UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

September 26, 2003

Docket No. 03002945 License No. 37-00245-02
Control No. 133602

Jerry Rosen

Radiation Safety Officer
University of Pittsburgh
Radiation Safety Office
Room (3-7, Parran Hal/SPH
130 DeSoto Street
Pittsburgh, PA 15261

SUBJECT: UNIVERSITY OF PITTSBURGH, ISSUANCE OF LICENSE AMENDMENT,
CONTROL NO. 133602

_ Dear Nr. Rosen:

This refers to your license amendment request. Enclosed with this letter is the amended
license. Pléase riote that yotir license was wntten m a format compatlble with the revised 10
CFR Part 35, dated April 24, 2002 (enclosed). - :

Please review the enclosed document carefully and bé: sure that you understand and fully
implement all the conditions incorporated into the amended license. Please note the last
condition on your license indicates that, "This license condition applies only to those
procedures that are required to be submitted in accordance with the regulations.”" Therefore,
any procedures submitted that were not required by regulation to be submitted, e.g., calibration
of dose calibrators, will not be considered a part of your license and were not reviewed during
the licensing process. These procedures will be reviewed during inspections, as necessary.
That said, the safety procedures and periodic spot check procedures previously submitted for
use with your (remote after loading unit, teletherapy unit, gamma stereotactic radiosurgery unit)
are considered part of the license until such time as you submit safety and spot check
proceclures in accordance with the requirements of 10 CFR 35.610, 35.642, 35.643, or 35.645,
as applicable. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region | Office, Licensing Assistance Team, (610) 337-5239, so that we can
provide appropriate corrections and answers.

An environmental assessmént for this action is not required, since this action is categorically
excluded under 10 CFR 51.22(c)(14).

In accordance with 10 CFR 2.790, a copy of this letter will be placed in the NRC Public

Document Room and will be accessible from the NRC Web site at http://www.nrc.gov/reading-
rm.html.

Caljat/

0



J. Rosen 2
University of Pittsburgh

Thank you for your cooperation.
Sincerely,

Original signed by Michelle Beardsley

Michelle Beardsley

Health Physicist

Nuclear Materials Safety Branch 1
Division of Nuclear Materials Safety

Enclosures:
1. Amendment No. 95
2. 10 CFR Part 35

cc: A
Niel Wald, M.D., Chairman, Radiation Safety Committee



J. Rosen
University of Pitisburgh
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MATERIALS LICENSE

Pursuant to the Atcmic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regula:ions, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer such material to persons authorized to receive itin accordance with the regulations of the applicable Part{s). This license
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified

below.

Licensee In accordance with the letters dated
| August 28 and September 12, 2003,
1. University of Pittsburgh 3. License number 37-00245-02 is amended in

its entirety to read as follows:

2. Radiation Sfety Office 4. Expiratidn gaje June 30, 2012

C’\_ﬁ'ﬁﬁ EGy,,

Room G-7 Parran Hal/GSPH % 5. Docket No. 630‘8945
130 DeSoto Street Reference No. ¢
Pittsburgh, Pennsyivania 1 " a2

8. @imum amount that licansee may
pﬁess at any one time under this
ligBhse

A. g to exceed 1 curie per
L_ dionuclide and 10 curies total
B.CRlot to exceed 1 millisurie per

atomic numbers 84 throug Crradionuclide and 10 millicuries
103 % 0\ total

C. Americium 241 /2C Any ol \h) 10 millicuries

C.
D. Hydrogen 3 D. Eﬂ{? g{.% .k ‘%‘1 D. 2curies
E.

6. Byproduct, source, and/or sEi?ial
nuclear material

-A. Any byproduct materialfthth
atomic number 3 throug‘g3

B. Any byproduct material with

E. Cesium 137 E. Sealed Sources (3M Company 5 curies
Series 6500)
F. lodine 125 F. Any F. 2curies
G. lodine 131 G. Any G. 2 curies
H. Molybdenum 99 H. Any H. 10 curies
l. Phosphorus 32 | l. Any l. 2.5 curies
J. Technetium 99m J. Any J. 10 curies
K. Xenon 1&3 K. Any K. 10 curies
L. Yitrium 90 L. Glass microspheres (MDS L. 3curies

