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24, U the investigation is to be ‘conducted on]nnu(huirRQ
alized subjects or is conducied by an Individual affiliated
with an institution which ageces to assume tesponsibility
for the uudr,unwnncc must be given that an lnlmuuonnl
teview committee in teapansible for initial and continuing
teview and appraval of the proposed clinical study, The
membhership must be comprised of “suflicicnt - members of
varying background, that is, lawyers, clergymen, or laymen
as well as ncientists, to assure complete and adequate tee
view of theresearch project. The memhership must possess
not only broad competence to comprehend the nature of the
praject, but also other competencics necessaty to Judge the
acceptahility of the project or activity In terms of {nstitye
tlonal regulstions, televant law, standards of profesaional
practice and community acceptance, -Assurance muast he
presented that the Investigator has not participated in the
selection of committee members) that the review ¢ammittee .
does not alluw participation In lts review and conclusions
by any indleidual Involved ln the econduct of the tasearch
actlvity under teview (except to provide [nfonnation to the
eammitze) thatthelnvestigator will report to the commitiee ™
lor teview any emergent problems, ‘setious .adverse e’

actlons, or propused procedural changes which may alfect’.
the statun of the lavestigation and that no such chanpe will *

benade without committee approval except where nacessary
ty eliminate spparent Immediate hazardsy that tevliews ol
the atudy will be ennducted by the review committee at ln- -
tutvals approptiate to the degree of tlak, but not exceading ’-

P yeary to Annure that the ‘reaeareh project s belng eons”

ducted in compliance with the committee's undetstanding™
and tecommendatlona; that the review committee ¢ provided -
allihe infarmation on the tesearch project necesaary lot It
complete teview of the projectiand thal the review commlite
teo maintaing adequate documentationof lus activitles and
develops adequain procedures for teporting its lindings (o
the institution, The documents malatained by the committee’
ate 10 include the names and qualiileations of cammittee 3
members, tecorde ot ln!ormulon pwvldcd to lublml ln eb

Lol ey . A

‘.f‘;'t'lininginlormcd consent, committce discussion on substan-
“tive issucs and their resolution, committee tecommendas
~tions, and dated teposts of successive tevicws as they are
-petlormed, Copies of alldocuments ate to beretained for a
petiod of 3 years past the completion or discontinuance of
the study andare tobe made available upon request to July
“authotized represcentatives of the Food and Diug Adminis-
“teation, (Favorable recommendations by the committee are
“gubject to further approptiatereviers and rejection by instis
tution oflicials, Unfavarable rccommendations, resirictions,
or conditions may not be overruled by the institution offi-
“elalsy Procedures for the organization and operatinon of
~Institutlonal review committecs are contained in guidelines
lasued pursuant toChapter 1440 of theGranta Administration
Manual of the U.S: Department of Health, Education, and
“Wellare,avallable from the U.S, Gavernment Printing Olfice.
Auls tecommended that these guldelines be [ollowed in e
'uhlllhlulnulm(lonnluvlew committees and that the come
“mittecs lunﬂlnn acconding to the procedures dencribed
;(henln. ‘A slaning of the Porm FD 1573 wiil be regarded

»ag providing the above necensary assurancen; however, il

the [natltution has on lile with the Depantment of 1tealth,
sl!ducmlon. and Wellare, Divislon ol Research Grants, Nate
“lonal Instlwtes of llealth, an - "accepted general ansurs
“ance,' and the same commlittee In to teview the proposed
“uudy uting the same procedures, this is seceptablein tieu
“of the above aasurances and a statement to this elfect
|hould be pm\-ldcd with the signed D 1473, (Ia addition
‘1o apensat's continulng tesponsibility to monitor the study,
;the Food and Drup Adminlstration will undertake investigas

‘ “lona I Institutlons petladically to determine whether the
-commlitces ate opetating In accord whh the assurances

ivan by (Hc_nponmr.)

