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OEPAATHNENT OF NEALTH, EDUCATION, ANDWELFARE

PUBLIC HEALTN SERVICE N T . . - . .‘ A
ORUG ADMINISTRATIO orm Appere v
:339"“’:‘;“ Je s ' " STATEMENT OF IRVESTIGATOR | O o eors

QoN\VILLE MA® ND_20842 .
?3. SUPPLIER OF DAUG ,(Neme ond address, inciude 219 Ceds) NAME OF INVESTIGATOR (Print or Type)

3-M Company, 3-M Ceater Darrell W, McIndoce, Cal, USAF, ¥C

OATE

Nuclear Products
31dg 209-BS S5 FEB 2 8 1974

St. Paul, MN 55101 NAME GF DRUG Acid)
ASTN: Demnis R. Hoogland, Ph.D. 169 Yb Diethylentrianine Pentaacetic/

Deat Sic:

The undersigned, Parrell W. Mc Indoe

submits this statement as required by section 303(i) of the Federal Food, Drug, and Cosmetic Act and $130.3 of Title 21
of the Code of Federal Regulations as o condition for receiving and conducting clinical investigations with a rew drug

timited by Federal (or United Scates) law co invescigational use.

-t ————

‘. STATEMENT OF EDUCATION AND txr:m:uct

COLLEGES, UMNIVERN TIES, AND MEODICAL CA OTHER ’ROF‘IICONA\. SCHOOLS ATT‘ND‘D WiTh DATES OF ATYIENDANCK.
OCGAKKES, AND DATES DEGRELS WENE AWAROED

Allegheny College, Meadville, PA (B.S. Chemistry 1952)

Temple University Medical School, Philadelphia, PA (M.D. Degree 1956)

Brooke Arzy Hospital, Ft. Sam Houston, TX (Internship, 1956-57)

Tezple University Medical Center, Philadelphia, PA, Residency, Internal Medicine
(1957-60), Certified, ABIM, 1960.

e,

., POSTGAADUATE MEOICAL OR OTHER PROFESISIONAL TRAINING (Indicate dates, names of institutions, end nature of training)

Research Fellow in Metabolism, Royal Postgraduante Medical School, London, 1968-69

Clinical Nuclear Medicire Course, Oak Ridge Associated Universities, Dak Ridge,
TN, 1972

Temple lniversity Medical School, Philadelphia, PA. Masters Degree, Medicine, 1963

T TEACHING OR RESEARCH KEXPLAIENCE (Indicate dates, inatitutions, end briel desctiptien ol experience;

Research: Masters Thesis, Temple University, 1953-60
Research Fellow in Metabolism, Reyal Postgraduate Medical School,

London, 1968-69 -

Teaching: Instructor, Department cf Medicine, Texple University Medical Center,

1957-60
Chief, Endocrine Service, Dept of Medicine, USAF Med Cir,Keesler,b1969tg
Ch;ﬁfganAggent of Nuclear Medicire, USAF Med Ctr, Keesler, )

CRPEAIENCE i WMEDICAL lnA&lc: OR OTHMER PROFESSIONAL EXPERENCE (Indicate dates, institutianal aitiliations, nature
ol proctice, or cther prulossional experience)

Brocke Army Hospital, Ft. Sam Houston, TX 1956-5T

Temple University Medical Center, ?hiledelphia, PA, 1957-60
U3AF Hospizal, Nortom AFB, CA, 1960-6L

USAF Hosii-al South Ruislip, Enbiaﬁd 196L-58

feczersc.ih Hospital, London, ung.and 1958-69

J3:F l'e” .2ed Center, Keesler AFB, NS, 1969 to present

S

£

:.- . LIST OF PEATINENT MEDICAL OR OTHEAR SCIENTIFIC PUBLICATIONS (indicate tities ol articlve, names of

;-naullou anq velums, page number, and date)
_eucine Aminopeptidase in Seruzm and Urine of Patients with Various Hematolo-

gical Disorders: Masterc Thesis, Temple University, Phila, PA (1969)

2. lujani, H; Mclndoe, D.W.; McElfresch, A.E.; Urinary Leucine Aminopeptidase
at ;rdex of Hemolysis: Abstracts, Soc. Ped. Research (May 1960)

3. d.r. , W.B.,Jr.; McIndoe, D.W.; Postpacrtun Eclampsia Treated by Curretage:

ne Journal of OB-GYN, 8h:l3h9, Nov. 62.

