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10gFR 317 ' REGISTRATION CERTIFICATE—IN VITRO TESTING . © . - 38-R0160
: WITH BYPRODUCT MATERlAL‘UNDER‘GENERAL LICENSE -

) .. Section 31.11 of 10 CFR 31 establishes 2 general license. authorizing physicians, clinical laboratories, and hospltals to
\_/ possess certain small quantities of byproduct material for in vitro 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: physxcnan clinical laboratory, or hospital has filed -

NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with registration-number.. -~ .

[

)

EARL J. HORKINS, M.D. Lo T -
' ’ 3 l hete'by apply for 3 reglstrauon number pursuant to

. 32316 GRAND RIVER .- - o : " §31.11, 10 CFR 31 for use of byproduct materials for
. FARMINGTON, MICHIGAN 48024 - " fpleasé check one block only)
. ) . . S o .y El a. Myself,a duly licensed physician tuthorized to dxspense
. S N drugs in the practice of medicine.
o - : . ..+ [J b. The above-named clinical laboratory.

, . ¢+ [ ¢ Theabove-named hospital. - o
; S o 4 To -bg‘compleued by the Nuclear Regulatory gom'mission.

INSTRUCTIONS

1. Submit this form in triplicate to: . e ’ .Reglstranon number: 5320
Office of Nuclear Material Safety arld Safeguards =~
ATTN: Radioisotopes Licensing Branch .| por 'mz u. 8.. zmcuaak mcxg.uon comnssxon

1).S. Nuclear Regulatory Commission
Washmgton. D.C. 20555 :

2 Please print or type the name and address (includ- R
ing zip code) of the registrant physician, clinical - D
Iaboratory, or hospital for whom or for which -

" this registration form is filed. Position the first Shirley A Crutchf:l t& s
, e Janua 17 1980
Jetter of the address below the left dot and do {If this is}:m m.ma! registration, leave this space blank = number to be
. mot extend the address beyond the right dot. (At assigned by NRC, If this is a change of information from a previously
NRC, a registration number will be assigned and e - wegistered general licensee, include your registration number.) -

- a validated copy of NRC Form 483 will be re--
\_//' turned.) : .

§. 1f place of ﬁse is different from sddress in Item 1, please give complete address:

6. Certification:
1 hereby certify that:
" 2. Al information in this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring instruments to casry out the tests for which byproducl material will be used under 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.

¢. I understand that Commission tegulations require that any change in the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change. »

d. I have read and unde;s;axid the prov}lsxons of Section 31.11 of NRC regulations 10 CFR 31 {reprinted on the reverse side of this form);

and 1 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 whlch this Regxstratlon Certificate is filed with the Nuclear Regulatory Commission,

paee____10/31/75 | o j( '&-@Vbﬁf—\m\n

Signature of person filing form

EARL J. HORKINS, M.D. . PHYSICIAN

\ . Printed name and title or position of person filingform -~ ~ . .

WARNING—18 U.S.C., Section 1001; Act of June 25, 1848; 62 Stat. 749; makes it 8 criminal offense to make a willfully false statement or |
representation to any department or agency of the United States as to any matter within its jurisdiction,




o e

e CONDITIONS AND LIMITATIONS OF GENERAL UCENSE 10 CFR 31.11 .
§3l 11.. General license for use of byproduct, . .,Regulatqry -Compmissi Washmgtpn, D C; ~a 1 () Exceptas prepackaged units whrch are

materials for certain in vitro clinical oz laboraa © 20555, ‘and' receitéd’ flom the Commissibn labeted in accordance with the provisions of a
tory testing. s, o g ovalidated cogy of NRC Form-481 with regrs- Hal c dicense issued under the provisions of
""" tration fumber assigned or until he has been %: 1 of this chapter or in accordance with

