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Learning Objectives

Upen completion of this pregrami participants willflhe alsle to:

1, Understand and contrast the: regulatoerny: pathways in
the United States Which authorize the study: of
ladioactive drugs In Atmans,

2. Define the reguirements for establishing a Radieactive
Drug| Research Commiitee.

3. ldentify, the function, memleership reguirements anad
iesponsikilities ol a Radieactive Diug Research
Committee in approving basic SCIENce research
Invelving the use of certain radieactive drugs.



Self Assessment Questions

Have | learned?

1. e regulaterny pataways:in the Unitedl States, for studying
a radieactive drug I hiumans Include:
a) the INIDr or InvestigationallNew: Drug application,
B) exempuion from IND reguirements, anad

¢) the Radieactive Drug Research Commitiee or
RDRC.

2. The regulations goverming a RDRC can be found i 21
CER 361.1

LR/ ECCESSH gk E 2 g BV/SCHIPLS/Calil/ CIURES/SEalCH
/Seaich.cimzZeah=CER&ID=861"1



Self Assessment Questions

Have | learned?

3. A RDRC approeved research project Is te e offa hasic
Sclence nature, butWhich IS net intended for immediaie
therapeutic, diagnestic, er similar puipPoSes or 10
determine the saiety’ and effectiveness ofi the: radioactive
diitig InfAUMans.

4. A radieactive ditig that gees threugh the RDRC approval
pathway IS classed asiGRAS/E (generally recognized as
safe and effective) ONLY i it meets ALL ofi the
[eguirements as defined in the regulationsiand Is 6/ a
Case by case Pases for each radieactive drug reviewed
and for each protecol submitted.



Self Assessment Questions

Have | learned?

5. A RDRC Is composed ofia minimum ofi 5 memers, 3 of
Which are requiredi and must inciude: 1)ra physician
[ecognized as a specialist in nuclear medicine, 2) a
PErsen qualified by trainine| andlexperience o) fiermulate
fadieactive drugs, and 3) a persen with special
competence Inradiation safety andl radiation dosimetny.

6. A RDRC Is required toifile an annual report by January.
31 effeach year Wnichi Is to Include the names and
gualifications of the members and of any consultant and
a study’ summany. repert for each study cenducted durng
the preceding year.
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MONDAY, JULY 29, 1974
WASHINGTON, D.C.

PART 1l

DEPARTMENT OF
HEALTH,
EDUCATION, AND
WELFARE

Food and Drug Administration

RADIOACTIVE NEW
DRUGS AND
RADIOACTIVE
BIOLOGICS

Notice of Propesed Rulemaking

Prierto 1975 AEC (Atemic
Energy: Commission)
regulateal reactor
produced radieactive
diuigs

Januany: 8, 1963 Federal
REgISter notice temporanly:
exempied radioactive new
drugs fer Investigational
USe from requirements of
§ 312.1
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MONDAY, JULY 29, 1974

WASHINGTON, D.C.
Volume 39 ® Number 146

PART 1l

DEPARTMENT OF
HEALTH,
EDUCATION, AND
WELFARE

Food and Drug Administration

RADIOACTIVE NEW
DRUGS AND
RADIOACTIVE
BIOLOGICS

Notice of Propesed Rulemaking

Tihe punpese ofi the
exemption was e’ allew
Eederal agencies o
explore ways teravoid
URnecessany duplication| of
regulateny’ control

AEC and EDA concluded
ALL radieactive drugs
sheuld now e subject to
the same clearance
procedures as other drugs
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FRIDAY, JULY 25, 1975

WASHINGTON, D.C. =N
£ b
Volume 40 ® Number 144

{

PART I

DEPARTMENT OF
HEALTH,
EDUCATION, AND
WELFARE

Food and Drug Administration

RADIOACTIVE DRUGS
AND RADIOACTIVE
BIOLOGICAL PRODUCTS

EDA established regulations on
August 25, 1975 teiregulate ALL
radieactive drugs

Determined that allfradieactive
drugs are eitiner New: Drugs: or;
GRAS/E Generally Recegnized
As Safe and Effective

ALL radieactive drugs: noew.
subject toran IND;, NDA or
pielegicall preduct license

EXCEPT radioactive drugs used

for certain research uses
8



TThe Regulation

21 CER 361 Prescription Drugs for Human Use
Generally Recegnized as Saie and
Efiective andiNot Mishrandead:
Drugs Usedi InfResearch

§ 361.1 Radioactive drugs for
certain
research uses.



Research under an RDRC

Four conditions setin’ § 361.1
Basic Science Researnch
Pharmacelogical dose limit
Radiation dese limits

Radieactive Drug Research Commitiee

10



. Basic Science Research

§ 361.1(a)

The research s considered Basic Science Research and done
fior the purpose of advancing scientific knowledge

Intended te) eitain hasic Infermation en
Vietalolism ofi a radieactive drug
Kinetics
Distrbution
[Desimetny:
Cocalizatien
IHuman physiolegy, pathephysielegy, or biochemistry.

Not intended fer immediate benelit to) the study, sulkject.
No therapy, diagnosis or preventative benefit

Not Intended te determine the salety and effectiveness of a radioactive
drug as a therapy, diagnostic, or preventative medical product.

11



2 Pharmacolegicall Dese: LLimit

§ 361.1(b)(2)

Iie dese' off active ingredient or combinatien of
active ingredients te be administered shall lve
KIIGWIR Ne e cause any: clinically, detectanle
phaimacolegical effect inrhunan BERgS.

12



;. Radiation Dose Limits

§ 361.1(b)(3)(i)

\Whole bhody, active bloed-fernmingl ergans, |lens of
the eye, and gonads:

SN/ dOSE: B i 9 2.0, s ol ol Bt 3 rem
Annual and tetal dese commitment............ 5rem

O1her ergans:
i) e [olof s s f e o I gl il 5rem
Annualland totalldose commitment.......... 15 rem

13



». Radiation Dose Limits
Peadiatic

8 361, 1()(3)(ii)
Subjects <18 years old = 10% of adult limits

\Whoele bedy, active bloed-ieiming organs, Iens of the eye,
and genads:

Sl (ol TSIV IR B LY ol i il WL s Ok 0.3 rem
Annual and tetal doSe COMMITMENT. .. ..ocvrrerreres 0.5 rem

Other ergans:
SISO il = ok S AR i o ey - Pl & ° £ 7L 0.5 rem
Annual and totalldose commitment...........o.ovenee. 1.5 rem
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;. Radiation Dose Limits

8 361.1(h)(3)(ii)

0 determine radiation dose limits are: not
exceeded:

ALL radioactive materal whether essential or
contaminantincluded in calculations,

ARy X-ray: precedure as integral part of study e.d.
Transmission scans — PET/SPECT
DEXA scans

15



;. Radiation Dose Limits

§ 361.1(b)(3)(iv)

Numerical definition oI dose hased 6n ansoihed
fraction method:

MIRD: (Medicalfinternal Radiation: Dese),
o)
ICRE (Internatienal Commissien; 6n

Radielogicall Proiection)

16



.. The RDRC

§ 361.1(c)(1)
Assoclated:

With a medical institution
0)f

Commitiee estanlisned by a State authenty to
provide advice on radiatien health matiers.

Joint committees invelving more: than ene medical
iInstitution are alse acceptable.

17



an Appreved RDRC

Eulfills reguirements for
Membership,
Eunction, and
Reporting

IHas aniapplication that EDA accepied as meeting
these crhteria.

EDA must approve application BEEORE an RDRC
may. approve research studies under § 361.1

18



Memibersnip

MiRimum o5 members.

