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APPilCATION FOR BYPRODUCT MATERIAL LICENSE w aa 2*-'* 2'io Ca >o

.

iNmuCr oNs.- C ,4et. it e- i ,6,... m e i 4. i.t.s e,,n or.. ., s. o,,n<ot. e., ,e.e.e .e o 6 ee. . is..et ..to. a .
,

,,e .. . n..t.- nia te, t ,e Co..i. . ti ,e.,ect . ite.. ,h. i s , 6e .~.,,.,ot a 6, ,eee,e-e ,,...ded ,se,-o. .e oe. o,.d I

.-.a . u. ..,,ie.e.toi . eet. .he,e .e.e..o,,. ice. i 6 ...e 6e . ie,ed oi o,,n.oti.... Mo.i t.o ....e. to, u s . A,.... e, , Co,a. :

.i. .n, W hin t.a, D.C., 20545. A#tenti.a. f.asope. 6, onch, Divi. ion of Mate iol. Licen..ng. Upon opp,..el of th . opplicohon, the oppncoat .18 1

receive .n AIC Syp,.dyct Mete, sol licon.e. An AEC Syp,oduct Mote,iol Licen.e i. i..wed in occ ,donce with the gene.ol ,eq.e,ement. ..nto ned .
Title 10, Code of fed.,o# aeevie'..as. Po,e 30, and the Licea.ee i. .vbject to Tale 10, Code of f ede,ol sesvloo.a.. Port 20. |

t je) NAME AND Sitf tf ADDefll OF APPLIC ANT s fa...,v .ea. fi, Aoie.,ol (b) St#f f f ADONE S5(IS| Af WH CH O f PAODUCf M Af f el AL WILL 82 USED 188

parame, ear- tuhsde fr Ceds )
.

d.dwea# 6em I (ej hwAvide JtP Ca* ).

Department of the Army Department of the Amy i

Fitzsimons Anny Medical Center and U. S. Fitzsimons Army Medical Center and U. S.
Army Medical Laboratory Army Medical Imboratory
Denver, Colorado 80240 Denver, Colorado 80240

2. OtPAafMENf fO use syPeODUCT MAftAIAL 3 Pff VCUS Lkf N$f NUntMR|$[ (ff h.s ,e on appl.coben fe, T.a of of a
s ... ,u e ,a s,e , .e a.,mse, 3

Department of Radiology Amendment to Existing License
Nuclear Medicine Service No. 05-00046-13 (30 April 1974)

4. iNDmDuAt usum tN.m. .a e.,ie ., w...sves., .he ..n .e - s., ,#, s. nADafoN PnOreCnON OeriC n rNome s ,e,. se.., es . ,es. e. ,,,o
e.e. e ... .#e e, s...sys v. , A,,.h ,o . s h. ee.a , e , e. .3,pe,... v.e s 6,,,e*d me.e,.es c..e ee a. .a e.,e,.e e ,a ,,e a a s s

e) w,. e .. .a o .. e .ns e >;

See application dated 12 March 1973. See application dated 12 March 1973
(Control No. 35871) (control No. 35871),

1
;

e de) SVPRODUCT MAftelAL. (f lemea,. (b) CHEMICAL AND.OA PHYSICAL FORM AND MAllMUM NUMMA Of MILLICORIts 07 E ACH CHEMICAL AND/Os PHYS.
j sad mee, avmbe, of eeth ) ICAL PORM IMAf VOU WILL POS$455 Af ANY ONE IIM| (N esajed goe,, gels), else 3,a.e movie s me.vfedy,y, me@l

a ne,~6e, s ..,,e. .d m.e.. m -,...,, ,., . ,,e i

I See para 6 cc Amend-
1 ment 28 (24 Apr 73) to S** para 7 cc and 8 cc, amendment 28 (24 Apr 73) to existing

license 05-00046-13.'
existing license

: 05-00046-13
:
;

.

1

,

I

i

~

F. Of SCelM PuteOSE FOR WHICM SYPSODUCT MAff flAL WILL M US(0. (ff byp,eek,ct mese,el se fe, ' hvmen vee," .wpplem.at A (fwm AlC.313e} mvsf be se,a.
,

pbend a lov of A.s esem if brp,edvet mese,el m she fe,m et e seefed sowie, malvde she aione sad siedet avmbe, of me see, eye coa,o,aer ond/s, *..ce .a
.Anh she spurse w.ff be ese,ed and/e, v.ed.),

Human Use See para 9 cc of amendment 28 (24 Apr 73) to existing license 05-00046-13.
i Change cara 9ec to reads Bone Imaging.

(The amendment is requested to relieve Fitzsimons Army Medical Center from the
100 additional patient restriction placed on the use of Technetium-99 labeled
polyphosphates in bone imaging in Amendment 27 to License No. 05-00046-13.)
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Doge iwo e,

TR AINING AND EXPERIENCE OF EACH INDivlDUAL NAMED IN ITEM d fuse sea,lemeas.8 shee's d anceserF)

8 fvPE Of itAINING DUGAflON Of ON THE JO4 FO4 MAL CoutSt
WHf et TRAINED faAINING (Cale esswer) (Cnde easew)

: e r,,n. . ,ie . ond ,,och e. os ,.d.o *a See application dated 12 March 1973 v. No ye, N.

(nnntyn1 Nn. '45Ar71 ) and npplir.m tP'*Mchaa cnn
b ned. as...ty me . . meat isenderdemo- dated 25 June 1968.

t.on en,i moneto,eng techa.qwes and ,n. ,,, ,, y ,, y,

; 6,o,nea .

s. Morhemot <. and sol.winhone be c to the '

Yes No Yes No
v e and meo.veement of rod.cochwety

"d 5.olog. col eMect of red.onoa

9 i apt AltNCE WifH G ADIAflON ( A<twol use of rodeo 4sotopes or equevolent espereence )

#1070Pt MAXIMUM AMOUNT WHERE REPititNCE WAS GAINED DURAflON OF EXPitttNCE fYPt Of USE

4

Seo applicatiosi dated 12 MsLrch 1973 (control No. 35871) and application dated
25 June 1968. |

i |

tO. RAD 4AflON DEftCilON IN5f tuMENf 5 (U.e supplemeasol sheets el aecessory )

TYPE OF INSTRUMENTS NUMH4 RADfAflON $fM5fflvifY RANGt WINDOW THsCANISS U5t
(bulvde mohe and model a mber of eash) AV AIL A BLE DtitCitD (m, / ht) (mg /cm ') (Meastorsag, survereag. measur.ag)v

.

See application dated 12 March 1973 (control No. 31871) and application dated
25 June 1968.

.

!

4

4

f1. MifMOD, f#toutNCY, AND STANDARD $ U$tD IN CAUSAAflNG IN$ftU(con $ Lt$ffD A80VI. trol No. 35871) and application dated|
INT

See application dated 12 March 1973
25 June 1968. |<

12. PILM SADGil, DOSIMf TERS, AND SiO ASSAY PROCf Dutt$ USED. (For Aim bedoes, s,ech mee.d ei .ohbrahas oad ,,.cosses, or aeme ei s
Seeapplicationdated12 March 1973(controlNo.35871)andapplicationI.et)d',

te i

25 June 1968.
1

INFORMATION TO BE SUBMITTED ON A00fflONAL SHETS IN DUPLICATE
"

'''0".'"..'s".' 2"'"O' ca *!'';"''"~',"''"0"&~Ep'i^tatror'stTit irm'M.1tanre'tvr".M71)
i< .seaP4Mi@aBAt*tSf2=2da %.a .,. =~m. ..a-1 m .,...

