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i0 Crn 30 APPLICATION FOR BYPRODUCT MATERIAL LICENSE w a >* -** > >
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/ '

fNSTRUCTIONS-Complete items 1 through 16 ef this is an initial apphcation or an appi cation for renewal of a I. cense information contained in pre-
vious applications filed with the Commission with respect to Otoms 8 through 15 may be mcorporated by reference provided references are clear and
specthC. t)te supplemental sheets where necessary item 16 must be compigted on all apphCatoons Mail two copies to U S Atomic Energy Commis-
sion. Washmgton. O C.,20545 Attention: Matemals Branch. Directorate of Licensmg. Upon approval of this apphcation, tr.e apphcant will receive an AEC
Byproduct Material License An AEC Byproduct Matenal License is issued in accordance with the general requirements contained en Title 10. Code of Fed.
eral Regulations. Part 30. and the Licensee is subsect to Title 10. Code of Federal Regulations. Part 20. and the beense fee provisions of Title 10. Code of

,

Federal Regulations. Part 170. The license fee category should be stated in item 16 and the appropnate fee enclosed (See Note m Instruction Shaet) |

|
1. (.) feAlaf AND STRf tf ADORESS OF APPLICANT (bsf# rut.on. Arm. hosa,te, per- (b) $f atti ADORE 55(IS) At WHICH arPeODUCT M Af ttiAt wiLL st U5fD (N

eon. c snesuce EFP Code and 0 6. phone nu.be,5 d Me .e, l tt.) k sud. Zip C.de )
Department of the Amy Department of the Army
Fitzsimons Army Medical Center and U.S. Fitzsimons Amy Medical Center and U.S.
Amy Medical Research and Nutrition Amy Medical Research and Nutrition
laboratory Iaboratory
Denver, Colorado 80240 Denver, Colorado 80240

3. DEPAafMENT TO US( syraODUCT MAff#tAL 3 Ptf VIOUS teCEN5f NUMsf A(5). fO .h4 ea . .ppi.e .#.a. f., n.ne ., . l.r.na.,
Department of Radiology a'a= =d a -d e* ~-6- )

,

Nuclear Medicine Service Amendment to Existing License No. 05-00046 ;,

13 (30 Apr 74)'
i
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See Application dated See Application dated 12 March 1973
12 Mamh 1973 (Control No. 35871) (Control No. 35871)
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e (.) eVP800VCf Mart #lAL. Ifi a s (b) CHEM 4 CAL AND/OR PHYSICAL FORM AND MAXIMUM NUMett OF MattsCuriES Of E ACH CMf M*C AL AND/ Oil PHYS.
.4 s. a be, .I A ) ICAL FOAM THAT YOU WILL POSSE 55 At ANY ONE flME. (,I .l.4 ,r.(.), .ds. ,. n e .i m kee t. , e d.l -

..s.,.o .s -. . ..,,w . .>

To-99m Tc-99m - Disodium Etidronate - 100 mci, prepared by' use of
. Osteoscan Kit, Proctor and Gamble, Professional Services

~

! Division, Ivorydale Technical Center, Cincinnati, Ohio 45217
|
I To-99m Sodium Pertechnetate obtained as eluate from presently.

authorised E.R. Squibb and Sons Generator Model 08871 (See
,

' para 6 of existing AEC License 05-00040-13.
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Human use - Tc-99m Disodium Etidronate - Bone imaging

See Supplement A (Fom AEC - 313a)
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. g' TitAINING AND EXPERIENCf Of EACH INDIVIDUAL NAMED IN ITEM 4 (Use l a i .A a ,s aw ,y)

e. TYPE OF TRANINO pygAflON Of ON THf JOS POtmAL Couest
WHE8f itANt0 f a AIN4NG (Cni. nsw.,; (CWI. .ase.,)

> -

.. er.ac ,i.. .aa ,,.cu .. .# ,.4..*.a See application dated 12 March Y. N. Y w.