Tihree reguired memhbership categories:

A physician recognized as a specialist inrnucliear
medicine,

A person gualified by training) and experience e
fiermulate radieactive drugs,

A Persen with special competence in radiatien safety.
and radiation dosimety.

Other veting members.
Consultants.

Non-voting members.
19



FU A Ctl ons (@dministrative)

Each Committee shallk

Select a Chalrpersen Who signs
Applications
Minutes
REPOILS

VIeet at least once each guantier
WREn researnch activity' Is authenzead or conducted,

Meeting gquoeium IS more: than 50% 6fi memiershipwith
[epresentatonfleny eachi ol S required membership
categories.

Keep minutes off meetings with numerical results of Votes.

No member canivote on a protocol in which they are an
Investigator. 20



[REPOIKLS

Submit by Januany: i
AnnualiReport
Membership Summeany — EDA Eenm 2914
Study: Summany — EDA Eemm 2915

Special Summeany report — EDA Eermmi 2915
IMMEDIATELY: sulbmit ter EDA When| -
Stuay approved fier >30 suUkjects
Study appreveadiwitn subjects <18 yearsiold
Justification| statement for reason ofi the appreval

21



EDA 2914

Memibership Summiany.

g Where America’s Pharmacists are Meeting

DEPARTMENT OF HEALTH AND HUMAN SERVICES Fom Approvect C. OTHER VOTING

FOOOD AND DRUG ADMINISTRATION mm:.sr:oom
RADIOACTIVE DRUG RESEARCH COMMITTEE (RDRC) [ DATE OF SUBMI
REPORT ON RESEARCH USE OF RADIOACTIVE DRUGS
MEMBERSHIP SUMMARY

NOTE: 21 CFR 381.1 Requires that an annual reporl be submitted by each ADAC. Use Form FDA 2914 to report names and
ions of RORC and Also use Form FDA 2015 to add special summaries, as required.

Retum COMPLETED form to: Public reportisg busden for this collection of iformation is

Food and Drug Admisistration
Centes for Drug Evabaation and Rescarch
of information, Scad comments regaeding this bundea estimate or any  Office of Docology Drug Products
ather aspect of this { information, i o for 9018 Fosd
redocian this bundem o dhe address on the right B Beltsville, MDD 200051266

Food and Drug Administration
‘Contor for Drug Evaluaton and Research
Drug Products

An agency may nor conduct or sponsor, and a person is ol reguired 1o respond 4, @ sollction of

A. GENERAL INFORMATION

1. ADAC COMMITTEE NUMBER | 2. NAME OF INSTITUTION D. COMMITTEE CONSULTANTS (i.e., P

€. E-mail Acdress

d. Telephane No. finciude Area Code)

o, FaxMNo. {inckcte Area Code)

B. REQUIRED MEMBERS (Names and O
NOTE: Names must be listed. Gualifications previously submitted to FDA may be

submission. An individual may not be listed In more than one required spaclaity. E. NON- NG MEMBERS, IF ANY and fon Tites)

1. PHYSICIAN(S) RECOGNIZED AS SPECIALIST(S) IN NUCLEAR MEDICINE

Name attached?
Oves Owe
Oves [One
Oves [COne

If No, enter date of most recently
il

2. PERSON(S) QUALIFIED BY TRAINING AND EXPERIENCE TO FORMULATE RADIOACTIVE DRUGS

F. STUDY SUMMARY TOTAL AND CHAIRPERSON SIGNATURE

A 1. NUMBER OF S5TUDY SUMMARIES SUBMITTED IN THIS REFORT

Oves [Owe

2. SIGNATURE OF RDRC CHAIRPERSON

COves  One
Oves [Ore

FOR FDA USE ONLY

3, PEASON(S) WITH SPECIAL COMPETENGE IN RADIATION DOSIMETRY

Name Are qualifications attached?
D Yos U Mo
Oves [COne
Oves One

FORM FDA 2914 (11/05) PREVIOUS EDITION IS OBSOLETE PAGE 1 OF 4 PAGES FORM FDA 2014 (11/05)

PR Mk v 05 01 1 BT

PAGE 2 OF 4 PAGES



EDA 2914

Memibership Summiany.

FILLING OUT FORM FDA 2914
(Titles and numbers, when used, correspond to the item blocks on Form FDA 2814)

Instr ph F ive Drug R h Committee (RDRC)
Report on Ri h Use of Radi ive Drugs -- Membership Summary
(Form FDA 2914)

. . Section A. General Information
Ezg]mrﬁ"h::h pouc f"“B{':;)i’:n o without an Inve e NWP:‘"S e (RORC) 1. RDRC Committee Number - Provide the committee number assigned by FDA when the RDRC was
searc pp S L -

and other conditions, as specified in the RDRC regulations, are met. inifally approved. Leave blank for original applications

2. Name of Institution -- Provide the name of the medical institution to which the RDRC is affiliated. For
RDRC regulations are contained in Title 21, Code of Federal Regulations, Part 361.1 (21 CFR 361.1). Copics of annual reports and membership changes, if the name of the medical institution is different from that
the regulations and forms and further g g RDRC p d are available from the FDA Center provided in the previous submission, please attach a cover letter specifying the old and new names.
for Drug Evaluation and Research, Office ufOnou]ngy Dmg Produr:ts 5901-B Ammendale Road, Beltsville, 3, RDRC Chai

] rperson
MD 20705-1266. In addition, the nsu!mmns may be accessed at , ;L . Provide the name of the chairperson of the RDRC,
ir;rp h:ﬁr fw;f :m 5:: Fllnd cfefrfCFRSearch.cfm?FR=361.1. Microsoft Word versions . 55, . Provide the address to which written correspondence from FDA should be
of the forms (which can be filled out W 5““’ on your computer) may be accessed at: directed. If this address is a post office box number, a strect address must also be
htpify fieder. gorvie hoicesfdaformsFDA-2914.D0C and hip:fiww.fda. gowopacomimnare provided.
cﬁmt!ﬂfdﬂfﬂmﬂm-wﬁ-ﬂﬂc . E- «.o. Provide the e-mail address of the RDRC chairperson to which electronic
. . . correspondences from FDA should be directed.

The following instructions address only the aspects of preparing and Form FDA 2914 d. TELEPHONE No.... Provide the telephone number where the RDRC chairperson is usually available

pecls
{Membership Summary) for the following RDRC submissions: during normal working hours, A telephone number must be provided
e, Fax Noo. ... Provide the fax number of the RDRC chairperson to which facsimile

1. Original Application correspondences from FDA should be directed.

An application for FDA approval of a RDRC consists of submission of Form FDA 2914 (Membership
Summary), # current and dated curriculum vitae for each proposed committee member, and a statement that MEMBERSHIP - For original applications and annual - -

; ! - reports, fill in sections B, through E. referenced below. For
the RDRC agrees to comply with the requirements under 21 CFR 361.1. membership changes, fill in only those secrions, B. through D., for which new members are proposed.

. Annual Report Section B. Required Members -- Provide the names and qualifications of cach required member:

The annual Ir:porl, due on or before J'mua’ry 31 of cach year, consists of submission of Form F!)A 2914 1. Physician recognized as a specialist in nuclear medicine
[Meml?cnihlp Summary) and Form FDA 2915 (Swdy Summary) for each smdyl conducted dum\gldlc ) 2. Person qualified by training and experience to formulate radioactive drugs
preceding ca]endgyea:_‘. A Form FDA 2815 (Swdy Summary) should be_subnmled even for studies that did 3. Person with special competence in radiation safety and radiation dosimetry

not enroll any subjects in the preceding calendar year but have been previously approved by the RDRC and ) ) o

are still open and ongoing. If there are more than three members in a required speciality, attach a separate sheet.