9
N.ime nr-.d .h.e o,,i .bie. a.m.. i,..a.a.. .ad e.fication dabm u . .ad .,,.WI.

. .e.e d

,.e.. m~(Co,ntrol. .aa.,.d M7,. .-e.

l. ..

s.ea e e, , .e., is . e m.a
. . ac. .ad ,. .. .e .e..e See app 12 March 1 No. 354

"' W S.glication dated 25 June 1968,M*& N&WsW'!MW&,'3WY$W WNEW W#""
and a: .

Y a

96 . Tuna 16A .
CERTIFICATE (This QqquiJubetjb@essepleted by appliceset)i

le THE APPLICANT AND ANY OFFICIAL EXICUflNG TH15 CititPICAg)dMMMu,M .AT ALL INFORMAflON CONTAINED HittlN, INCLUD4NG ANY
lOI ANT NAMED IN litM I, Citfiff fMAT THt$ APPUCAtlON IS

PetPAntD IN CONPOeMiff WifH fiftt 10. CODI OF Pt 3P
SUPPLEMENTS Aff ACHED HtttfO, *$ TRL'E AND COAA t'Of OUR KNOWLEDGE AND StutF.

' Fitzsimons Army Medical Center
j- arW o 80240.

p (){ $.r ; .

Daio 23 July 1973 sy, .F. . ..
s

03,m3T3 Colonel, MC
Ch4af nanavbnant nf h Ai n1 ncnr

feste ed .w+4.Te emef.i
'"

WAtte198e.-18 U. S. C, Seeien 1001: Act of June 25,19 des 42 Seet. 7dts makes it a craninal o#en.e to make a willfvtly fel.e seeeemene er .

sopeosenteelon to eny deparenent et eseacy of the United Sostee os to any metter wilhin its ivriedict ask

. U. 5. 00VMIBI.WrF P OfYeIO 0,FICE 19T1 O * 424 848.

... . . _ . ...._,.. ... _ -. . . . . . - . - . ~ . . ~ . . . .~.--~s . , . .. . . . ... .
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Uwrva Sures Aro.o: twesov CommowFo,,n AEC-3 fJs .

'""," *|"1 3, ,o,,,I /D $'3o APPLICATION FOR BYPRODUCT MATERIAL LICENSE-MEDICAL , " , ,
_

' '
,

Paos t $UPPLEMENT A-HUMAN USE*

if byproduct material is for " human use" (intomol odministrofion of byproduct motorial, or the radiction therefrom to human beings),
complete this supplement and ottoch to the application for byproduct motorial license.

1. f.) 05|NG PHYSICIAN'S NAMI N NAME AND ADDatS5 Of APPLICANI (if de#.r.nf from f(.) inciw.e IF Cod. J

Department of the Army, Fitzsimons Army Medical Center
and U. S. Amy Medical Laboratory, Denver, Colomdo
80240'

2 THE USING PHY54 CLAN INDICATED ASOYt IS LICf M5tD TO DtSPtNSE DeUG5 IN THE PRACTICE OF MEDICINt BY A staff OG ftterfOav
Of THE UNITED ST AitS, THE Delft 1CT OF COLUMetA, OG THE COMMONWEALTH Of PUERTO tiCO- Ytl No

See application dated 12 March 1973 (control No. 35871) CRCtf mSwn 1

1

3. A STAftMENT OF USING PHYSICIAN'S CLINICAL RADIOL 50 TOPE EXPEt|ENCE (PAGE 3 07 THIS SUPPLEMENT)15 5UBMITitD IN SUPPORT j

OF THis APPUCATION. 17 AN5 Wit 15 ff.Q. USE PAGE 2 OF THIS SUPIPLEMENT TO EXPLAIN OR Riitt TO OTHER APPLICATION 02 i

Ytl NO
etLATf D DOCUMfNTS ON WHICH THis thPOtuAflON APPE Atl.

'

See application dated 12 Mar 73 C=Ctr mswie

PaoltMb2iSAcM$iSMRMTMENT ;

4. (.) Ot&Ctet PUGPOSE FOG WHICH SYPRODUCT MAff alAL WILL M USED INCLUDING SPtOFIC CONDITIONS OR DI5 EASES TO 6E DIAGNO$fD OG TRf Aft 0
(U.e p.g. 2 W a.ces ,y),

See application dated 16 November 1972 and Letter MEDEO-X, Hqs, FAMC, Subject:
Infomation Pertaining to Tc-99m Inbeled Polyphosphates Amendment 27 to USAEC i

License 05-00046-13, dated 11 May 1973.a) CHe CAL POtu ADMuSTEMD,

l

(c) OtSCRitt PROCEDURES WHICH WILL M OG5tevtD TO MINIWZf HAZARD FROM HANDuMG, STORAGE, AND DISPOSAL Of THE SYPRODUCT MAfttlAL )

l

(d) Ot5CGPTION AND SKfTCHES OP SPtOAL OfVICES TO M USED FOR ADMNSTIGING SYPtODUCT MAftetAL TO HUMAN MINGS ARE
(1) ATTACMD (tiftRATUGE ttPf ttNCtl WILL SUFFtCil ORCLfAN5 Wit

12) ON FILI WITH THE 150TOPts STANCH g
ORCLI AN$ witettte TO APPUCATION NO

|

S. PROPOSt0 DOSAGE SCHEDULE i

i.) i,, n i., n s- a 6n,,a ,i.e 6., is 6.<, . A d , .a i . e ., ,.d., ,,.,n f., 6. : ., .. i,,.di. tv
4.,, Ga (,m. ,b.no.ai,.i 9s <*..n#a .,6 v P 2.ec ,,), !

See application dated 16 November 1972 and Letter MEDEO-X, Hqs, FAMC, Subject: ;

Information Pertaining to Tc-99m Iabeled Polyphosphates Amendment 27 to USAEC !

License 05-00046-13, dated 11 May 1973. 1

1

,

I

(b) INyt1TIGAYfvt PROPOSAL pot IIPitlMENTAL, NEW OR UNV5UAL HUMAN U585 IS ATIACHED. ( Aes. chat.nl
sh Id .wiud. .vehn. .I coneh.n. s. b. . lu.wd, 6aclweng d.e. fr .nwn.4 .sud .nd/., .b.or.cf .4 leweWu,. ORCLE AN5Ma

v.4 ac. 6f .ay, menib., .nd typ. .f p.6.nes (i. .. .g. g,.wp, .nonbund, c.))

!

6. OF SYPRODUCT MAfttlAL WILL !!QI g OST'AINED IN PtfCAutRAftD FOGM POR OGAL ADMH5ftATION OG IN PRfCALISRAftD AND STitlulip FORM pot
PAttNTitAL ADMINISTRAflON, Ot5CRiM IDENTIFICATION, PtOCESSING, AND STANDAGDl2ATION PROCEDutts.

See application dated 16 November 1972 and Letter MEDEO-X, Hqs, FAMC, Subject:
Information Pertaining to To-99m Inbeled Polyphosphates Amendment 27 to ucu m .

License 05-00046-13, dated 11 May 1973. E l [O.
7. THt PROPOSED USE OF SYPRODUCT MAfttlAL HAS MEN |OR WILL M. APPROvtD AY THE MEDICAL ISOTOPt COM- ( Ytl )

*

NO
MffTit. ORCLfANSWre

HOSPITAL FActUTIES FOR RQiyE2UAL PRACTid USE ONLY

3. (.) THE APPLICANT HAS COMPLETt0 AttANGEMENTS FOR A HOSPITAL TO ADMIT RAD 60 ACTIVE PATIENTS WHEN. OPC1f ANSMe YES NO
Evit ADYt1A8tg.

