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U S NUCLEAR REGULATORY COMMISSION
MATERIALS LICENSE

pace 1 or 6 races B |
l,

Amendment No. 4 |

Pursuant 10 the Atomic Energy Act of 1954, ¢« amended. the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, |g

Code of Federal Regulations, Chapter |, Parts 30 31 32, 33, 34 35, 30, 40 and 70, and in reliance on statements and represetiations heretofore

be

made by the licensee, a license 1 hereby ssued authonzing the licensee to receive, acquire, possess, and transfer byprodust, source, and special ,
nuclear material designated bolow 10 use such materisl fof the purposeis) and &t the placets) designated beiow; 10 deliver or transfer such matenial |8
10 persons suthorized 1 receive ot in sccordence with the regulations of the applicable Part(s). This liconse shall be deemed 10 contan the conditions |8
specified in Section | K3 of the Atomic Energy Act of 1954 as amended, and is subject 1o sll applicable rules, reguiations and orders of the Nuciear |8 !
Regulatory Commissian now or hereafter in effect and 10 any conditions speciiied below g
' Licensee {
In sccordance wiih letter dated November 19, 1992
E
i Roancke Memorial Hospital 3. License number 45.01291-04MD E |
Nuclear Pharmacy Services |
s amended in (s entirety 10 read as follows:
a s aEaameins —— \
- Belleview at Jefferson Street

m 1 { l&pi‘&twn date

Roanoke, Virginia 24033 . April 30, 1093 |
. 'S, Docketor . o7
: e e e RERCTENCE NO . 030-20060 .
6. Byproduct, source, and/ot . 7. Chemical and/or physical 6. Maximum smount that licensee |
special nuclear material o form 4;(4my possess at any one time '
©ander this license
"" - ;”'. v ’-A ' !
A Malybdenum 99 & A Any molybdenum .b}* A. &curiu f
b »‘3. technetivm. 99m ge ' e |
< % ‘wmanufactured; - |
‘-I - aged and distr in -
f \ L sccoedance - with- ' &
N § . Neense gwd . . -
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\ ~ T UER A& specific -
uf, ' licehda Lto  the . § §
O e, mant by ~ |
O 7 Agectnent Stiic pacsuant fo @ |
. vivalent State ) ‘
/ 09 i _\\ ] L ¢ \%
B Any byproduct material listed”  B. Y‘rcpack'uc" “in  vitro Q S millicuries total possession limit |
in paragraph 10 CFR ™ 7 diagoostic test kits $
3111(a) ’ ‘* ' :
s Any byproduct materia o Anyrtdc“mrwthue'd in C.

authorized under 10 CFR
35.57(a) (effective 4/1/87) or

10 CFR 35.14(d) (1)

(superseded)
7302260103 930129
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(superseded) or
3557(a) (cffective 4/1/87)

As needed |
35.14(d) 1
10 CFR
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that has been manufactured,
labeled, packaged @and
distributed in  accordance
with a specific license issued
pursuant to 10 CFR 32.74 or
a specific license issued to
the manuwfacturer by an
Agreement State pursuant to
equivalent State regulations

. % 8. %8
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Amendment No. 4
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Authorized Use:

A Production of techpetium %9m pertechnetate,

B Redistribution to speafic licensees in accordance with statecients representations and procedure contained
in letter dated April 1, 1983,

. Instrument calibration.

D Distribution to authorized recipients,

: Dispensing and/or distribution of prepared radiopharmaceuticals (o suthorized recipients.
F, Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. Use of
technetium %5 pertechnetate for processing with reagent kits in preparing radiopharmaceuticals.
G through | Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipionts.

Pursuant 1o 10 CFR 32.72, the licensee is authorized to distribute the byproduct material described io Items 6 and 7 of this
license 10 persons licensed pursuant to 10 CFR 35,14 and 35,100 (superseded) or 10 CFR 35,100, 35.200 and 35.300 (effective
4/1/87), or under equivalent licenses of Agreement States, for the Groups or Sections indicated below:

P

D. Cias or gas in saline mey be distributed 10 persons licensed pursuant to 10 CFR 35.200 (effective 4/1/87).

E. through 1. Any form listed in cach group, Groups 1, 11, 1V and V of Schedule A, 10.CFR 35100 (superseded) or
authorized by 10 CFR 35100, 35.200 and 35.200 (effective 4/1/87), may be distributed to persons licensed
pursuant to that group or section.. oy S -

f\g eSS R] o
- ‘el CONIITIONS 4437 -
, | o 9 ot BT LY P . . _
10. Licensed material shall be used only at Roanoke al Hospitals, Nuclear Pharmacy Services, Belleview at
Jefferson Streets, Roanoke, Virginia, ‘ i Vi ey

1 A. Licensed material shall be used by, or under the sepervision of, Robert W, Beightol, Marshall A. Wakat,
M.D., William F. Weller, MD,, or J. Bruce Hauser, MD.
- &
B. Al least one individual named in Conditicnd).A, sMall be physically present at the authorized place of use
whenever licensed material is being used, for the purpose authorized in ltem 9 above.