Attach a current and dated curriculum vitae describing relevant degrees, training, am:l clp:ncncc for cach
. Membership Chm required member, If this is an annual report and qualifications have been previ bmitted 1o FDA,
Changes in bership and applications for new must be itted as soon as, or before, provide the date(s) of the previous submission(s),
VACANCIEs OCCUF on lhc cummlllrx: and consists of submission of Form FDA 2914 (Membership Summary)
and a current and dated curriculum vitae for cach proposed committee member,

Section C. Other Voting Members -- Provide the names, disciplines, and specialties of other committec
members.

Section . Committee Consultants -- Provide the names, disciplines, and specialties of committee consultants.

WHERE TO SEND THE SUBMISSION: Food and Drug Administration
Center for Drug Evaluation and Research
Office of Oncology Drug Products Section E. Non-Voting Members, if any - Provide the names and position titles of non-voting committee

5901-B Ammendale Road members,

Beltsville, MD 20705-1266
Section F. Study ¥ Total and C
1. Number of Study Summaries Subwmirted in This Repon’ -- For annual reparts, provide the number of
studies included in the ission. For original applications and hanges, lcave blank.
2. Signature of the RORC Chairperson - The RDRC chairperson must sign the form.
3. Date -- Indicate the date the form is signed by the RDRC chairperson.

Specific instructions for filling out this report are on the next page.

FORM FDA 2914 (11/05) PREVICUS EDITION IS O8SOLETE. PAGE 3 0F 4 PAGES FORM FDA 2314 {11/05) PREVICUS EDITION 15 DBSOLETE




EDA 29145

Stuidy: Summary.

g Where America’s Pharmacists are Meeting

DEPARTMENT OF HEALTH AND HUMAN SERVICES 8.
FOOD AND DFUG ADMINISTRATION 5. LIST Tl:l'i n.umc:psu:Inc;l.lr:as:\'\HTSH1E THE ASSOCIATED DRUG AND IDENTIFY AND QUANTITATE THE MAXIMUM RADIONUCLIDIC
_EHL_ CONTAMINANTS IN THE ADMINISTERED RADIQACTIVE RESEARCH DRAUG(S).
RADIOACTIVE DRUG RESEARCH COMMITTEE (RDRC) Fa—— oy PR ——— vy

REPORT ON RESEARCH USE OF RADIOACTIVE DRUGS [~
STUDY SUMMARY

Public reporting burden for ihls collectian of age 3hours imcluding

the tame for reviewing instnactions, mhquumgu-um-. gatharing |||d maintaining the dats needed, snd  Food and Drug Admisistration —

completing and reviewing the collection of isformation. Send comments regarding this burden estinatc or asyother  Center for Drug Evadaatios and Research 6. RADIATION ABSCRBED DOSE
of . N

aspect of this collection of informatson, inckading suggestians for reducing this burden 1o the address on the right. %Tendml?‘m Products  List raterence, {e.q., ICAF) andior attach calculatisns used to estimate the radiation absorbed dose.

An agency may ol conduct or sponsor, and a person It nat requised 1o respond to, a collection of informasion wh“lk"m""'dm‘wlm

uness it displ id

A. GENERAL INFORMATION
1. TYPE OF REPORT [PLEASE CHECK ONE):

| 5 Annual of this Form FDA 2915, o
[ Special Summary [j m&;mmxj is 2915, to summarize each study conducted duning the raparting

1 1
2 2
3. 3
s 4

2. ADAC COMMITTEE NUMBER 3. NAME OF INSTITUTION

4, NAME AND ADDRESS OF IRB
+ Enter Balow fara ive subject (refer to page 7 for more

b. & 4

ACTIVITY OF RADIQACTIVE
B. SPECIFIC INFORMATION DRUG(S) ADMINISTERED AND ABSORBED DOSE TOTAL DOSE
1. RESEARCH PROJECT OTHER ASSCCIATED PER SINGLE ADMINISTRATION PEA ORGAN / PER YEAR

a. Title of Research Project PROCEDURES

Radioactive Drug From Radioactive Drug mSv (Ram)/ whele Body

Mg mSv {Ram)/ whoba body mSv (Rem)/ lens of eye
or mSy (Rem)/ lens of oy mSv (Rem)/ conads
R mSy (Ram)/ oonads mSv (Rem)/
or
mei

' b. Study ID Number €. g:g‘r;aﬂ Study Approval 4. Stugy Termination Date
be

Amaunt

mSy (Fam)/ critical ergan)

{cribcal organ) mSv (Rem)/ ]
v {Rem)! (Bblood forming ! umh:\'jmw
3. COMCISE AND COMPLETE DESCRIPTION OF THE PURPOSE OF THE RESEARCH PROJECT T hdcactve dug ,
Other Associated Procedures From Other Associated Procedures
O et scans mSv (Rem)
4. PHARMACOLOGICAL DOSE (Based on pharmacological data avalable from studies in human subjects the dose should be known notio Oer — m3v [Rem)/lens of eye

cause any cinically detectabie pharmacological effect in human beings.) O oExa mSv (Rem)/ gonads
O x-Ray o mBviRem)/

List relarences: [entical organ)
Other Specify:)
a. Name of the nonradicactive dug o o mBv(Rem)/___________
{biood forming
organ}

[ 2. NAME OF RESPONSIBLE INVESTIGATOR (NGTE: Alscname

-3

1.
h.M:;s - ANNUAL REPORT: Entor information below for sach subject studied, using the above farmal (refer o page 7 for mare mformation).
X Ma:r::n mass dose (1.e., g of mg) of nonradioactive drug administered per subject, per single dose

1. kN

2 4.

b.2. Mo-observed-effect-level (NOEL) mass dose
1 a
4

kS
€ Maximum number of doses per subject. d. Route of administration {Le., LV, P.O_ elc.) . If the radioactive drug or nonradioactive
drug is under an IND, fist IND Numbar,

Peryear 1 2 3 | 1 3

[ i D R R—— [ —
FOR FDA USE ONLY

FORM FDA 2815 (11/05) PREVIOUS EDITION IS OBSOLETE. PAGE 1 OF 7 PAGES FORM FDA 2915 ¢1|ﬁ) PAGE 2 OF 7 PAGES

Mt s 300y 40 1030 EF




EDA 2915

o o Study’ Summary.

B._ SPECIFIC INFORMATION (Continuse) B. 5
6. RADIATION ABSORBED DOSE (Continusd)
% = : a b c d
" CRUOLE) ADUNISTERED. asson " ORUG(S) AOVINISTERED.

AND OTHER ;ﬁ;‘;ﬁuﬁn PERA SINGLE E'SE.,?'.Q?EAW PER ORBAN | EER YEAR DRUG(S) ADMINISTERED ABSORBED DOSE

TAL DO
AND OTHER ASSOCIATED PER SINGLE ADMINISTRATION PER ORGAN / PERVEAH
PROCEDURES

TION

6. RADIATION ABSORBED DOSE (Continued)

& NUMBEROF 5U8, THIS

YEAR

1 NUMBER OF SuB. THIS

EAR 18 YEARS OF AGE
9. CUMULATIVE NUMBER OF RESEARCH SUBJECTS STUDIED FROM INITIATION OF THIS
PROTOCOL THROUGH EMD OF THIS REPOART

h. TOTAL NUMBER OF RESEARCH SUBJECTS FORWHICH THIS PROTOCOL IS APPROVED

If additional space Is nesded, attach separate shestis)

7. CLAIM OF CONFIDENTIALITY

Contents of this report are available for public di unless by the i

and it is adequately shown by the investigator that the report constitutes a trade secmt or confidential commercial
information as defined in 21 CFR 20.61.

