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Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
| Code of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 39. 40 and 70, and in reliance on statements and representations heretofore p
i made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special N
I 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 Il

to persons authorized to receive it in 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.
gji

g

0FHCIALRE00RD00PY ni ,
I

Licensee I

| In accordance with the application dated [
a I Department of Health and Human Services 3. gril 2g"1995, y|g

ense nu 19-00296-10 is amended in
y,|l

,

| National Institutes of Health its entirety to read as follows: M
d
g 2 31 Center Drive, MSC 2260 glm ar o
3 Bethesda, Maryland 20892-2260 .;' O 4 Expiration date June 30, 2002 ['

5. Docket or 94 g; -

| .V Reference No 1030-01786 y
I 6. Byproduct, source, and/or y 7. Chemical and/or physical g 8. Maximum amount that licensee li

*

i special nuclear material A form %' Jnay possess at any one time f
R \

under this license Iri fr ;' Rs,,'a v,1

. A5Any A. Not to exceed I curie per
,

n-,

A. Any byproduct materkil with1

I atomic number 1 thfough 83 a X / radionuclide and 75>

! i
"' .\ curies total

'

s
) B. 150 curies g:|B. Hydrogen 3 M B.(Any '

,
.~

q C. Carbon 14 6 l' C. Any $ C. 3. curies i
~

i D. Phosphorus 32 Q D. A.ny-4 rpI; O ig ,' <10. 4; curies ;-

E. Any ;l: 3' .L - E. 8; curies :i E. Sulfur 35 m

F.fAny !ffi;i!1 F. Chromium 51 4W % > C F. 2' curiesp! '

G. Krypton 85 d G'.':Any' g u'[[ /|' G. ,7' curi es
| H. Molybdenum 99 d H.'Any - H,)20 curies,,

I. Technetium 99m V 'I. A'ny ;, , I.C20 curies
J. Bismuth 213 4 J. Any ,

- g J. 50 millicuries
K. Iodine 131 ' //.. . K. Any ? K. 4 curies

I L. Iodine 129 / L. Any f L. 50 microcuries
! M. Iodine 125 ' M.-Any M. 2 curies
! N. Xenon 133 N."Any . N. 2 curies
| 0. Iridium 192 0. Any O. 2 curies

'

| P. Gadolinium 153 P. Any P. 2 curies
i
I
I
I '

I
I

f
I
I
i l'nl
| E

|| E
I E

d |
'

| 141Bil.lBil.l|H. i.lHlk.lul.li d
i,' ,

I
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I >
E

! (6., 7., & 8. continued) |I
pi 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that p

! special nuclear material form licensee may possess at y

| any one time under this W
y license

|i
I

,

' E

n r- II
Q. Americium 241 Q. ,Seale"d't sources ("(Amersham Q. 28 millicuries N

,

'
Mo' dell'AMC. 24) U' i

!
y,f,RfMetal /*R.600 kilograms |

R. Depleted Uranium
| S. Californium 252 S. Foil S. 250 microcuries ,i T. Any byproduct, sourceh T. Any

@gnicrocuriepergramand3
Not to exceed 0.1 y

8 or special nuclear 's - p
8 material with atomic > -

'" curies total |
| number 1through99[ 7cfp fpq

|
^"1

, y fy ,.

i 9. Authorized use j, (p |irg;*
,

I <i
,

-n: c i s s: p
1 -A. through P. Medical diagnosis,'therapycand researc }in' humans in-accordance with any pI

appl i cabJ e Foodo and 'Orug Admi ni s t ra ti onM ( FDA) ' requ i rdinent s . Research and N

developine'nt as; defined ;iiV10|CFK Part130.4,' ' including, animal studies, Ni
student instruction ^and In-W tro:itudies. Instrument' calibration. kl'

E

Q. For use in a medicalfs~cintillation gammajcame[T h j
! afas a dual isotop'd motion correction

r Gn h
I

'

C D W $ yN ^detector. 91 3

| R. Shielaing in a linear accelerator.t
~

gM' Ce hS.Foruseinfissionrecoijtionizationm(assspect,rometers.
'