A deseription o! any “ellnleal laboratory facilities that
wlll be used, (! this Information has heen submitted to the
‘aponsor andreported by him on Form FD 1571, reletence to

lhc puvloul lubmlulon wlll be adequate), -
W"-fr i :
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Jo QUTLINE 1 HE FLAN QF MVIH‘IOAT!ON fInelude approniinaliun ol moJ\umhn al ‘suhjects in be treated with the duf snd the

numhbar to he emplayed as tonirele, Ll any) alinienl usea 1o be |nvestidate

eharnciotigtics of auhjecia by ate, dex and condition;

the hind al elinical abaetvalions and labaratory 1eain 1o be un nukmlmo' I? during, and alter adminiaiiation ol the drug: the
ostimated dutation el ihe mvuunuan} and a desenntion or coplea ol tepart [orme (o he taed ta maintain an Motmu tocord of the
ebaervations and teala teaulis adtaine This plan aay inelude reasonalile alietnaion and varialions and aheuld be aupplemented ot )

. amndu when any mnm
o EE R
X Tho purposa of this study Is to

‘ NEN Electrolytically Labolod %5
, tho followIng may also be ttudlodls

Suspoc.od p-laconra prov‘ia.
- Detaction of anaurysm, :

Dlagnosis of porlcardial offuslon
Midline mcdlcsrlncl masm. :

Cardlac oufpul'.
- Other sy

may be lnvolvo‘d.

Y

nt ahan‘o m duul n o sdape o the mvmmum ia ummulun.) 4,

sformlno' fhob;

- Suspacted Intracardlal abnorma“tlol. j

Patoncy of major vascular pcfhmys. ;

3 SEON »x\u})’ ?W‘ ) ? G
w“ab!llty and dlagnestle off!cacy oF the
n uddlt!on to statlc blood pool Imaglng,

It 1s anr!clpafqd thar ‘Iho study hqy tako up to two yoars and that sovoral hundrod patients
Gonorally the rocommondod dosago dopondenr upon type study will be




4. THE UNDEARS.GNED UNDERSTANDS THAT THE FOLLOWING CONOITIONS, GENERALLY APPLICABLE TQ NE' ODRUGS FOR
‘NVES?IGAT!ONAL USE QOVERN NIS RECEIP AND USE OF TNIS INVESTIGATIONAL DHUO A . .

The sponsor is tequired to lupply the :nv"u;uor with

full informatien concerning the preclinical investiga«’ r
tions that justify clinical trials, lo;cthu with lully ines; »\
formative matecial desceibing any prior investigations”
and expetience and any possible hazards, contraindica~
tions, sidceellects, and prcuuuonu to be ukcn into :
account in the course of the investigation, =" oo Y

The investigator is tequited to maintain adcquate re

cords of the disposition of all reccipta of the doug, ine -

cluding dates, quantities, and use by subjects, and if

the Investigation Is terminated to fetum to the sponsor
. any unused aupply of the drug. .

The Investigatotis tequited to prepare and malntain ade A

equate and accurate case histories designed to record i
- all observations and other data poctinant to lholnvml'

gatlon on each Individual treated with the drug or eme bt

. ployed as s eumtol In (he {nvestigation, 'i‘

The lnvutlmtofll tequired to furnlah his teporta to the 4,
sponsor of the drug who I responsible for collecting’s
and evaluating the results obtained by varlous Invcul-»
pators. The sponsor Is requited (o present progress te-
ports tothe Food snd Diug Adminisuation atappeopeiate d ~"‘
[nteevala not exceedlng { yeat. Any advetse effect that® r
may teanonably be regarded as caused by, or pm\ubly
caused by, the new drug shallbe reporied o the spaneot

. The lnvullum shall malataln the records
s ton of the drug and the cane histofles described Abon

. applieation Is approved fot the drugy ‘ot If the appllu- & :

|lonh ot |ppwvcd.umllzyun mmhcﬂlnvml;nlon

:‘dilcominued. Upon the request of & scicntilically
“trained and propetly authorized employce of the Departe

“ guch tecords svailable for inspection and copying. The
.suhjects' names nced not bedivulged unless the records

"ol particular individuals require a more detailed study
‘of the cascs, orunless there is ronson to believe that
the records do notrepresent actual cases studied, ot do
not tcpruen( actusl results obtained,

The investigator centifieathat the drug will be adminis-
{tered only to subjectaunder his personal supervision or

ﬁf}%‘undu the supervision of the lollomn; inventigators re-

«lpomlble to hlm. g

The lnvculnmor certifies that he will inform Any sube
,]ccu. including subjecta used as controls, or their teps
92 tesentativen, that deugs are belng uacd for investigas
tlonal putposcs, and will obtain the consent of the