10% (%tri %. 35A91) '

i ''* "**"
n n.4. o...., . ,... . u.,4. .. .>

' Y.. No Y N..a .a m.a...,,a, ..c h a. . ... . a4 .. .
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.. M.m..,,.i.o .ad coi. ie. . i,.... m. ,,, y, y ,, g,
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j e. t PtmitNCt wrfM eA0iAfiOn. r A, ., ,.d.... . ., .<, . a , .. ,,.a ;
~

GOTOPt maximum AMOUNT WHERf (EPt*1(NCl WA$ OANED OUGAflON Of IEPf tifNCE TYPt Of USE

Seo application dated 12 March 1973'

(Control No. 35871), ,

j l
,

i 10 4A06AfION Of feCTlON IN5iRUMENT$. (U.e .v.,3 a8.1.A fs ef a.c.. ry J

- TYPt Of IN$ttUmfNT$ NUmett AADIAfiON SIN $fffYlTY RANGE WINDOW THtCKNf 55 USE

; (6,ciud. 6. .ad det a 6., .f eh; AvAss aste Deftcito ( r/hr) g.g /c.:) (m ,,ag. . ,,,ag. .,,ag;

'

I

| See application dat9'd 12 MamhIM3
(Control No. 35871) and application dated 25 June 1968.
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i e a.f fHOO ref QUENCY, Ape StAMDARDS U$to N C AUSAATNO M5ftUmfMT$ Ulff0 A80Vf
See application dated 12 March 1973 (Control No. 35871) and application dated;

25 June 1968.
~

5 ~ Pitu 8A"00f $700$4a.fftes, ANO 6,0 ASSAY PeOClouets U$to. (F., An b.dy , I*o'efyd .8 e}#,br.h'd .as p ,emas. ., a
.f . el ,)

See application dated 12 March 1973 Control 35871 an application dated',
.

: 25 June 1968.

INFORMATION TO SE SUSMITTED ON ADDITIONAL SHEETS IN DU,LICATE
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__THE APPLICANT AND ANY OfflCIAL IIfCUflNQ TMi$ CetfiflCATE ON MMALP Of THE APPUCANT NAmfo lN film I, COGTifV fMAT THIS APPUCAftON IS

canTwicA7 me w -e 6. ,w 67 .,,ii.aq
_ _ _

j 16
j Pettatto IN CONFOamtf y WifH Tlfte 10. COct Of PtoteAL stoutAfeONS. PART 30. A*S TMAT ALL ONf 00mATION CONTANto MtattN. INCLVOING ANY
| $VPettufNTS AffACHto Meetf0,45 ftUt AND COtttCT TO THE M5f OF 000 KNOWLf00f ANO eflit7

Fitzsimons Army Medical Center
Denver, Colorado _80240
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iM3, APPUCATION FOR BYPRODUCT MATERIAL UCENSE-MEDICAL '*"",.C,. N, 3. .e,
'' pase 1 SUPPLE. MENT A-HUMAN USE
!

if bypeeduct motorial is for Phuman use" (iMesmol odministration of byproduct moseriol, or the radiotion therefrom to humon beings),
'

esmplete this supplement and oMoch to the opplication for byproduct motorial license.

|
i. i.) useeo PNysciAws Nme u Nas me Aoosess Oe Ascucmf (n en ,,,,,. n.; a,* o, c ,

; Fitzsimons Army Medical Center
Denver, Colorado 80240

j 2. THE UtsNO PHYssCIA'N IND0CAff0 ASOvf ts UCENstD TO DesPENSE OGUGs 8N THE PRACitCE OF AeftsC8Nt SY A sfAff Ot ffetf70tY

Of THE UNfff0 STAfts, THf DesfDCf OF COL 5A. OR THE C'mh lNon$THOflef0 AICOo. 35871 W)See application dated 1 rol NO
c,c,, ,,,,

3. A siAlimePar or UssNo PHrsCiaw s CLINICAL e4Dioisotope excenieNC: (Pace a oe THis suPeteNeNT)is sUemitTtD sN sL,PPoef
or THis APPoCAfioN. w mswa iss, use Paoe or Twes suPPtranNT TO axPtuN on mene To ofHen APPuCAfioN On

No a M $t$o Nna D T2" b T b 3. Control No. 35871*

C a, ms=,

4. A DESC8tWrflO88 OF THE U84800 PHYSICIAN'S TRArdING ANO ExPERIE8eCE IN 8ASec RADIOsSOTOPE HAfsDU880 TECHNCUES AND/OR RA06
OPHARMACEUTICAL PREPARAT108d 5 APPE8eDED iygg noSee application dated 12 March 1973. Control No. 35871

1
CCRCLE ANswfR

6. (e) DEsCRISE PURPOSE FOR WHeCH MATERIAL WILL SE USED pfCLUDING SPECIFIC CONDft 0888 OR De8 EASES TO BE DIAGNOSED OR TREATED (Use page 2 #

: *
!