D | do not claim conlidenllallry
O 1 claim

RETURN COMPLETED FORM TO: B

CERTIFICATION

Food and Drug Administration

The undersigned certify that the study outlined above complies with Title 21 CFR Section
Center lor Drug Evaluation and Resaarch

361.1 and that the responses are true and accurate as outlined above.
SIGNATURE OF INVESTIGATOR DATE

R
Bensville, MO 20705-1266

Attention: RDAC

SIGNATURE OF CHAIRPERSON OF RADIOACTIVE DRUG
EARCH TTEE

FORM FDA 2915 (11/05) PREVIOUS EDITION IS OBSOLETE

PAGE 30F 7 PAGES

FORM FDA 2815 (11/05) PAGE 4 OF 7 PAGES




g Where America’s Pharmacists are Meeting

EDA 29145

Study: Summany.

Instructions for Completing Radioactive Drug R h Committee (RDRC)
Report on F Use of Radi ive Drugs — Study Summary
(Form FDA 2915)
Basic research with drugs may be fucted without an T igational New Drug A
(IND) when the research is conducted under a FDA-approved Radioactive Drug R h C ittee (RDRC)
and other iti s d in the RDRC regulations, are mel.

RDRC regulations are contained in Title 21, Code of Federal Regulations, Part 361.1 (21 CFR 361.1). Copies of
the regulations and forms and further guidance regarding RDRC procedures are available from the FDA Center
for Drug Evaluation and Research, Office of Oncology Drug Producis, 5901-B Ammendale Road, Beltsville,
MDD 20705-1266. In addition, the lcgulnllons ma)' be accessed directly at

Rt ffwww.acc fida. “fefr/CF. h.cfim?ER=361.1. Microsoft Word versions
of the forms (which can be l'llead out and iavnd on your compuler) may be accessed at:

hitp: fida oice s/ FDA-2914.D0OC and hitp:fwww. filagov/

i i /FDA-29135.DOC.

The following instructions address only the inistrative aspects of preparing and
(Study Summary) for the following RDRC submissions:

1. Annual Report
The annual report, due on or before January 31 of each year, consists of submission of Form FDA 2914
(Membership Summary) and Form FDA 2915 (Stady Summary) for each study conducted during the
preceding calendar year. A Form FDA 2915 (Study Summary) should be submitted even for studies that did
not enroll any subjects in the preceding calendar year but have been previously approved by the RDRC and
are still open and ongoing.

. Special Summary
A special summary must be submitted 1o FDA at the time the RDRC approves research studies involving
more than 30 subjects or involving subjects under the age of 18, A special summary consists of the
submission of Form FDA 2915 (Study Summary) and a justification for the number of subjects or the
inclusion of subjects under 18 years of age. In addition, provide the maximum radiation dose commitment
for the organs listed in 21CFR361.1(b)(3)(i) by a representative subject,

‘WHERE T0 SEND THE SUBMISSION: Food and Drug Administration
Center for Drug Evaluation and Research
Office of Oncology Drug Products
5901-B Ammendale Road
Beltsville, MD 20705- 1266

ATTN: RDRC

Specific instructions for filling out this report begin on the next page.

FORM FDA 2915 (11/05) PREVICUS EDITION IS DBSOLETE PAGE 5 OF 7 PAGES

FILLING OUT FORM FDA 2915
(Titles and numbers, when used, correspond to the item blocks on Form FDA 2915)

Section A. General Information
1. Type of Report -- Check the iate box indicating whether this is a special summary or an annual

report. If this is a special summ. provide a justification for the need to study more than 30 subjects or
1o study subjects under the age of 18, Studies involving minors must be supported with review by a
qualified pediatric consultant to the RDRC and documented in the special summary.

. RDRC Committee Number -- Provide the committee number assigned by FDA when the RDRC was
initially approved.

. Name of Institution -- Provide the name of the medical institution to which the RDRC is affiliated.

. Name and Address of IRB - Provide the name and address of the Institutional Review Board (IRB)
that approved the study protocel.

Section B. Specific Information

1. Research Project -- Check the appropriate box indicating whether this is 1 special summary or an
annual report. If this is a special summary, provide a justification for the need to study more than 30
subjects or to study subjects under the age of 18. Swdies involving minors must be supy with
review by a qualified pediatric consultant to the RDRC and documented in the special summary.

. Title of Research Project - Provide a unigue and brief title of the research protocol that includes the
name of the radicactive drug’.
. Study 1D Ny r - Provide the unique number assigned to the research protocol by the Institution
or RDRC for tracking purposes. A study 1D number must be provided.
. Original Study Approval Date -- Provide the date the research protocol was approved by the RDRC
for the first time.
d. Study Termination Date - Provide the date the research protocol was completed or terminated.

. Name of Responsible Investigator - Provide the name of the Principal Investigator and the name of
the prescribing physician, if other than the Principal Investigator.

. Concise and Complete Description of the Project -- Sclf-cxp ¥.

X Phamunlogicalnme Thls is :he mass dose of th ioactive drug o be i igated that will
not cause a cling logic effect in humans. Please cite relevant published litera-
ture or other valid humn sludncs supporting the use of this dose. If necessary, attach a separate sheet.

. Name of the Nonradioactive Drug -- Provide the name of the nonradioactive drug being
investigated. The use of the term “drug” in this section is synonymous with the terms moicty, active
ingredient, compound, or ligand.

. Mass Dws
bl dose -~ This is the amount of icactive drug ini: per
subject per single dose a1 the expiration time of the radi drug 1o be admini 1. Indicate
amount in terms of mass or weight expressed in units of pg or mg only.

b.2. No observed effect level (NOEL) mass dose -- This is the pharmacologic dose of the
nonradioactive drug that will not cause a clinically detectable pharmacologic effect in humans. This
is not necessarily the administered dose,

. Maximum number of doses per subject - Specify the number of administrations of the radioactive
drug a research subject may receive per vear and the total number of doses specified in the protocol.

. Route of administration -- Indicate the rovte of administration (e.g. LV.. P.O. etc.).

. If the drug is under an IND, [ist IND Number - If the radioactive drug or the drug is
being i igated under an I igational New Drug Application (IND), identily the IND number,

5. Lisl the radionuclides with the associated drug and idenlify and guantitate the maximum

lide in the ive drug upon -
Self-explanatory.

" The term “radioactive drug” is defined in 21 CFR 310.3(n} and includes a “radioective biological product™ as defined in 21
CFR 600.3(se).

FORM FDA 2915 (11/05)
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EDA 2915

Study: Summany.

FILLING OUT FORM FDA 2915 (Continued)

Section B, Specific Information (Coninurd)
6. Radiation Absorbed Dose

All study summaries should list the speci ference(s) that were used 1o

commitments (¢.g., ICRP Publication 80 Table 3.2.1). For those radioactive drugs for which no
reference(s) are available, list your assumptions and show your calculations. The report should
include the dose contribution from the administered radioactive research drug and any other
associated procedures (i.c., would not have occurred but for the study) contributing to the rad
absorbed dose.

For a special summary, provide the maximum radiation dose commitment to the whole body, the
critical organ, and cach organ as specified in 21 CFR 361.1(b}3)(i) received by a representarive
subject.

For an annual report, provide the radiation d mitment 1o the whole body, the critical organ,
and each organ as specified

radioactive research drug during the reporting calendar year. For each subject. provide

Sex; (b) the amount of radioactivity administered for each radioactive drug used in the stud
absorbed dose to the whole body, the critical organ, and each organ specified in 21 CFR
361.1(bM3)(i) per single ad eation for each radioactiv

with the study; and (d) the resultant cumulative radiation dose to the subject for the whole b
organs referenced above within the calendar year.