(b) A COPY OP INSTRUCTIONS TO St FURN15Ht0 TO THE HOSPITAL A5 To RADIOLOGICAA 5AftTY PRECAUTIONS
TO M TAKEN AND AVAllAtti RADIATION IN5ituMENTATION 15 ATTACHED CRCtf ANSWtt YES NO

.

y_... . - . . . - -. - - - - - ...~ J - - - - - - - - -- - ~ ~ - - -. - ~ m.~

__ _ - - - ----
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Summ:ry Report Form N3. 1
- Hospital:

,

88'"Tc-STANNOUS POLYPHOSPHATE FOR

F1tyni-nns Ganern1 Mosp[ifA1{

. >
-

Dhnver, Colorado INew Engtand Nuclear Corp. BONE IMAGING
^^

|.

Was image Confir icaofDilInterval . .

Dose Between - Any Clinically b her Meth
Patient Age Wt. Lot in Volume Dose and ledications for Post Image Adverse Useful d not * * I..i

Date No. Sex Yrs. Lbs. N o. mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Concur

23 Jan_73 1 M-- 5h- 152 h003 9.6 1 ml. 3 hrs. Pain Metastatic No I Clinical
-

CA,

t. .
.

'

.

'

23,Jan 73 2' M 67 170 h003 8.22 1 ml. 3 hrs. - " Pain Post traume No I I- ray

'

. .

30 Jan 73 3 F 39 138 h003 10 .9 ml. 3 hrs. Pain Metastatic No I Clinica:

CA
-

,-. . . . . g i
'

\

31 Jan 73 h. M 19 ' 5 h003 10 -1.h1 3 11rs. Staging U No bone Clinical
~ disease' Metastases No. I I-ray

1

.

\ \ -
,

31 Jan 73 5 F 35 110 h003 10 1.62 3 hrs. Followup Response to- No I Clinica:. !

1 % .~ I-ray Rx I-ray Pa I-ray' - - -
,

1h Feb 73 6 F h75 175 SqoJ
~ '

10 .79 3 hrs. Pain ~ Metastatic No I . _ Clinica:.
~~

CA'
,s

,

\ 1

; ;
*

-

:
,

. ,-
-

cf ,q i' {
-

.
.

-
,'

* Describe as positive (+) or negative (-).
. _

,

'- p . j-
If positive (+), on a separate sheet, include brief clinical bistory and describe -

j,I g[-the reaction as well as your interpretation of the nature and cause of the reaction. ~'

(
'

g 1 *-
~ ..

** Indicate Means g '

I'
- ' * *

; -
.

- -
.

- -,
|

.

_ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _
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Summary Report Form Ns. _ 2' ' ' "
, ,

'8"'Tc-STANNOUS POLYPHOSPHATE FOR
. , ,. , g .u , m }

.

New England Nuclear Corp. B - nver, M o d o |' ,
i ,

Was Image ConfirmMico of Dig -Interval . *
t

Any Clinically by Other Methodd.

Dose Between *.

Patient Age Wt. Lot in Volume Dose and lodications for Post Image Adverse Useful .. Do not "
Date No. Sex Yrs. Lbs. No. m Ci injected imaging Imaging Diagnosis Effect Yes No Concur' Concur P6

.

'

~h Feb'73 7 F 25 08 h003 10 .81 ml. 3 hr. Pain Rib Fractures No - I I-ray
i

. Wt. loss .s --

r.

~

a Feb 73 8 M 53 210 h003 10 1.1 3 hrs.- ' Followup Possible No- I Clinical
disease Metastases

,

. - .|
5 Feb 73. 9 ,F h1 13h h003 10 1 3 hrs. Pain Metastatic CA No I Clinical

' 'Ii

s. Fx-rib - I-ray., ,
\

'-
Surgery I,,

.

!2 Feb 73 10 F 35 2 hoo3 10 3.6 3 hrs Staging of No Metastases No I Clinica l !
'

disease. I-ray ;
,

,

.

!2:Feb 73 11 M 63 205 h00310' ~3.8 3 hrs. Pain Metastatic CA No I Clinical I
\ s( I-ray

'

4 ,

s

y \
-

23 Feb 73 12 F 51 170 h003 10 2.1 3 hrs. Pain Arthritis No I Clinical3
I-ray ; ,

. i :

.

i
-

.
,.

~
.

-

. ? - f' ? p i l
*

. ' Describe as positive (+) or negative (-).
I

*

,. ,

, if positive (+), on a separate sheet,inc!ude brief clinical history and describe - -

|f
.

,

# ', ,

the reaction as well'as your interpretation of the nature and cause of the reaction.
.x - Q

;
g 1-

t

s
. , ||r

-
- - ineicate means '

,

-

|
.

.

_ _ _ _ . - _ _ - _ _ _ . - _ _ _ . _ . . - . _ _ _ _ _ _ __ _ _ _ _ _ ___-______-___--__ _ --__ ____ ___-__ _ w w =--
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Summ'ary R: port Form No. 3 - Hospiti'

'8'"Tc-STANNOUS POLYPHOSPHATE FOR I.

Fitssimons General Hospital i

,

New England Nuclear Corp. BONE IMAGING Denver, Colorado i

Was Image Confirmations of DiagnInterval ' *
:

Dose Between Any C!Inically by Other Methods-

Patient Age Wt. Lot in Volume Dose and lodications for Post Image Adverse Useful- .. Do not * * 8

Date No. Sex Yrs. Lbs. No'; mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Codeur Per,

27 Feb,73 , .13 F- 37- 1-75 h003 10 .6 ml. 3 hrs. Pain Metastatic CA No I Clinical
. . .

s 1 -

,

,.

.

. . . Anemia Hypoplastic
~

,

2,7 Feb 72 1h F hh 135 h003 10 .77 3 hrs, Poss. Bone Anemia No I Clinical i
Marrow Met. No Metastases I- ray [

1 Mar 73 ~ 15 M '58 200 h003 10 1.2 3 hrs. Staging of No' Bone No - I , Surgery |
.

- disease Metastases Clinisitl

y. I-ray-
. ,

\ '

|.

5 Mar 73 -16 F h6 h003 10 .h2 3 hrs. Pain Normal No I Clinicitl |
X-ray'

*
,

,

N \ Multiple |,

9 Mar 73 17 M . 69 195 h003 10 1.1 3 hrs. Pain invov1vement- No I Clinical- .j
\

p 3 with myeloma I-ray i
'

s ,

\'

12 Mar 73 18 F 50 135 h003 10.L .35 - 3 hrs. Pain Prob. Arthriti No I Clinical
i

,} I-ray

i : 1,., . <

. . !
'

.\ r *

~
' Describe as positive (+) or negative (-).1

/
-(''.. n,,

, .
'

if positive;(+), on a separate sheet, include brief clinical history and describe -

"

,

,,

the reaction as well as your interpretation of the nature and cause of the reaction. ,

> ~

l.
k

, ,,
'

-

** Indicate Means g
,

,

*

~

-
"

, , (,

[m . .
*

.

~

)
k
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Summary R2 port Form No. h - Hospitat: }~

''"Tc-STANNOUS POLYPHOSPHATE FOR .

i.

. m .,. w n. non-21 %pm, |
- New England Nuclear Corp. SONE IMAGING Denver, Colorado j

Was Image Confirnstion of Diagninterval . *

Any Qinica!!y by Other MethodsDose Between -

Patient Age Wt. Lot in Votume Dose and Indications for Post Image Adverse Useful - .. Do not * *Date ' No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging . Diagnosis Effeet Yes No Concur - Concur Pep.

.__ .._.
-

...
,

1 Mar'73 19 F h6. 160 h003 10.6 .h al 3 hrs. Pain-hip Metastatic CA No I Clinical
,

i Normal I-ray .- - |y

.

Multiple Met.'
.

L2, Mar 73 20 M 21 107 h003 10.6 .h5 3 hr's.- Pain (Ewing's No I Clinical
-

Sarcoma) I-ray.