'
Lung imaging (See inclosure 1)

.

(b) CHEMeCAL 70RM ADMAN #87tRED.

Tc-99m - Disodium Elidronate (See inclosure 1)

.

(c) DOBAGE SCHEDULE FOR EACH CONOm088 TO BE D4AGNOSED OR TREATED:

10-15 aCi (See Inclosuro 1)

-

.

6 esvttT10Affvf PROPOSAL POR EltPEReseNTAL OR ts08MtOUTINE USE tS APPENDED
(See AppenaNs F of AfC Destwag Ou se for moms to to suesessoa6 * CmCLE ANSWER YES leo

N/A
"'

7. F SYPRODUCT MATERIAL ueLL NOT af OSTAINED St PRECAUSAAffD PORM POR ORAL ADM1881STRATION OR es PRECAueRATED FORM FOR PARENTERAL AD-
~

MoseTRAfiOw. DEeCRes meNTwiCAfm PROCEnesso. A=D TueARDirafio= PROCEcuREs:

'To-99m obtained as eluate from ER Squidd and Son,'Ino; iTechnetope II sterile
generator (08871) Mo content 300 sci Eluate assayed in'Wuo. Chicago Dose

454o_7Calibrator Model 6362 '
.

g- 3
4 M PROPO4fD Use Of type 000CT MAftetAL HAs getN, Os witL se, ANaOvec eV THE AniceCAL ISOTOPE COan.

"HM - ' 4%Y.' OBQf ANSWRg vts NO.

HCSPffAL PACAlfES FOR 9efVMA' PGAtWI LM MQ, , , _ _ , ,
, , .m

e le) Th ' ANLICANT MAS COdAPLfftD e'JitAMOGMENTS POR A MOOMfAL TO ADeut masunartevg pAggggg' c (
P

ette AovisAate C8Cf AN5wEs "8 "O
#1 A COPY OP iNattUCTIONS TO DE Putte6MED TO THE HOSRTAL AS TO **ana'anar''8 SAFETY PetCAUTIOpts

TO 80 TAREN Ape Av4fLA8LE RADtAftON malfnusesNTAfl004 e AffACHEp. C.CLI AN%MS Yts NO j
!
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PROCTER & GAMBLE!
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,

(59MG DISODIUM ETIDRONATE
0.16 MG STANNOUS CHLORIDE)
SKELETAL IMAGING AGENT

DE SCRIPTION preparation Optimum scannsng time is 3-4 hours Rad <onuclides. Supplement No.1. MIRD
Each weat of OSTEOSCAN contains 5 9 mg disodh poshniecta. pamphlet No 1, / Nuct. Med , p. 7,1968.
otsdronate and 016 me sisanous chloride as active The patient dose should be measured by a suitable HOW SUPPLIEDengredients Upon addition of ADDITIVE FREE radioactivity cabbrabon system immediately poor

The OSTEOSCAN kit contams hvo (5) vials Each99"Yc.perfechnelate. these ingredients combene to adminsstration'
N c to form e slable soluble comples viel conte'na 5 9 an0 disodium etidronate and 0.18with i

PHYSICAL CHARACTERISTICS mg stannous chloride as active ingredients. The

ACT!ONS (CLINICAL PHARMACOLOGY) Technetium-99m decaye by isomenc transition with Contents of each viel are preDared by appropriate
manufacturing procedures to be sterile andWhen telected Mlrevenously. Nic-labeled a physical half hfe of 8 hourst, Photona that are
py,o ,,,,,,,

OSTEOSCAN has a spec 6he aftmety for areas of ""'W' 'O' emagmg studses are listed m Tab 4 i
titored ostoogeneess. Areas of bone wNch are Table 1. Principal Aediation Emisason Data MEPARAh@ @ W
undergom0 neoplastic mvasion often here an

tasan %/ Ween Energy Tne foHowing aseptic procedure should be followedunusually high turnover rate wheCh may be emaged Radiation Dialneagration (key) en the preparation of the Nic-labeted OSTEOSCANesth 99*Tc.feboled OSTEOSCAN M int. con. skeietal emagmg agent
* YTh se hours eher mtravenous insection of I ml Ge 88 STEP Lh Tc labeled OSTEOSCAN.an estimated 40-50% g gg can, Remove central metal disc of the OSTEOSCAN

ci tN ansected dose has been taken up by the e4ectron, y 2 88 119 5 vial and seab the top of the vial witn alcohol to
steseton At th s tune approaimately 50% has been L mt. con. stenhae the surface of the closure.
encroled m the utme and 6% rernains en the blood electron, y 2 1.1 137.7 STEP 2A small amount is retamed by me soft tsseue The Gamma 3 0.03 142 7,