Nordion, Inc. Model
~ TheraSphere)
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License Number

37-00245-02
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Amendment No. 95

6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licansee may

nuclear material possess at any one time under this
license
M. Yttrium 90 M. Resin microspheres (AEA M. 3 curies
Technology QSA, Inc. Model
SIR -Sphere
N. Iridium 192 N Burces ﬁ/lg\ 6 N. 4 sources, two sources not to
Cs odel 105.002) exceed 12 curies each and two

sources not to exceed 13

%;b curies each

O. Gadoliniurn 153 - O. Sealed sources (North . ot to exceed 300 millicuries
Nt mencan Scientific Mod ok r source and 2.4 curies total

| i~ Q
" P. -Cesium-137 =7 ' P. agunes
o W 5
Q. ‘Cobalt 60 o ‘ {' Q. Surie
W %
.. \z &
R. Plutonium 239 4, (R 96 grams
-8. Uranium cepleted in Uranium S. [ | S. 500 kilograms
235

9. Authorized use:

A. through M. Medical diagnosis, therapy and research in humans in accordance with any applicabls
U.S. Food and Drug Administration (FDA) requirements. Research and development as
defined in 10 CFR 30.4, including animal sludles instrument calibration; and student
instruction.

N. One sourze for medical use permitted by 10 CFR 35.600, in each of two Nucletron Corporation
microSelectron remote afterloader units. The source activity may not exceed 12 curies at the time of
installation. Two sources in their shipping containers as necessary for replacement of the source in the
remote afterloader units.




 NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION . PAGE 3 of 7 PAGES

License Number

37-00245-02
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Amendment No. 95

O. Diagnostic: medical use of sealed sources permitted by 10 CFR 35.500 in compatible devices registered
pursuant to 10 CFR 30.32(g). ,
P. through R. Research and development as defined in 10 CFR 30.4; student instruction; and instrument
calibration.
S. Shielding in linear accelerators.

ARG
10. Licensed material shall be used gr stored only at the Iicensegsérgg)ities located: on the main campus of
the University of Pittsburgheigy Sburgh, PA; at the University of Rittsburgh Center for Biotechnology &

Engineering, 300 Technolo rive, Pittsburgh, PA; at the Bellefiel Pﬁcjessional Building, 4th Floor, 130
North Belizfield Avenue, Pittsburgh, PA; at the Bellefield Towers, 100 p%:ellefield Avenue, Pittsburgh,

PA; at 260 Kappa Drive ﬁflsburh, PA; at Children’s Hospital of Pittsburgh, One Children’s Place, at 125
DeSoto Street and 370é@fth AlERue at DeSoto Street, Pittshutghy PA; aftfie Hill Building, 3434 Fifth
Avenue, Fittsburgh, Pfsat the Ird ' Buildin t, Pitts&u gh, PA,; at the Keystone
AP AY 1 471 Fifth Avenue,

jalkelStreets, Pittsburgh, PA; at Magee- .
{PA2at the MediZl Center Building, 3515 Fifth
AVt 'er,‘,f'ﬁsbur B.PA:; at UPMC Presbytarian-
ibdbarch Cénter, 3460 Fifth Avenue,

Pittsburgh, PA; at Maig_ -Womens *s .':
Womens Research Instjiute, 204 CrRAIEAVE

Avenue, Fittsburgh, PR\t UPMB, Méniefiorsh

Shadyside, 200 Lothrop.StreethHitiShitghzP 05 Fes
Pittsburgh, PA; at the tern BsychiatricH] ic,iB814 OH treet, Pittsburgh, PA; at
hedllies, PjtteBurgh, PA; at the Hillman -