The Radiation Safety Officer for this license is Joseph L. Surace, M.S.

13. A. Sealed sources specified in ltem 7.C. shall be tested for leakage and/or contamination at intervals not to
exceed 6 months or at such other intervals as specified by the certificate of registration referred to in 10
CFR 32210,

Notwithstanding Paragraph A of this Condition, scaled sources designed to emit alpha particles shall be
tested for leakage and/or contamination at intervals not to exceed 3 months,

C. In the absence of a certificate from a transferor indicating that a leak test has been made within six mouths
prior to the transfer, a sealed source or detector cell received from another person shall not be put into
use until tested.

Fach sealed source fabricated by the licensee shall be inspected and tested for construction defects,
leakage, and contamination prior to any use or transfer as a sealed source.
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Ameodmul No. 4

CONDITIONS
Sealed sources need not be leak tested if:
(i) they contain only hydrogen-3; or
they contain only a radioactive gas; of

the half-life of the isotope is 30 days or less; or
they contain not more than.) 00 microcusics d beta and/c - gamma emilting material or not more
than 10 microcuries of alpha emitting material; ors |
. <}
they are not designed to emit alpha particles, are in nmugi,.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 shah be tested before use or transfer. No sealed
sourceor detector cell shall be stored for a period of more thar 10 years without being tested for
leokago and/or comtamination. /9

.

The leak lw‘ﬂ\dlhecapablc d\ﬂoamuhpnwmog.mﬁ microcurie of radioactive material on the
lcuumplé]tecotdaolledtmruummnbckenhhudmwrowrbndshﬂbemfa
inspection by the Commissica. - 1fthe. presence of 0.008 microcurie or more of removablc
contami um,neponshllhc \-ng g \ 'Re;ulnoryCu-nhukmuadthemuM

be remd odhm'd..:;:y}mm iéo or disposed of in accordance with
Commison regulations.’ The report st : of the datethe leak test result is known
with the U.S, Nuclear Regulatory (‘bqn 8., Region TTN: Chi¢f, Nuclear Materials Licensing
Section, 101 Magietta Street, Suite 2900, o .~ - u ¥ The reportehiall specify the source involved,
the test results, and corrective action taken. Rw leak testoresults shall be kept in units of
microcunes and shall be maintained for/ inspection by Commission. Records may be disposed of
following Commissioa inspection. N
™

Tests for leakage and /or cont tion shall be perf, by the licensee or by other persons specifically
licensed by the Commission or an A.*em, Stetg to Perform such services.

Radiopharmaceuticals dispensed and/or distributed for human use shall be either:

(i Repackaged from prepared radiopharmaceuticals that are the subject of an FDA-approved “New
Drug Application® (NDA) or for which FDA has accepted a "Notice of Claimed investigational
Exemption for a New Drug” (IND); or

Prepared from generators and reagent kits that are the subject of an FDA-approved NDA or for
which FDA has accepted an IND.
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continued CONDITIONS

i4

18,

19,

20,

B Prepared radiopharmaceuticals for which FDA has accepted an IND and radiopharmascuticals prepared
from generators or reagent kits for which FDA has accepted an IND shall be dispensed and/or distributed:

(i) In accordance with the directions provided by the sponsor of the IND; and

(i) Only to physicians who have been accepted by the sponsor of the IND to participate in clinical
evaluation of the drug.

C, The licensee shall inform in writing each physician whe participates in an IND evaluation that the physician
15 responsible o the sponser of the IND for use of the drug in accordance with protocols established by
the sponsor and for reporting (o the sponsor the clinical information obtained through use of the drug.

The licensee shali clute geaerators and process radioactive material with reagerd kits in accordance with instructions
furnished by the manufacturer on the label attached to or in the leaflet or brochare thet accompanies the generator

R I B IS = Oe =

or reagent kit

A

2
o .
¥

-

Reagent kits may be redistributed to persons licensed pursuant to 10 CFR 35.200 or under equivalent licenses of
Agreement States o 10 CFR 35.14 and 35.100 (superseded), ‘

% |

-

’«1

-

The licensee s umh«xucd to hold ndmam material with » phpml half-life of lm than 65 days for decay-in-
storage before duposal in onhnry trash poﬁdcd. '.,'l -
“, AT '
A Radioactive waste to bedkpowd o(ll Uﬁ shall be hdd for decay & minimum of 10 half lives.
£ | ikl
B. Before dnspoul as ordinary trash, byp?odﬁ crid ihllbe surveyed at'the container surface with the
appropriate meter set on its most seasilive scale and with no interposed shiclding to determine that its

radioactivity cannot be distinguished from background.” All radiation labels shall be removed or
obliterated .

