au: bared L: m,

graph (n) of thu serucn:

(4) He shrdi not admmatr' t he g M r
ibn maceuucal tof manufacture a woman e mnhwy

pregnr.ncy or to a pcrnon undr it
(b) Nr physician shall re"tre pov ynr:, of ace:

sus. uP. o- trarmfu bypromrt maPr,. (5 > He shall n:; tra hr!'
al purnam to the general heense o uct mntt rnd to a pen en .n * n.tabasned by paragraph (a) of this ser- thorned to recewe 8 pursuam ,2

. . .

b.tion unt!! he has filec Form NRC-482, cense issued by the Comnurmon < ' a,
"Registrattor Certificate-Medical Use A greement State, or m any nanner
of Byproduct Material Under General other than in the uncpened. laucledGeneral beer.*e for medical uw of License" with the Director of Nuclear shipping contamer as re en ed f romun quantities of byproduct materi- Material Safety and Saferuards, U.S. the suppher, except by admm..>termc
N uclear Regulatory Commission. It to a patient.

general heenrc is hcreby issued _Washmrton, D.C, 20555 and received (d) The registrant ponerne or
physician to ret en e, possess, from the Commission a validated copy usmg byproduct malertal under th
, or use for any of the follow. of the Form NRC-482 v,ith rechtra. general heense of paragraph m sha!!

#d d:acnoute uws, in acecrd. Lion number ass *ned. The registrant report in duphcate to the I.hn rior of
s h the protisions of paragraphs shall furnish on Form NRC-482 the Licensme, any changes m the mf orma.
u nd id > of t hk section, the ic!. following information and such other tani furnbhed tiy him in the m n:b-byproduct materials in cap. information as may be required by tration Certificat e-M edical Use of, disposable syringes or other that form: Byproduct Matrrini Under Gent rd U.

; J prepackaged Indmdual doses. (1) Name and address of the regis- cense." Form NHC-4C The reportri.ne.131 as somum lochde trant; she.11 be submitted within 30 de'l for rner6surement of thyroid (2) A statement that the registrant after the effective date of wh'
Is a duly licen. sed physicitin authorized change.

t h re I 31 as lodmated humar. to cbspense drugs in the practice of te) Any person using byproduct ma-
,lbumm IIHSA) for determinn- rnedicine, and sper!!ying the license ter:td pursuant to the genera! ht en.c>f biood and blood plasma number and the State in which such of paragraph (a) of this secusn r; '

lleense is valid; and e xem pt from the recaire:ra n t s orchne-lM ti icthnated human (3) A statement that the regtstrant hris 19, 20. and 21 of thn cha, ter
toumm (II.SA-) for tetermitta- has appropriate rad!r. tion measuring with respect to the byproda > r iau .
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A. Iodine-131 KT~5cc1un iodide A. end E. 203 microcaries:
B.. lodine-131 E. Iodinated humer '

serum albunir, i
C. Iodine-125 C. lodinatec human C. 200 microcurics

serum albumin
D. Cobalt-58 D. Cyanocobalamin D. 5 microcuries
E. Cobalt-6D E. Cyanocobalamin E. E ricrocurie:,

.

F. Chromium-51 T. Sodium chromate F. 200 microcurie:- ; ;
;

ATT 6.
A. Measurement of thyroid uptake
B. Determinations of blood and blood plasma volume -

C. Determinations of blood and blood plasma volume -

D. Measurement of intentional absorption of cyanocobalamin
E. Measurement of intentional absorption of cyanocobeismin .

F. Determination of red blood cell volumes and studies of ree -

blood cell survival-time. ;

I will be personally responsib1I for the radiation safety program.ATT 7.
I am a licensed physician authorized to dispense drugs in the practice of
medicine, and have had training and experience in the use of the instruments
that will be used to perform clinical procedures.

ATT.8. Not applicable

ATT 9. I have on hand the appropriate radiation measuring instruments needed to
carry. out the clinical procedures that will be performed under tnis license.

ATT 10. Not applicable

ATT 11. Not applicable.

.

g.,y
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* ' b a 3 r, REGISTRATION CERTIFICATE-MEDICAL USE OF $ di.N.at p
BYPRODUCT MATERIAL UNDER GENER AL LICENSE

Section 35.31 of 10 CFR 35 establishes a generallicense authorizing physicians to possess certain small quantities of I 12f ,
i 131, Co 58, Co 60, and C $1 for specified diagnostic uses. Possession of byproduct material under 10 CFR 35.31 is net
authorized until the physician has filed NRC Form 482 and received from the Commission a vahdated copy of NRC Forin

;

j 482 with registration nun}ber assigiied.
f

INSTRUCTIONS !"

Subm/t this Form in trip / rare to! Director, Division of Fuel Cycle end Materle! Safety. Of fice of Nucteer Material Safety and Salespards,
United States Nudeer Regulatory Commission, Washington, D.C. 20$55. A registration number wi/I be ass @ed and a selkfared copy o/ NRC
form 482 wlil be returned. Please print or type your name and address (includlne ZIP codel, within and below the two does. Limit thg addreas

* . to e sinen.
, ,

i e. e 1,

|- 'Primary Care Medical Center
h,k 7531 East Eight Mile

. Warren, Michigan 48091

-|

,

t e

i Registration number: ,

! : ea'ag 125'1

FOR THE U.S. NUC n RZU 1RY 00"/I33 ION ,

/[
' ,G s

V7 ,, 'o G

#,%*' ** * * dii!:p 1 -! / ,,WS AR r' 1936' t
i

,

j fif this is on inirnalregistration, leave this space blank - number to be*
,

assigned by NRC. If this is a change ofinformation from a previously i *

q ! '\
rettstered generallicensee, include your registration number.).

i
'

i

1 am a duly licensed physician authorized to dispense drugs in the practice of snedicine. My license (s)is (are) valid under
'

the laws of: ,
-

.

STATE (S) OF LICENSURE LICENSE NUMBERLSI ' *'

! '
MICHIGAN 40989
MARYLAND D22510 { [.m
NORTH CAROLINA 03.7370 |

'

a

i CERTIFICATE !
i-

,

$i .

I i
\

'I hereby certify that: .

I have appropriate radiation measurir.g instruments to carry out the diagnostic procedures for which I will use bypsod}act material under the
'1, Allinformation in this registration certificate is true and complete.

2
3 1generallicense of 10 CFR 35.31 and I am competent in the use of such instruments. .

3. I understand that Commission regulattens requits that rey change in the information furnished by a registrant on this egis 8:ation certificate
| be reported to the Director of Nuclear Material Safety and Safeguards,within 30 days from the date of such change.

4, I have read and understand the provisions of Section 35.31 of NRC regulations (10 CFR 35) reprinted on the reverse side of this form; and I
understand that I am required to comply with those provisions as to all byproduct material which I receive, possess,use,or trur}sfer unde,r f'

! the generallicense for which this Registration Certificate is filed with the Nuclear Regulatory Commission. {

s- a i
; ,

# ,,. . ,
,

, .

7.
,

i,

h ' g , / 2 6 4 g ,,ez gp |
'September 8, 1986g,,,

~~

(Signature of Registrent) i

~

WARNING-18 U.S.C., Section 1001: Act of June 25,1948; 62 Stat. 749; makes it a cr minal offense to make a willfuly false statement A

or representation to any department or egency of the United $tates as to any metter within its jurisdicoon.
,

1

t

\ ,


