STATE OF NEW HAMPSHIRE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF PUBLIC HEALTH SERVICES

29 HAZEN DRIVE, CONCORD, NH 03301-6304
603-271-4588

John A. Stephen

ary o Coorey 2)-05G [3-0] | - j,;
030 361IS

T10: Willie Lee
Nuclear Regulatory Commission | Number of pages including cover sheet 8
FROM: Sandra Ordway
Radiological Health Section
29 Hazen Drive
Concord, NH 03301-6504
Phone (610) 337-5090- Internet SAOrdway@dhhs.state.nh.us
Fax Phone  (610) 337-5269 Phone 603-271-4588
Fax Phone  603-225-2325
I CC:
REMARKS: [XUrgent  [X[For your review DReply ASAP [ |please Comment

As per your telephone conversation with Dennis O'Dowd, the following is a copy of
amendment 29 to NH Radicactive Material License No. 130R. Please do not hesitate to
contact our office should you require any further assistance.

Thank you,

Sandy Ordway, Records Control Clerk
Radiological Health Section

(603) 271-4588

. 7
TDD Access: Relay NH 1-800-735-2964 \ 36‘ “7
Radiological Health Section G03-271-4588 NMSS/RGNI MATERIALS-002
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NEWHAMPSHIRE DIVISION OF PUBLICHEALTH SERVICES

RADIOACTIVE MATERIAL LICENSE

Pursuant to the New Hampshire Bureau of EreisonmentazesttoxRadiological Health Rxagrasn regulations and in
reliance on statements and representations heretofore made by the licensee, a license is hereby issued authorizingthe
licensee to receive, acquire, own, possess, and transfer radioactive material listed below; and to use such radioactive
material for the purposa(s) and at the place(s) designated below. This license is subject to all applicable rules and

regulations of the New Hampshire Radiological Health

specified below.

W«xnow or hereatter in effect and to any conditions
ureau

LICENSEE

1. NAMEe Mary Hitcheock Memorial Hospital

2. ADDRESS

One Medical Center Drive
Lebanon, New Hampshire 03750

3. LICENSE NO.

130R

4, EXPIRATION DATE

June 30 1992

5. FiLe Numeer Amendment No,
An amendment in entirety

23

6. RADIOACTIVE MATERIAL
(ELEMENT AND MASS NUMBER]

A. Any radiocactive material
listed in Groups I & IIX
of Appendi» H, New Hamp-
shire Rules for the
Control of Radiation
(NHRCR)

(See page 2)

7. CHEMICAL ANDrOR PHYSICAL FORM

A. Any radiopharmaceutical
liated in Groups 1 & II
of Appendix H, NHRCR,
except gases and gas
soclutions

(See page 2)

8. MAXIMUM AMGOUNT OF RADIOACTIVITY
WHICH LICENSEE MAY POSSESS AT ONE
TIME

M. Mg necessary for uses

authorized in subitem
9 A

(fee page 7}

8. AUTHORIZED USE

A. To be used for any diagnostic procedure as specified iun Appendix H,

HHRCR.

B. Prepardtion and use of radiopharmaceuticals for any diagnostic procedure listed
in Oroup III of Appendix H, NHRCR.

€. Any therapeutic procedure listed in Group IV of Appendix H,

NHRER.
{See page 7)

10.

Site 1.
A$

CONDITIONS

Radiocactive material shall be uysed at:

2 Maynard Street, Hanover, NH .
Until October 31, 1991. all uses authorized by the license (except to:

blood irradiator).
B. For storage of radiocactive material waste genevated at Site }; poss-

ession and use of radipactive material listed in subitem K,

7, 8 and 9 above,

Site 7.

One Medical Center Drive, Lebanon,

NH

{tems 0,

A1l uses authorized by the licenae, except the use of Xenon gas.

