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. OEPARTMENT OF HEALTH, EDUCATION, ano weELFaRe | &) orant [ contract [ FeELiow O otHer

. PROTECTION OF HUMAN SUBJECTS Ownev  Drenewar O conminuation
: ASSURANCE/CERTIFICATION/DECLARATION APPLICATION IDENTIFICATION NUMBER (1f known)

| . 3 emeisae O rottower O REVISION

STATEMENT OF POLICY: Salegusrding the rights and wcllare of subjccts ol risk in activities supported under grants snd cone
trecly {som DHEV ix p iy the resy bility of the ingtitution which receives or is accountdbic to DREW lor the iuncs
swsrded for the supaort of he acurity. In order 10 pravide lor the sdeauale diacharfic of this insttutional rexponxilulitv, it is the

- polley of DHEL that no dctavaly smvolving A byecis to be d by DIEW &rants or contedcts shall b uncduertaken unless
e lastivtrondl Rewiew foard bhag reviewed and approved such dcinvaity, and she ingustution has submitred 1o DHEW & cesnfizas
ton of such review and arproval, sn accosdance with the requirements of Public Law 93-343, 33 smplemented by Part 45 e1 Tile
45 of the Code of Fedoral Retulations, ax amences, (s CFR 35 Admimstration of the DUHEW poticy sand regulotion 33 the re-
sponsidility of the Vifice for Protection froa desearek Risks, Hational Instituics of Healtn, Sethesda, ¢ 23512,

1. TITLE DF PROPOSAL OR ACTIVITY
Erythropoietin: Purification, Properties, Biogenesis

. . 2. PRINCIPAL INVESTIGATCR/ACTIVITY DIRECTOR/FELLOW . .

", Eugene 'Goldwa;sér . :

3. DECLARATION THAT HUMAN SUBJECTS EITHER WOULD OR WOULD NOT BE INVOLVED

A. HO INDIVIDUALS WHO MIGHT BE CONSIDERED HUMAN SUBJECTS, INCLUDING THOSE FROM WHOW ORGANS, TISTUES,
FLUIDS, OR OTHER MATERIALS WOULD DE DERIVED, OR #HO COULD BE IDENTIFIED BY PERSONAL DATA, ¥CULD EE
INVOLVED IR THE PRIOPOSED ACTIVITY, IIF NO HUMAN SUBJECTS WOULD BE INVOLVED, CHECK THIS BOX 432 PRI~
. CEED TO ITEK 7. PRCPOSALS DETERMINED BY THE ACENCY TO INVOLVE HUMAN SUSJECTS WilL BE RETURNED.)

. Qn. HUMAN SURJECTS WOULD BE INVOLVED IN THE PROPOSED ACTIVITY AS EITHER: Iy’ ] HONE OF THE FOLLOWING, OR
IHCLUDING: Bum ORs, [T} FETURES, T IABORTUSES. (] PREGNANT WOMEN, [T PRISONERS, T I MENTALLY
L RETARDED, MENTALLY DISABLED. UNDER SECTION 6. COOPERATING INSTITUTIONS, ON RIVEASE OF ThiS FIRK,
GIVE NAME OF INSTITUTION AND NAME AND ADDRESS OF OFFICIALISI AUTHORIZING ACCESS TO ANY SUBJECTS iN
FACILITIES NOT UNDER DIRECT CONTROL OF THE APPLICANT OR OFFERING INSTITUTION,

4 DZCLARATION OF ASSURANCE STATUS/CERTIFICATION OF REVIEW

D“. THIS INSTITUTION HAS NOT PREVICULLY FILED AN ASSURANCE AND ASSURARCE IMPLEMENTING PROZEDURES 7FCR THE
. PROTECTION OF HUMAN SUBJECTS WITH THE DHEW THAT APPLIES TO THIS APPLICATION OF ACTIVITY, ASSURARIE IS
MERESBY GIVEN THAT THIS INSTITUTION wiLL CONMPLY WITH REOUIREMENTS OF DHEI Regulatian 45 CFR 35, TFAT IT HAS
ESTABLISHED AN INSTITUTIONAL REVIEW BPOARD FOR THE PROTECTION OF MUMAN SUBJECSTS AND, WhEN FIQUIITID,
WILL SUDOMIT TO DHEW DOQCUMENTATION AND CEATIFICATION OF SUCTK REVIEWS AND PROCEOURES AS MAY 28 RTe
QUIRED FOR {UPLEMENTATION OF THIS ASSURAKCE FOR THE PROPOSED FROJECT OR ACTIVITY.