. Age and Sex -- Specify the age and sex for each individual research subj

. Activity af Radivactive Drieg(s) Administered and Other Associated Procedures -« For cach

individual resea bject identified in column a, provide the amount of radioactivity admini
tered along with the name of each radioactive drug received. Express each amount of rad

in MBqg, pCi, or mCi. FDA prefers you use the International System of Units (S1). Note: 37 MBg =
ImCi.

For other ass ed procedures (i.e., would not have occurred but for the study), identify the
sources of radiation.

. Absorbed Dose per Single Administration - Provide the radiation absorbed n mSv [l mSv =

100 mrem)] for each target organ, .g. whole body, lens of eye, gonads, and critical organ(s).

. Total Dose Per Organ/Per Year -- Provide the total radi dose from the radioactive drug and

associated procedures per organ for a | 2-month period of time, usually a calendar year, unless
otherwise specified,

s, Number of Research Subjects Studied this Reporting Year - Sell-explanatory.
{. Number of Research Subjects Studied this Reporting Year Under 18 years of Age -

h.

Self-explanatory.

. Cumulative Number of Research Subjects Studied from Initiation of this Protocol Through End af

this Report -- Self-cxplanatory.
Total Number of Research Subject. Which this Protocol is Approved - Self- explanatory.

7. Claim of Confidentiality -- Indicate whether o not you are claiming confidential f confidenti
claimed, attach a justification demonstrating that this report constitules a trade secret or confidential
information as defined in 21 CFR 20.61.

& Certification -- The Principal Investigator and the RDRC chairperson must sign the form. Indicate the

e form is signed by the Principal Investigator and by the RDRC chairperson,

FORM FDA 2915 (11/05) PREVIOUS EDITION 15 OBSOLETE. PAGE 7 OF T PAGES
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Study: Appreval Functions

TThe RDRC must determine that the researchi protocol
MEEets; the fellowingl requirements:

Radiation desimety parameters are as Iow: as
ieasenanly.achievanple (ALARA)
(§ 361.1(d)(1))rand meet the limits specified in

§ 361.1(b)(3).

The amoeunt of active ingredient(s) Is known net te

cause a clinically deteciahle phanmmacelogicall erfiect
pPased on puklished data frem human stucdies or
fiien ether valid human studies cited 1 the protecol

(§ 361.1(d)(2)).
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Study: Appreval Functions

(cont.)

TThe RDRC must determine that the researchi protocol
MEEets; the fellowingl requirements:

Stuay Investigaters are gualified sy training and
EXPErence. to conduct the: study,

(§ 361.1(d)(3)).

ihe medical facility. Is; prepeny lIicensed te pPesSess
and handle radieactive materials
(§ 361.1(d)(4)).
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Study: Appreval Functions

(cont.)

TThe RDRC must determine that the researchi protocol
MEEets; the fellowingl requirements:

Tihe selection and consent ofi research subjects; Is
appreprate(i-e:, age imitatiens;and pregnancy.
exclusion) (8§ 361.1(d)(5)).

Ifhe quality’ of the: radioactive drug te e administered
MEEts appropraie standards (I.e., pyrogen and
sterlity testing, radiechemical and radienuclidic purty)
as needed for safety and 1ve off such uniierm and
lepreducible guality' as to give significance to the
research study conducted (§ 361.1(d)(6)).

30



__06 Study: Appreval Functions

(cont.)

TThe RDRC must determine that the researchi protocol
MEEets; the fellowingl requirements:

Tlhe research protocel design has; scientific Worth ana
IS based onia sound rationale (§ 364.1(d)(7))-

TIhe pretecol Includes provisions; fier the repoerting| of
adverse events to the RDRC and then immediately to
the FDA (§ 361.1(d)(8)).

31



Study: Appreval Functions

(cont.)

The RDRC must determing; that the research protocol
meets the fellewing reguirements:

e pretecol receives concuirent approval by an
agpropriate instittiienal review: beard (IRB)
364.1(d)(9)).

LLalbeling requirements (§ 361.4(f)), assure the
Statements:

"Rx only*;

‘o be adminisiered infcompliance withithe
leguirements; ol Eederal regulations reganding
ladioactive drugs for research use (21 CER
361.1)"

32



W Protocol Review Checklist

SAN-FRANC

g Where America’s Pharmacists are Meeting

RDRC PROTOCOL REVIEW CHECKLIST: Criteria for the Evaluation of the

Appropriateness of Research Studies under a RDRC

To approve a proposed research study, the RDRC must consider the following:

1. Isthe pharmlciog dose he l’allm\ri mlts

The radioactive drug has the combination of half-life, type
of radiation, radiation energy, bolism, and chemical
properties that results in the lowest dose to the whole body
or specific orifices which is passable to obtain the
necessary information.

A. The amount of active ingredient or combination of active
ingredients shall be known to not cause any clinically
detectable pharmacological effect in humans.

. For adult subject: Under no circumstances may radiation
dose from a single study or cumulatively from a number of
studies conducted within 1 year exceed:

* Sufficient documentation provided.

*Whole body, active blood-forming organs, lens of eye,
and gonads:

. If the same active ingredients (exclusive of the
radionuclide) are to be administered simultaneously (e.g.,
under an IND or for a therapeutic use), the total amount of
active ingredients including the radionuclide shall be
known not to exceed the dose limitations applicable to the
separate administration of the active ingredient excluding
the radionuclide.

Single dose 3 Rems

Annual & total dose 5 Rems

* Other organs:

Single dose 5 Rems

Annual & Total Dose 15 Rems

*Sufficient documentation provided.

. For subject under 18 years of age: Radiation dose may not
exceed 10 percent of dose set forth above.

2. Were pharmacological dose calculations based on data
ilable from published literature or from other valid

. When determining total radiation doses and dose
commitments must consider:

3. Is the radiation dose within the following limits?

*All radioactive material included in drug either as
essential material or as significant contaminant or impurity.

A, Subject must receive the smallest radiation dose practical
to perform the study.

* X-ray procedures that are part of the research study.

*Absorbed dose calculations based on biologie distribution
data available from published literature or from other valid
studies was provided.

* Possibility of follow-up studies.

*An acceptable method of radioassay of the radioactive
drug prior to its use was provided.

. Are the numerical definitions of dose based on absorbed
fraction method of radiation absorbed dose calculation
(e.g., system set forth by Medical Internal Radiation Dose
Committee of the Society of Nuclear Medicine or by the
International Commission on Radiological Protection)?

*Adequate and appropriate instrumentation for the
detection and measurement of the specific radionuclide will
be utilized.

*Sufficient documentation provided.

4. Is the radiation exposure justified by the quality of the
study being undertaken and the importance of the
information it seeks to obtain?




= - e
e L . [YES [NO 8. Does the radioactive drug meet appropriate chemical,

F AN
]s each investigator quahf’ed by training and experience to pharmaceutical, radiochemical, and radionuclidic
conduct the proposed research studies? standards of identity, strength, quality and purity?