(2) A general license is hereby issued to  authorized pursuant to §35. 14(c) of this chap- . provisions of a specific license issued by an

any physician, clifiical Iaboratory or hosp?tal" * ter t¢ s byp: roduct thaterial undar the general’, Agreemént State ‘that authorizes manufacture
to receive, acquire; possess, transfer. ot use, for - “ficense in thﬁ 31.11. ‘The reﬁrstrant shall” "~ and distribu'tién’ of ‘fodine- 125, ‘iodine-131,
any of the following stated tésts; in dccordance * ‘furdisiion’ NRC Form483 thie followirg infor- “* ‘carbon-14,  hydrogen-¥ (tritium), or iron-59
with the provisions of -pardgraphs (b);(€),(d), - mation-and such otherinformation as may be- for distribution:to ‘persons generally licensed

(c), and () of this section, the following by~ ". required by that form::« :% =~ -+, T <4rby the Agreement State.

product rmaterials in prepackaged units: (1) Name and address of the registrant; (2) Unless the following statement, or a
(1) lodine-125, in units not exceeding 10 (2) The location of use; and substantially similar statement which contains

microcuries each for use in in vitro clinical or (3) A statement that the registrant has ap- the information called for in the followin

laboratory tests not involving internal or ex- propriate radiation measuring instruments to  statement, appears on a label affixed to eac

ternal administration of byproduct material, carry out in vitro clinical or laboratory tests prepackaged unit or appears in a leaﬂet or

or the radiation theret‘rom, to human beings with byproduct materials as authorized under  brochure which accompanies the package:

or ;. the,gengral license in paragraph (a) of this This radioactive material may be received,
A2)’ odme-l 31 in unrts not exceedngO . section,-and that such tests wil

microcuries each for usé in in vitro clinical’'or_’ only by, personnel competent in the use of cians, clinical laboratories or hospitals and only

laboratory tests not involving’ intérnal or ex- suc!rinstruments and in the handling of the for in vitro clinical or laboratory tests not

ternial administration of ‘bygroduct material,or * product materials. involving internal or external administration of
the radiation therefront, -to -human: beings or ¢ :¥(¢) A person who receives, acquires, pos- the material, or the radiation therefrom, to
animals. e tenmge? AEeI AL o uessé’s or uses byproduct material pursuant to  human beings or animals. Its receipt, acquisi-

3) Carbon-14, in units not. exceedxng 10...1the ;general license established by paragraph (a)  tion, possession, use, and transfer are subject
microcuriey-each, ior usp in.in vitra:clinical or_..of this sectign shall comply with the following: to the regulations and a general license of the
laboratory tésts not involvinig internal or exter== (1) The general licensee shall not possess  U.S. Nuclear Regulatory Commission or of a
nal administration- of- byproduct material; or - - at any-one time,pursuant to the general license  State with which the Comniission has enteréd
the radiation therefrom, to human bteingswer: .in paragraph (a) of this sectipn, at any cne  into an agyeement fog the. exercrse of regula-

locaticn of storage or use. a total amount of tory authority. . = . _— -

‘; (4) Hydrogen 3 (tritium), in un“tt fot ex-‘, iodine 125, iodine 131, and/of iron 59 in ex< T T e

caf 50 microcuries each for-iise in in vitro . cess of 200 microsurics. ' S AR ‘;3;.'"; : ufacfurer seeee
c.mi or laboratory tests not-rnvqlvmg integ= 7 = (2) The general licensee shall store theby- ¢, o . Nagm 20!
nal or external administration ofbyproduct oduct material, until used, in the original (e) The -cgrstra.nt ‘possessing or using by-
naterial, or the radiation therefrom to himas., ipping coatainer or in a congainer providing  product materials under the general license of
beings or animals. i . gqurvalent radiation protectro} .. paragraph _(a). of: this sectipn-shall report in
v (5) Iron 59, in units not ,exc-édms 20 % (3) The general licensee shall use tha by-. writing, to the-Director of - Nuclear Material
microcuries each for use in in vitro climical or »~ product material only for the'uses author;zed Safety .and Safeguards any changes in the in-
laboratory tests not involving internal or ex- by paragraph (a) of this section. .. formation ‘furnished by him in the “Regjstra-
ternal administration .of byproduct material, (4) The general licensee sHall not tramfer * tion Certificate—In'"Vitro Testing wrth By-
or the radiation therefrom, to. human beings, thebyproduct material ¢xcept: by transfer to & IE- rodiict Material Under General Licensé,” NRC
ot animals, - ~ .« . .person autherized-to regeive;it by a licehss ~ Form 483. The report shall'be furnished with-

