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AUG 0 1809

Troy Radiopharmacy, Inc.

ATTN: Mr, Mike Slugaj
Rediation Sevety Officer

1665 W. Big Beaver Road

Troy, Ml 48084

SUBJECT: REQUEST FOR AMENDMENT DATED APRIL 20, 1989 AND OUR
DEFICIENCY LETTER DATED JUNE 14, 1989

Gentlemen:

We notified you in the above mentioned letter that we would void your request
1f you di¢ not respond to our notice within 30 days.

You are hereby notified that we consider your application abandoned and have
voided your request. This action is without prejudice to resubmission.

Sincerely,

Original Signed by
wWilliam J. Adam, Ph.D.
Materials Licensing Se:stion



JUN 14 1989

Troy Radiopharmacy, Inc.

ATTN:

Mr. Mike S1ugaJ
Radiation Safety Officer

1555 w. B1gsaonver Road

Troy, Ml

084

Gentlemen:

We have reviewed your letter dated Apri) 20, 1989 requesting an amendment to
NRC Byproduct Materia) License No. 21-24828-0IMD and find that we will need
additiona! information as follows:

1.

With regard to the redistribution of fodine~125 and gadolinium=153 sealed
sources, please submit the manufazturer's names and mode)l numbers for
each sealed source you wish to redistribute,

In order for us to authorize the additional forms and amounts of
fodine=13]1 requested in Item 2 of your letter, w. will need the following
information:

Since fodine~13]1 1s already )isted on your license under Subitem 6.C., we
presume Item 2 of your letter basically represents a request to increase
the possession 1imit for this material. If it was your intent to use this
fodine=131 for purposes other than those listed in Subitem 9.C. of your
current license, please so state and provide a detatled description of the
additionai uses you anticipate for this material. If it is your intent to
use and dispense fodine~131 in liquid as well as capsule form, please
review Item 10.10 of the enclosed Regulatory Guide and submit the
precautions you will follow when handling liquid radioiodine in addition
to the bioassay pracedures you have already submitted.

The radioiodine handling precautions requested above will include the
handling of this material under a properly functioning hood. Please
outline the procedures and tests you will follow to assure that the
radiofodine hood is functioning properly. These procedures should
include, but not be limited to:

a. Measurement of the hood face velocity at six=month intervals with a
calibrated velometer.

b. "Worst case" calculations demorstrating that 10 CFR Part 20
concentration limits for unrestricted areas will not be exceeded at
the point of release for the hood.
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Troy Radiopharmacy, Inc. 2

8. Records of the results of al) radiofodine hod tests. Please submit
samples of such records.

d. If the hood employs an activated charcoal filter, the type and
frequency of tests conducted to assure that the filter has

sufficient adsorptive capacity to accommodate the maximum amount of
volatile radiofodine that could be released.

We will continue our review of your application upon receipt of this information.
Please reply in duplicete, within 30 days, and refer to Contro) Number 87307,

Upon fatlure to file an answer within the specified time, we will consider
that you have abandoned your request and wil)l void this action. This 4s
without prejudice to resubmission of the application.

If you have any questions or require clarification on any of the information
stated above, you may contact us at (312) 790-5625.

Sincerely,

Original Signed by
William J. Adam, Ph.D.
Materials Licensing Section

Enclosure: Nuclear Pharmacy
Regulatory Guide (Task FC 410-4)

RITI

Adam/ j1
06/1%/89
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April 20, 1989

¢

Troy Rediopharsacy e
1558 v. Big Beaver Rd.

Building ©

Troy, Michigan 48084

U. 8. NUCLEAR REGULATORY COMMISSION
Materisl Licensing Zection

Region 111

79% Roosevelt Rosd

Clen Ellyn, 1llinnie 60137

SUBJECT: Amendment to License No. 21-24828-01

0%
Please find enclosed & check for .00 for tvo amendeenta to our
NRC License (No. 21-24828-01). -

1. Ve regqueet NRC spprovel to redietribute the folloving 10 CFR 3%, 500
sealed sources obtained f:om 8 sanufacturer suthorized to distribute 10
CFR 3% 500 senled sources sccordance vith & specific KRC license

(10 CFR 32.74) or equive' - regulations of an Agreesent State or Canade.
Sealed Source Max‘ . Fermiseible Activity

lodine-12% 0.750 Curies

Gadoliniue-153 4.5 Curies

The mealed pources vill be redistributed to NRC appioved licensees. The
sanufscturer ‘s packaging, lsbelling, snd ehielding vill nct be altered.
The sources vill be redistributed vith the sanufacturer-supplied package
insert that provides redistion safety inetructions for handling end
#toring these sources.