[3-. THIS INSTITUTION HAS AN APPROVED GENERAL ASSURANCE [DHEW ASSURANCE NUMBER JOR AN ACTIVE
SPECIAL ASSUHANCE FOR THIS ONGDING ACTIVITY, ON FILE WITH ONEW. THE SIGNER CEATIFIES THAT ALL ACTIVITIES
IH THIS APPLICATION PROPOSING TO IHVOLVE HUMAN SUBJECTS HAVE BEEN REVIEWED & PPARQVEID 2Y THIS
INSTITUTION'S INSTITUTIONAL REVIEW BOARD I A CONVENED LMEETING ON THE DATE OF ] 1 ACCSEDANCE
WITH THE RCQUIREMENTS OF THE Code of Fecornt R ione an P ion of Human Subj (45 CFR 46). THIS CERTIFICA- .
TFION INCLUDECS, WHEN APPLICABLE, REQUIIEMENTS FOR CERTIFYING FOA STATUS FOR EACH INVESTIGATIONAL Y
DRUG TO BE USED (SZE REVERSE SIDE OF THIS FORML

;:E;NSTITUTIONAL REVIEW BOARD HAS DETERMINED, AND THE INSTITUTIONAL OFFICIAL SIGNING BELOW CONCURS

EITHER m HUMAN SUBJECTS WILL NOT BE AT RiSK; OR (] HUKMAN SUBJECTS WILL BE AT AISK,

. $. AND 6. SEE REVERSE SIDE
.7 7o NANE AND ADDRESS OF INSTITUTION N i
' The University of Chicago, 5801 South Ellis, Chihago. IMlinois 60637 '—:u
8. TITLE OF INSTITUTIONAL DFFICIAL TELEPHONE NUMBER :';.

SIGNATURC OF INSTITUTIONAL OFFICIAL. pe»;o “ F ' n E “ m l

. ati8£C7-70 COUET PROTECTIVE ORGE:

BEW-335 (Rev, £-73)
ENCLOSE TINS FOR WITI! TIIE }’ROI’?SAL OR RETURN IT TO REQUESTING AGENCY.
8

_ Confidential
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PRINGIPAL INVESTIGATOR/PRCGRAM DirECTOR: Eugene Goldwasser

CHECKLIST

This is the raquired fast page of the epplicotion,

Check the oppropriate boxes end provide the information requested,

INDIRECT COSTS: _

TYPE OF APPLICATION:

D NEW applicetion (This cpplicotion is being submitted fo the PHS far the firxt time.)

D COMPETING CONTINUATION eof grant b

(This epplicotion Is to extend a gront beyond its originol project period.}

D SUPPLEMENT to grent rumbers__ HL 21676

(This opplicotien is for additional kinds during o funded project period.)

D REVISION of epplicati b

(This opplication replaces o price version of o new, eeting inuctien or supp appl

D Change of Principal investigorer/Progrom Director.
Nome of formet Principal Investigator/Program Ditector:

ASSURAHCES IN CONNECTION WITH:

. Humaon Subjeets

Civil Rights Handicopped Individvals ‘- Sex Discrimination Genorol Assuronce

(if epplicoble}

E Filed Filed B Fited Filed
Noi {iled Not filed Not filed Neot filed

Loboretary Animals
(1f epplizablel

Filed
Not filed

Indicate the applicont arganization’s most recent indirec cost tote estoblished with the oppropriote DHHS Regional Office. i the opphicant

organizotion is in the process of initiolly

g

or renegotioting o rate, or hos esicblished o role with another Federal ogency, it shovld,
immediotely upon nosfication thot an oword will be made, develop o lentotive indirect cost rote proposcl based on its most recently complcted
fiscol year in accordonce witk: the principles set {orth in the pertinent DHHS Guide for Estoblishing Indwec Cost Rates, ond submit iv 1o the

eppropriote DHHS Regional Office. Indirect costs will not be paid on foreign gronts, construction grorts, ond gronts 1o individuals, and uswolly

noit on gronts in support of conferences.

B DHHS Agreement Doted: 07/ _@o

o %SolaryondWogesgr 57 % Jaxxbxixtuux MTDC .

- - 1 D

Is this an off-sife or other speciol rate, or is more thon one rote involved? D YES El NO e

Explonoi o

w

(=2
[ oHrs Agreement being negotioted with Regionol Office.
EI No DHHS Agreement, but rote established with Date

D No Indireci Cosis Requested.