-

PREVIOUS EDITION MAY BE USZY UNTIL SUPPLY 13 EXHAUSTED.




Za. it the savestigation 1¢ to be conducted on inatitution-
ai.zed sudiedts o7 o conducted by an individual affiliated
with anastiiuioa which agtees (0 assume tesponsibility
foc the study, assurance must be given that an insticutional
review comm.atee s responsible foe initial and continuing
teview and anproval ot the proposed chinscai stuay. The
memavrship must he comprised of suthicient members of
varyiag dacapssoend, that as, lawycrs, cleigymen, or laymen
-v well as scicatists, 10 assure complete and adequate re-
viow ottherescarch project. The membership must possess
noc aniy broad competence to comprehend the nature of the
Frorect, Sut also ather Compotencies neccssary to judge the
s.ssRiadility ot the proiect or activity in terms of insticu=
L s tegulatiuns, teievant law, standards of professionsl
FI3CHICE ARG commMunily acceptance. Assurance must De
fisscated hat (re investizator has no: participated in the
teicctidn ot commuttec members, that the review committer
20cs not alive participation in s review and conclusions
Svoaoy aadividuai cavolved in the conduct of the rescarch
aCt vty wndet seview (oxcept to provide information to the
vemmitiee! thutheinvestigator will repost to the commattee
(0 froview gav unecreent probiema, sctious advecse fee
actons, or propased procedural changes which may afiect
A staius otthe aavesnganon andchat o such change will
semade withautcommittve approval eacept where necessary
te carnaate appatent demediate hacards, that reviews of
he <tuady will Pe vonaucicd by the zovicew comanttee at ine-
tervals apprepnate o the Jegtee of risk, but not exceeding
I vear, 10 assare that the tescarch project is being con-
Mudivd e compliaace with the commitiee’ s undeestanding
and cevommendations; thas the revicw committee is provided
allthe anfurmation on the wwesecarch peoject neceasary for its
vomplete review of the project; and that the revicw commite
tee maintains adequate documentation of its activitics and
deveiops adeguate Pracoduses for reporsting s findings to
theinsiiuaen, Che dosaments naiatained by the committes
a2 12 aacde the aames aad qualificazions i commitice

mendes, tecends vl information peovided to subicets ia ob-

taininginforme'd consedt, committee discussion on substan=
t.ve issucs and their resolution, committee recommenda-
ttons, and Jated reports of successive reviews as they are
petformed. Copies of all documents are to be retained for a
periud of ) years past the completion or discontinuance of
the study ancare tobe made available upon request to duly
authonized repirsentatives of the Food and Drug Adminis-
tratior.. (Favorable recommendations by the committee are
subject 1o further sppropriate review and rejection by insci-
tution officials. Unfavorable recommendations, restrictions,
or conditions may not be averruled by the institution olfi-
cials.) Proceuures for the organization and operation of
institutional teview committees are contained in guidelines
issued pursuant toChapter 1-40 of theGrants Admiuistation
Manua! of the U.S. Department 3f Health, Education, ard
Welfare, available from the U.S. Government Printing Office.
It is recommended that these zuidelines be followed in es-
tablishing institutional review committees andthat the com-
mittees function according to the procedures described
therein. A signing of the Form FD 1357V will be regarded
as provniding the above nccessary assuraaces; however, if
the institution has on file with the Department of Health,
FEducation, and Welfare, Division of Reseacch Grants, Nate
ional Institutes of Health, an  "‘accepted general assuce
ance,”” and the same committee 1s to teview the proposed

study using the same procedures, this is acceptablein lieu

of the above assurances and a statement to this effect

should be provided with the signed FD 1373, (In addition

to sponsor’s continuing responsibility to monitor the study,
the Foud and Drug Administration will undertake investiga-
tions in institutions periodically to determine whether the
commirtecs ate apcrating in accord with the assurances
given by the sponsor.)

S, A description of any clinical laberatory facilities that
wili be used. (If this information has been submitted to the
sponsor and reported by him on Fom FD 1571, refesence to
the orevious submission will be adequate).

ployed as conirols, if any; clinical use
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sstimated Jurs
observations and
amended when ony signiticant change in dicec?

dure es a diagnostic adjunct.
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cal observationa and ladoratory tests to be undesiak
on of the investigation; and a description or capie

ro.ionaole dese (0,5-2.0 mCiY coasist
soievrernt Glagrostic information Zor the patient.
J:. .zy, the 1ot nuzber and the sdministercd ytiterbiuzm-10$ will be recorded
of izages &nd any comments relatin
e recorded.

