NRC FORM 483 U. S. NUCLEAR REGULATORY COMMISSION o APPROVED BY OMB: NO.3150-0038
®s3) : i T e AT T ,\.e..,.;-w. LEXFIRES 33196 ..o

: CEL LAy B v;i’:i‘-'i"?;i-.. L TR U A EETMATED - BURDEN | PER- RESPONSE “T0 > COMPLY  WITH ;THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VALIATED

REGlSTRATION CERTIFICATE <in vitro TESTING RS OF DNPRODUCT MATERAL TAT Tias Rediea
. WITH BYPRODUCT M ATERIAL UNDER ‘JENTITLED TO RECEIVE THE BYPRODUCT. MATERIAL:

COMMENTS REGARDING BURDEN ESTIMATE TO THE |
AND RECORDS MANAGEMENT BRANCH {MNBB 7714),.-
» REGULATORY ‘COMMISSION, WASHI )
‘N THE" PAPERWORK “REDUCTION PRI

. +]] MANAGEMENT AND BUDGET, WASHI

} Comm&m a validated copy of NRC Fonn 483 witha regIshabon number o

1. NAME AND ADDRESS OF APPLICANT (See Instrucbon 3B below) R "APPLICATION (Check one box onIy)

| hereby apply for a registration number pursuant to. 10 CFR 31 Sechon

~Diagnostic. Medical Laboratory, Inc. 3111, for use of byproduct riatérials for: -

322 East Main Street - = - o

. Branford, Connecticut 06405 ) A”M:self adutgflmephysncranauthonzedtodlspersedrugsrn ,
*Spt.mal Chemstry Departnent B.-Theabove-namedcllmcallaboratory R B
| TELEPHONE NUMBER (nciude Aroa Code) ~ ~~ ~ C. The above named hospital. — —
(203) 488-4724 D. Veterinarian in the practice of veterinary medicine.

3. INSTRUCTIONS: . | O S ER SRy . . 4, REGISTRATION . Lo
A 8ubrmth|sformlnduphcateto — ' B R »RE,GISTRATI'(')NNUMBER':‘_’:’%

Medreal Academtc and Commercsal Use
- Safety Branch (@88 7" FS— s
- .- Division of Industrial and Medical Nuclear Safety
“~.f - . - Office of Nuclear Material Safety and Safeguards
. -U.S. Nuclear Regulatory Commission. - toee
Washmgton DC 20855-0001 ... .

9084 ffil-

"‘f\_//

v (At NRC a regvstratnon number wrll be aslgned and a valldawd oopy
of NRC Form 483 wili be returned.) - ; .

" B.  Inthe box above, pnntortypethename addrm(ndudnglP Caronn Boﬂe ' A Y"II 16 1996
- Code), and telephone number of the registrant physician, clinical - (Tf this an initial registration, leave tfusspace blank numberto be .:

taboratory, hospital, or veterinarian in the practice of veterinary | assigned by NRC. If this is a change of information from a prewously

medicine for whom or for which this registration form is filed. - - | registered general | fcenss, include your registration number.).
5 prlaoeofuselsdlfferent from address listed above, give oompleteaddrm . T ’ o ’

3ol B.ACERTIFICATION e e

i

A Al nnforma'non in this registratnon cemfmte is Irue and complete

. IV B - The reglstrant has appropriate radratlon measunng mstruments to lrarry out the teds for whsch byproduct matenal wil be used under the general
" byproduct materials.

"b, | understand that Commassron regulatlons reqmre that any change in the infonnabon fumsshed by a reg:strant on thns reglstrahon certnﬁcate be
o reported to the Dlreotor of NucIear Matenal Safety and Safeguards wrthm 30 days from the effectrve date of such change .