-~

-

e Generator  columns  shall be segregated so that they may be monitored  separately
to ensure decay (0 background levels'prior-tg dispgsal

D. A record of each disposal permitted under this License Condition shall be 1etained for three years. The
record muast include the date of disposal, the date on which the byproduct material was placed in storage,
the radionuclides disposed, the survey instrument used, the background dose rate, the dose rate measured
at the surface of cach waste container, and the name of the individual who performed the disposal.

The licensee i« authorized to transport licensed material only in accordance with the provisions of 10 CFR Part 71,
*Packaging and Transportation of Radioactive Material.*

Any proposed changes in packaging, labeling, shielding, or instructions for use and storage shall be submitted for
review 1o the Nuclear Materials Licensing Section, U S, Nuclear Regulatory Commission, Region (1, 101 Marietta
Street, Suite 2900, Atlanta, GA 30323 and upproval of the changes shall be received by the licensee prior to
implementing the changes.

Sealed sources containing licensed material shall not be opened by the licensee.

PN Nt PR PR JEeT SR PROC RN JaSt R RN SE RN 0 SIS S P ESD I e 2SS JESU M RS JEE SR TR AR JAN S LR R R R R R R RS RS I e A R D B



AR R R TR TR TR TSI TR T g s x s

e e e e e

NHC Form 3744 U NUCLEAR REGULATORY COMMISSION ,

ik License iumber AARS.. . > - raath
4501291 04MD
MATERIALS LICENSE e LI I e
SUPPLEMENTARY SHEET Bocket o Refarence numigh, 10

-3

-t - i . S ——

Amendmem Nn 4

— e

continued CONDITIONS

21

24

e JAN 201993

The liconsee shall conduct & physical inventory every 6 months to account for all sources and/or devices received
and possessed under the license, Records of inventories shall be maintained for 2 years from the date of each
mventory, and shall include the quantities and kinds of byproduct material, manufacturer's name and model
numbers, location of the sources and/or devices, and the date of the inventory.

The licensee shall conduct a bioassay program in accordance with the procedures set forth in Regulatory guide 8.20
‘Applications of Bioassay for lodine 125 and lodine 131°, September 1979,

The Licensee shall mairtaio records of information imﬁmum to safe and effective decommissioning at the location
specified in Condition 10 in accordance with the provisions of 10 C I’R 10 35(g) until this license is terminated by
the Commission, !

In addition to the possessian limits in i em K, the licensce shall further vcsmct;hc possession of licensed material
o quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing decommissioning financial

assurance > y

Except as spefically provided otherwise in this licease, the Isccnan shlll conduct its program in accordance with
the statcments, representations, and precedurer. contained in the documents includingany enclosures, listed below.
The Nuclear Regulatory Commission's regulations shall govers unless (he stateamcnts, representations and
procedures in the hicepsee's application and cmesmndemfm more restrictive thag the regulations.
Applications dated N”ovc.mber 29, 1985 ‘JM‘ 1988 ¢ -

Letters dated March 18; 1983 and Apni . S ~—

Letter dated Juse 24, 1988 ‘} ) PR e

Letter dated Juno 18, 1992 il N & 8

Letter dated November 19, 1992 (letter mﬂu apnunl for new radiopharmacy location)

Letter dated January 21, 1993 (letter with sdditional Information concerning the fumehood and
ventilation system)

G. Letter dated January 22, 1993 (letter with additional information concerning the use of 2 flters lo

fumehood) .
» -
* % W
FOR THE US. CLEAR REGULATORY COMMISSION

-

=-mOoOE>

EARL G. WRIGHT

B Lk 4 Waighl

Region 11, Nuciear Material Lu{mmg Section
101 Marietia Street, Suite 2900
Atlanta, GA 3323
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l‘ An Affihate of CARIAON Health System X
i January 22, 1993 3
= &
3 h:
q‘ Ms. Sandra Waldrou “ﬂ
1 License Reviewer -
. kegion 11 »
r ‘ Nuclear Regulatory Commission 1
I 10] Ha‘@i ta Str”to NW . =
3 Atlanta, GA 30323 ii“ﬂ

RE: Response to reguest for additional amendment information ;

The following is in response to your request for additional information
regarding our Radiopharmacy fume hood. As per our conversation on January 22,
1993 pragarding whether or not a second charcoal filter will be placed in the :
existing fume hood exhauet line, A second charceal filter will be inserted
into this exheust line, and 1outinely be used. Both the first and second
filters will be wonitored on a quarterly basis.