!*"‘ subjects, or thelr tepresentatives, except whete this is

not feasible or, Inthe lnvestigator's prafeanrional judpes
A enty In contrary 10 the best !ntereats of the subjecta,

!\, ',Thc lawulm(ot In requlted ta aasute the aponsar that
,l 8 lot Investigations Involving Institutionalized subjecta,

ﬂlhc studies will not be initiated until the institutional
) uvhv committee hasreviewed and appraved the study,

-Q,;M_‘ “odigg; Qenter
Dopartment of lIuclear Medicine
¢ Wiright=Pattorson AFB, Ohlo 45433

(TM: lorm |hould be lupplemnnud ot amended [rom fime to llmo I new lubiecu ste ldded
‘ot Ul slgnificam ehnn;u ate made ln the plnn ol lnvenl;nlon.) o
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Chairman, Dept.: of Nueloar Modicino, USAF Vodical Ccnter
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' Vagna Cum Laude.
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1966 - 1970 M D., Univoraity of Puerto Rico,
: Modicino : sl
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1. Sostre, S, = Flcvntcd Levels of Scrun nnd Dono ?.arrow Acid
Phosphatase in Primary Amyloidosis —~ A Case lleport: .
- Pregented at tho USAF llegional Meoting ol the Anorican.
Collego of Phyaiciana,iWashington;

2 P T ’
24 Sostro, 8¢y anrot,vD. - The Adult’ rorﬂ of Contrnctod =
Endocardial Fibroelastosis = Anglogzrapnic and patholosic -
corrolation. Chest EbSbM-b/ﬂ, Lay 137 ,

Soatro, S., Hnrtin, N D., Lucau, n N.. Strauss, "1l U.,
. Seintipraphic Findings in Primary Amyloidonis = An #-
Analynin ol feven Cnaosﬁﬁé

r0y 81" Prokopy E. & na‘e,nor, o N.#- e Prbbabili’g[
of Iindins Foecal Dofacta 4n tho liver scans ol pqtienta
onital mallrnancies =~ correlation with livor




,'m‘ ACC=3130 e UNITED STATES ATOMIC EHERGY COMMISSION
(2:73) APPLICATION FOR BYPRODUCT MATERIAL LICENSE~--MEDICAL
Peor 3 SUPPLEMENT A —PKECEPTOR STATEMENT

This page is to be complated by the applicant physician’s praceptor. If mare than ona preceplor Is nccuury 10 documen! exportence, oblain &
soparata statoment from each, Page 2 may be used (or commants and sdditionat information, 1

I
11, CLINICAL TNAINING AND EXPCIUCNCE OF PHYSICIAN HAMED IN ITEM 10 ADOVE -~ ° . {
{A) o . (0 T I S HUSE (4] (©

: . i Do - Ne. Caret Obierved Ne. Caies Invelving Personal
sotort : - CONOITIONS DMONO“? O..,!.l.“):.(»ov 2 L A B {$a0 1 In hey balow) | Pantitipation {See 2 In hey below)

1131 Diagnosis of thyroid function -+ - gl i ol | e 60 © a9
or — :
1128 Dotormination of blood and blood plasma volume A\ S B 10

Livar function studles - (p 4 p Pongal) R

Fat absorption studies * = "o s TR T KRR 0

Kidney function studles

In vitro lludlol(m A_uptake.. Ma | 3

Gnalrolntastinal protein loss studles .

Dnatarmination of rad blood coll volume and »
studios of rad blood cell gurvival

Fa-60 Iron turn over studles "= P A

Co-500¢
Co-C0

N

K-42
1131

g
hd

Lung Imaging =i cimiading

Liver imaging (RQJ.LMEQ.I ) R

Kidnay imaging -~ -

Placonia localizatlon - &= == 5t >«

Cr-61 Placanta focallzation

Sploan Imaging

Au-194 Liver Imaging

Hg-107 Drain imaging

Kidnoy Imaging

N : N
olololojlololob |mlo oo o o -

O
o b np obopopoop o

Hg-203 Braln Imaging

§r.08 Donog imaging

o

Te-00m Brain Imaging ' g Lo e 1882

N
o
o

Thyrold Imaging ‘ RS o DI I 247
Sallvary gland Imaging RGeS g A n
Dlood pool Imaging (includinf" Oated. Hoart stulios)éa