SI. ach jatignt. The qualit
dur . éi.ldeulties will also
: :ase <11 be reported immediately to the 3M

zing Jorms and a brief summary statement by the investigator will be
.3 semi-annually to the AEC and the 3M Company.

See ati:cned Model Protocol (AEC #2623)

3. OUTLINE THRE PLAN CF INVESTIGATICN (Inciude approximation ot the number of aubjects to de treated with the drug and the

2 1o be inveatiqaied; characterigtics of subjects by age, sex s

en prior to, ducing, and alter administeation of the drud: the

of repoet lorms to be used to maintain an ad-luau record of lh:'
hould be M d

tests resuits obleined. This plan may include ressoneble alternstos and varistions and pp
ﬂm or scope ol the inveatigation is undertaken.)

Estimeted Sterting Date 1 Jul T, Completion Date 1 Jul 75, No Patients 50.

A. SUZJECT SELICTICON: Subjects will be patients of the USAF Med Ctr Keesler, Undej

care of the Neuroclogy and/or Neurosurger; Services,
The radicpinermaceutical will not

Sregnant or lactating females or in patiants under 18 years of age.

B. RADIOPHARMACEUTICAL: Sterile, norpyrogenic solutions o _tterbium. (Yb-169)DTPA
Tor cisternography will be purchzsed from the 3M Compary.
unit dose viel will contain approxinmately 0.5 mg ytterbium JTPA, 1.25 mg cal-
ciux trisodium DTPA, 11.2 mg tenzyl slcohol and 2.5 zCi yiterbium-169 on date
ol Lssay. The expiration date will be six weeks beyoné tke¢ date of assay.

C. Z:ZZRIMENTAL DESIGN AND DATA REPORTING:

ir-raspiel (lumber) infe:zion in the smallest

ent with the greeze.t vealiue in terms of

condition;

and must require the proce
e used in

The 1.25 nl in each

Ytterbium (Yo 1&2) DTPA for cisternc-

on Terz. preovided by the 3M

to proce-

indication of an adversé patient

Any

Protocol Coordinator(612/733-
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4. TwE UNDERSIGNED UNDEARSTANGS THAT THE FOLLOWING CONDITIONS, GENTAALLY APPLICABLE TO NEW DRUGS FOR ‘8 .

INVESTIGATIONAL USE, GOVERN KIS RECEIP™ AND USE OF THiIS INVESTIGATIONAL OARUG

a. The sponsor s requiced to supply the invescigator with
nulointormacion concerning the preclinical investiga-
t1ons that justity clinical trials, together wich fully 1n-
formative material describing any prior investigations
and expesience and any possible hazards, contraindica-
tions, side-effects, and precautions to be taken into
account sa the course of che investigation.

b. The investigator is required to maintain adequate re-
cord 1 of the disposition of all receipts of the drug, ire
cluding dates, quantities, and use by sudbjects, and if
the investigation is terminaced to return to che sponsor
any unused supply of the drug.

¢. The iavestigatoris required co prepare and maintain ade
equate and accurate case histories designed 1o record
a"l ubservations and other data pectinent to the investie
gation on each individual treated with the drug or em-
ployed as a conrrol in the iavestigation.

d. The investigatoris required to furnish his reports to the
sponsor of the deug who is responsible for collecting
and evaluating the results obtained by various investi-
gators. The spoasor is required to present progress re-
ports tothe Food and Drug Administration at appropriate
intervals not exceeding 1 year. Any adverse effecet that
may teasonably be regarded as caused by, or probably
caused by, the new deug shallbe ceported to the sponsor
promptly, and if the adverse effect is alarming, it shall
be reported immediately. An adequate report of the in-
vestigation should be furnished to the sponsor shortly
afier completion of the investigation.

e. The investigator shall maincain the records of disposi-
tion of the drug and the case histones described above
for a peziod of 2 years following the date a newedrug
application is approved for the drug; or if the applica-
tionis not approved, until 2 years afterche investigacion

is discontinued. Upon the request of a scientifically
teained andproperly authorized employce of the Depart-
ment, at reasonable times, the investigator will make
such records available lor inspection and copying. The
subjects’ names nced not be divulged unless the rccords
of particular individuals require a more Jetaried study
of the cases, or uniess thete is reason to believe that
the records do not represcnt actual cases studied, or Jo
not represent actual results obtained.

f. The investigator certilics that the Jrug will be adminis-
tered only to subjects under his personal supcrvision or
under the supervision of the {ollowing investigators re-
sponsible to him,

John F. Brix, Lt&o’} g‘_USAF’ MC .
Bg_bg;‘_t_&.wmm,m,nemcsn:.ge on
Sanford M.L uralogist

£3TA e 0Lk SOk USAR NG RpdivIasEst

-ng.uof 0 (0 Any clinic for administration to subjects.

