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Dr. Mohamed Shanbaky
Nuclear Regulatory Commission
Regic,n I

475 Allendale Road
King of Prussia, PA 19406-1415

Dear Dr. Shanbaky:

Enclosed is a hard copy follow up for the Registration:s Certificate which was faxed to you on November 3, 1993.

Thank you for your assistance in this matter. Please
contact me (215-823-7450) if you have any questions.

Sincerely,

f 6tn.nj h / m h
Barry Dickman
Executive Assistant

BD:jk

cc: H. Mirchandani, M.D.
G. Purnell
D. Kitchen
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,

l

l-==
. Section 31.11 of 10 CF R 31 establishes a generallicense authorizing physicians. clinicellaboratories, hospirals, and veterinerlans in the practice of veterir ary
4 medicina to possess certah steell ciuantitles of byproduct material for /n rhro clinical or laboratory te:ts not invoMng the intern 91 or external adminl:tration

cf the bi; product materiel cr the redistion therefrom to human beings or animals. Possession of byproduct meteriel under 10 CFR 31.11 is not authorized
| until :ne physklen, clinical laboratory, hospitel, or veterinarian in the practice of veterinary medicine, hos fimd NRC Form 483 and received from the Com.

'

'

misuon a validated copy of NRC Form 403 with a reelstration number,

NAVE AND ADDRESS: (SEE ITEM l.A.) 2. APPLICATION
Dept. of Public Health I hereby aply for a registration number pursuant to 10 CFR 31,

! Medical Examiner's Office Section 31,11, for use of byproduct materials for:
! 321 University Ave. (Check one box only)

Phila., PA 19104'

A. Myself, a duly licensed physician authorized to dispense drugs
1 in the practice of medicine.

__ y B. The above. named clinicallaboratory.

j TELEPHONE NUMBER: (215 ) 823-7450
C. The above. named hospital,

; D. Veterinarian in the practice of vetennery medicine.
1 1. INSTRUCTIONS:
i A. In the address box above, print or type the name and 3. REGISTR ATION'

address (including ZIP Code) of the registrant physician
clinical laboratory, hospital, or vetorinarian in the
practice of veterinary medicine for whom or for REGISTf1ATION NUMBER:
which this registration form is filed.

| B. Submit this form and the two yellow copies to:
q Medical, Academic and Commercial Use [# %'o
3

Safety Branch (6H3) 8 ' g
n

Division of Industrial and Medical Nuclear Safety 3 i
i Office of Nuclear Material Safety and Safeguards t

* i ,

i U.S. Nuclear Regulatory Commission % /j Washington, DC 20555
,

*

(At NRC, a registration number will be assigned and a
validated copy of NRC Form 483 will be returned.) VALIDATED FOR THE-

i
U.S, NUCLEAR REGULATORY COMMISSION'

C. Retain the Registrant's Copy (white copy) DATE
; for your files. (If this is an initial registrallon, leavn this space blank - number to be

assignedby NRC. If this is a chango ofinfonnation from a previously
registered generallleense, include your registration number.]

4. If place of use is different from eddress listed above, give complete address:

i

.

5. CERTIFICATION
4 I hereby certify that:

_ i

|
A. All information in this registletion certificate is true and complete.

. B. The registrant has appropriate isdiation measuring instruments to carry out the tests for which byproduct material will be used under j
i the general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments and in
! the handling of the byproduct materials.

C. I understand that Commission regulations require that any changs in the information furnished by a registrant on this registration
certificate be reported to the Office of Nuclear Material Safety and Safeguards within 30 days from the effective date of such
change. -

D. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprintrsd on the reverse side of thisi

form); and i understand that the registrant is required to comply with those provisions as to all byproduct material which he receives,
acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the U.S. Nuclear !Regulatory Commission.

|,

PRINTED OR TYPED NAME AND TITLE OF APPLICANT | SIGNATURE OF APPLICANT
|DATE |

.

'Oe g M&Mb "- 11/3/93. Barry Dickman, Exec. Asst. ,

! WARNING: PALSE STATEMENTS IN THIS CERTIPICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAt. PENALTIES. NRC REGULATIONS*

REOUIPE THAT SUBMIS$10NS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.18 U.S.C. SECTION 1001 MAKBS j

IT A CRIMihAL OFFENSG '10 MAKE A WILLFULI.Y FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE |
,
'

UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION,

Rc Fe%t 463 fB t|}
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[ [1 CON NS AND UMITATIONS OF GENERAL L SE 10 CFl( 31.11

{ 31.11 weral ikense for use of byproduct meterials for cartein in setenium 76, end/or Iron 59 in excess of 200 microcurles,
vitro clinicol or leb< story testing. (2) The general licensee shell store the byproduct meterict, until

used, In the orlginel shipping container or in a contenner providing
(a) A general license is hereby lasued to any physician, veterinerian equivalent rarliation protection,

in the practice of 'veterinery medicine, clinical laboratory or hospital to (3) The general licensee shall use the byproduct meterial only for
receive, saquire, possess, transfer, or use, for any of the following ersted the usos aut orized by paragraph (e) of this section,h

tests, In accordance with the provislons of paragraphs (b), (c),(d),(a), (4) The general licensee shall not transfer the byproduct material
end (f) of this section, the following byproduct meterials in prepeck- except by transfer to e person authorized to receive it by a license
eged units: pursuant to this chapter or from an Agreement State,8 not transfer the