Place the OSTEOSCAN vial m a radeation shieldlevel of Nic labeled OSTEOSCAN escreted in K mt. con.
the feces es below the level detectable by routine ewa, y- 0 96 12t7 m , ,,,,,g ,ynog,, con,c, 5 m, o, ,,,ni, ,

yro en free * Tc. pertechnetate from anlaboratory lechn#4Wes 8 #I
additsve free N Ic-pertechnetale source which i

8 Delaman, L.T., Radeonuchde Decay Schemes and nas been checked for molyboenum breakthrough. |
INDICATIONS Nuclear Parameters for Use in Radiation-Dose Check tne activity of the N Tc-portechnetale to
OSTEOSCAN is a skeletal imaging 80ent used to Estemation, Supplemens No. 2. MIRD pamphlet avoed enceeding 5015 mci /5 ml If the actmty
demonstrate stees of altered osteogeneses No. 4,I Nuct Metf, p. 22,1969. escoeds this level. dilute with ADDITIVE. FREE

The specef6c gamma ray constant fo, 99mTc is stenie sahne only sucn that a 5 mi portion will
CNAINDICATIONS

0 72 R/mCl hr at t cm. The half value layer is contain me 50 75 mCs actiey
None. 4 mm of PD. STEP 3
FARNINOS To correct for physical decay of this radmuchde. the ^ " * * * * * " ' ' " " * ' ' ' ' ' ****'#
Thee radiopharmaceutical should not be administered l' actions that remam at selected 6atervals efter the adding theNic-portechnetate to the vias.
to patients who are pregnant or tactatmg unless the hme of cahbrahon are shown in Table il wimdraw an equmalent amount W air to equam

motion to be gamed outweighs the potentral * '
TO To

9987c. half 48fe 8 heure PERTECHNETATE WHICH CONTAINS ANedeally, esaminatsons usmg radiopharmaceutacels.
especially those elective m nature. of a women of Fraction Frachon OXlDillNG AGENT INTRODUCTION OF AN

14ours Remaining Hours Romeining OXIDANT MAY RESULT IN A SOLUTION |childbeerm0 capabahty should be performed dunng
-6 779 5 562 UNSulTABLE FOR SirELETAL IMAGINGthe first few (approssmately 10) days followmo the

1{ 587 h00 Commercial sources of Nic.perfechnetate thatonset of menses. ,4 6,

-3 1 414 7 446 have been und r scal Inals wim,OSTEOSCANRatsophermscouticals should be used only by '"' u te the New Lngland Nuclear Technetium.99m~2 1.200 8 .397 r
physicians who are quahfied by spec #fiC tr$#nang en og g jgg g 3$4 Generator. the Mallinckrodt Technetium.99m
the sete use sad handhng of radionuctedes produced

G'"'. +'di*',
the Squibb Hi-Con Generator,O' 1.000 10 .315by nucleet reactor or particle accelerator and whose Wo Wysics instant Technetium, and Cambridge1 .891 11 .281sapenence end trommg have been approved by

2 .794 12 250 Naclear instant Technetium
the topropriate government agency ai,thorised to

3 .707 16 .125heense the use of redeonuctides- STEP 44 630 24 W
The NTc generator should be tested routmofy ** " ""

"for molybdenum breakthrougn and aluminum. If
either is detected, the e6uate should not be used.

RADIATION DOslWETRy uttrasonic 40'tetor or mechamcel shaker.
CA IONS

The Oshmated absorbed radiation doses 8 to en STEP $
Bom prior to and followm0 *Tc-labeled evers0e Def'ent (70 kg) from an entravenous Reco'd Ine I'me and date of psoperation and the
OSTEOSCAN edmmistrebon, patients should be

insecta of a massmum dose of 15 milhcunes of activity of the *Tc-labeled OSTEOSCANon the
enoNreged to detak fluide Patients should void as 99m Tc labe6ed OSTEOSCAN are shoen m Table til 'adiation shield label contamed m the kit andoft;n as possible after the Nic-labeled For compenson, the estimated radiation doses from anos mas label to the shield
OSTEOSCA4 intection to mm6mize becko'ound a manimum does of 4 motheuries of isF used'as STEP 66aterference Wm eccum late in the bladder and a bone imagmg agent are also included- Use withm three (3) hours of properation,

u
unnecessary arposure to radiate.

