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REPORT SUMMARY
 

Project Title and Contract Number: 

Pt'f)gram for Applied Research on Fertility Regulation
AID/csd-3608 . 
AID/DSPE-C-0035
DPE-0546-A-OO-1003-00 

Principal Investigator: 

John J. Sciarra, M.D., Ph.U. 
Professor and Chairman 
Department of Obstetrics and Gynecology
Prentice Women's Hospital and Maternity Center 
333 East Superior Street
Chicago, Illinois 60611 

Contractor: 

Northwestern uni vers ity
 
c/o Sponsored Projects Administration
 
619 Clark Street
 
Evanston, Illinois 60201
 

Contract Peri od: 

July 1, 1975 - June 30, 1979 -- AID/csd-3608
July 1, 1979 - June 30, 1981 -- AID/DSPE-C-0035 
July 1, 1981 - June 30, 1986 -- DPE-U546-A-00-1003-00 

Reporting Period: 

January' 1, 1982 - June 30, 1982 

Total Expenditures Through December ~1, 1981: 

AIO/csd-3608 $4,331,521.82
 
AID/DSPE-C-0035 2,866,891.28
 
DPE-0546-A-OU-1003-00 201,345.38
 

TOTAL: $7,399,758.48 

Total Expenditures January 1, 1982 Through June 30, 1982: 

AIlJ/csd-3608 $ - 0 •
 
AIO/DSPE-C-0035 399,626.U4
 
UPE-0546-A-OO-l003-00 448,582.84
 

TOTAL: $ 848,208.88 

Commitlllents Through June 30, 1982: 

AID/DSPE-C-0035 $ 134,545.74
 
DPE-0546-A-OO-l003-00 514,723.06
 

TOTAL: $ 649,268.80 
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COuPERATIVE AGR£ENENT OBJECTIVES 

The reci pi ent shall perforrll a research and development program
directed toward actively pursuing a number of promising leads of goa1­
directed research to dev~lop new or improved tneans of fertility control 
suitable for use in Less Developed Countries (LDCs). This research 
will include innovative proJects to develop and clinically evaluate 
improved means of male and female sterilization, studies of male phar­
macologic hlethods, post-coita1/post-ovu1atory methods of fertility
control, contragestational Iliethods, self-administered methods, 10n9­
acting methods and intrauterine delivery systems. 

An administrative/technical/scientific unit backed up by a Scien­
t ifi c Ad vi sory Committee (SAC) composed of experts act i ve ly engaged in 
reproductive research ~/i11 continue to actively solicit, screen, develop, 
recommend for fundi ng, revi e~/, and moni tor sharply focused fert i1 i ty 
research projects from the u.S. and overseas institutions. 

General Objectives 

1. To develop new or improved means of fertility regulation suit­
able for use in less developed countries through actively pursuing and 
funding of research subagreements in institutions in the United States, 
other developed countries and less developed countries, or through 
collaborative prujects among such institutions. 

2. To stregthen, encourage and support applied contraceptive 
research by means of, but not limited to, such activities as subagree­
ment research and workshops on topics of scientific and progr~mnatic 
importance. 
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PROGRAM ACCOMPLISHMENTS 

LOC· Involvement 

PARFR, with the Universidad de Chile, supported a post-graduate Course, 
"Clinical Aspects of Human Reproduction," which \/as held April 15-17,1982 in 
Santiago, Chile. The course was attended by 318 participants, representing 9 
Latin American countries. Some of these participants attended with the support 
of the local AID Mission and IORC. 

Two PARFR staff members participated in the symposium: Dr. Alfredo 
Goldsmith, in addition to serving as co-director, autllored and presented:
"Vaginal Contraceptives," and Dr. Gerald Zatuchni authored and presented:
"Contraception in the Year 2000. 11 Dr. Zatuchni also presented: "Complications 
of Female Sterilization,lI by Dr. John J. Sciarra. 

Prior to the course, proceedings were edited, published and typed in Spanish
by PARFR staff. The proceedings were subsequently distributed to course parti ­
cipants and selected researchers and libraries in Latin Afilerica. 

In addition to Drs. Goldsmith and Zatuchni, PARFR sponsored the following 
participants: Ricardo H. Asch, M.D., Leonard E. Laufe, M.D., Kamran S. Moghissi,
M.D., Carl J. Pauerstein, M.D., Ralph M. Richart, M.D., Joe Leigh Simpson, M.D., 
Aquiles J. Sobrero, M.D, Emil Steinberger, M.D. and Rafael Valle, M.D. 

Dr. Alfredo Goldsmith was also active as a member of the Special F.I.G.O. 
Committee on Medical Aspects of Human Reproduction, and as a lecturer and 
consultant editor of the Community and Family Studies Center (summer workshop
for LDC students) sponsored by Dr. Bogue at the University of Chicago. 