2. Please wwend our license to edd 1-131 (sodium iodide) in ligquid and
or capsule fors vith 2 saxieus poseeseion limit of 300 eillicuries. See
the attached procedures for Thyroid Upteke Bioasesy Procedure and
Precsutions in Mendling and Trensporting I1-131,

Tharnk you for your conmiderstion. Plesse contact me if you have any
Questions about thie asendsent reguest (tolzzpono no. 313-649-3682),

Sincerely, /T\’\g f"?
Jilody Aiaye T§ g2

NIKE SLUIAG , o6
Padiation Safety Officer jptﬂL RECFIVED

7 /gf/ APR 27 1989
301 REGION II1

APR £ 7 1889

X
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POLICY:
1)

2)

EQUIPMENT :

PROCEDURE :

/nd
2vio

THYROID WPTAKE BIOASSAY PROCEIURE

The reciopharmacist shal) rovtinely handle unsealed 1-13) within o plovebor that 1
¢losed,

Regiopharmacists who handle more than 100 mCi of 1auie Nal<131 ot any one time or
tumilatively over o three (3) month period in @ plovebor shal) have a thyrotd uptake
bioassey performes within 24 to 72 hours efter, not to esceed one bioessey per week,
I more than 10 mCi of Tiquid Nal-131 15 hangled in the fume hood, then thyroid uptake
bioassay shall be performed 24 to 72 hours after.

Mioker Spectrascaler and Uptake Probe System, 14131 Lucite Neck Phantom and B Filter to
tount background, o

0) Place the 1-13] stangard in the nech phantom and Position the phantom in exactly the
some position the employee's neck will assume for thyroid uptake,

—

b) Colibrate the uptake prote system by setting o range of 1.0; LLD » 314 and WD =

414, and adjusting the high voltage such that the photopeak of 1-13]1 is centered
properiy in the window, hkecord the high voltege setting and date,

€) Immediately before performing the bioassay take one count of the standsre for 10
minuies,

@) Take one count of room background for 10 minutes.

e) Position individua) with their neck extended with the probe-measuring bar half-way
between crichoid cartilage and suprasterna) noteh. Obtain a 10 minute count,

f) Complete the 1-13) Bioassay Report form,

§) Notify the Ragiation Safety Officer whenever the thyroid burden exceeds 0,04 uCi of
1=131.  Actions equivalent to those specified in Regulatory Guide B.20 shal) be
taken,

h) The statistica) accuracy shall be verified on a periodic basis to determine the
minimum getectable activity and sensitivity of the uptake probe system,

CONTRQL 0.8 730 7




1-126 MO 1-13) DIOASSAY PROCEDURE
NAM

Department

1=126 or 1411 Standerd Lot #: Standere Tota! Activity |

Standerd Counts Standerd Count Time 10 min,

(Stengard Counts / 10 minytes)

Room Counts/10 Minutes Subjects Counts/10 Minutes ‘

Compute: \ »
(Subject counts/10 min,) « (Koom counts/10 min,) & (Tote) Standard Activity) x uti
(Stancard count /10 min,) « (koom counts/ 10 min,) (  in microcuries )
{ ) o |

o

Bioassay negative

Meoical Physics Contacted

For 1-12%

if x < 0.12 uli, bioastay 15 negative
I x > 0.12 uli, contact Medica) Physics

fFor 1-13)

10 0 € 000 ti, bioassay 15 napetive
If x > 0.08 uCi, contact Medical Physics

If x > than stated values, & repeat measurement may be required (including a 10 minute count
Over patient's thigh to measure patient bachkground).

|

|

|

|

( ) « | ) x| : uCi) » uli
: )

CONTRQL ND.8730 7




PRECAUTIONS FOR HANDLING AND TRANSPORTING 1-13)

1. Liquid Nal-13] in sctivities grester than 1 sillicurie shall be handled
only in the Nusire glove box or fuse hood.

2. Therspeutic smounte of 1-131 should not be handled directly vith the
hande. Use & resote device, pipet the aliquot of 1-13] into & prepared
container in 8 lead viel shield.

3. Aesay the sctivity using long forceps.

4. Corefully dispose of the contamineted pipette tip and other contaminsted
veste in the longer lived lesd storage ares.

S. The 1-131 shall be stored in the ordginal ehipping vial and shielding
containere or the equivalent behind lead bricke in the fume hood or
glove box.

6. 1-13]1 shell be treneported for commercial dietribution in the original
shipping wateriale vhenever pogeible., In the event thet more than one
dose ie to Le dravn from the originsl ehipping viel, equivelent lead
shielding (frome old doses of 1-131) shall be used. The 1-131 will be
packed in DOT spproved shipping containers and lasbelled sccording to
KRC/DOT regulations.

7. The drivers shsll be cerefully inetructed sbout the delivery of I1-131
te designeted, locked arese only, and emergency procedures.

Wl NO.B7 30 7