‘ cONFIDE

NTIAL

JECET0 QURt PROTECTIVE ORDER
:ns-m -| 9
o, 5780 PACE
A 196337
CONFIDENTIAL

AM670142361

_ Confidential
Subject to Protective Order

AM-ITC 00927028
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PROTECTIAN OF HUMAN SHBIECTS

. Principal Investigator: pygene Goldwasser

Department: gjochemistry .
Title of Application: Erythro;_»oietin: Purification, Properties, Biogenesis

Sponsoring Agency: NIH {External, Departmentsl, Other, Etc.)

(This form WST be completed and subnitted with all grant and contract applicatiens, beforc
processing in the Dean's Office. Additionally, one covy of this form must be submitted
to the CIC when submitting any protocol involving Human Subjects for review.)

Check the followinp statements that pertain to your application:
1. Human subjects are not included in this application.

2. X Humin Subjects Involved:

“one of the following (x
Minors {
Fetuses (
Abortuses (
Pregnant Yomen (
Prisoners {
Mentallv Retarded (
Mentallv Disabled (

{cannot understand the proposed course of .treatment)

St St St ot il St St st

3. X Human subjects sre involved in this spplication. The protocol has been reviewed and
svproved by our Clinical Investigation Committee.

Date reviewed: 12/1/81 Protocol #2399

4. This research protocol was reviewed and approved by our Clinical Investigation
Committee at the time I applied to another agency for funding: ’

Specify other agency:

)
Title of Application: =

Date reviewed: Protocol # ‘;’)

5. This applicatien includes human subjects, but has not received approval by the ‘3‘

Clinical Investigation Committee, and therefore, must be submitted. (This will -
be handled by the Dean's 9ffice.)

3. Do you intend to obtain informed consent in writing? Yes _ y No

1, 1€ the informed consent is obtained in writing, will you devise n special form?
Yes No x . If the answer is yes, please enclose a copy of the intended
statement. .

i 1€ research subjects sre to be paid, please give us the details (budget page does

not reach Clinical Investigation Committee.) Please indicate wvhether these sub-
jects are patient volunteers or non-patient volunteers. !

. fpril 8, 1982

cvised 9/77 Date A 196338
. CONFIDENTIAL

] Confidential
AM670142362 Subject to Protective Order AM-ITC 00927029
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et : . EXIIBIT A _ !

. T THE UNIVERSITY OF CHICAGO

STATEMENT TO ACCOMPANY APPLICATION FOR

CONTRACT, GRANT OR AWARD
70 Nl

. (Sponsoringz Agency or Organization)

PROPOSAL TITLE: ] . ' -
Erythropoietin: Purification, Properties, Biogenesis _

PRINCIPAL INVESTIGATOR(S): (Please type) . :
o (1) Eugene Goldwasser '

. @

-
(3) -~ o3

i on

E . : . . (Ae]
"DATE: a4 f 7 o/ B2 - : - i =

The Principal Iavestipator(s) vnderstand that any invention made or discovercd by
" the Principal Investigator(s) or other staff in the course of activities enco:ipasscd
"by this application is subject to the terms of the University contract, grant or award

document and rights shall be assigned and processed in accordance with th.e Uaiversity

Statute on patents now in effeet. - The Principal I}westigator(s) agrees to ensvre that

~ all appropriate individuals working or cons.ulr.ing_ on this project shall be aware of

this patent disclosure and assignment rcquirement.

signcd by Principal Investigator(s]

B .m ﬂ(m@&»%

. [
| | . {2) -
) - | (3) :
‘ ENT L!
[ ] . . -. i
‘ | ) u?ﬂ:r'w £oUKi PROTECTIVE mm
| ! Al96339
coﬂFtDEﬂ" TIAL
Confidential
AM670142363 |

Subject to Protective Order AM-ITC 00827030
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. . * BSD
et : RECOMBINANT DNA RESEARCH
. Principal Investigator: Fugene Goldwasser ) )
. Department:  Bjochemistry :
Title of Application: Erythrupuietin Purtficat:on. Properties, ngenesis T
$poncoring Ageney: NIH : . " (external, Departmental, Other, Etc.) '

{This form MUST Lo completed and submitted with all grant and contract applicaticns, befor:
processing in the Dean's Office. Additionally, one copy of this form must be submitted

to the Institutional Biosafety Connittee (IBC) if any recombinant mm rasearch is pro“osed
in your epplicatien.)

Chock the following statements that pertain ¢o your application.