" D | have read and understand the provisions of Secbon 31.11 of NRC negulahons 10 CFR 31 (repnnted on the | reverse side of thrs 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’ Cerhﬁeate is filed with the U.S. Nuclear Regulatory Commission. -

PRINTED OR TYPED NAME AND TITLE OF APPLICA‘N‘T: . SIGNATURE OF APPLICANTY | DATE_

}»rI e

mp ] ——t

M. Joseph . Canavan, Pre31dent

license of 10 CFR 31.11. Thetestswrllbeperformedonbeypersonnelcompetentintheuseofmelnstrumentsandlnthehandhngofme o

~" "ARNING: FALSE STATEMENTS .IN THIS. CERTIFICA;;E?MA ‘BE_SUBJECT-TO CIVIL: AND/OR - CRIMINAL

UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. S T fiza g 5

NRCFORMN 38y

NALTIES. NRC REGULATIONS REQUIRE THAT BMISSIONS ‘TO THE NRC BE COMPLETE AND o
_ JACCURATE 'IN ALL MATERIAL RESPECTS o 18 U s SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO D
- {MAKE A WILLFULLY. FALSE STATEMENT OR REPRESENT ATION TO ANY DEPARTMENT OR AGENCY OF THE :




ot

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31 1

- §aar General licénse forusaofbypmduct matu-ialsforoonan in
\utro cllmoa! or Id)oratory tstlng.

(a) A general lioense is hereby lssuod to any physrcm veterinarian

"in the practice of veterigary medicine, clinical laboratory or hospital to '

receive, acquirg, posess..i‘ransfer or use, for any of the following stated
tests, in acoor@noe wm\ the provrslons of parugraphs (b}, (c}, (d), (e],
and. (f) of this eactlaw the followmg bvproduct matenals in prepack-
aged units: T

{1) todine-125, m unrts not exceedmg 10 miicrocuries each for use
in in vitro clinical or laboratory tests not rnvolvmg internal or external

administration of byproduct: material, or the radiation therefrom to

human beings or animals.

(2} lodine-131, lrr units not exceedlng 10 microcunes each for use |

"in In vitro clinical or laboratory tests not |nvolnng internal or external

administration_ of byproduct, matenal or. the radlatnn therefrom -

"to human belngs or animals.
{3) Carbon-14, in units not exceeding: 10 microcuries each for use

“in in vitro clinical or laboratory tests not involving internal or externat - )
_administration of byproduct” material,” or th2 radiation therefrom, o

to human beings or animals, - --— R c
{4) Hydrogen 3 ({tritium}, in units not exceeding 50 microcuries.

_each for use in in vitro clinical or laboratory tests not involving internal

_or external administration. of. byproduct material, or the radiation
therefrom to human’ belngs or animals..

{5) Iron 59, in units not exceeding 20 microcuries each for use in in
vitro' clinical -or laboratory: tests not involving internal’ or external
adminijstration of byproduct materral or- the ladxatlon therefrom 10
“human belngs or ammals : ' :

(8) Selenium-75, in units not exceeding 10 rnicrocuries each for use
in in vitro clinical or laboratory tests not involving internal or external

“administration of byproduct material,. or the radiation therefrom,
to human beings or animals.

{7) Mock lodine-125' reference or cahbratrcn souroes in units not:
exceeding 0.05 microcurie of iodine-120 and" 0.005. microcurie of,'

“americlum-241 each for use in In vitro clinical or laboratory tests not
involving internal or external admlmstratlon of byproduct matenal or
the radlation therefrom, to human beings or animals,

(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 Saf=guards U.S. Nuclear

Regulatory Commission, Washington, D.C. 205155, and received from™

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 issued under Part 35 of this chapter

(c} A person who receives, acquires, possesses or uses byproduct -

‘material pursuant to the general license establishied by paragraph (a) of
this section shall comply with the followrng

v (1) ' The general licensee shall not POssess at any one tlme pursuant .
to the general license in paragraph (a) of this section, at any one loca- -
tion of storage or use, a total amount of jocdline 125, jodine 131, -

selanium—'ls uﬂwm&mmd@m B
- {2} The general licensee shall stosre the byproduct material

'uud mﬂ!uﬁdd\mmormawmwwﬁé\/

equivalent radiation protection.