. .

t3 Mar 73 21 M 55 122 h003 10 51 3 hrs. Pain No Metastases No I. Clinical

N-
'

I-ray Q,

\

th Mar 73 22 M 68 h5 h003 10 .9 3 hrs. Staging of No Metastases No I Clinical
disease X-ray.

*
*

,

.

s \
.

-
,

2 Mar 73 23 F 69 150 h003 10 .8 3 hrs. Stagingof Metastatic CA No I Clinical
N '1 disease I-ray.

; , ,

'

t Apr 73 2h F 55 1h5 hd 3 10~ 1 3' hrs. Staging of Bagemesehdem No I Clinica l
i

Q
p i disease Ammhlamm46s

Fain;-
'\ Matantatic CA

I
{ .

'

,.

$
. i

'

. ,

\ f f. /t
'

c

!
'

- * Describe as pos,ative (+) or negative (-).I
. r

'' r b / *
.

* '

k[ -[ f| ,
If positive (+), on a separate sheet, include brief clinical history and describe - I

i

i the reaction as well as your interpretation of the nature and cause of the reaction. ' I C I '' ' ' " ' i
: I

.

V !
:

** Indicate Means }g
w %.,

.- '

. . . .).i <,

l - - i ;
*

An . . . . =

|
.

'
-

I

_ _ _ _ _ _ _ _ . _ _ . _ . . _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ . _ _ _ _ _ _ . . _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . - ,
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Summary Report Form N., 5 H:spitai:-

"'"Tc-STANNOUS POLYPHOSPHATE FOR Fitzsimons General Hospital !*

Nevr England Nuclear Corp. BONE IMAGING Denver, colcr ado g

Was Image Confirmation of Diagr i* *Interval
Any Clinically by Other MethodsDose Between *

Patient Age Wt. Lot in Volume Dose and Indications for ' Post Image Adverse Useful
Do not * * i..

Date No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging . Diagnosis Effeet Yes No Concur Concur Pek ' i

i!
- 5 Apr 73 25 F ho 130 ko03 8 .89 3 hrs. Pain Degenerative No I Clinical j

3 ,
Arthritis . I-ray,

?

9 APr 73 26 M 25 160 LOO 3 7.9 .33 3 hrs.. 5taging of No metastases No I Clinical. )'

'

' Disease I-ray'

. . .

O Apr 73 27 M h0 165 h003 8 .62 3 hrs. Fracture Viable Fracture No 7
'

Clinical ;

Site . I-ray I
',x.-

, ,
'
\

12 Apr 73 28 F 23 110 h003 10 1.2 3 hrs. Fracture - Viable Fracture No I Clinical

Site X-ray*

k - ,

- ,
,

.
t

13 Apr 73 29 M 25 13$ h003101 1.h 3 hrs. Staging of No metastases No I Clinical

,'s Disease X-ray |;N', -

,,

16 Apr 73 30 M 50 160 h3 10 2.3 .3 hrs. Fracture Viable Fracture No I Clinical |,

Site X-ray i
' ''

! \ !

I
$

!
':

'

i| - r - .
'..

or ( {l
* Describe as positive (+) or negative (-).\

'

. , A | 3 . 3, ,, ,

' #,'

$ ' , -
'

It positive (+), on a separate sheet, include brief clinical history and describe
'

!
~ i |

'

the reaction as well as your interpretation of the nature and cause of the reaction.
~ '

~ ** Indicate Means }g
j.I % \J'

-

.
. .

| ,
.. .

|
*

+

.. .

- I

- _ _ - _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ = _ _ _ _ - _ _ _ _ - _ - _ _ - - - _ _ _ - - . .. . __ -
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Summary Report Form Ns. 6 ' Hospiti ,

-
'

'''"Tc-STANNOUS POLYPHOSPHATE FOFt Fitzsimons General Hospital i
'

- New England Nuclear Corp. BONE IMAGING Denver, Colorado |
-

;
'

Was Image Confirm' avion of Diag. .interval
Any Clinically by Other Methods :Dose Between .

Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse h ful' Do not " i ' h
"

Date No. Sex Yrs. I.bs. No. mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Concur Pen' '

.

16,Aur 73 ~31 M 59 185 h003 S.9 2.6 3 hrs. Fracture Viable Fracture No I Clinical
~

Site I-ray ,
.

!

s _

6 Apr 73 32 M 50 175 hoo3 9.6 3 3 hrs. " Staging of No I- Clinical i
~

'

Disease No metastases I-ray ;
'

:

0 Apr 73 33 f 30 1ho hCO3 7.8 1 3 hrs. Pain ~ No metastases No I
'

Clinical-
I-ray j-

4, ,

\
.

20 Apr 73 3h F 26 8 h003 10 l'.h 3 hrs. Fracture * -Viablo Fracttm No I Clinical ;

Site I-ray~ s
3,

- :

!:3cApr 73 35 M 55 k }ip03 10 2.6 3 hrs. Staging or no Metastases No I Clinical
'

N .\ Disease I-ray
i , _

>;s
;

/ \
!3 Apr 73 36 F 38 130 h003 10 2.6 3 hrs. Staging of No Metastases No I ' Clinical j I

Disease I-ray |
' ' '

'\ (ha alei nd |.

{
- b*

,.

\
. .

-

~

/, ,' ' Describe as positive (+) or negative (-).
' .

'

" | *) 4 ' -

i

,

if positive (+), on a separate sheet include brief clinical history and describe *
- ,

,

the reaction as well as your interpretation of the nature and cause of the reaction.
,A

_ I { j

** Indicate Means \ '
* ~

ig
, ,

.

' ' ~

|
,.

- > !
'
,

.
. - _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ - _ - _ _ _ _ - _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ - - _ _ _ _ _ - - _ _- _- - -__ - ___- _
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Summary R: port Form Nm. 7 H:spitat:-

88"Tc-STANNOUS POLYPHOSPHATE FOR Fitzsimons General Hospital ;'

New Engfand Nuclear Corp. BONE IMAGING Denver, Colorado j
i'

Was Image Confirmatica of Diagr|. .Interval
Clinica!!Y by Other Methods {Dose Between Any-

Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Useful Do not ** i..

Date No. Sex Yrs. Lbs. No~. mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Concur P

.- . . . ..

3 A r 73 ~ 37 M 16 1ho h003 10 .75 3 hrs. Fracture . Viable Fracture No I Clini' cal~

I
t, Site I-ray _

-

.

'

5 Apr 73 38 F 27 98 h003 10 1.1 3 hrs, ' Fracture Viable Fracture No I Clinical

_

Site X-ray |''

5 Apr'73 39 E 36 165 h003 10 1.0 3 hrs. Fracture Viable fracture No I Cliniczl

s . Site - I- ray
\ !

,

y . , ,

O Ap- 73 ho M 22 80 h003 9.92 1.6 3 hrs. Fractures Viable Fracture No I Clinicz 1

, ,

10 mos. post Site I-ray- ,

.
-

1s '

27 Apr 73 h1 M 39 125 11003 10 3.1 3 hrs. Fracture Viable Fracture No I Clinic: .1 i

\ Site X-ray ;
. . , _ _

t, ._

\ I
/.

Clinical }6 Apr 73 h2 F 30 1ho h003 10.2 1.h5 3 hrs. Staging of Metastatic CA No I' -

Disease -
,

i ,

\
-

k

, ~
. 4

-

.

t ? . -
,, e-

|
' " Describe as positive (+) or negative (-). k *-[ f) |' '

p i/ *-

.~
I

.

.~

if positive, (+), on a separate sheet, include brief clinical history and describe %) M'
-

,

,

the reaction as well as your interpretation'of the nature and cause.of the reaction.
' j .'