During this report period, January 1, 1982 - June 30, 1982, the following 
subcontracts in LDCs terminated: 

1.	 *PARFR-200P -- "Phase I Clinical Trial of Fallopian Tube Closure Using
Nethy1cyanoacrylate (MCA) Delivered Through the Single 
Application Fertility Regulation (FEMCEPT) Device ll 

Ruben A. Apelo, M.D., JFMH Comprehensive Family Planning
Center, f4anila, Philippines . 

2.	 *PAP.FR-225B -- IIClinical Trials of the Norethisterone Microcapsule Inject­
able Contraceptive System"
Elsimar M. Coutinho, M.D., Maternidade Climerio de Oliveira, 
Salvador, Bahia, Brazil 

3. *PARFR-225Ma --	 IIC1inical Trials of the Norethisterone Microcapsule Contra­
ceptive System ll 

Roberto Rivera, M.D., Instituto de Investigacion Cientifica, 
Durango, Mexico 

4.	 PARFR-2!6B -- "Clinical Trial of Fallopian Tube Closure Using MCA II 
Elsimar M. Coutinho, M.D., Maternidade Climerio de Oliveira, 
Sal vador, Bahia, Brasil 
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LOC Involvement (cont'd) 

5.	 PARFR-227B -- "prostaglandin Levels in the Human Follicular Fluid in Rela­
t i on to the t40ment of Ovul at ion" 
Hugo Maiu, M.U., Matern~dade Climerio de Oliveira, Salvador, 
Bahia, Brasil 

6.	 *PARFR-229B "Studies on [3ioabsorbable Subdermal Contraceptive Norethin­
drone Pellet Implants"
Elsimar M. Coutinho, M.D., Maternidade Climerio de Oliveira, 
Salvador, Bahia, Brasil 

7.	 *PARFR-229M -- "A Clinical Evaluation of the Bioabsorbable Subdennal Contra­
ceptive Norethi~drone Pellet Implant"
Roberto Rivera, M.D., lnstltutn de Investigacion Cientifica, 
Duran~o, r4ex i co 

8.	 PARFR-238C -- "Radi o-Opaque ~lC/\ - Ci nefl ourography Study"
Rene Guzman-Serani, M.u., Universidad Austral de Chile, 
Valdivia, Chile 

* Final financial and technical reports had not been received as of 6/30/82. 

The fo 11 OHi ng subagreements (i n LOCs) were executed duri ng the peri od 
January 1, 1982 - June 30, 1982: 

1.	 PARFR-31 DC "MCA/FEMCEPT Vi deo Study"
Enrique Guiloff, M.D., Santiago, Chile 

2. PARFR-311C --	 "Uterine Measurement - Clinical Comparison Study (Wing Sound 
11)" 

Rene Guzman-Serani, M.D., Universidad Austral de Chile, 
Valdivia, Chile 

3. PARFR-314E --	 "Uterine Measurement - Clinical Comparison Study (Wing Sound 
II II 

Mokhtar Toppozada, M.D., Shatby University Hospital, The 
university of Alexandria, Alexandria, Egypt 

4.	 PAkFR-316C "MCA/FEMCEPT Study"
Rene Guzrnan-Serani, M.D., Universidad Austral de Chile, 
Va 1di vi a, Ch il e 

5.	 PARFR-3l8B -- "r4CA/FEMCEPT Study" 
Elsimar M. Coutinho, M.D., Maternidade Climerio de Oliveira, 
Salvador, Bahia, Brasil 
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PROGRAM ACCOMPLISHMENTS 

Scientific Surrunary 

1.	 PARFR's staff and Scientific Advisory Committee (SAC) conducted reviews of 
extension, formal, pilot study and informal research proposals received 
during this reporting period. Please refer to the SAC section (Program
Accomplishments) and SAC Minutes (Appendix) for specific determinations. 

2.	 The staff, SAC and consultants .nonitored research progress by revi ew of 
technical reports and site visits. The followin9 projects were visited 
during this reporting period: 

a.	 2/8-16/82 - Diane Krier-Morrow, Salvador, Bahia, Brasil and Caracas, 
Venezuela 
(PARFR-225B, PARFR-226B, PARFR-227B, PARFR-229B and 305V)

b.	 4/27-29/82 - Diane Krier-Morrow, Durango, Mexico
 
(PARFR-225Ma and 229M)
 

c.	 5/24/82 - Drs. ~oldsmith and Moyhissi, Hew York, New York
 
(PARFR-229 and 312)
 

3.	 Drs. lioldsillith and Zatuchni attended a meeting of the American Fertility
Society on March 21-24, 1982 in Las Vegas, Nevada on PARFR's behalf. 

4.	 Dr. Gerald Zatuchni attended a meeting on Contraceptive Development, June 
B-9, 1982, in New York, New York on PARFR's behalf. 

