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©-%0) Estimated burden per response to comply with this mandatory information

collection request 7 minutes. The validated registration serves as evidence

—{  REGISTRATION CERTIFICATE - in vitro TESTING | e et s cmments regaring burden sstmate to te

3

B Information and Records Management . Branch (T-6 F33), U.S. Nuclear

N WITH BYPRODUCT MATERIAL UNDER A Regulatory . Commission, Washington, DC .  20555-0001, and to the
: - o ’ . Paperwark Reduction Project’ (3150-0038) ‘Office of Management ~and
GENERAL LICENSE ’ - N Budget, Washington, DC  20503." NRC may not conduct or sponsor, and a

person. is not required to respond to, a collection of information unless it
displays a currently valid OMB control number. .

Section 31.11 of 10 CFR 31 establishes a general ficense authorizing physicians, cllnlcal laboratories, hospitals, and veterinarians in the practice of
veterinary ‘medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internat 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 fs not
authorized until the physician, clinical laboratory, hospltal or vetériarian in the practice of veterlnary medlcme has fi led NRC Form 483 and received from the
Commlssmn a vahdated copy of NRC Form 483 with a reglstratlon number.

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.8. below) I . 2. APPLICATION .~ {Check one box only) |
; | RRILOT 1 hereby a for are rstratlon number ursuant to 10 CFR 31 Sectron |
=t %N . V;— RiSUTy //'/w:c«u ffrrr—mau/ﬁs e Lot Byrocit mterls foff o3 Sl IR
0o 6{ ZA S 3 , | A. Myself, a duly licensed physician authonzed to dlsperse drugs in
BERI"UEA/ gFRI”GS MI#Q/D? .. the practice of medicine. .
X { B." -The above-named clinical laboratory.
TELEPHONE NUMBER (Include Area Code} =~ - : C. The above named hospital. . R '
( 6/ é ) 4 7 3 2 l 2— ;L ) | D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: . L . ; . 4. REGISTRATION

A Submltthlsform in dupllcateto s o -~ REGISTRATION NUMBER:

SLak .

-~

o ,Medlcal Academrc and Commercral Use :
. .’Safety Branch (T-8 F5) - .
- Dlvrsmn of Industrial and Medlcal Nuclear Safety
_. Office of Nuclear Material Safety and Safeguards -‘-»
- 1.8, Nuclear Regulatory Commission -~ ~=.

U.s. hucleaz Re gaéat‘otyf‘
\ ' . ,Washlngton DC 20555-0001 . .

Commission -

(At NRC a reglstratlon number will be assrgned and a valldated copy

=~ of NRC Form 483wrllberetumed) 4
B. In the box above, pnnt or type the name, address (lncludlng ZIP
: Code), and telephone number of the registrant physician, clinical (I th’g 8’ ’"’Fa’ kQ’SM& fe 5‘}; this space | blank L umber /(179
laboratory, hospital, or veterinarian in the practice of veterinary assigned by NRC. If this is a change of information from a previously
medicine for whom or for which this registration form is filed. registered general license, include your registr ation number,)

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

ettt pmm ittt s s s w0200 CERTIFICATION Lo woan 0 oo o cvmiice e iies s o vttt e e
lhereby certrfythat = oo : S , : B . -
A. " Allinformation in this registration certificate is true and complete

} B. The reglstrant has appropnate radlatlon measunng instruments to camry out the tests for which byproduct matenal w1ll be used under the general
Jlicense of 10 CFR 31.11. The tests will be performed only by personnel ‘competent |n the use of the instruments and in the handllng of the
' byproduct matenals ‘

'" C. | understand that Commlssron regulatlons requlre that any change in the information furnished by a reglstrant on thls reglstratlon certificate be
Y 'reported to'the Director of Nuclear Material Safety and Safeguards wrthln 30 days from the effectrve date of such change

D | have read and understand the provisions of Section 31.11 .of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); and |
"~ 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 fi led with the U.S. Nuclear Regulatory Commission.