! l\
- ineicate ueans \

.
~

!,
- ~

| 1
|

-
. >

j - -

g ,

... , >n

I
__ _ _= _ . _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ - _ _ - _ _ _ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ . -
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*
Summary Raport Form No. 8 ~ Hospitsl:*-

. r..i
es."Tc-STANNOUS POLYPHOSPHATE FOR - i

'

*: Fitzsinons General Hospital.- ;

New England Nuclear Corp. BONE IMAGING' Denter, Colorado [[- ,

. ,

| t.
'

Interval .Was image - Confitriutioriof Diag* *
'

Dose Between
Patient Age Wt. Lot in Volume Dose and texfications for

'
Any ClinicalIV ~ by Other h*.ethod i-

Post Image Adverse Useful .. Do not * *Date No. Sex Yrs. Lbs. No. mci Injected Imaging ~ Imaging Diagnosis Effect Yes No Concur Cdncur Pd-
1

-- - --- Staging of No -
'

'

~, ??-Aer 73 h3- M h5 155 h003 1o42 1.h5 3 hrs. Disease Metastatic CA No I, Clinical .-''
3

-

(lymphoma)
, .-

'

.
#

!

.

:
. . Staging of No extension-

j': 30 Apr 73 hk .M 20 100 h003 9.9 65 3 hrs, I Disease of disease No I- Clinicil i

' -
(osteosarcomi.) I-ray

'

-+
,

' -
. ,

30 Apr 73 h5 =E 25- 190 h003 10.1 .55- 3 hrs. Fracture Via,ble Fracture No. I Clinical f
~

fiN- Site X-ray-

1 s ,

No extension of |

i

. .
Staging of*

>

2. May 73 -h6 M 20 . LOO 5 10 1.2 3 hrs. . Disease Disease No I Clinien1 -!'!;0steosarcora: I-ray
~

<
,

s

!..
'

|- ;sx
'3 May 73- h7 F h3 *1K0 l$005 10 .96 3 hrs. Pain No metastases No I Clinien1 -|-|'

\ ;; I-ray j i
>

,

s r ;. .

; \ - 1 :
T!, 3 May 73 h8 F 58 h0 h00.5 10.3 1.h ' .'3 hrs. Pain Metastatic CA No I Clinical | ,

,

i \ | i
i

- !
,

_
q - j. t

.

'
* ~

, . . - ji .

,
, ', * Describe as positive (+) or negative (-). .

.

. f .A
- = ;>.

m. r t
.

,
, f ' .- '. . -/ ,

'

I,
'

If positive (+). on a separate sheet, include brief clinical history and describe -

*

' jQj .;
the reaction as well'as your interpretation of the nature and cause of the reaction. ' '

,

i
{g I- ,

>

'. ** Indicate Means g
~ *

- ~
/

, N' .

., . . . . ij .
.-

4 .
, . ..

$ . . j
3

- .'

I
,

-

i
. i;

_ .
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - -
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Summ.ry Report Form Ns. 9 ' Hospital:

ss'"Tc-STANNOUS POLYPHOSPHATE FOFI Fitzsimens oeneral Hospital
-

B' NE IMAGING Denver, ColoradoONew England Nuclear Corp.

~

Was Image Confirmation of Diagn,*
Interval *

Dose Between -
. Any Oinically by 0:her Methods |

Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Useful Do not ** <
..

Date No. Sex Yrs. Lbs. No2 mci injected Imaging Imaging Diagnosis Effect Yes No Concur Codcur Pei
.

L May 73 'h9 M 68 182 h005 10.3 1.8 3 hrs. staging of no I. clinical :''

Disease No metastases I-ray, j

! '
.

.
t

May 73 50 M 21 165 hoo5 10.2 1.9 3 hrs. " Fracture Viable Fracture No I Clinicti ;

10 mos, post Site I-ray |

-
' Fricture . |.

May 73 51 .F 82- 130 hoo5 10.2 2.5 3 hrs. Pain-back No , Metastases No I Clinical
7

, ,
,.

Lumbar con:p. I-ray
!

s

_ I'

3 hrs. Fracture- Viable Fracture No I , Clinical iMay 73 -52 M 19 60 hoo5 10.6 .5
~

*
'

Site X-ray
,

s .
.

.

May 73 53 M 23 1(5 h005 10.1 6 3 hrs. Pain-back TB of Spine No I Clinic.t1 |
s .

*

.
N ,' I-ray

,

,s
Lg<

3 May 73 Sh M 30 135 h005 10.0 .8 3 hrs. Fracture Viable Fracture No I Clinic 11
~

Site X-ray
-\

i

. i ; -

! .

,

.
- e

f 0, I
. . s

-!'. ' Describe as positive (+) or negative (-).
' .

*
,

,,
,

A4| if positive.(+). on a separate sheet, include brief clinical history and describe j
'

',- I..the reaction as well as your interpretation of the nature and cause of the resction. (,

I r
!

' ** Indicate Means }g
t t.

,. ., . - .
!.

.

. .

,
-

' a
|

'
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,

Summrry R2 port Form No.
' Hospitti:'

'S"'Tc-STANNOUS POLYPHOSPHATE FOR Fitzsimons General Hospital'

New England Nuclear Corp. BONE IMAGINGi Denver, Colorado
,

Was Image Confirmatica of Diagn.'* *Interval *

Any Clinica!!y by Other Methods '{ Dose Between -

Patient Age Wt. Lot in Volurne Dose and Indications for Post Image Adverse Useful - Do not * *..
1

Date No. Sex Yrs. Lbs. No; mci injected Imaging Imaging Diagnosis Effect Yes No Concur Concur Per!
;

.May 73 -55 r 28- 165 h005 10.6 .9 3 hrs. Fractures , Viable Fractures No I Clinic:1 -
.

mul'tiple Sites I-ray
,

,
.

,
'

May 73 56 M- 15 103 h005 7.7 .8 3 hrs. Fracture Viable Fracture Uo I C1,inical. [
.~ 6 wks. posi Site X-ray {^, '

(vositis ossificans) i

. !*

Eay 73 57 s65. 106 h005 cJ 1.1 3 hrs. Staging of Metastases-- No I Clinien1 !'
\~ disease multiple X-ray |*

s .

;

o May 73 58 M 23 60 h005 10.3 13 3 hrs. Fracture. Viable Fracture No I Clinical ,

'
Site I-ray ;

,
,

- ,| ,

i
ss

10 W y 73 59 M 28 2h4 h005 10.5 1.h 3 hrs. Staging of Metastatic CA No I Clinical .i
,

Dosease i, ' -
'-

Degenerative'
-

11 May 73 60 F 62 MO hdO5 9.9 1.5 . 3 hrs. Staging of . Arthritis- No I Clinical ,- ,

'
Disease No Metastases I-ray

,

'

'\ ,

; - !.
,

'

. . . .
,

* f;
- '.

, 4
. .

'. i'- * Describe as positive (+) or negative (-).1 ' . t i- '
If positive, (+). on a separate sheet. include brief clinical history and describe Wy~~~
the reaction as well as your interpretation'of the nature and cause of the reaction.

~ * # b' -
I R 6

,

~

** Indicate Means {t , .- -

-

'
.

-

|
. ., .

.

__. m ._ _ _ - _ - _ _ - _ - . _ _ . _ - _ _ - _ _ _ . _ - _ _ -_ __.-- -- - - _ _ _ _ _ _ _ _ _ _ . - - - - - _ _ _ _ _ __m _ _ _ _ _ _ _ _ _ __
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|
- Hospital: )Summ ry Report Form (Ja. 3_ ,__

,

"'"Tc-STANNOUS POLYPHOSPHATE FOR.
. ,.u_>- r_a u.. : s s

.New Engtand Nuclear Corp. BONE IMAGING Qe"h bobal I ^
,

f tr.tcrval Was ima9e Confirmation of D. *

Dose Between . Any Clinically by Other Method
Patient Age Wt. Lot in Volume Dose and lodications for Post Image Adverse Useful .. Do not * * (Date No. Sex Yrs. Lus. N o. mci injected Imaging Imaging Diagnosis Effect Yes No Concur Concur P:

lb May 73- 61 ~~M1'
'~

13 2 h005 10.1 .h2 3 hrs. Fractures Viable Fracture No I Clinica 1
h mos. post Sites X-ray j

.

