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~ n'orRm REGISTRATION CERTIFICATE—IN VITRO TESTING — somoteo e
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
\ Section 31.11 of 10 CFR 31 estzb!ish_es'a general license aixthbfizin[z ﬁhysici_ani, clinical laboratoriés, and hospitals to possess certain small

quantities of byproduct material for in vifro clinical or laboratory tests not involving the internal or external administration of the byproduct
\\/‘ material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not authorized until

the physician, clinical laboratory, or hospital has filed Form AEC-483 and received from the Commission a validated copy of Form AEC—483
with registration number. ) ..

- INSTRUCTIONS ' ’ -

Submit this form in triplicate to: United States Atomic Energy Commission, Washington, D.C. 20545, Attention: Director, Division of
Materials Licensing. A registration number will be assigned and a validated copy of Form AEC—-483 will be returned. .

1. Please print or type within the shaded area, below, the name and address (including ZIP Code) of the registrant physician, clini¢
tory, or hospital for whom or for which this registration form is filed.
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_ 3. To be completed by the Atomic Energy Commission -
2.1 herel;y apply for a registr_atfori number pu"rsu.ant to - _':\'j o ) Registration number: 0165 -
§ 31.11, 10 CFR 31 'for use of byproduct materials for - o U. S. ATOMIC
. (please check one): o : ‘ - ]
. a. Myself, a duly licensed physician authorized to dis- L
pense drugs in the practice of medicine.
O b. The above-named clinical laboratory.

M. The above-named hospital. =~ = | ) - . BY: John F. Sch
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.place of use is different from address in Item 1, blease,gi‘ver fcdnlipl_ct‘e‘ address: °

.N \‘.-
5. Certification:
I hereby certify that: )
a. All information in this registration certificate is true and édmpléte. .

b. The registrant has appropriate radiation measurix;g instruments to cafry out the tests”f'o'r which byprod\‘:ct'material will be used under
the gleneml 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. : - k

c. I understand that Commission regulations require that 'a'ny;&ha.né'e: in the information furnished by a registrant on this registration certif-
icate be reported to the Director, Division of Materials Licensing, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this 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 Atomic Energy Commission.
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WARNING.—18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to make a willfully false statement or repre-
sentation to any department or agency of the United States as to any matter within its jurisdiction.
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_CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 . J

§ 31.11 General license for use of io- with byproduc: matenals as. authorized under §32 71 of thxs chapter or in accordance w:th NS
dine-125 or iodine~131 for in vitro |, the general license in paragraph (a) of this _ provisions of a specific license issued by an:
" clinical or laboralory testing. _; " section; and that such tests' will be performed *~ Agreement State, which authorizes manufacture
i onIy by personnel competcnt in the use of such *and distribution of iodine~125 or iodine-131
(a) A general license is hereby issued o jnstruments- and in the handlmg of . the. by-- . for distribution to persons generally licensed by
any physician, “clinical laboratory, or hospital ‘product materials. . " the Agreement State, |
to receive, acquire, possess, transfer or use, for (c) A person who receives, acquires, pos- " (2) Unless the following statement; or a
any of the following stated tests, in accordance  sesses or uses byproduct material pursuant to . substantially similar statement which contains
with the provisions of paragraphs (b), (¢}, the general license established by paragraph  the information called for in the following
(d), (e), and (f) of this section, the followmg (a) of this section shall comply with the | statement, appears on a label affixed to each
byproduct materials in prepackaged units: following: prepackaged unit or appears in a leaflet or
m'glo)cu{-(i)gsmei_dl'lzgdrms;m'lds':m'tzcgﬁlggl 1)2 (1) The general licensee }s;ha]l notI ;;ossess brochure which accompanies the package:
1cr use in tn vt inica at any one time, pursuant to the general license
lborstory tets not imoiing iterml or ex- i Yararagh (1) of thi secion, 3t any one  portiel i usd i by P A
ternal administration of byproduct material, or  Jocation ()F storage or use a total amount of  tories or hospitals and only for in vitro clinical or lab-

the radiation therefrom, to human beings or oratory tests not involving internal or external ad-
animals ’ 8 'Odme_125 and/or iodine-131 in excess of 200 ministration of the matcnaFot the radiation therefrom
nimals. . . . microcuries, . . to human beings or animals. Its receipt, acquisition,
(2) IOdmC‘E}' in units_not exceeding 10 (2) The general licensee shall store the by- Possesnodn use, anld]transfer 2 suLljngctAto the Eeguh- '
microcuries each for use in in vitro clinical or tions and a general license of the tomic Energy
laboratory tests not involving internal or ex- pn:)du}'t maten.a] untl_l used, "? the ongn_nal Commission or of a State with which the Commission
shipping container or in a container providing  has entered into an agreement for the the exercise of

ternal administration of byproduct material, or equivalent radiation protection. regulatory authority.
the radiation therefrom, to . human bemgs or_ (3) . The.. general.” licensee shall use the
animals. . byproduct material only for the uses authorxzed .
(b) No person shall xecewe, acquxre possess by paragraph (a) of this section. : B 4‘ : ' Name of manuhcturer -
use or transfer byproduct material pursuant to - (4) The general licensee shall not transfer' His :
the general license established by paragraph (a).  ‘the. byproduct maferial to a person who is not (e) The regxstrant possessmg or using by-

of fhlfl section until he has filed Form AEC~  authorized to receive it pursuant to a, license  product materials under the general license of
483, "Registration Certificate—In Vitro Test- jssued by the Commission or an Agreement - paragraph (a)  of this section shall report in
ng Wl_t.h Byproduct Material - Under Gepcml State,' nor transfer the byproduct material in - writing to the Director, Division' of Materials
License”, with the Director, Division of ‘Ma-  any manner other than in the unopened, labeled  Licensing, any changes in the: information fur-
terials Licensing, U.S. Atomic Energy Com- shipping container as received from the supplier.  nished by him in the "Registration Certificate—

?"55'0“ Washington, D.C. 20345, and received (d) The general licensee shall not receive, In Vitro Testing with Byproduct Material Un-
;%g_g’;sciﬂ':‘igogt:‘asgfﬁzd mf;fr’y aﬁxm acquire, possess, or use byproduct material pur-  der General License”, Form AEC-483. The -
The registrant, shallg furnish on Form AEC-483  Suant to paragraph™ (a)” of this section: port shall be furnished within 30 days afte b
the following information and such other in- , (1) Except as prepackaged units® which are - effective date of such- change. -
formation as may be required by that form: labeled in accordance with the provisions of 2 , (f) Any person using byproduct ma’
Name and address of the registrant; specific license issued under the provisions of -:pursuant to the_ gqneral license of - para,

é ; The location of use; and (a) of this section is exempt from tl_1c requ..__—

() A sttement that the regstrant has aps 4, e 0, Shich s Commion bes gt ments o Pare 20 of this chapter with espec
propriate {adm.non measuring tnstruments  to formal agreement, pursuant to section 274 of thz to byproduct materials covered by that general
carry out in vitro clinical or laboratory tests Atomic Energy Act of 1954, as amended. lxcense

NOTE T

g

If larger quantities or other forms of byproduct material than those specified. in the general license of 10 CFR 31. 11 are requxred an ."Appli-
cation for Byproduct Material License,” Form AEC-313, should be filed to obtain a specvﬁc byproduct material license. Copxes of application and
reglstranon forms may, be, obtamed from the Umted States Atomxc Encrgy Commxssxon, Wash:ngton, DC 20545 Attentlon lsotopes Branch
Division of Materials Licensing.” : SR SR
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