O el g T Rt

Pacc 4 APPLICATION FOR BYPRODUCT IMATERIAL LICENSE—~MEDICAL
) SUPPLEMENT A—HUMAN USE

A Cm

ISOTOPE CONDITIONS DIAGNOJED OR TNEATLO
. . FAST {See 1in key below)

Q

No. Cases Ohserved No. Cases invotving Personal
Participation (See 2 1n key below}

Te-99m | Placonta localization 0 0
Liver and spleen imaging 1008 100
*| Lung imaging C 817 50
Done Imaging 512 50

Xo:133 | Dlood flow studies and pulmonuy function EE |
studlos e

13 o
8078 Pancraas Imaging A -,

Dona molasiasas

P-32 Traatmaent of polycytliamia, lovkemla, md .'~;1"": s

Intracavitary traatmant

Troatmant of thyrold carcinoma

Troatment of hypmhyroldlsm |nd cnrdlnc
conditien .- . ~ivis :

Au-198 Intracavitary troaiment “i -

Co-80 or | Intorstitlal lrontment =3

co-137 Intracavilary troatmant 300

1192 Intorstitlal treatmant

Co-CO - |
Co-137 Talotharapy troatmont -

8r-90

Traaimant ol oye disonse

Key te Column (€} ond {0} above

-;»,.

1. Observulion thould tonsitt of ebyerving radisiratepe edmlnlnuﬂon techalaves and discuislon wlll\ preceptor the «ote historles 1o eutablivh most
approptiate diagnostic and/ et Iherepeviic procedure, Ilmlmlon. (wulndlmluu. m. T o

2. Pensonal participation shavld consisl of (o) wpervived nomlnol-on .l poolam is dommlno tlu |ul'oblhly Io: vodlolmopo disgnosi and/ar ireatment
ond recommaendation on dotage 1o be prescribed; {b) collabaratien In ¢alibralion of the dote ond the ocivel administation al the dore 1o the patient,
Including coleviation of the rudiollen dese, related meciviemenis, and plofting of dota; ond (¢} adequale period of iraiiing to enable the phyiician o

managae tadloactive patienls end lo lollow patianty Ihuvgh dlagnulp ond/u Iha tovne ol lm!mm.

12, DAILS AND TOTAL NUMILR OF HOURS OF CLINICAL RADIOISOTOML llAIN|N°1 Julv 71 - 30 June 74 4 uoo hrs .

The Johns Hopkinsg Hdspital

07005 Q3%

Baltimoro, laryland 21218

{Insitvhien) Mame ond Addreis - {Dypraduet Matonal Licente Number)

"7""‘/ ///\.}A]r}\,\.« //

($Rratvre o l‘au,bm]

[samuol Sootre, M.D.]

7°¢ /i

V.8, GFO nén-pu v2e/m17




DIAGNOSTIC RADIOISOTORS LABORATORI
THE JOHlS HOPKINS HOSPITAL 2

00, of cases n_. of cases o
c ehserved anolvinm personal
s e particivation P
67 . : " 50
+1882 . . 200
1017 - .. - 7100
70 8

2
S

Thyroid Scan (99m Te Oy~)
Brain Scan (99 m To 043)
Cerebral Anglogram: ‘
Cigtornogram (1111In DTPA)
Heart Blood Fool Scan e
(99 m Te HSA) - '
Cardiuc Anglogram and Gated‘
L Heart Studies[
7+ " Myocardial Scan (.K 3)
-~ Ventilation Lung Scan
W (133 Xao = gasg)
,fPerfusion Lung Scan =
(99 m Te, liérosphores) &
. Spleen Scan ‘
- RES Larrow Scan S N5
- 77 (99 m Te sulfur colloid ) Tk
. Liver Scan (99 m To sulfur colloid):
* -~ 'Liver Scan with Rose Bengal ™"
- Pancreatic Scan ( 75 Se Nethionine)
7 Placental Scan s s ,w‘
+ .2 Kidney Scan (99m Tec DTPA) ;
. "~ Bone Scan (99m To Diohosphonate)
.. Liver Lung Scan (99m Tc microspher
and Te SC) : :
Gallium Wholo Body
Salivary Glands -
1311 scan (whole body)
- Meckels ( 99m Tec Of .
' Abdominal Scans N .
3 Liver DKT
i Spinal Cord Study (99m Tc microsphcrcs) 1
Hinilegi , b7
Blcomycin
Ventriculogram (1111n DTPA)