,

;-

;-
.

1h m y 73 62 K 31 '201 h005 10.1 .h7 3 hrs.' Staging of. Uormal No I Clinics 1 |i
cisease X-ray ;

~

15 May 73 63 M'; 37- 180 h005 10.3 1 3 hrs. - Staging of Metastatic Ca-- No I - Cliriics 1-
disease multiple , !

'

,

g- s
.- .

'
-s ,

16 May 73 ,6h M 58 7h h005 10 .73 3 hrs. Fracture. Viable Fracture No I Clinical !
Site X-ray

, ,

t, .

. ,

:16 May 73 65 M 22 1.80 h005 10 .82 3 hrs. Fractures * Viable Fracture No I Clinic: 1

\ .| 6 nos, post Sites X-ray
,

16 Eay 73 ~ 66 F 56 Si h5 10.1 1.1 3 hrs. Staging of No metastases No I Clini 1
. ' t-disease X-ray

*
g t

-

i
~

; .

-
-.

'
i.-

.1
, .

.
. c. p.* Describe as positive (+) or . : gative (-). . .

-[ (
.

*ig :,' 1I positive (+), on a separate sheet, include brief clinical history and describe
' ~ ,

L| I | M
| the reaction as well as your interpretation of the nature anc cause.of the reaction. ;

' -
Et i i '

'
-

** Indicate Means {
.

,

'

.
,

b

.

- . _ , _ _ . _ . . _ . . _ _ . - , . _ - _ _ m .. _ _ _ _ _ . _ ___
_
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SGrnity Report Form No. 12 - Hospital:

89"'Tc-STANNOUS POLYPHOSPHATE FOR.

'Fitzsimons General Hospital

New England Nuclear Corp. BONE IMAGING Denver, Colorado

Was Image Confirm., tion of Dias,Interval . *

Dose Bet'.,een - Any Clis tally by Other Methoc)
Patient Age Wt. Lot in Volume Dose and indications for Post Image Adverse U5hl " Do not "Date No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging Diagnosis Effect Yes No Concue Concue P

.

. - - . . . ._ -{
17 May '73 ~67 M 17 170 h005 10 1.9 3 hrs. Fracture Viable Fracture No X Clinical

Site X-ray.*

*

Femoral Heterotopic ,

18,May 73 68 ML4 165 h005 10.3 1.9 3 hrs. Jead ossification No I Clinical j
Doi'ormitie:, Viable X-ray

'

'
.

'

Poss, bone -

21 May 73 69 ,F 62- 122 h005 10 .h3 1 3 hr:. tumor Prob. bone No I Clinical
'

N. i :hondrosarcom: ) tumor - X-ray. ,

\

22 May 73 70 M 57 '5 h005 10.1 .8 3 hrs. Staging of Normal No X Clinical

,
. disease X-ray,

23 May 73 71 M & kgy upo59.9 .9 3 hrs. Staging of Degenerative No I Clinics 1
\ g , _ . _ _ disease Arthritis X-ray

,

. N
,

\
~ '23 May 73 72 F 18 9'O h005 10.( 1.2 3 hrs. Poss bone No evidence of No X Clinical

.

tumor bone tumor X-ray .

; -
.

t,
.,

^

} r { ~
,

* Describe as positive (+) or negative (-).1 ." "' . I ') h, -

' If positive (+), on a separate sheet, include brief clinical history and describe -}'. 'j'.

the reaction as well as your interpretation of the nature and cause of the reaction. f '
~

+

I
EI s.

** Indicate Means g
*

,

.
-

A. .

_ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ . _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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Summary Iteport Form No. 13 H:spitti:-

'8'"Tc-STANNOUS POLYPHOSPHATE FOR Fitzsimons General Hospital .,

New England Nuclear Corp. BONE IMAGING
Denver, Colorado

i
Was Image Confinnaion of Diag;-Interval . -

Dose Between Any Clinically by Other f.'.ethodj .. ,

Patient Age Wt. Lot in Volume Dose end lodications for Post Image Adverse Useful- .. Do not * * (Date No. Sex Yrs. Lbs. No'. mci injected Imaging Imaging Diagnosis Effect Yes No Conctrr Concur Pd'
__ ..

- - t
. _ .

3
. - -

2h,v v 73 7J i F 37 155 h005 10.8 1- 3 hrs. Staging of ' Normal No I Clinical j.
disease X-ray

'2h May 73 7h. F 53 155 h005 10.3 1.2 3 lirs. Staging of Normal 'No I Clinica 1 l
'

disease I ~ ray ;
,

-

I
25 May 73 75 M 57 168 h005 10.8 2 3 hrs. Staging of Metastases- No I Cliriicz 1 {,

*
. disease multiple , f

.. . y y- - -
\

25 May 73 ,76 F hk 05 h005 9.6 '2 3 hrs. Staging of Metastases--- No I Clinica 1
~

disease extensive. ,
,

I-ray t

30 May 73_ 77 M 70 y h005 10 .7 3 hrs. Staging of Metastases-- No I Clinical
,

disease multiple X-ray.g ..
., ._ s...

30 May 73 78 M h2 l'80 5 10 1.1 3 hrs.y Itaging of No Metastases No I Clinic's l
~

_ .-

disease I-rayi

.

-\
, ,

,

i :
.

.
.

,

'
s |

* <

1

[ h-
'

. s (v.' Describe as positive (+) or negative i-). - -
,

h(b
n''I'

.
,' If positive (+), on a separate sheet, include brief clinicr' history and describe '}'.,

{d i, [g] the reaction as well as your interpretatioriof the nature and cause of the reaction. ' -

'

** Indicate Means {t
~

-

it s
;

, ,
,,

*
.

A e

.

#- _ . . _ - _ _ - - _ _ _ - _ - _ - - _- ' - _ _ _ - - 1 - _ _ _ - - - - - - - - - - - . - - - - - - _ _ -
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' Summary Report Form No. lb ' ' Hospital:
'

'

'''"Tc-STANNOUS POLYPHOSPHATE FOft Fitzsimons General Hospital

,

New England Nuclear Corp. BONE IMAGING . , Denver, Colorado ,

,

. I
Was Image Confirmation of Dis 2,Interval * *

Dose .Batween - Any Clinica!Iy by Other Method
Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Useful-

.. Do not * *
Date No. Sex Yrs. Lbs. No. mci injected Imaging Imaging Diagnosis Effect Yes No Concur Concur F;

,

_ .. _ ._. ;
~,

31 ty T3 79 .M 12 80 h005 5 .7 3 hrs Chronic Chronic No I Clini' cal ;,

'
. asteomyclitis osteogelitis - X-ray.

3
i

' '

1 Jun 73 80 F h6 170 LOO 5 10 1 3 hrs. ' Pain-hip Metastases--- No I Clinien1 j

multiple j-

- .
- t ;

,

i
'

. 1 Jun 73 81 7 57- 160 h005 10 1.2 3 hrs. Staging of No Metastases No I Clinical j

i . disease - X-ray {.i , , s ,.

\ .

h Jun 73 82 F h8 hh9 h005 10 .h3 '3 hrs. Staging of No Metastases No I Clinien1

\ ,

disease X-raye ,

/

\ '

'6 Jun 73 83 M 60 145 LOO 5 10 .71 3 hrs. Fracture Avascular area No I Clinical ~ ;

N ,- ..

r.

