[NRC FORM 483

U‘. s. NUCLEAR REGULATORY COMMISSION § -

APPROVED BY OMB: NO. 3150-0038
EXEIRES\NI-“

e

INFORMATION COLLECTION REQUEST: 7 MINUTES
REGISTRATION IS, MANDATORY AND SERVES AS .
SUPPLIERS OF BYPRODUCT "MATERIAL “THAT THE

’ Comrmssm a valldated copy of NRC Form 483 wrth a regnstratlon number

1."NAME AND ADDRESS OF APPLICANT (See Inslrucoon 3. B below)

2. APPLICATION (Check one box only)

Rlchard C Tilton, Ph.D.

" ]31.11, for use of byproduct materials for:

| hereby apply for a reglstratlon number pursuant to 1 0 CFR 31 Secbon

BBI - North Amerlcan Clinlcal ‘
Laboratorles Doy ,, I)ﬁﬁﬁ\ﬂfﬁy%
75 No. Hountaln Road it o

the praotloe of medicine.

- New “Britain, CT 06053

B. The above-named clinical laboratory.

TE_EPHONE NUMBER (Include Area Code} -

.‘ X

C. The above named hospital. *©

D. Veterinarian in the practice of veterinary medicine. .

Wa

(203) 225-1900 .
3. INSTRUCTIONS: ,

4. REGISTRATION - ..

A Submitthlsform'in duplicate to: |

. Medlcal Academlc and Commerclal Use
-Safety Branch (B%&) ATTN: Carolyn Boyle
. Division of Industrial and Medical Nuclear Safety ...
. Office of Nuclear Material Safety and Safeguards__,
... U.S. Nuclear Regulatory Commission . ..:
o Washmgton DC 20555-0001

M/S |

" (AUNRC, a registration number wil be assngned anda valldated copy
. of NRC Form 483 will be retumed ) . L

B. In the box above pnnt or type the name address (lncludmg ZIP
-Code), and telephone number of the registrant physician, climcal
laboratory, hospital, or veterinarian in the practice of veterinary
medicine for whom or for which this registration form is filed. _

. mgstered general Fcense, mclude yourregstrahon number ).

o REGISTRKTION'NUMBER: '
8 F 5 Qnuc,,(q RIS 1878
g U S'IwCLEAR hLGULATORY cotmlssmni

Carolyn BoYle . . .. August 16 11995
(lftfusanmrbalregstraaon Ieavethtsspace blank ~ numberto be T

assigned by NRC. If this is a change of information ﬂom a prewously

5. If place of useis dxﬁerent from address listed above give complete address

Iherebycertlfythat

A All mformatlon in thls reglsIratlon certlf cate is true and complete o

i B The registrant has appropriate radiation measunng Instruments to carry out the tests for WhICh byproduct matenal w1ll be used under the general
The tests will be performed only by personnel competent in the use of the mstruments and in the handiing of the

" “ficense of 10 CFR 31.11.
':byproductmatenals T

R

L - s. cennncnmou T e

"1 understand that Commlssaon regulatlons requnre that any change in the lnformahon furnished by a reglstrant on thls reglstratlon certlt' cate be
reported to the Dlrector of Nuclear Material Safety and Safeguards within 30 days from the effectwe date of such change ) .

" | have read and understand the provisions of Section 31.11 of NRC’ regulatlons 10 CFR 31 (repnnted on the reverse side of thls form) and l
‘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 Commtscnon

PRINTED OR TYPED NAME AND TITLE OF APPLICANT
R1chard c. Tllton, Ph.D.

" SIGNATURE OF APPLIC

DATE
8- 8 95

ek )0

.;ce u/ﬂ.fe

ASF.LV1ce—P§es,, Chief Sc1ent1f1c Ofl

m

:NALTIES NRC REGULATIONS REQUIRE THAT

UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION g e L N

"ARNING: - FALSE. "STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL

SUBMISSIONS T0O THE NRC BE" COMPLETE AND

NRCFORM483 (3-93)

4 Ar Myself,! fa duly licensed physician authonzed to d:sperse drugs in: _1 .

NTEN




S .
R R : - .

- i P

§31 11{General lieense foruseofbyprodud matenalsfotcertainm

vitro cllnidgorlaboratory tasﬂng T R

B ¥

(a) A general llogﬂse is herebv lssued tomvphvskian veterinarion

. in the practl@ of nﬁmrlmry ‘medicine, clinical ld:ornocy or hospnal to

receive, acqurru pmess mnsfer or use, for any of the following stated
tests in accordance with the provisions of pamgraphs (b}, {c}, (d), (e},
snd {f) of this sectlon the follomng byprodla rnaenals n prepack
aged units: .

(1) lodine-125, in units not exceeding 10 miuroamos each for use
in in vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radrzmon therefrom, to

. human beings or anlmals

= {2} lodine-131, ln units not exoeedmg 10 rmcrocunes each for use |
in In vitro clinical or laboratory tests not involving internal orextemal
" administration of byproduct matenal or the radnatnon therefmm
to human beings or animals, ~~ °

{3) Carbon-14, in units not exceeding 10 rnicrocuries each for use

- in In vitro clinical or laboratory tests not muolvmgimenulorextemal

‘administration of byproduct material, or the radratlon therefrom
to human beings or animals, - - o e Bt
{4) Hydrogen 3 (tritium), in units not exeeedmg 50 mmoeune:

CONDITIONS AND I.IMITATIONS OF GENERAL I.ICENSE 10CFR 31.11

2) Themal licensee shall stare the bypmduct rnatenal un
- used, hthmdlopirgmumacomamerpmwdmg
eqummmm n

{3) The general licensee shall use the byproduct matenal only for
theuusmbvmblofthsmm

l4ldelmMrutransfuthebyproductmatenal
wbytmdumapumanhormdmmnbvalm

Wﬂtothsdmterorﬁmml\ymt&ate‘ nor transfer the -

bypmduet matevial manvnulnrodlert!mmtheunopened labeled
shpplngwrmasreeewedhomthmppner.