(3) The generat ficensee: shall use the byproduct material only for by
the uses authorized by paragraph (a) of this section,

{8} The general licensee shall not transfer the bypmduct matond
except by transfer to a person authorized 1o receive. it by a license
pursuant to this chapter or from an Agreement State,! nor transfer the
byproduct material in any manner ather than in the unopened labeted
shipping container as received from the suppher

(5) The general hcensee shall dispose of the Mock’ lodm125
reference or calibration soum described in paragraph, (al{7} of this.
section as required by § 20.301 of this chapter.

{d} The general licensee shall not receive, acquire, possess, or use
byproduct material pursuant to paragraph {a) of this section: . -

{1) Except as prepackaged units, which are labeled in aooonbnoe
with the provisions of a specific license issued under the provmons of
§ 32.71 of this chapter or in_accordance with the provisions of a

“specific license issued by an Agreernent State that suthorizes manufac- -

ture and distribution of jodine-125, iodine-131, cartbon-14, hydrogen-3
{tritium), selenlum-75, iron-59 or Mock lodine-125 for dstrhmon to
persons generaily licensed by the Agreement State.

(2) Unless the following statement, or’ a: substantially = similar
statement which contains the information called for in the followmg
statement, appears on a label affixed 1o each prepackaged unit or
appears in a leaflst or brochure-whlch"aeéompames the package:2

This radioactive material may be received, scquired; possesed and
used only by physicians, veterinarians in the practice of veterinary . —
medicine, clinical laboratories or Mspltah and only for in vitro clinicad  * ~
or laboratory tests not involving internal or external administration ©
the material or the radiation therefrom, to human beings or a-mmalu

'

- Its receipt, acquisition, possession, use, and transfer are subject to the™

regulations and. a general license of the U.S. Nuclezr Regulatory Com-
mission or of a State with which the Commission has entered into. an ’
agreement ﬁor the exercise of regulatory authonty. ) - :

Voo

Name of manufacturer’ e

{e) The registrant possessing or using byproduct materials under the !
general license of paragraph {a} of this section shall report in writing 10
the Director of Nuclear Material Safety and Safeguards any changes

"in the information furnished by him in the “Registration Certificate—in; ;

Vitro Testlng with. Byproduct Matenal Under General License,”” NRC
Form 483. The report shall be furnished’ within' 30 days after the
effective date of such change.3

(f) Any person using byproduct matenal pursuant to the oeneral

" license of paragraph (a) of this section is exempt from the requirements

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 lodine-125 described in paragraph {a}{7) of this section
shall comply with the provisions of § 20.301, 20.402 and 20403 of
this chapter. . S S e 4

:

a

___NOTES .
lA State to whlch certam regulatory authorl -y over radloactnve matemil has been transferred by formal agreement pursuant to sectron 274 of the'

“Atomic Energy Act of 1954, as amendsd. : ;

2Matarlal generally lrcensed under thls sectrcn pnor to January 19 1975 may bear labels authonzed by the regulatlons m effect on January 1

1975 o

i

,A

~ -

P 3A new trlphcate sot of this Registration Cemfrcate NRC Form 483, may be unod 1o mport any change of mformauon furmshed by a reg:stra

asrequrredby§31 e . - .

- If targer quantities or other forms of byproduct matenal than those specrfred in the general license of 10 CFR 31 11 are requnred an "Apphca-
) tion for Byproduct Materlal Llcense," NRC Form 313 should be filed to obtain a- specific byproduct material ficense, Copres of apphcauon and

registratlon forms may: ‘be obtained from the Mec lcal Academlc and Commeroral Use Safetv Branch (6H3) Dwision of lndustnal and Medncal Nuclwr
Safety, United States Nuclear Regulatory Commrtsron Washmgton DC 20555 ) RN ;o
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