PRINTED OR TYPED NAME %3 TITLE OF APPLI(SZ?NT : -1 SIGN TURE OF APPLICANT P DATE
UNIVERSITY MEDICAL fEcMLT/L-S 2 W 2 o°
( ) Wl IAM P Rl} D FOR_D Dl th,To& : " 220 @ é 2 c;
- WARNING FALSE STATEMENTS ‘IN THIS CERTIFICATE MAY - BE SUBJECT TO CIVIL AND/OR CRIMINAL
AN PENALTIES.. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
i ALL MATERIAL RESPECTS 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY
|FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS T0
ANY MATTER WITHIN ITS JURISDICTION. '
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CONDITIONS AND LIM|TAT|ONS OF GENERAL LICENSE 10 CFR 3111

§ 31.11 General ’Icense for use of byproduct mater] a!s for cenarn in
vitro cl:nrcal or !aboratorv testlng

(a] A genera! license is hereby fssued to any physician, veterinarian
in the practice of veterinary medicine, clinical laboratory or hospital to
receive, acquire, possess, transfer, or use, for any of the following stated
tests, in accordance with the provisions of paragraphs (b), (c), {d), (e},
and {f) of this section, the following byproduct materials in prepack-
aged units:

{1} lodine- 125, in units not exceedmg 10 microcurres each for use
in in vitro clinical or labaratory tests not involving internal ar external
administration of byproduct. material, or the radiation therefrom, to
human beings or animals,

{2) lodme-131, in units not exceedmg 10 microcuries each for use

in in vitro chmcal or laboratory tests not mvolvrng Internal ar external _

; administration of byproduct- material, or the_ radra{tron ther_efrom,—

. or external administration of . byproduct material, or the radiation .

to human beings or animals. - o B S e e
{3} Carbon-14,' in units not exceeding 10 microcuries each for use

in in vitro clinical or Isboratory tests not Involving internal or external
or the radiaﬂon therefrom)(

administration of byproduct matenal

to human beings or anjmals, N
{4) Hydrogen 3 {tritlum),

each for use in in vitro clinical or laboratory tests not mvolvrng internatl

- therefrom, to human beings or animals,

{5) Iron 89, in units not exceeding 20 microcuries each for use in in

* vitro clinical or lsbaratory tests not invelving internal or external

administration of bypraduct material, or the radratron therefrom, to

. human beings or animats,

{6} Selenium-75, in units not exceeding 10 micracuries each for use

in in vitro clinical or laboratory tests not invo!ving internal or external

~ administration of byproduct material,
. to human beings or animafs

or the radiation rhcrefrom,

{7} Mock" lodine. 125 reference or calibration sources, ip units not
exceeding 0.05 migrocurie of iodine-129 and 0.005 microcurie of

" amaricium-241 each for use In in vitro clinical or labaratory tests not
- involving Internal or external admlnistrauon of byproduct material, or
. the radiation therefrom, to human bemgs or animals,

e

{b) ‘A person shall not recelve, acquire, possess, use or transfer

" byproduct material under the general license Pstabhshed by paragraph

" Regulatory Commrssron Washington, D.C. 20555, and received from -

{a} of this section unless that person:

{1} Has filed NRC Form 483, “Registration Certificate—In Vitro
Testing with Byproduct Material Under General License,” with the
Director of Nuclesr Material Safety and Safeguards, U.S, Nuclear

_the Commission a validated copy of NRC Form 483 with registration
" number assigned; or

(2} Has a license that authorizes the medical use of byproduct

- material that was lssued under Part 35 of this chapter,

fc) A person who receives, acquires, possesses or uses byproduct

material pursuant to the general ficense established by paragraph (a) of
" this section shall comply with the following:

{1).The genera! lxcr-nsee shall not possess at any ong time, pursuant

‘to ‘the’ general license In paragraph 1a) of this section, at any one loca- .

tion af storage or use, a total. amount af jodine 125, jodine 131,

in units not excceding 50 mlcrocuries‘ )

selenium-75, and/or iren 59 in excess of 200 microcurles, »
-{2) The genera! licensee shall store the byproduct material, until
used, in the original shopprng container or In a contamer provrdrng

" equivalent radiation protection,

.