Descard excess mater.41
Aa en the use et any other radioacteve metenal, care Table Ill. Radiation Doees
should be taken 20 msure mmemum radiation Tisewee Absorbed Radiation Doesesposure to the pet.ent. consistent with proper

'99tn TCMT EOSCAN seF
,

patient mona0emoot, and to 6nsute mmemum (reess/16 mCl I (rees/4 mC4 )
rNeation esposure u occupational workers Sketelon* 0.59 0 64

Testes 0.32 0 83AOvfRSE REACTIONS
Ovanes 0 33 0.85

None Total Body 0 13 0.18 i

DO& AGE AND ADt4tNISTRATION "
av, ,a44 g.4

The recommended adult dose of Nic-labeled Bone Metrow 0.14
,

OSTE *OSCAN is I ml with a total acuvity ren08 of
*

80-1S mC4 99mic-sebeied OSTEOSCAN should be .W h h a W of 10 or m greater.

O''*n 'at'evenousty by slow en#ection over a period IMethod of Calculation A Scheme for Absorbed-
/j iof 30 seconds womm three (3) hours after its Dose Calculehons for Beological*y Distributed 1

/

._. _ _ _ _ _ .
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SPECIPICATION SHEET .

Product and Package

Th3 product (pertinent data provided in attached Package Insert) is a stable dry mix. It ispacked in glass vials, five per kit. Each vial contains 5 9 mg disodium etsdronate and 0.16mg stannous chloride as active ingredients. As described in the Package Insert, it is to be
ic.beled with additive-free technetium-99m in sterile, non-pyrogenic saline solution. ;

.

Lionnsing Requirements for Usage

Each hospital, other than one with a broad license, must have an approved amendment to its
byproduct material license from the Atomic Energy Commission or the appropriate State licensin4bcdy. The following information must accompany new orders: the hospital's AEC or State licen
number, the amendment number for use of Osteoscan, sub-items added (byproduct material, chemica
and/or physical form, radioactive possession limit), name of the official approving the license
amendment and the date of the amendment's approval.
byproduct material license is' requested. A copy of the amendment to the hospital's

Purchase Data

Preduct Code No. Product Packing Kit Sise Cost Per Kit (5 vials) Terms
70372 5 vials to a kit Each kit measures S 75 00 Net 30 days.8" x 5" x 2" F.O.B. plant

Freight is
prepaid.

|

Shipments |
'

Orders will be shipped via First Class Air Mail. For ordering details, see " Ordering Informa-tion" below.

In order to facilitate inventory control, a "Conveniont Shipment Plan" arrangement is available
as a service which allows periodic regular shipment of Osteoscan (tallored to the quantity needs
of.tha hospital). Fluctuations in needs are handled by supplemental fill-in orders or cut-backasticos as requested by the hospital.

Ord9 ting Information/ Product Questions
Per ordering or product questions, the following guidelines are suggested:

. Ragular Orders / Delivery Pollow-Up or Invoicing / Service QuestionsMail to: Procter & Gamble Distributing Co. Phone: Area Code 816-753-7224Professional Services Division
Prof. Serv. Div. Order Desk cP. O. Box 1127, Kansas City, Missouri 64141

* Product Perfo'rmance Questions Prof. Serv. Div. Supervisor
Proctor & Gamble Technical Services Phone: Area Code 513-977-8547

* Please always indicate Proctor & Gamble Professional Services Division on orders.
or aduct Shelf Life and Return Policy
'rhare is a product expiration date noted on each kit and on each individual vial. Please rotatestock. Proctor & Gamble will exchange any full kits of unused product which have exceeded the
nackage expiration date or which have been damaged in shipment. Return over-age or damagedproduct to the following address:

'

. Proctor & Gamble
Professional Services Division I' Ivorydale Technical Center -

Cincinnati, Ohio 45217-
,

$73-
KCAO-504,607,805,806(COLO. , N.NEX. , TEX. .L"PAfM
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