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[NRC FORM 483

GEN ERAL LICENSE

REGISTRATION CERTIFICATE ~=in wtm TESTING ‘“"
"‘_'WITH BYPRODUCT MATERIAL UNDER i

APPROVED BY OMB: NO.3150-0038
v .. EXPIRES33196 .
1 J ETMaTED S BORDEN PER “RESPONGE 70} COMPLY
INFORMATION COLLECTION REQUEST: 7 MINUTES. TH
REGISTRATION IS, MANDATORY,, AND _SERVES ; AS,,
SUPPLIERS “OF BYPRODUCT MATERIAL THAT THE
ENTITLED ' TO* RECEIVE THE *BYPRODUCT -
COMMENTS :REGARDING BURDEN ESTIMATE
AND RECORDS MANAGEMENT, BRANCH (MNi

- FORWARD
E INFORMATION
714),.U.S, .NUCLEAR
N REGULATORY ‘COMMISSION, "WASHINGTON, D& 20555—0001 ANDTOR .
* § THE * PAPERWORK * REDUCTION PROJECT ‘(3150-0026), OFFICE OF E

vetennary med)crne to possess certain ‘sr at vitro _clin '
» A-;: admmrstratron of the byproduct matenal or the radlatron therefrom to human bemgs or amma .fPossessron of byproduct material under 10 CFR 314 tisnot). oo

e Commissoon a valldated copy of NRC Form 483 witha regvstrabon number
-1 1. NAME AND ADDRESS OF APPLICANT - (See Instruction 3. B below)

as;ﬁled NRC Form 483 and recerved from the

Carlos D. Bedetti,

M.D.
‘Clinical Laboratory =~

T2, APPLICATION (Check one box onty)

1 hereby apply for a reglstrat(on number pursuant to 10 CFR 31, Section
31.11, for use of byprodtict materials for:.”~ "'

-Forbes- Reglonal Hospltal A. - Myself, a duly licensed physu:lan authonzed to drsperse drugs in
+2570 Haymaker Famd . .- i e meisen || - the practice of medicine. : .
Mohroeville, PA- 15146 oo sl v te Tl X:{ B. “Theabove-named clinical Iaboratory. :
TELEPHONE NUMBER (Include Area Code) s C. ‘The above named hospital.
- {(#12) -858-2560 D. Veterinarian in the practice of veterinary medicine.
3. INSTRUCTIONS: e 4. REGISTRATION _,
1 A.. Submit this form in duplicateto: . - - .. .. - - REGISTRATIQN NUMBER:
Medlcal Academrc and Commercsal Use ; -l} 411 .
. . .SafetyBranch (6H3)
: Division of Industrial and Medlcal Nuc!eer Safety ......
. Office of Nuclear Material Safety and Safeguards UCLEAR REGULATORY COM tISSIOt‘
- U.S. Nuclear Regulatory Commission :
»L . ,Washlngton DC 20555-0001
\E —:":

- '(At NRC a registration number will be assugned and a validated eopy
-.of NRC Form483wnl|beretumed) . -

.ln the box above, print or type the name, addm (mchlding ZIP
- .Code), and telephone number of the registrant physician, clinical
. laboratory, hospital, or veterinarian in the practice of vetetinary
- medicine for whom or for which this registration form is filed.

Caronn 80 e ..
(If thés an initial regstrabon feave this space blank — number to be _
assigned by NRC. If this is a change of information from a prewously
regstared general ﬁcense include your regstratron number.) :

%/ZZ - January 5 1995

5. If place of use is different from address listed above, give oomplete address: -
SAME '

I hereby oerhfy that
A Al mformatwn in thls registration certrﬁwte is true and complete

R

___lrcense of 10 CFR 31.11.
] Abyproduct materials.

'_'_'_l understand that Commisswn regulatlons reqmre that any change in the lnformahon fumlshed by a registrant on thls reglstratlon cemr cate be
. _reported to the Dlrector of Nuclear Matenal Safety and Safeguan:lswithm 30 days from the effectrve date of such change e