1. x Experinents with recembinant DRA :no:.eculesl are not included in this
arplication. . .
.2, Experiments with recombinant DNA molecules are included. A.ccnxding to

the NIH Guidelines of January 1980, these experiments fall into one or more
”- of the following categories:

{a) * Exempt from the Cuidolines?. If so, provide the following

.. dnformation:

Hature of DNA sequences to be cloned

N Eon:cé of DNA (organism)

Yectox s
Host . -
(43} : Governed by the Guidelines although en MUA need not ba e
submitted?. If this is the case, provide the following c:-
. information: . . - . )
. . w
- o
Nature of DNA sequence to be cloned w .
«w
Source of DNA {organism) - - . '
) “Veotor . ‘ . A 196340
ector : : : CONFmE

. Host
(Note that thiz signed form containing the :equested mfo:mnon serves as the. requ*:ed
registration document.)

(c) Governed by the Guidelines and reguiring submission of an
MUAS, If this is the case, an MUA must be prepared according
to the format required by the IBC and the NIM Guidelines of

’ Janpary 1980 and submittcd to the IBC Chaixman for review
R and approval by the Commirtee.
ROTE THAT YOU HAY HAVE PROPOSED EXPERIMENTS IN ALL 3 OF THESE CATEGORIES.

- _April g, 1982~ L(NQP&W

-Date signatuze of Pr.l.nc.ipal Invcs s““m 10 Gn\““ QBOTEGTNE

—

Confidential
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R

et pum s — TR

e NOTICE: Ses instructions on reverse of last copy.  FOR% \FFORD
U. S. Department of :
' r Presared for the Scleate Inferms HEALTH AND HUMAN SERVICES PROJECT NO, (DO NOT USEK THIS SPACK)
* Mot fos Buszation er pusNeslEn PUBLIC HEALTH SERVICE
i NOTICE OF RESEARCH PROJECT

TITLE OF PRDJECT

Erythropoietin: Purification, Properties, Biogenesis

SIVE NAMES, DEPARTMENTS, AND OFFICIAL TITLES OF PRINCIPAL INVESTIGATORS OR PROJECT DIRECTORS AND ALL OTHER
PROFESSCNAL PERSONNEL ENGAGED ON THE PROJICT.

Eugene Goldwasser, Department of Blochemistry Professor
Fung Wang, Department of Biochemistry, Research Professor

- HAME AND ADDRESS OF APPLICANT INSTITUTION.

The University of Chicago, 5801 S. Eilis Avenue, Chicago, I1. 60637

SUMMARY OF PROPOSED WO RK—200 words os iess} - Qmit Conlidentis? dxta.)

n 1ne STience Information Exchange summaries of work in LR ] hanges with and privata {as supporling in
the bre-scicnccs and dre forwardad 1o i i whe such i i Your s to bw mssd far thase purposcs.

We propose to continue to prepare and distribute pure human erythropoietin
and to study possible improvements in :rac%iom;tion zu;thods. }’hesoi ingovements
may include aifinity chromatography using lectins and/or monoclonal an
eryzthroooietin. as well as high 1iquid chromatography. We will aiso study possible
aliernrative large scale sources of erythropoietin, such as kidney extraction and
cell_culture rethods. HWe will use the newly developed radioimmunoassay for
screening. Successful erythropoietin production in cell culture may also permit
study of {ts biogenesis and regulation. lmprovement in the specificity of the
radioimmunoassay will also be studied. We will continue to work on finding
2 method for radioiodination of erythropoietin with retention of biolegical
activity, and to use such labeled material for the sutdy of physiological properties.
Stimultaneously, we will continue the investigation of the chemical properties
of erythropoietin with the intention of understanding the structural requirements
for its biological activity, as a prerequisite for its eventual synthesis.

D e Lt 2]

00:€098"

P — g o st | pog et o

PROFESSIONAL sclnc:DL {medical. denwal, etc.] wiTet SIGNATURE OF PRINCIPAL INVESTIGATOR DATE
WHICKH THIS PROJ SHMOULD BE IDENTIPIED :
01 School of Medicine Lt pmn S D e 4/7/82

00 NOT WRITE SELOW THIS LINE — FOR OFFICE USE ONLY

SUPPOATING AGENCY

- A 196341
METHOU OF SUPPORT (Chack one) NFIDENTIAL
Apeacy st Negortiates Specia! Rasearch Other co E
Anveamurary Contrac Proct Grnt anm {Smasity) I
FUNDS ODLIGATED CURRENT F.Y. |NUMBER OF FUTURE YEARS TENTATIVELY ASSURED | BEQINNING DATE | ESTIMATED ' .
COMPLETION DATE L
PHS 18 ““ :
Aev. 330 ¢ COURT Hlbm““ 0 :
$OMEST T

Confidential
AM670142365 Subject to Protective Order AM-ITC 00927032