September 183,

NEW HAMPSHIRE

RADIOLOGICAL HEALTH RREEA&M. Bureau

1991

7 , /) i ! y
gﬂd‘»unu‘i j /‘.{C’ud-‘

DATE OF ISSUANCE

284 883 0N
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, Supplementary Sheet License No. ... %3QR .
6 Radioactive Materisl 7. Chemical and/or 8. Maxisum Amount of Radio-
(Flemant and Mass Physical Form activity which Licensee
. Swmber) e May Poss@es At Ooe Time
B Any radicactive matemial B. Any forma listed in H.73 ouries of each radio-
listed ip Sroup 111 of Group III of Appendix active saterial suthor-
aprendix H, ~HRCA H, NHRC ized in subitem 6 B
C. Any radjosctive materfal . Any radiophazmaceutical . As necessary for uscs
tisted {n Group YV of listed in Group IV of authorirzed in subitem
Appendix H. NHRCR Appemdix H, NHRCR 9 C
O, Mny vadivactive meterisl D, Any readiopharmecwmuticsl D. ha necessary far uses
iiatred 1o Group V of listed 1n Group V of authorized in subiten
prrmsiix Y, NHROCR Appendix H. NHR(CP 9.p
¢ Loy eedigactive materisl L. Any secaled sounce . 3 curies total for all
tisted in Group VI of liated in Group VI of sources authorizaed in
Appendix H, dHRCR Appendix H, NWRCR subites & I
T Xenom 132 F. Any radiopharmsceutical 7. 100 millicuries
¢ Cohalt §7 G. Sealed source (New Eng- . 5 millicurdes
land Muclear NES 2006)
H. Cobalt 57 M. Sealed scurce (New Fng- M. 10 millicuries
land Nuclear NEE B012)
1. Strentivm 20 1. Saaled scurce (Bvown . 7 millicuries
Bovari Corp,)
J. Strontium %0 J. Saclad source (Twecer- J. 12 millicuries
1ah Model RA-1A}
¥. Stremtium 90 K, bealed aources K. No single source to
: (Amershan 81C.7) axceed 10 miliicuries
_ Total: 20 milileus's-
.. fobalt 30 L. Sealzd spurce (Tech L. 15 milificuries
Ops 571 source rod)
iho esium 137 4, Sesled scurces (CEA- M, 3 sources., not to sxu-
ORIS-LAPIR Model B37C} 1700 curies each;
‘ Totel: S1G) ourfes
N tcon*fun 89 N. Strentiuwm chlopide N, Jon miilicuries tatal

§ 7 ORI TE IS sontvd.

. wr rherepeutic proeedure liated in Greup V of Appendix ¥ NHRER

1o oy rrocedure listed in Greup VI of Appendix H. MHRCR.

Yoo Ta he ueed for yulmonavy funetion studier and Lung fmaging

.. o b used for instrument calibration.

. To be used for ‘agtrument calibratien.

{0 Tar wtorage only.

J Tu ba nsed in s mediczl applicator for trestment of maperficial ay¢ cundivior:.

oot be el A s Thimble Iondzation chamber calfbrator (Miclenr Enterprises
Limitel Model 2503)  and for scurce exchange.

S Ta teouged Inoe Tech Ops Modal 371 survey meter calibration device
Y] e 1o s CISAUS, Ine. 1BL-437C self-contained (self.-shiclded} irradfator
foc ivesdl ctien ef blosd swd blood ocomponsnts.

'  {Yee page )
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f K v} Health
° Radfelogical e

Supplementary Sheet License No, .. 70 i
9. AUTHORIVED USE eont'd

N. Top treatment of matustatic prostate cancer in climical *rials conducted in
accordance with the “Notice of Claimed Investigationa! Fxemption for & New
Orug” {IND Ne. 35769} which has been submitted to the riW. and which has bean
accapted in weiting hy that agency
CONDITIONS

P R e ) - ——m—

i

1., radicective meteriel eay be used only by the physicians listed below for the
ures speciffea:

A, Bruce J. Triedmon. M.U, - #ll dlagroatic uses suthopized by the licens»
Robart h. Parvis. M.D.
savid B, Haseman M, 0.
Thomses J. Sullivan M.D.

Y. cnul o hohéiewicor, ¥4, - all diagnostic uses suthorized by the iiceins..
Harte . Crow. M.D.- therapy with P-32; treatment of hyperthyroid
sohart JefTery. M.D, {sm end cardizc dysfinotion with I-13;

Steven K. Hargent, M.D.
veter Spiegel M.D.
beny L. Ruoka, M.0.

¢. Chreistopher T. Coughlin. M.D. - all therapeutic uses authorized by the Iicon
subitam ¥ for metastati. prostalts cancer

tharapy
Naltar o rVaten, .0 -  #11 thergpsuiic uses muthorizad by this 1to
Jamos Sto¥foed . M 1. except sublitem ¥
Sames Taylor MLD
{ . tandra £, Mitohell. M.D. ~ brachytherapy
Icheet ). hmdur M.D,
Jawes ¥, Aubuchon M2 - In yitro studles ond (8-31 Te-99m and Jn-i7t

as U.5. egod and tray Aleindstration (OB
approved radfopharmaceutlicals to be admial~
tered for human sindies in dose ranges, raurs
of administration and in physical and cheric ~
forws specified iu the psckage inserta and
1ietad in the New Hrug Avplications {(N0A’2}
for esch produet.