;G.'CE!TIFICATION NS

B. The regnstrant has appropriate radiation measunng mstmnerus to carry out the teets for whlch byproduct matenal wrtt be used under the general
The tests vwll be performed onty by petsonnel oompetent in the use of the Instruments and in the handhng of the

! have read and understand the provisions of Section 31.11 of NRC regutabons 10 CFR 31 (repnnted on the reverse ‘side of this form) and |
understand that the registrant is required to comply with those provisions as fo all byproduct material which he receives, acquires, possesses, uses,
or transfers under the general license for which this Registration’ Cerbﬁtzte is filed with the U.S. Nuclear Regulatory Commlssron

ACCURATE IN ALL MATERIAL RESPECTS

PRINTED OR TYPED NAME AND TITLE OF APPLICANT -
Carlos D Bedettx M.D., Dlrector Cllnlcal

| DATE _ R
12 22 94

~laboratory oo - |

_ENALTIES.  NRC REGULATIONS REQUIRE THAT

18 USC

= UNITED STATES AS TO ANY MATTER WlTHIN ITS JURISDICTION

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

SUBMISSIONS TO THE NRC BE COMPLETE. AND
SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO

NRC FORM 483 (3-93)
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' § 31 11 G’anwal license: for ueofbyproduct mteriak foreertain m'_y
vitro chmcal‘b; Iaboratory testing. :

‘ -

C e} A general lk:eme s hereby l:sued ta any physu::an vetermanan-
:.in-the practice of veterinary medicine, clinical laboratory or - hospital to
'recewe acquire, possess, transfer, or use, for any of the following stated
“tests, in accordanoe with the provisions of paragraphs {b), (c), (d}, (e),
and (f) of this sectlon the followmg byproduct matensls in prepack-- i
. aged units: . T

A1) lodme-125 ln units not exceedmg 10 microcunes each for use

in in vitro clinical or laboratory tests not involving internal or external

" administration of byproduct: material, or the radnatron therefrom to

- human beings or animals, : e

- {2). lodine-131, in units not “exceeding 10 microcunes each for use ~ '
in In vitro clinical or laboratory tests not mvolvmg internal or external
administration of. byproduct material,. or the radsatron therefrom '
to human beings or animals. P FOA

; (3) Carbon-14, in units not exceedlng 10 mlcrocunes each for use

: in in vitro clinical or laboratory tests not mvolvmg mternal or extemalf '
administratlon of “byproduct: material, or the radratron therefrom
to human beings or animals;- -~ - - -

(4) Hydrogen 3 (trmum), in umts not exceedmg 50 m.crocunes
- each for use in in vitro clinical or Iaboratory tests not involving internal
-or external administration. of byproduct material, or the radiation
; therefrom, to human beings of animals, )

{5) lron 59, in units not exceeding 20 microcuries each for use in in
vitro clinical or faboratory tests not involving internal or. external
admlmstratlon of byproduct material, or the rad»atlon therefrom, to
" human bemgs or animals, ) ' :

() Selenium-75, in units not exceedmg 10 micnocunes each for use
in in vitro clinical or laboratory tests not mvolvmg internal or external
“administration- of byproduct' material, or the radwtmn therefrom,
to human beings or animals, : : :