(5) The general licensee shall dispose of the Mock lodine-125
reference or calibration sources described in paragraph (a}(7) of thrs
section as required by §20.30‘I of this chapter. - .

{d) The general hcerme shall. not receive, acqunre p0ssess ‘or Use
byproduct material puuuanttomh {a) ofthassectron- R

(1) Except as prepackaged units which are iabeled " in acéordance
with the provisions of a specific license issued under the provisions of
8§ 32.71 of this chapter_or in accordance with the provisions of a
specific license issued by an Agmément State that authorizes manufac-
ture and distribution of jodine-125, jodine-131, carbon-14, hydrogen-3
- (tritium}, selenium-75, ron59 or Mock Iodme—125 for distribution to

© each for use in In vitro clinical or laboratory tests not involving internal _ persons generally licensed by the Agreement State.

or external administration of byproduct material, or the radiation

" therefrom, to human beings or animals.

(5). tron §9, in units not exceeding 20 microcuries each for use in in

: vltro clinical or laboratory tests not involving Intemal or’ extetrnal -

. administration of byproduct material,

" administration of byproduct matenal or the radratnn therefrom to
. human belngs or animals, "~ " ”

(6) Selenium-75, in units not exceeding 10 xmcrocunecuch for use
in in vitro clinical or laboratory tests not involving internal or external
or the rediation,therefmm,

4

_ to human beings or animals.

{7) Mack lodine-125 reference or calibration sourcs\ m units not
exceeding 0.05 microcurie of lodme-129 and O(!E ml:meune of
- americium-241 each for use in in vitro clinical or ldmmtory tests not -
involving internal or extemal admimstratlon of byproduct matenal or
_the radfation therefrom to human belngs or mrmals.

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

byproduct material under the general license established by paragraph
> (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 Nuclear Material. Safety and Sa'eguards, U.S. Nuclear
Regulatory Commission, Washington, D.C. 2(!-55 and recerved from
the Commission a validated copy of NRC Formn 483 with registration
number assigned; or

(2) Has a ficense that authorizes the meclical use of byproduct effectwedate of such changse 3 .

materlal that was issued under Part 35 of thls ch-mer
{c} A person who" recewes, acquires, possesses or uses byproduct

" materlal pursuant to the general license established by paragraph (a) of

this section shall comply with the following: -
{1) The general licensee shall not possess at any one time, pumant

. to the general license in paragraph (a) of this section, at any one loca-’

tion of storage or use, a total amount of iodine 125, jodine 131,

4

{

{2) Unless the foliowing statement, or a substantially similar
statement which contains the information called for in the following

statement, appearsonald:elafﬁxedtoead\prepackagedumtorf

‘appears in aletﬂetorbrv:n:l’mrewhu:hm:companmesthepackage2

This radioactive material may be reeewed ‘acquired, pomsed and
used only by physicians, vetenrwians in the practice of vetermary
- medicine, clinical laboratories or hospnals and only for in vitro clinical

' or laboratory tests not involving internal or external administration a

- thischapter. . . = .

the matenal or the radiation therefrom, to human beings or animals.
‘s receipt, acqulsition, possession, use, andtrmsferarewb;ecttothe
regulations and a general license of the U.S, Nuciear Regulatory Com-
mission or of a State with which the Commission has entered into an
ageement for the exeu:lse of regllatory authorrty ;

i

[ . L P Y e e
Ty ¥ oo

Name of manufacturer . -

(e} The registrant possessing or using byproduct materials under the

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

the Drrector of Nuclear Material Safety and Safeguards any changes _

"'in the information furnished by him in the ““Registration Certificate—in_ :
Vitro Testing with Byproduct Material Under General Llcense," NRC
“ Form 483 The repost shall be furnished within 30 days after the

{f) Any person using byproduct mztenal pursuant to the general

'Ticense ‘of pavagraph (a) of this section is exempt from the requirements

of Parts 19, 20 and 21 of this chapter with respect to byproduct

matesials covered by that general license, except that such persons

" using the Mock lodine-125 described in pavagraph (a)(7) of this section

shall comply with the provisions of § 20.301, 20.402 and 20,403 of

T o o ’ NOTES

1A State to whrch certain regulatory authorrty over radroactrve matenal has been transferred by fomul agaement pursuant to sectron 274 of the

- Atomic Energy- Act of. 1954, as amended. -

2Material generally lrcensed under tlns sectron prior to January 19, 1975 may bear ld)els authonzed by the rewlatlons m effect on Januarv 1,

. 1975. R

¢ 3A new tnplrcate set of thrs Registmtron Cemﬂcate NRC Form 483 may be used to report any changeof mformauon fumrshed by a reglstrarf

as required by § 31.11{e). - ) v
) If larger quantmes or other forms of byprocluct material than tlvose specrﬁed in the genenl Iu:ense of 10 CFR 31 11 are requrrad an "Appllca\*/
tion for Byproduct Materral Lloeme ’* NRC Form 313 should be filed to obtain a specific byproduct material heense Cq;ues of applncatron and
reglstratron forms may be obtained from the Medical, Academic and Commercial Use Safetv Branch (6H3) Div'niou of lnduanal and Medn:al Nucleer

Safety, United States Nuclear Regulatory Commission, Washmgton Dczoss P . AR
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