(3} The general licensee shall use the byproduct material only for ’

tha uses authorized by paragraph (a) of this section,
{4) The general licensee shall not transfer the byproduct material

except by transfer to a person authorized to receive it by. a license :
pursuant to this chapter or from an Agreement State,! nor transfer the E

. byproduct material in any manner other than in the unopened !abe!ed

shipping container as received from the supplier.

(5) The general licensee shall dispose of tne Mock lodme‘125
reference or calibration sources described in paragraph (a)(?) of th!s '

section as required by § 20,301 of this chapter.

_{d) The general Ircensee shall not receive, acquire, possess onuse f‘

bypmduct»materral pursuant to ‘paragraph 1a) of this section! * -+ 4

{1} Except as prepackaged units which. .are Iabeled in accordance

with the provisions of a spécrﬂc ticense™ |ssued under the provzsrons of
§ 32. 71 of thrs chapter orin accordance, withs the, provisions: ‘of a
specific Ircense issued by an Agreement State that authorizes manufac-
ture and distribution of Sodrne -125, iodine-131, carbon-14, hydrogen-3
{tritium), selenium-75 Jron 69 or Mock lodine-125 for drstnbut;on to
persons generally {icensed by the Agreement Sta:e

(2} Unless the following statement, or a substantrally similar

statement which contains the information called for in the fol!owrng :
statement, appears on a label affixed ta each prepackaged unit or -

appears in a leaflet or brochure which atcompanies the package:?
This radioactive materfal may be received, acqurred possessed and
‘used anly by physicians, -veterinarians in the practice of veterinary

medicine, clinical lsboratories or hospitals and only for in vitro clinical .
or laboratory tests not invelving internal or externat admrmstratron of /

the material or the radiation theréfrom, to human beings or animals,
Its receipt, acquisition, possession, use, and transfer are. subject ta the

" regulations and a general license of the U.S, Nuclear Regufatory Com-u
mission or of a State with which the Commission has entered into an

agreement for the exercise of requlatory authority,

Name of manufacturer

»

{e} The registrant poséessing or using bypror!oct rnaterials under the

general license of paragraph (a) of this section shall report in writing to

the Director of Nuclear Material Safety and Safeguards. any changes_

in the mformatron furnished by him in the ”Regmratron Cen}frcate—!n

“Vitro Testing ‘with Byproduct Materiat Under General chnnse " NRC
Form 483, The report shall be furnished wrthm 30 days after tha

effective date of such changs.?

(f) Any person using byproduct material pursuant tao the general
hcenss of paragraph (a)’ of this section is exempt from the requrrements
of Parts’ 19, 20 and 21 of this chapter with respect to byproduct
materials covered by that general license, except that such persons
using the Mock ledine-125 described in paragraph {a){7) of this section
_shall comply wrth the provrsrons of § 20. 301 20 402 and 20 403, of
this chapter,

. NOTES

i N . . D

: 1A State to whrch certain regulatory authonty over radroactrve materral has been rransferred by formal agreemem pursuant to secnon 274 of the
. Atomrc Energy Act of 1954 as amended :

zMaterral genera‘ly lrcensed under thxs sectron prror 10 January 19 1975 may bear !abels authorrzed bv the rogulatrons in effect on' January1

1975,

.

- : ~ T N
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“3A new 1ripllcate set’ of thrs Regrsrratron Certrﬁcate NRC Form 483 may be used to report any chanqe of rnformarron furmshed by a regrstrant

“as required’ by §3111te). S - PR

lf !arger quantmes or other forms. uf byproduct materlal than those specrfled in the general hcenss of 10 CFR 31 11 are requ;red an “Apphca-

tlon for Byproduct Materia! Llcense -

NRC Form 313. should be filed to.obtain a specrfrc byproduct matenal hcense Copies of apphcatron and
L regfstration forms may be obtamed from the Medical, Academic and Commercral Use Safety Branch (GHS) Dzvrsron of lndustrral and Medrcal Nuclear
Safety, United States Nuclear Regulatorv Commission , Washington; DC 20555, . -
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