7

T. Incidental contaminants in|'. processed radio | active waste ret,urned for interim storage.N' Rg

Ei
| O *:p '

g|f4 o o
1 9 fp + b ' -I % n

$pI
i
' y

I i
' I
' i
I i

I

I
I I

I I
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>
(Continued) CONDITIONS W

H

10. Licensed material may be used only at the licensce's facilities located at | I
the grounds and buildings under the control of the National Institutes of Health. y l

i
11. A. Licensed material shall be used by, or under the supervision of, individuals i

designated in writing by the Radiation Safety Committee, Lance A. Liotta, M.D., fjPh.9., Chairman. p'
t |

B. P' ase of licensed material in.or on humans shall be by a physician, dentist, y

odiatrist as defined jn 10,'CER 35.2.f'(),
'

( t-a-

Individuals designatedn~y,
y

writing to work as autho'rized users or authorized IC. '

g[
; nuclear pharmacists?)as defined in 10 CFR 35.2, shall meet the training and

experience criterja~ established in 10 CFR hrt 35, Sulipart J and shall be
designated by the+1icensee's Radiation Safety Committheq Exceptions may be made (~ ;

on a case-by -case basis-in accordance with the procedures described in the '

letterdatedApfil26,ql99,5. p7 !
^

Safety Offi er fpr thfs'licpns Robert k Zoon.D. The Radiatio
7% ,y t

. r \p: wSealed sources' and detector,;cellstcontaining|: licensed material shall be tested12. A.
forleakage'ahd/orscontamination
such other intervalsias are g ed_at intervals not to excee'd six months or atfiedjbi(the7 certificate of registration

~

referredtoin,,10CFR.32:210,hotJt'oexceedthreeLyears.5
V % Rif| [[1 6 J'Notwithstanding3 aragraph|A' of-this|. Condition / sealed shirces designed to emitB. P ( ,

alpha particles.shall be te'sted for leakage and/or contamination at intervals k-
'

~

0 i lnot to exceed three, months. ~ ''j,,3~ '"i/ (j't; 3 >

C. In the absence of a"cirtificate from a transferor}iiidicating that a leak test f| '

has been made within six months prior to the, transfer, a sealed source or $
detector cell received from~anotherJperson shall not be put into use until #

~

' ~tested. h |
~

>

D. Each sealed source fabricated by the licensee shall be inspected and tested for | ,

construction defects, leakage, and contamination prior to any use or transfer as y
a sealed source. p

W
i
i
i
I
I

,

l.

> > i

|a>
, :
> l

i >
,';

P

> |i
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c i
[ (12. Continued) CONDITIONS P

i
E. Sealed sources and detector cells need not be leak tested if: |

! (i) they contain only hydrogen-3; or
'

I
! (ii) they contt on1' a radioactive gas; or N'

It
I (iii) the half-life of the isotope is 30 days or less; or f

(iv) theycontainnotmore,thanIf00@ckdriesofbetaand/orgammaemitting |^

} material or not more tha'nM0 microTufi'eLbf alpha emitting material; or I
~

v s,

they are not de'si(g.)i s
I (v) ned to emit alpha particles ,are in storage, and are not
I being used. Jdw'ever, when they are removed fronfitorage for use or transfer |
| to arother person, and have not been tested witnisthe required leak test p

! interval, they shall be tested before use or transfir. No sealed source or p

[ detectoi- cell shall 6exstored for a periodi ff more than 10 years without io ,

[ being test'ed for 15akage and/or contamination. Ni,J

The tmt shallJbe capable off,de)t ' ~;? ; [ /3 5 f
#'

I ht 'I

I F. 'ingphespresenceof0.005microcurieof n
I radim (ive material on theitestcssmpleyIff the' test reveals the presence of I
I 0.005 microcdFie or.more ofiremo'vable contamination | a repo'rt shall be filed with i
| the U.S. NucleEr Regulator / Comm'isifo~n46d;thE source or detector cell shall be E

removed immediately ffoiniservice' land gebontamina'ted,' repajFed, or disposed of in [i
l accordance with,Commissi6niregula'ti6nsM JThe report sna11 be filed within five ,

days of the date the leakftestare'shltfis' known ith the(U S. Nuclear Regulatory yi