6. Is the investigator's or institution's license to handle i ‘Were the radioactive materials for parenteral use prepared
radioactive materials appropriate? Does the investigator e in sterile and pyrogen-free form?
meet the following requirements?
9. Is the research design appropriate in that:

A For reactor-produced isotopes: The investigator or
institution shall be licensed by the Nuclear Regulatory A_ Scientific knowledge and benefit is likely to result from the
Commission or Agreement State to possess and use the study and the research shall be based upon sound rationale
specific radionuclides for research use or be a listed derived from appropriate animal studies or published
investigator under a broad license. literature;

. For non-reactor-produced isotopes: The investigator or . Scientific knowledge and benefit should be of sound design
institution shall be licensed by other appropriate State or such that information of scientific value may result.
local authorities, when required by state or local law. o
. Will the radiation dose be sufficient and no greater than
7. Is the use of human subjects appropriate and does it meet ' : necessary for purpose of the study?
the following requirements?
. The projected number of subjects shall be sufficient and no
greater than necessary and should reflect the fact that the
2 study is intended to obtain basic research information and
B. Research must be reviewed and approved by an i not intended for other purposes,
institutional review board and consent must be obtained :
from the subjects or legal representatives. 10. Is the packaging, label, and Iabeling of the radioactive drug
in compliance with Federal, State, and local law regarding
radioactive materials?

Is the label of the immediate container and shielded container,
if any, in compliance with RDRC requirements?

*Investigator can demonstrate that: 1) the study presents a Revised: 10/03
unique opportunity to gain information not currently

available; 2) requires use of subjects less than 18 years of

age; 3) is without significant risk to subjects.

*RDRC review is supported with review by qualified
- pediatric consultant.

E. Female subjects of childbearing potential must: 1) state in
writing that they are not pregnant or 2) on basis of
pregnancy test be confirmed as not pregnant.




EDA cenducts peroedic reviews of approvead
committees by:

Review! of therannuallrepot,
REVIEW oF meeting minutes,

On-site INSpPEectiens.

REVview el full pretecols or centain studies,
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Ways te Study: Radieactive

Drugs in Human Sulkjects

21 CFR 312

21 CFR 312.2

21 CFR 361

lvestigational-New: DrugrApplication
Exemypt fremi IND: reguirements

Prescription Drugs for Human Use
Generally'Recognized as Safe and
Efiective andiNot Mishrandead: Drugs
Used! infResearch

§ 361.1 Radioactive drugs for certain
research uses.

36



New: Drug onr GRAS/E

NEW DRUGS
Subject to new: driig reguirements ofi the ED&C Act, Includes
sulbmission of an IND: (Unless exempt)

GRAS/E — Generally Recognized As Safe and Effective

Determined by EDA

Not subject to the new: drug reguirements, of the ED&C Act (ne IND
reguired)

21 CER 361.1 was established! ter specify the conditiens of Use under
Whichidrugs fer certain researnch uses would he considered GRAS/E

Generall recognition of safety exists only When the mass of the drug to be
administered has no clinically’ detectanle’ pharmacoelogical effect in
humans based on experence or studies in human beings.

37



Purpose ofi RDRC vs IND

Research

RDRC

[he research Is intended to obtain basic
Infermation regarding:

Vietalhelismi offthe radioactively,
lalkeled drug

Kinetics
[Distrikbution
[Desimetny,
Cecalization

Human physiclegy,
pathophysiology, biechemistry

The research is NOII intended for
Immediate therapeutic, diagnestic, or
Similar purposes, or te determine the
safety and effectiveness of the druglin
humans foer such purpeses (i.e., tor carry.
out a clinical trial)

INID

Intent of the research Is not restricted

Can include:

Researchiinvelving therapeutic,
diagnestic; or preventative benefit
to the subject

Study: of safety’ and efficacy
(@ clinical trial)

Basic research that dees not
meet the reguirements of §361.1

Basic research that meets the
requirements of § 361.1

38



m'!"20(]6 Review, Approval, and Oversight

gwher America’s Pharmaci: Meeting

RDRC and IND

Institutienal Review Board (IRB)
21 CER'56
Responsihilities include:
Review of initial research and subsequent changes
— Authority torapprove; require modification) i, or disapprove research
activities
— Authority/ te suspend or terminate approval of researnch
— Approval must e obtained prier to Implementation

Continuing review efi engeing research

Critera fer approvalk
Minimizatien off sks 1o, sulbjects; risks arereasenable in relation te anticipated
penefits
Egquitaldle selection| off suldjects

Compliance with' the: infermed consent reguirements ofi 21 CER 50, including
Subpart Diiifseme subjects ane children

Adeguate proevision for moenitering data to ensure salety of Sulbjects
Protection of rights and welfare of vulnerable subjects

Adeguate provisions to protect privacy and confidentiality
39



Review, Approval, and Oversighi
(cont.)

RDRC IND
Radieactive Drugl Research Committee EDA
Approved, monitered! by EDA Reviews:
Respensikle fer ensunng that the Protocols, protocol chianges
ieguirements of' § 364.1 are met: Study investigators
Qualified study Investgators CMC, Pharmacology/Toxicology, PK
Proper licensure for radioactive Information amendments
materals
Appropriate selection and consent of  © Primary objeCtive ofi the: review:
reésearch sulbjects Jjo assure the safety' and rights of
Appropriate quality of radioactive subjects
drug administered Jj0 assess the scientific guality’ of the
Sound| research protocol design clinical investigations
Reporiing of adverse events Ability’ ofisponsor to proceed:
Approval by an IRB First 30 days
Labeling ©Ongoing studies

40
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Review, Approval, and Oversighi
(cont.)

Reporting te EDA

Monitoering by, EDA

EDA enfercement
actions

RDRC

Annual Report
Study: Summary.
Viembership Summany,
Special Summary.
Adverse events
[ reguested
VIeeting minutes
Eull protoecols

FIDA monitors;the activities of
the approved RDRCs

Notifications ofi deficiencies
On-site inspections

Withdrawall off approvallofian
RDRC

INID

Annual Report

New: protecels

Protecel changes

New investigaiors
Infermation amendments
Adverse events

FIDA monitors; the research

On:site INSpections
Eull er partial clinical held
Tlermination offan IND

41



Dosing

RDRC IND
Pharmacologicalldose Limited Net [imited
Amoeunt off active ingredient Evaluated for saiety en a
must be knewn net te case-hy-case hasis
cause any. clinically
detectable phanmacologicall & hpitiall dose can be chosen

effect inthumans, based on based on animal and/or
published literature or other  [uman data
validrhuman studies

Radiation dose Limited Net limited
Smallest dese with which it Evaluated for safety onia
IS practical' to pesfiermi the case-hy-case hasis

study: witheut jeepandizing
the henelits te e obitained
fliom the study

Single dese and

annual/tetal dose limits
42



Study Subjects

Informed Consent
(21CERI50)

Number of Suljects

Subjects <18/ years
of age

Women of child
bearing potential

RDRC
Reguired;, including Subpart D

Sufficient but nergreater than
necessary for the purpese. of
the study

Shoeuld'Reflect that the study/is
iIntended te ehtainihasic
reésearch infermation (usually,
<30)

Permitted enly/in special
Situations described in

§ 361.1(d)(5)
Must state In writing that she Is

not pregnant, or e confirmed
as not pregnant

INID)
Reguired; including Subpart D

No Limit

Permitied

Permitted
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g*""! 2006 Adverse Event (AE) Reporting

RDRC IND

IAvestigater must immediately/ repoiit te Spenser must review: all infermation
RDRC alllAEs associated with Use of the relevant te the salety of the drug| fromi any
radieactive drugiin the research study. source, foreign or demestic

Serious — EDA recemmends 2 Clinical trials

busIness days Literature

All'ethers — EDA recommends 5 Animal studies

ouslness deye Commercialimarketing
RDRC must immediately report to FDA all Unpublished papers
adverse events proehably attibutable teruse Reporits fiom! fereigni regulatory
ofi the radieactive drug|in the research autherities
Study

Serieus — EDA recemmends 7. Jaifety regorts

business days Sereus/unexpected: file within 15

Alllothers — FDA recommends 15 days of receipt
business days Unexpected fatal or life-threatening:

file: within 7 days of receipt

Annuallreports 44



RDRC Trivia

IHow: many: RIDRECS have heen approved by EIDA?Z
Which States have: the mest approved RPDRCs?