CQOoO~INOW

wmn

n

OO O OWNMOMW £Oo-~3




of cases ' no. of cases
observed involving vars 2ral - e
SRR participaticn

Thyroid : :

- Thyroid Uptake (99m TcO4 )
;Protcin Bound I=-131":
~131 Urinary Excrotion
.T=3 Supprossion .Taest
. TSH Stimulation i
Regin T=3 - B g
. Serum Thyroxin"
- Digoxin i
'V;Porohlorato Dischargo‘
il

Intracardiao Shunt Quantification‘
Poriphoral_Ciroulation Sbudiee ek
~’,,

Plasmo Volume .
- Red . Cell Volume

Splenic aoquestration
Ferrokinotioa

= G.I, Protein Loss
G.I., Blood Loss
- Fat Absorption .

Vitamin B-12 Absorption
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. ('H/u)  APPLICATION FOR BYPRODUCT MATERIAL LICENSE—MEDICAL
a0t 3 - SUPPLEMENT A——PRECEPTOR STATEMENT = =~

This pago is 1o 'bo ¢ampletad by the applicant physician's proceptor. If mare than ona proceptor is necessary te document
experiance, onlain a separate slalement .from each, - Back of page may be used for camsaents,

9. NAME ANO ADORISS OF APPMICANT PHYSICIAN {intlvie 2IP Code.} -
Samuel Sostre, Major, USAF, MC .
USAP Medical Center '
Wright-Patterson AFB, OH 45433

10, CLINICAL TRAINING AND EXILRIENCE OF PHYSICIAN NAMED IN ITC/A 9 ASOYE
(Al ] RN .y ' TR (o)
isorort , CONDITIONS DIAGNOSED OR TREATED Ne, Cates Obierved No. Cates Invelving Feronal

. {See 1 in hoy below) | Perticipation ($ee 2 in hey below)

l=131 Dloagnosls of thyrold function - - [00 - 100
Dilutlen studles - : 6%
Cxcrotion studing : : o : : —
Braln lumot localization : . b -
Scanning studiuy : A R Tef
| Dreaimant of hyperthiyroidism - e e )
Treaiment of ¢ardioe conditions -

Trealmant of thyrold carelnoma

P=32 | Trecimeni of polyeythamia -~ «- .. =00 o
Soluble | Traatment of leukemla

) Trealmant of bone malaiiasas

Tumor localitation R N
Inlracavitary lreaimant — ( Oalfojdat ) 7 -
interstitial treatmant e e
Au=]98 | Inttncavitary ireaimant

L Interstitlal 1reatment -

- Seanning studies

Cr=31 Blvod delerminallons & -~ <=

- Tc;nnlnq sivdlos

B

-

e USISanan

Co=50 or
Co=40 _
Co=40 | Intarstillal irvatment
l=192 [ Intracavitary traatmant

Co=060 or

Ci=137
§1=90 | Tracimant of superficial diseases of 1he aye -

Other
lsolopes
Usa back
of page

Diagnesls of perniclous anemla *:

o

Telotherapy tteaiment

Koy le Calumn (C) ond (O] abeve S e N
1. Obsarvelion shev!d consitt of ebserving radleliotope adminlsiration tach
sppreptiate dlagneitic and/or therapeviie precadvre, {imliotion, contraindications, olt, - -

PR

Iﬁvol and discuislon with precepior the caie historles 1e establith most

. . .

2, Perronal participstion theuld consist of {o] tupervisad enamination af paiients te determlne the witability for radiolistope dingnevis and/er treatment

and tacemmendation on dosngs fe be presctibed; [b) collaberation in calibration of the dote and the actval edminishation of the dote to the patlent,

Incivding colevlation of the radiation dose, telated meaivraments, and ploting of detay end (¢} adequate peried af tralning to enoble the physician le
manage radioactive patienty and la lellow patlents thraugh dlagnosiy and/ ot the tovrre ol frealment,

AINED UNDIR THE SUFAvISION of Nadl.D. Mared

12, NIE TRAINING AND IXPLRIENCE INDICATLO ABOVE

Y

David Grant USAT Hed Ccrit:or g I
Travis APD, CA__94535 . 04-7840-01"

{imhiutien] Nome and Address {Byprodvet Material Liceate Number)

AT