) No person shall recexve, acquuer pos-- pursu,-mt to thischapter or from an Agreememts in 30+ days after the effectlve date ot' such
sess-use or transfer- byproduct ‘material pur--  State,'-nror transfer the-byproduct material in “change’?

suant to the general license established by any manner other than in the unopened, ) Any person usmg byproduct matem.l

aph (a) of thls section until he has filed  labeled shipping container as received from the _pursuant to the general license of paragraph (a)

Form 483, “Registration Certificate—In "~ supplier. . .of this section is exempt from the require-

Vitro Testing with Byproduct Material Under (d) The general licéndee’ shall ndt teteive;” - ments of Parfs' 19 and 20 of this chapter with

General License,” with the Office of Nuclear acquire, possess, or use byproduct material respect to byproduct materials covered by that

Material Safety and Safeguards, U.S. Nuclear  pursuant to paragraph (a) of this section: general license. .
NOTES

! A State to which certain regulatory authority-over radioactive material has been-transferred by formal agreement, pursuant to section 274 of
the Atomic Energy Act of 1954, as amended. ..

lg;g(ateml generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulatxons in effect on January 1,

*A newdtrt"iplie;tle ﬁt( of this Registration Certificate, NRC Form 483, may be used to report any.change of information furnished by aregrstrant
as r uired by § e).

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Appli-
catton fog Byproduct Materia] License,” NRC Form 313, ‘should be filed to obtain a specific byproduct material license. Copies of application
and registration forms may be obtained from the United States Nac¢lear Regulatory Commission, Washmgton, DC. 20555 Attentron’ Radio-
isotopes Lxeensmg Branch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT . = . . - '

Pursuant to 5 U S.C. 522a(e)(3), enacted into law byrsection 3. of the Privacy Act of 1974 (Public Law 93-579). the followmg statement is fur-
nished to individuals who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483 This mformatron is
maintained in a system of records designated as NRC-3 and described a$ 40 Federal Register 45334-(October 1,1975). PR T

1. AUTHORITY Secuonim and 161(b)ofthe Atomxc Energy Act of 1954 , as-amended (“42UsC. 2111 and 2201(b)) e

2. PRINCIPAL PURPOSB(S) The mformatron is evaluated by the NRC staft‘ pursuant to cntena set forth 1n 10 CFR Parts 20-36 tu deterrnme
whether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for the
issuance of a registration certificate authorizing the use of byproduct material for medical use oz in vitro testing. -

3. ROUTINE USES. ', The information may be used: (a) to provrde records to State health departments for their informati®n and use; and (b) to

ovide information to Federal, State, and local health officials and other persons in the event of incident or exposure for purposes of their
information, investigation, and protection of the public health and safety. The information may also be disclosed to appropriate Federal,

Stats, or local agencies in the event the information indicates a violation or potential violation of law and in the course of an administrative or

.- Judicial proceeding, In addition. this information may_be transferted to an appropriate Federal, State, or local agency. to the extent relevant
and necessary for an NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency’s decision-about you.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION\ o

. Disclosure of the requested information is volunta.ry If the requested mt‘ormmgn is_not furnished, hpwever. the regrstratron certlt‘rmte. or
: amendment thereof, wxnnotbeprocessed. amcame s anien BT s E e OV G0 v AT el motr oyt

,'(?’.",ﬁ;. L R T T P AL S LN

be performed  acquired, possessed, and used only by physi- .