(7) Mock lodine-125 reference or cahbratlon sources in umts not
exceeding 0.05 microcurie of iodine-129 andi 0.005 microcurie of
amerncxum-241 each for use:in in vitro clinical or laboratory tests not .
mvolvmg intsrnal or external administration of bypmduct matenal or - |
the radiation 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:
s (1) Has flled NRC Form 483, “Registration Certificate—In Vitro
Testing with Byproduct Material Under General License,” with the
‘Director' of Nuclear Material Safety and. Safeguards U.S. Nuclear ~ ;
_Regulatory Commission, Washington, D.C. 20555, and received from
the Commission a validated copy of NRC Form 483 w:th registration
number assigned; or
~ (2): Has a license’ that authorizes the medical use of byproduct
material that was Issued under Part 35 of thls chapter : '
lc) A person- who recelves, acquites, possesses or uses byproduct
material pursuant to the general license established by paragraph (a) of
th:s section shall comply with the following: )
< {1) The general hcensee shall not possess at any one time, pumuant,'
to the general license in paragraph (a) of this section, at any one loca-
tion of storage or use, a total’_ar_nount of iodine 125, _»odme 131,
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31 11
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equivalent radiation protection.
(3) The general licensee shall use the byproduct material only for

_the uses authorized by paragraph (a) of this section,

(4) The general licensee shall not transfer the byproduct materjal
except by transfer to a person ‘authorized to receive it by. a license
. pursuant to ‘this chapter or from an Agreement State,l nor transfer the
byproduct material in any manner other than i in the unopened labeled
shtppmg ‘container as received from the supphef \

(5) The generat licensee shall dispose of the Mock lod.neqzs'
reference or calibration sources described in paragraph {a}{7) of this
section as required by § 20.301 of this chapter. )

(d} The general licensee shall not receive, acqunre possess or use
byproduct material pursuant to paragmph {a) of this section: -~ *

{1} Except as prepackaged units which are labeled in accordance
with the provisions of a specific license issued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a
specifi¢ license issued by an’ Agreéement State that authorizes manufac-. .
ture and distribution of jodine-125, jodine-131, carbon-14, hydrogen-3
(tritium)}, selenium-75, iron59 or Mock Iodme~125 for dnstnbut»on to
persons generally licensed by the Agreement State . '

{2} Unless the following statement, or a substanttally similar
statement which contains the information called for in the following
statement, appears on a label affixed to’ each prepackaged unit or .
appears in a leaflet or brochure which- accompanies the package:2

This radioactive material may be recerved acqulred possessed and
used only by physicians, vetermanans in the practice of vetermary
medicine, clinical laboratories or hoeprmls and onl'y for in vitro clinicr
or laboratory tests not involving internal or external administration ¢
the material or the radiation therefrom to human bemgs or ammals
. Its receipt, acqusition, possessron use and transfer are sub;ect to the
regulations and a general license of the U.S. Nuclear Regulatory Com-
mission or of a State with which the Commission has entered into an
agreement for the exercne of regulatory authonty. g

[

1 L2

;- . Nameof 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 Director 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 License,” NRC
Form 483. The report shall be fumished within 30 days after the

_ effective date of such change._ .

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

o 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 ladine-125 described in paragraph (a)(7) of this sectlon '
shall comply with the provisions of § 20.301, 20.402 and 20.403 of
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o ' “ . NOTES

-

1 A State to- wh:ch certam regulatory authorrty over rad:oactnve matenal has been transferred by formal agreement pursuant to sectron 274 of the

"Atomic Energy Act of 1954, as amended. .

2Material’ generally hcensed under thxs sectron pnor to January 19 1975 may bear labels authonzed by the regulattons in effect on January ‘I o

1975
:/3A new triplicate’set of this Regnstratlon Certmcete NHC Form 483
as requnred by-§31.11(e).. . . - .

'/~,
' B )

mey be used to report any change of mformatmn fumnshed bya regrstral

b

__If larger quantities or other forms of byproduct materjal than thoee specrﬁed in the general license of 10 CFR 31 11 are requ:red an "Apphca—
tion for Byproduct Matenal License,” NRC Form 313 should be filed to obtain a specific byproduct material license, Copres of application and .
registration forms may be obtained from the Medical, Academic and Commercial Use Safety Branch (6H3) Division of Industrial and Medncal Nuclear

Safety, Umted States Nuclear Regulatory Commission, Washmgton DC 20655,
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