If any additional {nformation is necessary, please contact me at your J
convenience. 1 appreciate your attention to our application request, and look
forward to its successful implementation,

il 1
1 e

rﬂesgectfnlly submitted,
\ NS

= ATy oo

\\ V) bt
\\w+;_ TP -
Jos « Surace

Radiatipn Safety Officer

bp

Ruanoke Mem , al Hospitals

L Helleview st deflerson Stet. Post Office B 13367 Rownoke; Virginda 20033 Taleghoae 2039517000
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Also, you emesud concern over the imuriw of Mph mt Wi

limited access roof area, restricted to maintenance personnel, No m,;, R
public occupies this area, and nhttwly little .tln is nwurmd m ‘M !"
uintmnc- wcml. ] : ..

5 -.‘. '.'.'
g S

1 hope this-inforsetion i mfﬂciwt. and mln available u m hm w
additional questions.

tfully submitted,

e 03
iy .Tl_ﬂﬁr

Surace
Safety Officer
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Mg. Sandra Waldron
Januvary 6, 1993
Page 2

lodine volatilization: 0.01% :
Maximum amount of time stock solution is open to the atwosphere: 70 minutes

per week
Number of minutes per week: 10080

Average concentratéfa (uCi/ml) = ([38 wCi/wk x ,0001 x . ‘1! 1000
pCi/mCi] /72,854 x 10° ml/wk) x 70 min/10080 win = 9.2 x 107 pCi/ml .

Thﬁf is aignificantly less than the current standard in 10 CFR Part 20 of 2 x
107 uCi/ml for lodine 131.

Regarding your question of the wonitoring of the filter and the frequency of
testing. The filter is removed and monitored on s quarterly basis. Our
experience has shown that under routine jodine use that monitoring of th»
filter on a quarterly basis exhibits readings from 2 to 3 times abov:
background, prevalent at the end of one year. The filter is changed on an
annual basis unless quarterly monitoring indicates excessive radiation
exposure. With the filter typicaily at a maximum of 2 to 3 times background,
and this heod being located in a radiation area, these levels have not
sigunificantly affected the ambient radiation environment. Additionally

personnel monitoring records and biocassays of the thyvroid ares on individuals
indicate no levels of concern.

Regarding the minimum face velocity at the front of this hood, it is measured
with a velometer (ALNOR Series 600P) on a quarter!y frequency. Last indicated
weasurement (9-15-92) indicates a face velocity of 27 cubic feet per minute.

Finally with relocation of the Radiopharwacy, decontamination procedures in
accordance with appropriate regulatory guide issued by the Nuclear Regulatory

Commission will be conducted on existing areas and a close out survey provided
for your records,

I appreciste the opportunity to provide answer to your questions, and feel
free to contact me if additional questions or conterns arise.

Sincerely,

Mt

Jospph Louis Surace
Radiwtion Safety Officer
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Novesher 1%, 19%% An Afhluate of CARILION Health System

Nuclear Regulatory Commission
Region 11

101 Marietta Street

Atlanta, GA 30303

Ref: 10 CFR 35.13 (e)
Subject: Amendment to Radioactive Material License #45-01291-04MD

Gentlemen:

Roanoke Memorial Hospitals is requesting amendment to Radioactive
Material License #45-01291-C4MD for the following purpose: We intend
to relocate the Nuclear Pharmacy Services facility from its present
site on the 3rd Floor of the main hospital complex (Item S.1 of our
renewal application, dated 3/14/88, citing Item ll-original applica-
tion dated 11/29/82) at Belleview and Jefferson Streets, to a 4th
Floor area at the same address (Attachment A), in order to gain addi-
tiona! needed work space. The proposed area is not located on an
existing patient floor. The floor area below this site is presently
assigned as office space in the main Medical Laboratory Department and
the floor above is an operating room in the Surgery Department.

The existing Radiopharmacy area will be redesignated to an unre-
stricted area. Once vacated, the existing area will be surveyed for
radioactive contamination, and if necessary, appropriately decontami-
nated to assure radiation levels are equal to or less than the unre-
stricted area }imits as per 10 CFR 20. All existing radiation safety
procedures will be followed as per our present 1icense during and
after the relocation.

An amendment fee of $490.00 has been enclosed to initiate review of
this request. We remain available to provide additional information
and appreciate your prompt attention to this request.

Sincerely,
t"m'~—j&£-‘ ...“Z—- W -
el Hnis— e L
. CMNB' - &ég& -----------
Stephen A. Purves AP SO L o oo i
Vice President 250 Coagny B v i
Typoof Fee Mzkodount.
Atk achaent Date Chuck e Be( 14 /992
oc: Radiation Safety Committee Date Completed (. (8 /192
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