Cancer Center, 5115 CertSr, AvendE AT SHTL ERA At _éGowan stitute for Regenerative:

reet, Pitts _ j"’{' Bi¥the GellomicsBuyilding, 100 Technology Drive,
rimate Resedtopits boratory, 10 ‘» w Texas Road, in Plumboro, PA; at
the University of Pittsburgh Pym tuniggﬁ%aboratory of Ecolggy, 13142 Hartstown Road, in Linesville, PA;
at University of Pittsburgh Branch Camp s%éginggpnsfo,w ;1Bradford, Titusville and Greensburg, PA; at
the Mon Valley Community Health Center, Edstgéte Ng?s, Monesson, PA; and at the Laurel Ricige
Observatcry, Laurel Ridge Road, Ligonier, PA. :

11. A. The use of licensed material in or on humans shall be by an authorized user as defined in
10 CFR 35.2. _

B. Individuals designated to work as authorized users, authorized nuclear pharmacists or authorized
medical physicists, as defined in 10 CFR 35.2, shall meet the training, experience, and recentness of
training criteria established in 10 CFR Part 35, and shall be designated, in writing, by the licensee’s
Radiation Safety Committee. '

C. Licensed material for other than human use shall be used by, or under the supervision of, individuals
designated by the Radiation Safety Committee.

D. The Radiation Safety Officer for this license is Jerry C. Rosen.
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Amendment No. 95

12.

13.
14.

15.

‘B.. ‘Notw.thstandlng agraphA

C. Each sealed sourc fabriciSHD

In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
material at a single location to quantities below the limits specified in 10 CFR 30.72 which require
consideration of the need for an emergency plan for responding to a release of licensed material.

The licens:ee shall not use licensed material in field applications where activity is released except as
provided otherwise by specific condition of this license.

Experimental animals, or the productsg Merﬁe‘wtaﬁ‘r@ that have been administered licensed
materials shall not be used for h onsumption.

For sealed sources hot ass ‘Qéd with 10 CFR Part 35 use, the foll \@}g conditions apply:

A. Sealed sources shaﬂ:ﬁe tested for Ieakage and/or contamlnatc 1 at rvals not to exceed the
intervals specified &ihe c§§£ ] oyibs trclear Regulatory Commission
unde: 10 CFR 32,24,0 or undeérEgHi o) .*-greemerlt-§tate

giifces desngn@o primarily emit zlpha
I fintervals rgto exceed 3 months.

partlcles shall be ested for.

zi12)2)) it 7_.‘ Siall-Ot e’dand@ted for construction defects,
leakage, and cont ugatio o ahYAUSElof trals h&Laled %’rce
D. Inthe absence of a cgflificate Loy EAFANSIREeRINDIEE pthat a legiest has been made within the

intervals specified in t jratlt diby the @ Nuclear Regulatory Commission
unde:- 10 CFR 32.210 or r equnvalent giMations of'an ent State, prior to the transfer, a

sealed source recelved fro anoth ?r person shall not be pu to use until tested and the test results

received. ﬁ_ ';f ,&{

E. Sealed sources need not be tested if they contain only hydrogen-3; or they contain only a radioactive
gas; or the half-life of the isotope is 30 days or less; or they contain not more than 100 microcuries of
beta- and/or gamma-emitting material or not more than 10 microcuries of alpha-emitting material.

F. Sealed sources need not be tested if they are in storage and are not being used; however, when they
are removed from storage for use or transferred to another person and have not been tested within
the required leak test interval, they shall be tested before use or transfer. No sealed source shall be
stored for a period of more than 10 years without being tested for leakage and/or contamination.
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37-00245-02

MATERIALS LICENSE Docket or Reference Number
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Amendment No. 95

16.

17.

18.

18.

G. The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcuriz
(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations.