Such studies shell Do aunthorized,. when con
ducted Ffor purposes not listed in the NDA,
subseguent o approvzl by an appropriately o
arituted and !'Di: iisted Justitutional Heviaw
RBoard. the apprown) 57 the licensce's nuwn n
use and experimentarion comeitvee Lf seprin
constituted. and owly when Geelicensee lwos
obtained informed coneent frow the sublect.
prior ta the studies
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11, font’d,
7. Ldwerd Catberwood. M. D. - dlagnoatic uszs of To-99% <pd 11-201 For

cardiac imaging only
H  the blood ircadiator shall ba ueed only by or undey the supervision of:
Alexander ilimonov. Ph.D.
rperators of the unit under the suparvision of this individual shall have
successfully completed training ss specified by applicutior, dated April 33, 1402
and shall be sa listed in the licensee’s records. 14Ftror dated Apgust "7 160
radigaetive material for non-human applicetions. including in-house survey

meter calibration, may also Be used by, or under the supervision of  Alexander
rilimonov Fh.B. . ’

L

1. The Individual designoted to perform the functions of Radiation Safety Uffice.
‘RSC) for activities covered by this license is Alexander Filimomoy, Ph.D.

L3 ‘ealed sources containing redicactive msterfal shall not be openasd.

19, Uniess otherwise specdfied, &1l radlopharmacemticals to be used in hunans sl
e foom suppllers spproved for distribution by the U, §. Vood and Drug Admi.
cerration (Foa)  prepared Trom pesgant kits and/or radicnuclide generatoc:

“nom suppliers approved for distribution by the FOf. or obtained iyom o !iensed
mclaar pharmaoy. .

% the Lleendee shell use o eelibrated dose calibrator tr assay ali madiophavia-
ceut ceals that sre recoived by the licensee in multidosr gquantities ur npvena-d
Ly the licensee from ite apd generators.

5. ‘'he licenses shal)l report any irregulurities to the Agenny asgociated with
identificating. lobeling, quality or assay of any rudlopharmaceutical reoniver
unler the authority of this Licemse. A writtou report shallle aubmittad %o
the Agency within 30 duya of such an oscurrence.

17 ielients containing tenporary brachytberspy implants shell remain hospfiall-o
until the implants mre removed. A survey of the petient shall he mede and
recerded at che time of release to vearify the removal ol »1l sources.

& pplor toe the relasse of a patient contsining permanent rachytheropy inelants
the licensea shall perfom s radfstion survey sbout the putlent uoing o "uit
ibly calibreted survey instrument aud shall provide the patient with wi' 't
caTepty Inztructiony beseg upon the survey.

o AyRictan nawa we on suihorized user of radloactive waterizl on this
Vierase ghal, vapticipate in elinical trials under . “otice of ¢laimed Inve:
figaticmal Cenpiion for a Mew Dreug” (IND) unless hwe Foo filed 1DA Form 157"
with Ciwe o sponsoring the studies and has been aorepted Dy the DA an

=7} BESON E9CELEEBTIT ¢ HLTYaH 219070140y SHHA HN £1:11 SPbe/18/88
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Supplementary Sheet v License No. ..... 3o

ront'd.

participsnt in the clinical trials The participating physiciuas shall obtafn
"{nformed consent” statemeats from ol)l patients who rre administered such 180
gArugs.

Iv addition to the redippharmaceuticals, vadiopharmacenticel reagent kits anc
radiomeelide generators sothorized by the medicsl groups 1o Appendix N, NHROZ
the liceawsr is hereby sutherized the possession and usy of any radiopharmaceu-
ticel. kit. or generator for which a New Drug Application (¥DA) bhas baen
approved by the TRA, when the product is used In accordance with the manfa.
turer's product package insert for the purposes gpeciiicd therein

Patients cuntaining fodine 131 for the trestment of thyroid carcinoma or
patisnts containing therapeutic guantitfes of Cold 198 shsll remain howpitalize:
until the residual activity iz 30 midllicuries or less.

v, +the sealed sources of radicactive material epecified fu Itams G g W J
nnd T obove shall be subject to the lesk test, use rocord koeping and
fnvantcry provigions of He-P 203% 03(d) and () . NHRCK.

. The sealed sources of radicactive materisl specified in Items B.I nd
sbove shali be mibiect 2o the reguirsments of Ye-F 7033.06. NHRCU

e licensee shall nol open or resove sealed sources containing padina e iy
materia’ From the Ipradiator.

Toutellotlon servides snd inftial testing of the irvadiaior for proper cnor
Tign of the souvce exposure mechanism, safety warning couponents exter::’
radiation levels and removahle contsmination shall be verfermed Ly purscis
specifically licensed to perform such services by this Pureau. the U ©
‘uclear Regulsicry Commission (NRC)} or an Agreement State.

“he {readiator shall be maintained and serviesd in acrerdance with the mam
{wcturer's specifications and recommanded service intervals.