Commission, Region 1, ATTN:iDirector,SDivisidn;w'of Nucleat Materials Safety ,I y ,

p

| 475 Allendale Road,tKing of Prussia, ,PennsyWania 19406, The report shall I
i specify tne source or/ detector cell 4 involved, the test 'results, and correctiva N

i action taken. Recor'ds"of leak test results shall be'kept in units of microcui as |t
! and shall be maintained focinspection by the, Commission. Records may be
I ' disposed of following Commis51on. inspection.T h

.
y

i n n ,s
p

! G. The licensee is authorized to collect leak test samples for analy, .s by the i
i licensee. Alternatively, tests for leakage and/or contamination may be performed | '

i; by persons specifically licensed by the Commission or an Agreement State to |
| perform such services. g
I I
I. 13. The liansee shall conduct a physical inventory every three months to account for I
h all sealed sources and devices containing licensed material received and I

possessed pursuant to 10 CFR 35.57, 35.400 and 35.500 and every six months for N

[[ all other sealed sources and devices. i
! l
!: I
h i

h I |
p - I

h: h
J

h

N

/ b R i

h >
4 >
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(Continued) CONDITIONS I
i

14. Notwithstanding the requirements of 10 CFR 35.92(a), the licensee may hold any |radioactive material authorized by this license with a physical half-life of less than y
or equal to 120 days for decay-in-storage before disposal in ordinary trash, provided i
the licensee stores the material for decay in accordance with all other requirements i
of-10 CFR 35.92. I

i
15. Experimental animals, or the products from experimental animals, that have been

g ,

administered licensed materials shall not. e,used for human consumption, p
'

,
- g.. s

as/p , ,
* * L

16 A. Detector cells containing (Oti ium trit delfoil or a scandium tritide foil I |

v P 1

mechanism which preiep(donfunction with a properly @perating temperature controlth the foil temperatures fromjxceeding that specified in
shall only be used in

|
!

'

y

thecertificateof;fegistrationreferredtoin10CFR[32.210. y
N .#3 p

B. When in use, detector cells containing a titanium tritids foil or a scandium Ij

tritide foil shall be vented to the outside. fyf 1
~

^
,w >a1 'p pe

,

17. Sealed sources or detector ceilScoi}by the 11ce'nie?. 3tainir@ license [I material 'sh'all not be opened or|s/ O asourcesremovedfrom~sourceholde[Q.yh:x, .)s: p
18. The licensee shall not acquiretlice'nsed materiali)dn:a sealed source or device unless

: z5
' N

the source or devic'e' has been rfgisteFed
pursuant to 10 CFR 32.210.-or5 equivdlentt [fith}th'e>U.S . Nuclear!R'gulatory Commission

e N
'

"ulations of an Agreement State. E
' ~

rs b c..i t e ,& l' .
I<

N ff k hb <%Ng nw .o .a w c w" n
;

f Q >",,,a \'- .:.ar'' *

(jff - |
,

' f |'| |: ! 4

D |/|j "'
'

|- \'Q
'

1 ,j u i
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b
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i
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I
i
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N

(Continued) CONDITIONS P

i
R

P19. In addition to the possession limits in Item 8, the licensee shall further restrict p

the possession of licensec material at a single location to quantities below the p

limits specified in 10 CFR 30.72 which require consideration of the need for an i
emergency plan for responding to a release of licensed material.

|
20. The licensee is authorized to transport licensed material in accordance with the |provisions of 10 CFR Part 71, " Packaging and Jransportation of Radioactive Material." prrg h d t' Q $
21. Notwithstanding the requirementkof 10 CFR 35.49(a/)h35.100, 35.200, 35.300, 35.400 I

shall possess and use byp'ro*ide' for medical use anyd0ct material for medical use,in accordance with the|
and 35.500 the licensee may yppoductmaterial. The licensee

yprescriptive and performan'ce criteria in the other section!Pof 10 CFR Part 35. This g
does not relieve the licinsee from complying with applicablLU.S. Food and Drug p

Administration (FDA)Cand other Federal and State requirements 7, I
fjf Q Q ^ 5

22. Notwithstanding the requirements 1of 10 CFR 35.315(a)h-), the licensee may use the
,

i
s

alternate method foFdetermining;the doseirate cinfareas contig'ious to the current |therapy room as desc~ribed in thefletter' dated Mar"cfP Sj 1996. Do'se rates in contigious y

areas will be remeasured and documentedifol1~ wirig' structural modification, bo

reconfiguration oG)elocation of'tlie+ current therapy' room. $ W
E/ 2y6 V?I H [J IM.k .t* E