A. The investigator certifics that he wili inform any sube
I jects, including subjects uscd as conteuls, wr their repe
tesentatives, that Jrugs acc being urcd for investigas
tional purposes, and will obtain the consent ol the
subjects, or their representatives, vxeept whode thus s
not {casible or, inthe investigator s profussional judees
ment, is contrary to the best interests of the subjects,

h. The investigator ix requircd to assurg the sponsor thay
for investigations involving institutionalized <ubjeves,
the studies will not be inttiated until the inxtitutional
review committee has reviewed and approved the xtady.
‘(The organization and procedure requirements fur such
a committce should be expirained to the investigator by
the spoasor as set forth in form 1D 1471, division 10,

unit ¢.)

Very truly yours,

(Name ol Investigetor)

DARRELL W. McINDOE, Col, USAF, MC
A i H

Ch (Addreass)
USAF Medical Center Keesler
Xaesler AFB MS 39534 :

(This form should be supplemented or amended from time to time if new subjects are added
or if significant changes are made in the plan of investigation.)
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IV. MODEL PROTOCOL AEC #2623

YTTERBIUM (YB 169) DTPA
FOR CISTERNOGRAPHY

. Title of Study: Cisternography Using Ytterbium (Yb 169) DTPA

(Pentetate Trisodium Calcium Yb 1359).

Purpose of Study: Clinical evaluation of Ytterbium (Yb 169)
DTPA as an agent for cisternography.

Plan of Investigation: See Appendix A.

No complementary drug or radioisotope administration is planned.

Expected Fate of the Isotope: The isotope is absorbed into the
blood from the cerebrospinal fluid space and
then is eliminated in the urine. (For details
see Appendix B).

References and Abstract: See Appendix C.

. Subjects: See Appendix C.

Consent of human subjects or their representatives will be
obtained to participate in the investigation except when this
is not feasible or, in the investigator's professional judge-
ment, is contrary to the best interests of the subjects.

Dose Range: See Appendix A.

Radiation Dose: See Appendix B.

Institutiona’ Resources: See Appeacix D.

Qualifications of Investigator: See *.pendix E. N
Time to Complete Study: See Appenaix A.

Reporting Results: See Appendix A.
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- ot o rsine o DEPARTMENT OF THE AIR FORCE'_
USAF MEDICAL CENTER, KEESLER (ATCY ~
KEESLER AIR FORCE BASE, MISSISSIPPI 39514

=t or. Department of Nuclear Medicine/Col McIndoe

wesecr. Consent of Volunteer Participent in Clinical Investigation:

] ' - ~ Please
ve Name of Volunteer (patient) Print

Soc, Security No,

1. I hereby volunteer to participate as a test subject in the investi-
gation of the radiopharmaceutical Ytterbimm DTPA (Yb-169) as an aid 4in
i- - the diagnosis of my condition. The procedure to be performed hes been
explained and discussed to my satisfaction, as to the reasons for tkis
investigation, and possible adverse effects, and/or beneficiasl effecta.

1 2. This consent 1s given voluntarily, under circumstances in which I
1 can exercise free choice., I bave been informed that I msy at eny time

. revoke my consent and withdraw from perticipation in the investigation,
and that the investigator or phkysicisn may terminate the investigation
at any time ragetdless of my wiskos.

Signature of Volunteer

. : Date

Signature of Officer Advising Patient
of Possible Consequences/Effects

{-  Neme, Rank, & Title (Printed)

: ﬂ Witness (signature)

Neme, Rank, & Title of Witness
(printed)

‘;-—:z/)uu h';r.- :/V(wx
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(Politicali Sciernce)
Ste Louis Univerzicvy IneDe Degree
Ste. Louis, lissouri

Internechip: IZAT Hoepiicl Lacklend
Lackland afE, Texas

Residency: tartford Hoscvital, liartferd, Conn.
Yazle University, low Haven, Conn.  WIUDCIUNCERY
’
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