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U.S. ATOMIC ENERGY COMMISSICN | : Budaat Bureau No.

10 CFR31 36—RR0L69

REGISTRATION CERTIFICATE—IN VITRG TESTING
WITH BYFRGDUCT MATERIAL UNDER GENERAL LICENSE R

Scction 31.11 of 10 CFR 31 establishes a general license zuthorizing phy sicians, clinical lalmrau/) ries, and hospitals to possess
certain small -qumlltlcs of byproduct material tor in vitro clinical or laloratory tests not implving the internal or external
administration of the byproduct material or the radiation therefrem to humun beings or afinals” Possession of byprodus(
material under 10 CFR 31.11 is not authorized unti! the physician, clinical laboratory, or hospital has filed Form AEC-183 and
reccived from the Conunission a validated copy of I'orm AEC-183 with registration number,

. ®  SONJAI POOWPANIJ M.D. P.C. ° 3. 1 hereby spply for 3 registration nusmber puresant €0 §
- : : . . T hereby apply for cistration number pursua
’ 2959 CROOK’S RD. R R : 31.11, 10 CFR 31 for use of byproduct materizls for
. TROY, MICHIGAN 4838’"‘ : © {please check one block only)
: : £] 2. Mysclf, a duly licensed physician authorized to
dispense drugs in the practice of medicine.
. L .. O b. The above-named clinical laboratory.
. -] c. The above-named Lospital.
: 5 4. To be completed by the Atomic Energy Commission
INSTRUCTIONS - -
1. Submit this form in triplicate to: ' R : Reglst[anon numbcr 2504
" . United States Atomic Crergy Commissicn - - —— . - - o
Attention: Directorate of Licensing, : U. S ATQM[C Eﬂ ENERG TSSION
Materials Branch -
o Washington, D.C. 20545 : .- : Y
2 Please print or type the name and address ) e P i @
(including zip code) of the registrant B T P A “
. physician, clincial laboratory, or hospital for - ) 4 W»
whom or for whch this registration form is
filed. Position the first letter of the address BY: Clarence A. Hebr : 3/29/74
below the left dot and do not exténd the - {Lecave this space blank—number to be assigned by AEC)

address beyond the right dot. (At AEC, a
registration number will be assigned and a o . ) A
validated copy of Form AEC-483 will be ) e - . .
“returned.) i - : ) L

-5, If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby, oertlfy that:
‘a. AII information in this registration certificate is true and complete

b. The registrant has appropriate radiation measuring insttuments to carry out the tests for which byproduct material will be used under the
general license of 10 CFR 31.11. The tests will be perfcrmed only by perscanel competent in the use of the instruments and in the handling
of the byproduct materials.

c. I understand that Commission regulations require that any ch ange in the information furnished by a xcglstrant on this reghtmtmn certificate
be reported to the Dircctorate of Licensing, Materials Branch, within 30 days from the effective date of such change. .

a1 have rcad and understand the provisions of Section 31.11 of AEC rcyu!atlons 10 CFR 31 (reprinted on the reverse nde of this form);and1

understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquizes, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

-

3;.15_74 )

Date

o2y, UL

// Slgm:mre ofpersy/ﬁ""g f?/’"'

SONJAI POONPANIJ M.D. PRESIDLNT AND OWH.L.R

" Printed niame and title or position of person filing form:

WARNING-—18 U.S.C., Section 1001; Act ot June 25, 1943; 62 Stat. 743; makes it s criminal offense to make a willif ‘ly false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction. . -




53111 General license for use of judine-125
or iodine-131 for in vitro claical or
lahoratory testing.

() A geneal Jicense is hereby jssaed to any
physician, clinical lzboratory, or hospital to
receive, acquire, possess, transter or use, for any
l of the following stated tests, in acenordance with
the provivions of parzgrapias (b), (¢), (dY, (e),
and (f} of this section, the following bypraduct
materinds in prepackaged units:

(1) ledine-125, in units not exceeding 10
microcuries each for use in vitro clinical or
‘ Iiboratory  tests not involving italernal or
§ external administration of byproduct material,
! or the radiation therefrom, to human beings or
, . animals,

‘ (b} No person shall receive, acquire, possess,
use or transfer by preduvct maieriad porsuant to
the general license estatlished by paragraph (a)
- of this section untit hc has filed Tonn
AEC-483, “Registration Certificate—In Vitro
Testing with Byproduct Materin! Under General
License™, with the Directorate of Licensing,
~ Materials Branch, .S, Atomic Encrey

Commission, Washington, D.C. 20545, and -

received from the Commission a validated copy
of Form ALC483 with registration number
assigned, The registrant shall furnish en Form
AEC-483 the following information and such
qther information as may be required by that
+ form:
(1) Name and adress of the registrant; |
(2) 1helccation of use; znd
(3} A statement that the registrant has'
appropriate radiizlion measuring instruments to
carry out in viiro clirical or laborztory tests
with byproduct materizls as authorized under.
the general iicense in parugraph {a) of this
section, and that such tests will be performed
: only by personnel competent in the use of such
: instruments and in the handling of the
byproduct materials,

(c) A  person who receives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(1) of this section shall coraply with the
following: .

(1) The general licensee shall not possess at
any one time, pursuant to the gencral license in
patagraph (1) of this section, at any one
location cof storage or use a total amount of
fodine-125 andfor iodine-131 in excess of 200
microcurics.

(2) The gencral licensce shall stoie the
byproduct material, until used, in the original
shipping container or in a container providing
cquivalent radiation protection.

(3) The gencral licensce shall use the
hyproduct material only for the uses authorized
by paragraph (a) of this section.

(4) The general licensee shall not transfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Apreement
State,! nor transier the byproduct materiai in
any manner otiter than in the unopened,
labeled shipping container as reccived from the
supplier.

(d) The general licensze shall not receive,
acquiire, possess, or use byproduct material
pursuant to paragraph (2) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
speciiic license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

'A State to which the Commission has
transferred certain regulatory authority over
radinactive ~material by formal agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, as amended.

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 !

Apgrecement State, which authorizes
manulacture and distribution of iodine-125 or ﬂ
indine-131 for distribution to persons geners”
liceased by the Agreement State, i

(2) Unless the following statement, - -
substantinily similar statement which cnnW
the information called for in the following
statement, appears on a label atfixed to cach
prepackaged unit or appearss in a feaflet or
brochure which accompanies the package:

This radioactive material may be received,
acquired, possesed, and used only by
pliysicians, clinicat laboratories or hospitals and
only for in vilro clinical or laboratmy tests not
tnvolving internal or externul administration of
the material or the radiation thesefrom (o
human beings or animals.  Its  reccipt,
acquisition, possession, use, and transfer are
subject to the regulations and a generatl license
of the U.S, Atomic Energy Commission or af a
State with which the Commission has entered
into an agreement for the exercise of regulatory
authority.

Name of manufacturer

(¢) The registrant possessing or using ;
byproduct materials under the general license !
of paragraph (a) of this section shail repost in
writing to the Dircctorate of Licensing,
Muterials Branch, any changes in iniornmaticn
furnished by him in  the “Repistration
Certificate~In Vitro Testing with Byprodact
Material Under Cceneral License™, TFarm
AEC- 483, The rcport shall be furnished wiihin
30 days after the effective date of such channe, 1:

() Any person using byproduct mat~ "~ 4
pursuant to the general license of parazray i
of this section is exempt from the requiren 4

of Part 20 of this chapter with rCs;)ect\ro/
byproduct muaterials cavered by that jeneral
license.

Iy

NOTE

If Jarger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an
“Application for Byproduct Material License,” Form ALEC-313, should be filed to obtain a specific byproduct material license, Copics of application
and registration forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20545, Attention: Materials Branch,
Directorate of Licensing.
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