23. Notwithstanding the y'equirements of'10|1 CFQ~ 35!51(a)(3),ithe licFnsee may record the[
~

apparent exposure rate from'a'singleidhdicated check. source locited in a centralized p
location upon receiptiof calitiratediionifati6nnhambir type s~urvey instruments from p

the calibration laboratory. 'The dedicatedicheck < source used for this procedure shall h
become the dedicated check source forTthe 3urvey* instrument;- ' i

sy ' +'' Q' 24.Notwithstandingtherequirementsof10CFR35.315(a)(7)hthelicenseemayreassigna ,
patient room to another radiopharmaceutical therapy patient when removable g

contamination is less than 2000' disintegrations per minute per 100 square centimeters, y
and in accordance with other procedur'es described in the application dated April 26, >
1995 except Attachment 10.7, under " Release of Patient From Radiation Safety Isolation n
Procedures", paragraph 5, third sentence. |

w |
i
1

'

- . p

i
i '

I
i

'
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>
| (Continued) CONDITIONS >

N

! 25. The licensee shall conduct refresher training as described in Item 8, page 8-3 of |
|

application dated April 26, 1995 on an annual basis, y

[ 26. Except as specifically provided otherwise in this license, the licensee shall conduct r,
its program in accordance with the statements, representations, and procedures ii

i' contained in the documents, including any enclosures, listed below, except for minor || changes in the medical use radiation safety procedures as provided in 10 CFR 35.31.
yi The U.S. Nuclear Regulatory Commissioft's regulations shall govern unless the

I statements, representations, and. procedures lin(the licensee's application and
I
g correspondence are more restr.ictive^than the rbgulations. I

~

g (v y )
q A. Application dated Ap'r,il 26, 1995 except: Attachment,10.2, page 6; Item 4, |
N paragraph 1;,; Attachment 10.7, under " Release of Pitient From Radiation

yi Safety Isolati~on Procedures", paragraph 5, third sentence, last oaragraph, p

! fifth line h 7 p

| B. Letter dated October 3'.-1995 A .h;f4
g C. Letter dated No~vember 17 ?I995, . / / 'y,

N '

|
,

/ 42 i'I D. Letter dated November 29; 1995' T T
Letter dated De'cember 19; 1995 k C pLetter dated Mirch 5,u l996 'exc'eptmItem:18,Jp\? ;;

l' E.
,

I F. age 18 and Item,7, page 9, paragraphs p
I

under " Refresher Trainins'Chan e" s# < 9,

| G. Letter dated April 1931996'<c^i! ] f$ *, * T F

'd'k
,

k' g |i H. Letter dated April 25,Gl996 ''

1;NI I. LetterdatedFebruary^25M1997/N:q wk: y[y[Q y
.

5,

"
g .. s yy
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| For the U.S. Nuclear Regulatory Commission p

8 JUN 2 71997 0111GINAL SIGNED BY: |
A THOMAS K. THOMPSON p
q Date By

p
Nuclear Materials Safety Branch p

Region I >|
King of Prussia, Pennsylvania 19406 >
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JUN 2 71997

License No. 19-00296-10
Docket No. 030-01786
Control No. 121698 !

Robert A. Zoon, ME, MS
Radiation Safety Officer
Department of Health and Human Services
NationalInstitute of Health !

31 Center Drive, MSC 2260
Bethesda, MD 20892-2260

Dear Mr. Zoon:

Enclosed is the Corrected Copy of Amendment No. 81 for License No. 19-00296-10.
In accordance with your letter dated June 18,1997 and a telephone conversation with >

Thomas K. Thompson of my staff on June 19,1997 we have made the following
corrections: '

f

Ie We increased the lodine 129 possession limit to 50 microcuries.
2

e We removed Radium 224, Radium 225, and Actinium 225 from your license.

We have changed your authorization for Gadolinium 153 to read any form with |e

a total quantity of 2 curies. !
.