\Which States have never had an appreved
RDRC?

WhiIch States have the most RDRESs, which ane
cuiently’ considered “active”?

45



201

Which Statesihave the moest approeved RIDRCSs?
Caliiomia & New: York =20
Michigan = 14
lllineis & Massachusetis = 12
Pennsylvania & Tiexas = 11
Next closest = 8

Which States have never had an appreved RDRC?

Alaskas, Delaware; Hawail, Mississippl, Montana, Nevada, New
Mexico, Wyeming

Which States have the most RDRCs whichiare currently considered
“active’?

California & New: York = 11

Massachusetts & Texas = 5 46



RDRC Trivia

As of December 31, 2005

. Total number of | Total number of | Total number of
'RD chartered | RDRCs "inactive” | RDRCs "active"
per per State per State

Alabama

California
Colorado
Connecticut
Florida

llinois

Kansas
Kentuck
Louisiana

@
©
o

Massachusetts
Minnesota
Nebraska

New Jerse:
New York
North Carolina
North Dakota

Oregon
Pennsylvania
Rhode Island
South Carolina
South Dakota
Tennessee
Texas
Unknown

-

Vermont

=
=
o

Washington
Washington, DC
West Virginia
Wisconsin
Totals =

78
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RDRCs In the United States

Quantity of RDRCs by State for 2005 Reporting Year Quantity of RDRCs by State for 2005 Reporting Year
“% | RDRC Committee Name State | Quantity ROR¢| RDRC Committee Name State | Quantity

5 " e 1 156 [CERRE - Colloria | 18

g Where America’s Pharmacists are Meeting

164 Seripps Clinic and Research Foundation
I am, Alabama 19 |BICSSRES : wifatkalgated (N ormia 2
VA Madical Center
Birmingham, Alabama
University of South Alabama 130

19

e,

Princeton Baptist Medical Cenler 135
Birmi , Alabama

Carraway Methodist Medical Center 139

Birmingham, Alabama

University of Arizona Health Sciences Center 120
Tucson, Arizona

Banner Good Samaritan Medical Center :

Phosnix, Arizona 126

VA Conneclicul Healthcare System (West Haven,
CT) Department of Vaterans Affairs

ummwwwm 13
Ittla Rock, Arkansas

Saint Francis Hospital & Medical Center
Hartfiord, Connecticut

e oinacTon

196

Stanford University School of Medicine
, California VA Medical Canter

74 Bay Pines, Florida
\r.i\sﬂ;n mqt’l.']:ﬁbm 129 University of Florida
Gainesville, Forida
Los Angedes Counly University of Southem 138 ML Sinai Medical Cenler
t&a‘gb‘og\slzh:edw Ccir::n Calformia Miami Baach, Florida
i The University of South Florida Affiliated Hospitals
Los Angeles, California 182 Yasana. Floda
Emest Ovlando Lawrence Berkeley National =
Laboratory

Berkeley, Califomnia Emaory University
Universily of Gaifornia, Los Angeles - UCLA Allaria, Georgia
Los Angeles, California el GRS o o

um:::‘n‘; California, San Diego Calfomia Augusta, Georgia

Harbior-UCLA Research & Education Institule

Gl Calfornia VA Medical Center
Ll t L 3
Loma Linda University Medical Center s Boise, idaho
Loma Linda, Califomia S
Veterans Affairs Medical Centes,
Sepulveda, Califomia Chicago. lllinoks
VA Greater Los Angeles Healthcare System California The Methodist Medical Center of lllinois ;
Los Angeles, California Peorta, ol Wiinois
University of Califomia San Francisco Catiforni University of Chicago
San F":“:"- c""":; Chicago, llinés
University of California at eley -
Barkeley, Califormia Califomia 3 Edward Hines, Jr W.\ Medical Conter Minois
Naval Regianal Medical Center SR Hines, liinols
San Diego, California University of lllinois a1 Chicago
University of Callformia - Davis Modical Center Chicago, liinois
Sacramento, California
Letterman Ammy Medical Center
Presidio of San Francisco. California
Jerry L. Pettis Memorial Vieterans Madical Center

Idaha

Humana Hospital - Michasl Reese

California Minois

Miinais

Hlinois
Califomia

Northwesiern Memorial Hospital
Cabifornia Chicago, llinois
The Children's Memorial Hospital
Cakfomia uﬂw. Hinois

It

Ilnois

Loma Linda, Califormia

VA Medical Centar
Long Beach, California

Califomia

Evangelical Health Systems - Christ Hospital and
Medical Canter
Oaklawn, lincis

IMinois

Loyola University Medical Center

Ma , Minois

Ilinois

20lB




v{Il] RDRCs In the United States

g Where America’s Pharmacists are Meeting

Quantity of RDRCs by State for 2005 Reporting Year Quantity of RDRCs by State for 2005 Reporting Year

RDRC
#

RDRC Committee Name

State

Quantity

RDRC
#

RDRC Committee Name

State

Quantity

165

VA Medical Center

Miinats

57

5

178

Evanston Hospital
Evanston, |lEnois

Tllingis.

79

8

188

Victory Memorial Hospital
Waukegan, linois

llinots

80

l;cw England Deaconess Hosni. tad
Boston, Massachuselts

T

[ for Biology

137

Meathodist Hospital of Indiana
Indianapolis, Indisna

118

University Hospital
Boston, Massachusetts

190

Wes! Pharmaceuticals Services, Inc. / GFI
Research Center

Evansyille, Indiana

163

University of Massachusetts Medical School
Worchester,

172

VA Madical Center

University of lowa
 lowa City, lowa

177

West Roxbury, Massachusetts
How England Hodical Carier

University of Kansas Medical Center
Kansas Clty, Kansss

45

The University of Michigan
Ann Arbor, Michigan

Innovex Inc.
Lenexa, Kansas
(tormerly Clinical Research Foundation-Amarica,
Lenaxa, Kansas and originally Quincy Research
Center, Kansas City, Kansas)

85

Bronson Methodist Hospital
Kalamazoo, Michigan

a5

VA Medical Center
Allen Park, Michigan

Wayne Stale University
Datroit, Michigan

University of Kentucky
Lexington, Kentucky

Kentucky

Hurkey Medical Center

Flint, Michigan

51, John Hospital and Medical Center
Detroit, Michigan

Ochsner Clinic
New Orleans, Louisiana

Lovisiana

Wayne County General Hospital
Eloise, n

Overton Brooks VA Medical Center
__Shreveport, Louisiana

Loutsiana

William Beaumont Hospital

Louisiana State University Health Sciences Center
In Shreveport
Shreveport, Lowisiana