H. Tests for leakage and/or contamu%é(t&\ﬁcluﬁﬁeﬁ; Est ample collection and analysis, shall be
performed by the licensee o er persons specn‘lcany sed by the U.S. Nuclear Regulatory
Commission or an Agree@ State to perform such servnc

Sealed scources or detector lls containing licensed material shall not e{gpened or sources removed
from source holders by th@hcensee
P e
The licensee shall confluct a physa ventory every six rpof
U.S. Nuclear Regulatggg-Commls Rl LECE & and/or dedices received and possessed
rds of inve 1 g r 5 years from the date of each inventory

under the license. R torie: ‘ Jekiie
and shall include the%onuchd s, 10 i3 { me and mgel numbers and the date of
the invenlory. e

or at oth g ntervals approved by the

sm&é;_- L '- -

Pursuant to 10 CFR Zofelb 2, .n,xﬁa 2l STk ‘ﬁ‘“é 00 o y/thel see may dispose of
incineratar ash containirl adloa "1 Fiat J*n- ‘ t 33:71 ~ ers1 throtigh 83, except as identified
below, as ordinary waste 1’z ,lanc il[ i3 Uil & ia{]ui e' POToR q, ratlon of ﬁlonuchdes (in microcuries per
gram of ash) at the time of sal are o h%g n.ah tHeltalues o le Il, Column 2, 10 CFR Part 20,
Appendix B. For hydrogen-3 célpon-14, aluminimPee, chlonne-3é§/aer-108m, niobium-94, icdine-129,
technetium-99, and thallium-204, the c%:entratlon can be po greater than one-tenth of the value in

Table ll, Column 2, 10 CFR Part 20 A { mdre than one radionuclide is present in the ash,
then the sum of fractions rule applles The™dtal ¥alume of incinerator ash disposed of to the landfill shall

not exceed 550 cubic meters in calendar year 2002.

For radioactive material held for decay-in-storage other than that held in accordance with 10 CFR 35.92,
the licensee is authorized to hold radioactive material with a physical half-life of less than or equal to
120 days for decay-in-storage before disposal in ordinary trash, provided:

A. Was1:e to be disposed of in this manner shall be held for decay a minimum of 10 half-lives.

B. Befo-e disposal as ordinary trash, the waste shall be surveyed at the container surface with the
appropriate survey instrument set on its most sensitive scale and with no interposed shielding to
determine that its radioactivity cannot be distinguished from background. All radiation labels shall be
remcved or obliterated.
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Amendment No. 95

C. A record of each such disposal permitted under this license condition shall be retained for 3 years.
The record must include the date of disposal, the date on which the byproduct material was placed in
storaje, the radionuclides disposed, the survey instrument used, the background dose rate, the dose
rate rneasured at the surface of each waste container, and the name of the individual who performed
the d'sposal. :

20. The licensee is authorized to transport lic s}ggihm?ﬁial éqiaccordance with the provisions of
10 CFR Part 71, "Packaging and Tran@‘o?af of Ridi gc{i\‘/p [/(ateriai."

»

21. A. Detector cells containing gﬂﬂum tritide foil or a scandiumﬁ% g foil shall only be used in
conjunction with a prop8dy operating temperature control mech l?'n which prevents the foil
temperatures from exceeding that specified in the certificate of re?g tration referred to in
10 CFFR 32.210. ' L
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22. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,

than the ragulations. v
g 'C;\"E.
Letter dated August 8, 2Q0
Applization dated April ,2%,"2001
Letter dated March 19,’2002
Letter dated May 6, B02
Electronic mail lettgg,ﬂate aMay-14, 2002
Letter dated Septémber 24, ~ S
ey

TMUO >

on and correspondence are more restrictive

representations, and procedures in the Iicgﬁgf's pr_saéé

0{4

For the U.S. Nuclear Regulatory Commission

Date __Septemher26,2003 By

Original signed by Michelle Beardsley

Michelle Beardsley

Nuclear Materials Safety Branch 1
Division of Nuclear Materials Safety
Region | ,

King of Prussia, Pennsylvania 19406