Condition 10 of your license has been modified to clarify that licensed materialse
may be used at your facilities under the control of the National Institute of
Health but not limited to the location in Bethesda, Maryland.

e We have removed the redundant decay in storage condition from your license,

e We have corrected the typographical errors that you identified in Conditions 26
and 27 (now 25 and 26) of your license.

We apologize for any inconvenience these errors or misunderstandings may have ;

|
caused.

i

:

I |
i i

! |
t
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' Sincerely,

ORIGINAL SIGNED BY:
MOHAMED M. SHANBAKY

Mohamed Shanbaky, Chief
Nuclear Materials Safety Branch 1
Division of Nuclear Materials Safety

License No. 19-00296-10
Docket No. 030-01786
Control No. 121698

Enclosuro:
Corrected Copy of Amendment No. 81

i

!

,

i

|

|

DOCUMENT NAME: R:\WPS\MLTRL190.10
To receive a copy of this document, indicate in the bos: "C" = Copy w/o attach /enci "E" = Copy w/ attach /enci "N" = No copy

| OFFICE DNMS/RI |N DNMS/RI |# | |

|NAME thompson -Th shanoaky A f
|DATE 06/26/97 06/27/97 06/ /97 06/ /97
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.{ j DEPARTMENT OF HEALTil & IIUMAN SERVICES Public Health Service

\ R

National institutes of Health ,

Bethesda.Varyland 20892 I

|
|

June 18,1997 j
;

Dr. Mohammed Shanbaky, Chief
Nuclear Mateials Safety Branch I
Region 1

:

U.S. Nuclear Regulatory Commission !

475 Allendale, Road
King of Prustia, PA 19406-1415 - r

^

Dear A.Onanbaky; l

Thank you for your letter of June 16,1997 renewing the NIH Broad / Medical License No 19-0029G- )
10 for another five years. I am disappointed that certain of the conditions which have been a part I

of the NIH license for many years were not continued; we will be communicating with your office i

in the near future regarding these issues.;

I reviewed the license conditions very carefully upon receipt. Since it had been over two years j
since our initial reapplication package was submitted I wanted to make certain that essential {
requirements within Sections 6, 7, 8, & 9 were as requested or as subsequently amended during
your review. It has come to my attention that the following items should be changed or deleted far
the reasons given:

Item Action Reason
i

!

L. lodine 129 increase to 50 pCi A typographical error occurred in the |
'*

possession limit table (Item 5 in our
application); 0.00005 Ci is 50 pCl; not
5 pCl. :

P. Radium 224 Delete condition Radium 224 is a naturally occurring
radioactive material and possession is
not subject to NRC regulation or
licensing.

Q. Radium 225 Delete condition Radium 225 is a naturally occurring
radioactive material and possession is
not subject to NRC regulation or
licensing.

R. Actinium 225 Delete condition Actinium 225 is a naturally occurring ;
!radioactive material and possession is

not subject to NRC regulation or
licensing.

1
i

/ 2./G 6
'

.

ML 10
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.Dr. Mohammed Shanbaky Page 2 June 18,1997

)

iW. Gadolinium 153 Modify Gd-153 This was discussed with your
;

possession limit licensing staff recently while NIH j
to 2 Cl total, any obtained a second set of gadolinium '

,

| form; delete 9.W. 153 sources for SPECT cameras; as '

Authorized Use a broad I:censee it was deemed
unnecessary to specify the
" authorized use" since 9 A., etc.
already specified '' medical diagnosis."

L in addition to the above, it appears that Condition 15 merely duplicates Condition 14. I request
| that, for simplicity and clarity that Condition 15 be deleted. Also, it is my opinion that in Condition

26 your intent is that "The licensee shall..." not "The license shall.." Finally, Condition 2T, citing the
| correspondence between NIH and the NRC during the review process, has lettered both the

December 19,1995 and the March 5,1996 correspondence as item "E."
!

Thank you for your prompt attention to these corrections. Should you require discussion about
these items, please contact me at 301-496-2254. .

I

!,
| Sincerely

{ 0. 1

Robert A. Zoon, M.E., .S.
' Radiation Safety Officer, NIH

cc: Dr. Gottesman, DDIR, NIH
'

Dr. Wyatt, ADIR, NIH
Dr. Liotta, Chair, RSC, NIH
Dr. McKinney, Director, DS, ORS

|
|

l.
|
|
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