Loutsiana

Detroil Receiving Hospital and University Health
Centar

Dutroit, Michigan

Harper-Grace Hospitals
Dedroit, Michigan

Maine Modscal Center
Paortland. Maing

National Institutes of Health
Bathesda, Maryland

Grace Hospital

(purchased Mt Carmel Mercy Hospital on April 1,
1

ga1)
Detroit. Michigan

Francis Scoll Key Medical Center
Ballimore, Maryland

Departmenl of Velerans Affairs Healihcare
System
Ann Arbor, Michigan

Michigan

University of Maryland Medical Systems
Baltimore, Maryand

Children's Hospital of Michigan
Dietroil,

Michigan

Johns Hopkins Medical Instibutions
Baltimore. Maryland

Henry Ford Hospital
Detroit, Michigan

Michigan

Prince George's General Hospital and Medical
Cenlar

__Choverly, Maryland

Maryland

Mayo Clinic
Rochester, Minnesola

Hennepin County Medical Center
Minneapolis, Minnesala

Massachusetls

University of Minnesota
i s, Minnesota

Beth lsrael Deaconess Medical Center
Boston, Massachusslts

Massachuselis

MNew England Medical Center
Bosion, Massachuselts

Massachusells

Massachusells General Hospital
Bosion, Massachusaits

Massachusells

Veterans Administration Medical Center
St. Louis, Missouri




RDRCs In the United States

Quantity of RDRCs by State for 2005 Reporting Year

g Where America’s Pharmacists are Meeting

Quantity of RDRCs by State for 2005 Reporting Year

RDRC
#

RDRC Committee Name

State

Quantity

RDRC
#

State

Quantity

49

Bathwell Regional Health Center
Sedalla, Missouri

Missouri

2

122

Missoun

3

199

RDRC Committee Name

152

Saint Louls University
St. Louls, Missourl

K

3

155

St Luke's Hospital of Kansas City
Kansas City. Missouri

64

University of Nebraska Medical Center

VA Medical Centar
Fayetteville, North Carolina

171

Cruighton University
Omaha, Nebraska

148

Dartmouth-Hitchcock Medical Center
Hanover, New Hampshire

"University of Norih Dakata

55

Nowark Bath Israel Medical Center
Newark, Naw Jersey

VA Medical Center
Cleveland, Ohio

VA Medical Center
[Eant Orange. New Jersey

150

UMDMNJ-New Jersay Medical School
Newark, New Jersey

Univarsity of Cincinnall Medical Centar &
Children's Hospital Medical Center

Cooper Hospital / University Medical Center
Camden, New Jarsey

Cincinnati, Ohio
Medical College of Ohio
Toledo, Ohio

University Hospitals of Cleveland
Ohio

bia Presbytenan Medical Center
New York, New York

EE O
The Cleveland Clinic Foundation
Cleveland, Ohio

—
Brookhaven Naional
. Now York

State of New York Dopartment of Heallh
Albany, New York

Greater Cincinnati Radicactive Drug Research
Committes
Cincinnati, Ohio

Veterans Administration Hospital
Albany, New York

Ketlering Medical Center Network
Kettering, Ohio

The State University of New York at Buffalo
Buffalo, New York

New York

VA Madical Center
Northport, New York

New York

The University of Oklahoma Health Sciences
Center

Okiahoma City, Oklahoma

Asany Medical Center Hospital
Albany, New York

New York

VA Medical Center Portland Division
Portland,

Oregon

MNew York University Medical Center
HNew York, New York

New York

The Rockefeller University Hospital
New York, New York

New York

Willon 5. Hershey Needical Cenler, Pennsyvania
State University
Harshay, Pannsylvania

Pennsylvania

University of Pennsylvania

Philadelphia, Pennsylvania

Pennsylvania

North Shore Uiniversity Hospital
Manhasset, New York

New York

Lancaster Osteopathic Hospital

Lancaster, Pennsyivania

Pennsytvania

Mamorial Sloan-Ketlering Cancer Center
New York, New York

New York

Temple University
Philadalphia, Pennsylvania

Pennsytvania

VA Madical Center
Brooklyn, New York _

New York

The Mary Imogene Basselt Hospital
Coapersiown, Now York

Now York

Pinnacle Health Systems
al Harrisburg Hospital and Polyclinic Hospital
Harrisburg, Pennsylvania

Pennsytvania

VA Medical Center
Brons, New York

New York

VA Medical Contar
Coatsville, Pennsylvania

Pennsytvania

SUNY at Stany Brook
Stony Brook, New York

MNew York

Thomas Jefferson University Hospital
i, Pennsylvani

Pennsylvania

The Mount Sinai Medical Centar

New York

Maontefiore Hospital
Pitisburgh, Pennsylvania

Pennaylvania

New York, New York

University of Rochester
Rochester, New York

Lt L B

New York

Lankenau Medical Research Cenler
awood. Pennsylvania

Pennsylvania

St Luke's - Roosevell Hospital Center
MNew York, New York

New York

University ol P 1 Medical
Cantor

Philadelphia, Pennsylvania

Ponnsylvania

Sol8




RDRCs In the United States

Quantity of RDRCs by State for 2005 Reporting Year

RDRC

g Where America’s Pharmacists are Meeting

Quantity of RDRCs by State for 2005 Reporting Year

RDRC Committee Name

State

Quantity

161

Pittsburgh

_ L

n

34

Womens and Infants Hospital of Rhode Island
Providence, Rhode Island

VA Medical Center
Charleston, South

______Charleston, South Carolina
William Jennings Bryan Dom VA Medical Contor
Columbia Carolina

Velerans Adminestration Center
Sioux Falls, South Dakota

South Dakota

Vanderbit University
Nashville, Tennesses

Tennessee

Univarsity of Tennessea Health Scence Center,
Memphis
Mom| T

Tennessee

University of Tennessee Medical Cenler
Knoxville, Tennesses

Tennessee

The University of Texas,
MD Anderson Cancer Center
Houslon, Texas

Universily of Texas, Southwestern Medical School
Dallas, Texas

University of Texas Medical Branch
, Taxas

The Methodist Hospital
Haouston, Texas

University of Texas Healih Science Cantar at San
Antonlo

San Antonio, Texas

Audie L. Murphy Memorial Velerans Administration
Hospital
San Anionio, Texas

ety e

VA Modical Center
Dallas, Texas

Toxas Tech Univarsilty Hoalth Sciences Center
Lubbock, Texas

MNASA-Johnson Space Coenter
Housion, Texas

The University of Texas Houston Health Scence
Center
Houston, Texas

Baytor College of Medicing
Houston, Texas

University of Utah, Radiclogical Health Departmant|
Salt Lake Cily, Utah

Medical Center Hospital of Vermont

Burlington, Vermant

Vermont

#

RDRC

RDRC Committee Name

State

Quantity

"

Univeraity of Virginia Heallth Sclences Cenlar

Charlotiasville, Virgi

Virginia

£

127

Virginia

S1 Mary's Hospital
Richmond, Virginia

Virginia

WA Puget Sound Health Care System
. Washington

Washington

Sealtle. W

Walter Reed Army Medical Center
Washington, DC

George Washington University Hospital
Washington, DC

The Washington Hospital Center
Washington, DC

Veterans Administration Medical Center
Washingion, DC

Georgatown University Medical Center
Washington, DC

Children's National Medical Canter
Washington, DC

National Institutes of Mental Health Newrosciences
Center a1 51, Elizabeth's Hospital
Washington, DC

MedStar Research Instilule
Washington, DC

West Virginia University Medical Center
Morgantown, West Virginia

West Virginia University
Morgantown, West Virginia

Froediert Memarial Lutheran Hospital
Milwaukee, Wisconsin

Clement J. Zablockl VA Medical Center
Mitwaukee, Wisconsin

University of Wisconsin Medical School & Wm, 5.
Middleton Memorial Velerans Hospltal
Madison, Wisconsin

Lot L s ]

University of Wisconsin Medical Schoal
Madison, Wisconsin

Covance Clinical Research Unil, Inc.
Madison, Wisconsin

ground fll = “Active Ci

Background fill = “Inactive C




EDA RDRC program Wwebsite

IRfermatien abkeul the EDA Radieactive Ditg
Research Commitiee program can be found at:

Rttp://Mmaiida. gev/caer/regulateony/RDRE]

O contact
CAPT Rich Fejka, USPHS
301-796-1353
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