\

\ Primary bone i

.6 Jun 73 8h F 27 37 h005 10 1 3 hrs. tumor No Metastases .No I Clinic.t1
,

'
'

[chondrosarcona) -X-ray i

\ t

1 t .
**

. .

. : ?
. . . . -

_

r. p-
. .,

* Describe as positive (+) or negative (-).
' ~ .

''

'g l's

If positive (+), on a separate sheet, include brief clinical history and describe I LI #k -

, .j Y' '

the reaction as well as your interpretation'of the nature and cause.of the reaction.
I s ., Yg

.
'

** Indicate Means g
.

,

,

'i
*

-

. .

1

^ '

t
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'

Summ ry Report Ferm N . - H:5pitti:

88"'Tc-STANNOUS POLYPHOSPHATE FOR Fitzsinons General Hospital.

U " "' U"I " U"
New Engfand Nuclear Corp. BONE IMAGING-

Was Image Confirmatica of Dia;interval . .

Clinica!!V by Other Metho;Dose Between - Any
- Patient Age Wt. Lot in Volume Dose and lodications for Post Image Adverse Do not * *Useful ..

Date No. Sex Yrs. Lbs. No. mci injectd Imaging Imaging Diagnosis Effect Yes No Concur Concur i
~ ' - i

7 Jun 73- ; F 76~ f00 h005 10 1.2 3 hrs. Staging of. . No I ClinictL-

disease No Metastases X-ray ;

.-
;.

7 Jun 73 86 F3 138 h005 10 1.h 3 hrs.~ Staging of No Metastases No I Clinictl
*

disease X-ray t. >
t

i- Staging of
8 Jun 73. 87 M 70 186 h005 10.6 1.8 3 hrs. disease Degenerative No I Cliriict 1 |

Pain-back Arthritis. X-ray !
'

.

_g-!._ ,

\

11 Jun 73 ,88 M 15 5 h005 7.1 '1.7 3 hrs. Primary No evidence of No I Clinic L
'bone tumoi- bone tumor X-ray .

,

,

11 Jun 73 89 M 51 150 h005 10 .8 3 hrs. Staging of Metastases--- No I Clinic 1
\ disease multiple X-rayg ,.

-s,

N,

11 Jun 73 90 M 17 130 bdO5 10 .85 3 hrs. Staging of No metastases No I Clinic 1-

disease X-ray- -

\

~

.

; !.

\-
.

. <.

_

r. . y
*

-[.* Describe cs positiv? (+) or negative (-).- '
i i,

If po:itive (+), on a separate sheet,inclade brief clinical history and describe ]I |j g ('i -'

w
the reaction as well as your interpretation of the nature and cause.of the reaction. - # -

l
'

: I
*' indicate Means {g

,

{

'
.,

.
,

il
' '

-
,

E
'

'i A. .

.

_ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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Summary Rrport Form No. 16 -- Hospital:

ss'"Tc-STANNOUS POLYPHOSPHATE FOR.

Fit,.a nn.,, nonerni Hosnitn1

New England Nuclear Corp. BONE IMAGING Denver,' Colorado
,

-

Was Image Confirmation of DiaInterval * *

Clinical!V by Other MethoDose Between - Any
Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Useful .. Do not " .

Date No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging Diagnesis Effect Yes No Concur Concur i

' Staging of Degenerative ,

-- -~~ ~ '

12 Jun 73 91 M 70 186 h005 10 .52 3fhrs. disease Arthritis No I Clinical -

Pain-back X-ray--

-
.

#
'

12 Jun 73 92 F h6 120 h005 10 .7 3 hrs.- Staging of Normal No I Clinics _

disease X-ray ',
i

. . .
,

a

13 Jun 73 93 M 39 180 ho05 10 1.1 3 hrs. Staging of Normal No I Clinical

disease - X-ray
|j- x-,

'
i

'1h Jun 73 9h F 57 h006 10 ~.9 3 hrs. Staging of No Metastases No .I Clinicc1 i

s . disease X-ray'
'

.

\ \ -

1% h006 10.2 1.3 3 hrs. Staging of Normal No I Clinical i1h Jun 73 95 M 27
disease X-rayti

_
c. . _ ,

i . ' , \ No evidence of
~

:

,15 Jun 73 96 F 52 120 h006 10 1.5 .3 hrs. Possible bone tur.or No I
- ' Clinical !

~

bone tumor X-ray
g

--.a
I !

-

j *.,
s

{
t

. e

' ' .f rs ''|- . ..

/

f,*
' * Describe as positive (+) or negative (-).

. ,. . @i"I
T,. n,,

if positive, (+) on a separate sheet, include brief clinical history and describe {r ,8
'

,

the reaction as well as your interpretation of the nature and cause of the react, ion, '|, jy

j t -s
*

'' Indicate Means g
'

,

i
. . .,

,
.

|

_1 AN _ . . ... .

.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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,

Summary R port Form Ns. 17 Hospital:
-

81'"Tc-STANNOUS POLYPHOSPHATE FOR. Fitzsinens Genera 1' Hospital

New England Nuc! car Corp. BONE IMAGING Denver, Colorado

_3
' Was Image Confirmation of Diag;Interval . .

ClinicalIY by Other MethodDose Between - Any
Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Useful .. Do not * *

Date N o. Sex Yrs. Lbs. N o. mci Injected imaging Imaging Diagnosis - Effect Yes No Concur Concur P.

. _ t . .. ._.

18 Jun 73 ,97 M 78 1LO h006 10 .5 3 hrs. Staging of . Normal No X Clinictl

disease X-ray.
,

.

19 Jun 73 98 M 58 175 h006 10 6
'

3 hrs. ' Staging of Metastases--- No X Clinict1
- disease multiple X-ray

;

20 Jun 73 99 ,F $0. 165 h006 10 .75 3 hrs. Staging og Metastases--- No X Clinical l
.. disease multiple - X-ray -

.N i
, ,

\

20 Jun 73 100 M 30 60 h006 10 1 3 hrs. Arthritis Consistent d th No X Clinict 1 '

arthritis X-ray,

% -

r

\ .

21 Jun 73 101 M73 1(0 h006 10 1 3 hrs. Staging of Degenerative No X Clinical

N . .
_

disease Arthritis X-ray
, .

,

'
';

21 Jun 73 102 M hh 160 hb06 10 1.2 3 hrs. Staging of No Metastases No X Clinic d.~'

disease X-ray
\

'

.
-

,
t .

'
.

* Describe as positive (+) or negative (-). p ,' f[{r'
.,

s . . '\_(, "t
,

, ,..
, '

If positive (+). on a separate sheet, include brief clinical history and describe
J '! '/the reaction as well'as your interpretation of the nature and cause of the reaction. '

l V V
'

** Indicate Means {.
s'

-
.

,

A.

.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _
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_
,

*

! Summary R2 port Form No. 18 - Hospitti:
~

'

88'"Tc-STANNOUS POLYPHOSPHATE FOR Fitisimons General Mesnital*
,

New England Nuclear Corp.
,

Denvet,1 olorado
~

BONE IMAGING C

<

ConfirmNica of DiagI ;^

. Was Image
. .

:.
Interval .

Dose Between - i Any ' Clinica!!v by Other Method! '

Patient Age Wt. Lot- in Volume Dose and Indications for Post Image Adverse Useful >

PE[
j '-Do not * *..

Date No. Sex Yrs. I.bs. No. mci Injected Imaging Imaging . Diagnosis Effect Yes No Concur' Concur ;

1"1
._ .._ _.

25 Jun 73 '103 F h9 120 h006 10 .h2 3 hrs. Staging of Normal - No I- Clinical 'f:i~

'
. disease - I-ray; .;

4

.