All maintenanca on the irradistor which fmvolves the source. souros shield{ns
or wourve cxposure wechanism safety civeuits. control panel electriss? oir-
cuttx or L rher pechenisa that could compromiss aufaty of the unit. shall be
performed only by the unit's mapufsctursr or by other persnns apecifically
licﬂ:ﬁ&d to gerfoem such services by thias Bureau. ancther Aygrecment State

w the WNRC.

Sritten {mstruetions shall be posted ot the irradinter cuntrols, Those
insvructions +hall in"urm the machine operator 2 the proecdurs to he follov:
if upable to soturn the machine to the "aff” conditior with thesc ormirvels,
These icstrucrions shall cautien individuals to aveld expeosuve te the orlimr.
Field of eadiation in and sround the specimen {reatment crea {7 {0 {g accvsn /o,
and shal?! include epecific instructions for:

859 "ON 6525L£5ETST ¢ HITB3H DI80701a9s SHHA HN £1:71 Sve/ 108w
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Cont'd.

A. Locating and using the device for memually returning the Ilrradiator undt
to the "off" condition, if appliceble. :

1, securing the eres sgalast unsuthorized entry.
i, Notifying the vesponsible individusl or Rediation Safety OFficer.

The licensae shull rease opsratione with the f{rvadistor if any safety related
system cf the wnit {s found inoperative, imclwding sample holder eor aouecs
drive mechunisms, irrediation ¢iming systems, sefety interlccks or radistion
Field alarms {f applicsble The licenace shall report to the Bureau any

aal funetion khick requires the termination of operations for mors than L
tours snd shall submit a written report of the incident and correciive actions
within 30 calemdar days of such an occurrence.

A. rach sealed zource containing redfosctive material in the frradiator shall
be tested for leakage and/or contemination st f{ntervals no: t0 exceed six
nomthe. In the abhsence of a certificate from a tranaferor irdicating thet
a test has been made within atx monthe prior to the transfer, the seslad
source shall pot be used until tested.

B. The teat ehall he capable of detecting the presence of 0.005 mlerocurie ¢f
contamination on the test sample. The test sample shall be tsken from |
appropriate accasaible surfaces of the device in which the seslel scuree(s:
18 parwmanently or seaiperwenently mounted o atored. Records o1 lesn test
~esults shall be kept im units of micvocuries and mointained tor imspucticon
ty the Buresu

£. i7 the test pevesls the presence of .005 mfovecurie or wore of remowvablre
" ¢ontamination, the liocsmsee shall impedintely withdraw the =ealed scurce

frowm use and shell osuse it to be decoutamdnated and repoired or to Le s
posed of {n sccordamce with Suresuy rales. A report sha¥lbe filed within
five days of the tust with the Administrator, New Harpehire Bureau of Racie
logicel Health Bealth & Welfere Building, Hazen Prive Coacord WM HRRUE
describing the equipsment involved . the teat resaults and the corrective
agtion taken,

. Tests for laakage snd/or contmminetion shall be parformed by the licensee
under Radicactive Material License No. 305R, or by porsons specifiezlly

authorized by the bureesu. the NRC, or an Agreswent State to perform such
sawimas_

Radiosotiva material which iz transported by the licensee or dclivered to a
cayrier fo&;mmport shall be packaged, lsbelled and trenzported in sccordance
with s Saldpastment of Trensportation (DOT) regulations

“woept 8 epecifically provided otherwise by this license the licenses shall

posgess and use radiouwctive meterial suthorized by this license in accordance
<ith statenents reprosentations and procedures coptoinwyd in the following:

BES DN £9CCLEERTIT ¢ HLITE3H DIBOT0IAYN SHHA HN £3:11 Sbpc/ 18/
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31.

cont 4.

The “ew Hampshire Rules for the Coutrol of Radiation prevall over stirements

contAbnad Ln the above documents unless such statemenlts are move vestrictive

R h J
New I{amp shlre B“ reau Page ..... [ of .....0.

obEandrommnental Health

applicotion dated
lettere dated

application dated
letters dated

application deted
lettoers datad

Radiclogical
Supplementary Sheet

June 27, 1938
July 27, 1988
Auguet 19, 1988
November 7. 1988
November 10. 1988
November 16, 1248

June 18. 1990
August 17, 1830
November 2, 1890
January 9, 1291
Murch 6. 1991
april 18 1991
April 26, 1991

April 30, 199L
May 1, 1991

May 2%. 1991

May 28, 1961

Jme 18, 18491
June 20, 1991
July 11 1991
August 14%. 1991
Auguat 26, 1991
August 27, 1991
September & 1231
Sgptember 9, 1991
September 10 1791
Sgptewber 13, 1991
Sgptewber 18. 1391

s e e et

than the mules.
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