(1) lodine 125,la units not exceeding 10 micrGeuries each for use byproduct meterial in any manner other than in the unopened,lebeled
in in vitro clinical or laboratory tests not favolving Internal or etternal shipping conteiner os received from the supplier,
administration of byproduct meterial, or the radiation therefrom, to (5) The general licensee shefl dispose of the Mock lodine.126
human belngs or enlmets. ruforence or celibration sources described in paragraph (e)(7) of this

(2) fodine 131,in units not exceeding 10 microcuries each for use section es required by { 20.301 of this chapter. |
In in vitro cfinlcel or laboratory tests not invoMng internal or external (d) The general licenses shell not receive, acquire, possess, or use
administration of byproduct meteriel, or the radiation therefrom, byproduct material pursuant to paragraph (e) of this section:
to human beings or animals. (1) Except as propeckaged units which ere labeled in accordance

(3) Carbon.14, in units not exceeding 10 microcuries each for use with the provisions of a specific license issued under the provisions of
in in vitro clinical or laborotory tests not involving internal or external @ 32.71 of this chepter or in accordance with the provisions of a |

'Mministration of byproduct maternet, or the redletion therefrom, specific license issued by an Agreement State that authorites manufac.
to human beings or animets. ture and distribution of lodine 126, iodine 131, carbon 14, hydrogen 3

(4) Hydrogen 3 (tritium), in units not exceeding 50 microcuries (tritium), seienium 75, Iron 49 or Mock lodine.125 for distribution to
each for use in in vitro efinlcol or laborotory tests not involving internet persons generally licensed by the Agreement State.
or externel administration of byproduct meterial, or the radiation (2) Unless the following statement, or a substantially sirnilar
therefrom,to humen beings or enlmals, statement which contains the information called for in the following

(5) Iren 59,in units not exceeding 20 microcuries each for use in in stetement, appears on a label affixed to each propeckaged unit or
vitro clinical or laboratory tests not involving internal or external eppears la e leaflet or brochure which accompanies the package:I
edministretton of byproduct meteriel, or the redletion therefrom, to This radioactive meterlat may be received, ecquired, possessed, end
human balngs or animals, used only by physicians, veterinarlons in the practice of ve:erinary

(6) Selenium 75, in units not exceeding 10 microcuries each for use medicine, clinical laborotories or hospitels end only for in vitro clinical
in in vitro clinical or laboratory tests not involving internal or externe! or leboratory tests not involving internal or externet administration of
administration of byproduct meterial, or the radiation therefrom, the meteriel or the radiation therefrom, to human beings or animels,
to human beings or entmals, its receipt, acquisition, possession, use, and transfer ere subject to the

(7) Mock fodine 125 reference or cefibration sources, in units not reguletlans end a general license of the U.S. Nuclear Reguistory Com-
exceeding 0.05 microcurie of lodine 129 and 0,005 microcurie of mission or of a State with which the Commission has entered into en
emericium 241 each for use in in vitro clinlcal or laboratory tests not egreement for the exercise of regulatory authority.
InvoMns intemal or extemal administretton of byproduct meter!al, or
the redletion therefrom, to human beings or enlmets,

i

(b) A person shall not receive, acquire, possess, use or transfer
byproduct matarlof under the general (Icense established by paragraph Name of manufacturer
(e) of this section unless that person:

(1) Has filed NRC Form 483, " Registration Certificate-In Vitro (e) The registrant possessing or using byproduct meterials under the
Testing with Byproduct Meteriel Under General License," with the generel ike,se of peregroph (a) of this section sheti report in writing to
Director of Nuclear Material Safety and Sef* guards, U.S. Nuclear the Director of Nuclear Meternal Safety and Safegaards any changes
Eegufatory Commission, Washington, D,C,205G5, and received from in the information furnished by him in the '' Registration Certificate-in
the Comrnission a vefidated copy of NRC Form 483 with registration Vitro Testing whh Byproduct Meterial Under General License /' fdRC
number essigned; or Form 483, The report shell be furnished within 30 days efter taa

(2) Has e licents that authorizes the mocical use of byproduct ef fective dote oi such chenge.2
rroterial that was issued under Part 35 of this chapter, (f) Any person using byproduct material pursuant to the general

(c) A person who receives, ecoulces, possesses or uses byproduct license of paragraph (a) of this section is exempt from the requirements
material pursuent to the general license established by paragraph (a) of of Parts 19, 20 end 21 of this chapter with respect to byproduct
this section shall comply with the following: meterials covered by that general license, acept that such persons

(1) The general licensee shall not possess et any one time, pursuant using the Mock fodine 125 described in paras sph (a)(7) of this sectbn
to the general lleense In paragraph (a) of this section, et any one loce- shall comply with the provisions of @ 20.301,20A02 and 20,403 of
tion of storego or use, e total amount of lodine 125, lodine 131, this chepter.

NOTES

I A State to which certaln resu! story authority over redicactive meterial hos been transferred by formel agreement, pursuant to section 274 of the
Atomk Energy Act of 1954,as amended,

2
Meterial generally ficensed under this section prior to January 19,1975 mey beer labels authorized by the regulations in effect on January 1,

1975,
3
A new tripikate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished by a registrant

es required by @ 31,11(e),

if la'ger quantitles or other forms of byproduct materlet then those specified in the flonerat license of 10 CF R 31.11 ere required, an''Appfke-
tion for Byproduct Meterlof License," NRC Form 313 s5ould be filed to obtain a specific byproduct meterial license. Copies of appbcation and
registration forms mey be obtained from the Medical, Academic and Commercist t)se Safety Branch (6H3), Division of industrial and MeJkel Nuclear
Safety, United States Nucteer Regulatory Commission, Washingen. DC 2055E.

7T01 a. m
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