25 ,Jun 73 10h 'F 67 135 h006 10 63 3 hrs ' Staging of Metastases-- No I Clinical- }t
'

*

* disease solitary X-ray; i |
, J. |- '

26 Jun 73 105 K 18 1h0 h006 10 .6 3 hrs. Gunshot Viable wound No. I' Clinical - |7
~

wound site - 1
.

s (- '
:

I~ !*

128 Jun 73 -106 M 37 h0 h006 10' 1.1 3 hrs. Staging of Normal No I Clinical !'
disease I-ray | ,.

.|-
'

' ,
,

.

t = 5.!

28 Jun 73 107 F. 78 1 10 h00610 1.3 3 hrs. Staging of Degenerative No I Clinical' .-
,

\ s( disease Arthritis X-ray . ,;"
>

.

,

I 'i
r '

\i /

[ ' ,I
| 29 Jun 73 108 F 58 1h5 h006 10 2 1.5 3 hrs. Pain Metastatic CA No I Clinic; 1

\

~

,!

.

<!i:
, a,

,
t#

.>
' !,i

-
. 1It

i ,

* Describe as positive (+) or negative ('-). .
- '} [ /!,

! If positive (+), on a separate sheet, include brief clinical history and describe
, ,.

e-
t v. ;.

'' the reaction as well as your interpretation of the nature and cause.of the reaction. j '

|
*

| |-
[

,

I 4

| '. ** Indicate Means }g
. . . .

[;

>

*

.,

, .

. .

7
. . -

:-

,

_ - -
'

-,---___.__-_____--_-___-__--e = _ _ , . _ - ... -
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Summary Report Fcrm No. 19 Hospital:

so"Tc-STANNOUS POLYPHOSPHATE FOft Fitzsimons General Hospital',

BONE IMAGING Denver Colorado- '_aNew England Nuclear Corp.
'.

Was image - Confirmation of Dia'.
Interval .

Dose Between - Any Clinically by Other 3/etho;
UsefulPatient Age Wt. Lot in Volume Dose and letdications for 'Posi Image . Adverse Do not * *

- .. '

Date No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Concur i ;

,,-- -- ..

|i2.Ju1~73 109 F 37 :25 boo 6 lo 5 3 hrs. Pain Metastatic- CA No I Clinica 1

, ,
. - . ii

_

.

2 Jul 73 llo M 52 155 hoo6 lo .5h ' 3 hrs.. ' Staging of Normal No I. Clinical j
disease I-ray '

'

4 .

t.

,.

.3 Jul 73 111 ,F 62 120 hoo6 lo .92 3 hrs. Staging of Normal No I Clinicsl !!
disease

"

I-ray ff-

4.. ,

.>,,

$ Jul 73 112 M 55 5 hoo6 lo 1.1 3 hrs. Staging of I-ray |
~ '

. disease Normal No I Clinic: 1 :,
; t

,

. +

\

10 h% lo - 1.h 3 hrs. Staging of No metastases No I Clinien1 i5.Jul 73- 113 F 36
>

4
\ diseaso I-ray

-

g
,

6 Jul 73 11h F 55 1h8 h 6 lo 1.6 3 hrs. Staging of Normal No I Clinical
'

disease I-ray ,

;
\

I
| t.,

.

.
. .

i i- . P (~\' f
* Describe as positive (+) or negative (-). (; j p,-

'
* i

- ,

k :
,

, ,

'(~ !
If positive (+), on a separate sheet, include brief clinical history and describe I ;

!
'

the reaction as well as your interpretation of the nature and cause of the reaction. -
C*

I f~
'

y

** Indicate Means }t
* s, .

i !
'

j.
.g | .

- - - i
* ' '

in [
* '

'! Am
*

.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _- - - _
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. Summary Report Form No. 20 Hospitzt:

'8'"Tc-STANNOUS POLYPHOSPHATE FOR -

.. Fitzsimons General Hostatal
BONE IMAGING Denvbr, Colorado ,

.;New England Nuclear Corp.

Was Image Confirmation of Diag)' .
Interval .

Clinically by Ottier MethodiDose Between Any-

Useful- IPatient Ago Wt. Lot in Volume Dose and Indicatiotis for Post Image Adverse Do not " !-
..

Date No. Sex Yrs. Lbs. No. mci injected Imaging Imaging Diagnosis Effect Yes No Concur -Concur Pd
!-
i-

6 Jui 73 115 163 h006 10 1.8 3' hrs. Staging of Normal No I Clinien1 }

disease I-ray, .i-'

I.

!-
.

9.Jul 73 116 F $1 130 h006 10 . 65 3 hrs. ' Staging of Metastatic CA No I Clinical

disease -I-ray .

-

.i,
,. .

I-ray .?10 Jul 73 117 ,F 18- 200 h006 10 .8 3 hrs. Staging of ,

No I Clinical !
N . disease Metastatic CA

.. . %

\

1c Jul 73 118 M 51 5 h006 10 .65 3 hrs. Pain Normal No I Clinical ;

I-r ay
*

- . . k.-

- i
)

10 Jul 73 119 M h2 hiiO h006 10 .93 3 hrs. Fracttre Viable fracturo No I Clinic.d

site X-ray\ s1' I
,

s i

\'

11 Jul 73 120 M 58 1h2 h00( 10 1.1 3 hrs. Staging of Metastases--- I-ray {
'

disease ' multiple No I Clinic d ;

\
<

,

I :.

-

I.

1 -
.

['. f"'. s. . .

I,, x 'f, 1 !-, , * Describe as positive (+) or negative (-).
, ~ ,

if positive (+), on a separate sheet, include brief clinical history and describe ;* \ fi
,

the reaction as well as your interpretation of the nature and cause of the reaction, ''

* * Indicate Means {g |
y

l s
'

'*
;

, ,
.

. t'

i,
.

. .
'

w

| -

L
_ _ _ _ . _ __ . - - - - - - - - - - - - - - - - - - -- - -___ _
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'

~ Summary Riport Form No. 21
- Hospit2.

'S'"Tc-STANNOUS POLYPHOSPHATE FOR''Fitzsimns General Hosoit il.
. .

BONE IMAGING Denver," Colorado *
- New England Nuclear Corp.

"

Was Imaca Confirm 5eien cfj. -

Interval
*.

Any Clinically by 0:her h,
4

- Dose Between .

Useful -i Patient Age Wt. Lot in Volume Dose and Indications for Post Image Adverse Do not t..

1- Date No. Sex Yrs. Lbs. No. mci Injected Imaging Imaging Diagnosis Effect Yes No Concur Conci
..

.
.

7 1r JGl' 73 .'121 F 50 109 LOO 6 10 1.2 c3 hra. :s1 Staging of Metastases--- No - I Clinical i

disease solitary (-ray,
,

'-' -
.

-
-

!. .

_6
-

. . :. .

,.
- t-

._ * -

-

, . ,

;' i

:-
. .

.; - -
-

- t
*

_ :
** '

.

.g- l..g _ . .
, .

7 y .. .
. .| !

) ;.
-

, . ,

; t-

- .
. .

j. - - - - ,

- -
t, ,

"

\, ''

f N
N 4, .

N s' -
t i

. . s

is
'

-

;

,

\, - !

t* s'
. ,
-

11 -
''

ot
'

iin .. .

}

-! . \ s

' a
1 1,. J

*
. :-

!6
,

'
,

'
?

-
.,, .

i. r. ( -
. . .

* Describe as positive (+) or negative i-). .' - -' - i i ! ,['

| '' ^
.- .

I

j '
If positive (+), on a separate sheet, include brief clinical history and describe " ' .' '

S
'J

' !( - 'k'
' '

-

.
'*

J the reaction as well as your interpretation of the nature and cause of the reacticn. --

- ()I j
-

*
*

. s
.

* *
-

.

.: '. |''
. .- ** indicate Means t -

. .- _ .

'
. . ,

-e< .

.

--_a - ---. - --e - - - - - _ - - _ - - - - - - - - - - - - x -