5.	 Dr. Alfredo Gol dsnli th served as co-di rector of the post-graduate course 
IIClinical Aspects, of Human Reproduction," April 15-17,1982, in Santiago, 
Chile. Dr. Alfredo Goldsmith prepared a presentation "Vaginal Contracep­
tives," Dr. John Sciarra prepared a presentation entitled "Complications 
of Female Steril ization ll and Dr. Gerald Zatuchni prepared a presentation 
entitled: "Contraception in the Year 2000," for the Santiago symposium. 

6.	 PARFR held its 12th International Workshop IINon-Surgical Methods for Female 
Tubal Occlusion," June 22-24, 1982 at the Ambassador East Hotel in Chicago.
Sixty-five persons attended, representing 14 countries. 

7.	 Volume 2, Number 1 of PARFR's research technical information report was 
produced and distributed. The issue, IICurrent Status of Plant Products 
Reported to Inhibit Spenn" \'1as co-authored by Norman R. Farnsworth, Ph.D. 
and Donald P. Waller, Ph.D. (please refer to the Appendix for a copy of the 
pUblication). 

8.	 Publication and distributioll of the book "LHRH Peptides as Female and Male 
Contraceptives" developed from the proceedings of PARFR's 11th International 
Workshop \'las completed during this reporting period. 

9.	 On June 20, 1982, PARFR relocated its offices to Suite 1525, 875 N. 
Michigan Avenue, Chicago, Illinois 60611 and was able to resume full 
activity on June 30, 1982. 
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PROGRAM ACCUMPLISHME.NTS 

AdministrativE! Stlillmary 

In addition to the routine management of the program, the efforts of the 
PARFR Administrative Staff were chiefly directed toward: 

1.	 Monitoring Cooperative Agreement, DPE-0546-A-00-1003-00 which became 
effective 7/1/81. 

2.	 Monitoring prior research commitlllents under Contract AID/DSPE-C-0035, 
which tenoinated 6/30/82. 

3.	 Coordinating and n~iling agendas for two meetings of the Scientific 
Advisory Committ~e, held on NardI 13,1982 and June 25,1982. The 
March 13th agenda included 3 extension proposals; 1 pilot study proposal, 
3 formal proposals and 1 informal proposal, as well as 24 technical 
reports. The June 25th agenda consisted of 6 extension proposals, 6 
formal proposals, 1 informal proposal and 14 technical reports. 

4.	 Negotiating and executing eleven ne\'1 subagreements:
(307,308,309, 310C, 311C, 312, 313E, 314E, 315, 316C and 318B), 

14 no-cost extension ~mendments (200P, 2U7, 212(85N), 225B, 225Ma, 
226C, 229U, 229M, 232, 233, 235UAB, 236IIT, 304, 312) and 

3 amendments adding an article to the subagreement (302, 303, 304). 

5.	 Mailiny 6,000 copies of Vol. 2, Number 1 of the Research Frontiers 
in Fertility Regulation series. 

6.	 Distributing 1,500 copies of the book "LHRH Peptides as Female and 
Male Contraceptives". 

7.	 Planning, coordinating and executing the 12th International Workshop 
IINon-Surgical Methods for Female Tubal Occlusion" held June 22-24, 
at the Ambassador East Hotel in Chicago, Illinois. 

8.	 Relocating PARFR offices to 875 N. Michigan Avenue in Chicago. Prepara­
tion for the move, which took place on June 28, 1982, included negotia­
tion of a 4-year lease between Northwestern University and Sudler and 
Company, leasing agent,and sendillg notification of the change of 
address to approximately 10,000 individuals and institutions. 

7.	 The program staff during this reporting period was: 

John J. Sciarra, M.D., Ph.U. Program Director 
Diane Krier-Morrow, M.B.A. Director of Administration 
Gerald I. Zatuchni, M.U., M.Sc. Director of Technical Assistance 
Alfredo Goldsmith, i~.D., r~.p.H. Head, Research Project Development
Ann Conner Nickle (term. 2/28/82) Project Controller
Susan De~ar (start 3/29/82) Project Controller
Ruvenia Thomas Secretary II 
Asenath Williamson Secretary I
Rebecca Zaccaro Secretary I 



1/1/82 - 6/30/82 

AIU/DSPE-C-0035 

Subcontract Negotiations 

PROJECT # TITLE/INVESTluATORS/INSTITUTION	 ACTION PERIOD FUNDING 

200P	 "MCA/FE~1CEPT Study" No-Cost Extension 10/1/79­
Ruben A. Apelo, M.D. Revised Budget 6/30/82
JFMH Comprehensive Family Planniny Center (Amendment #2)
Manila, Philippines 

207 "Hysteroscopic Sterilization by Using Uterotubal 
Blocking Devices" 

Abdol H. H05seinian, M.D. 

No-Cost Extension 
(Amendment #3) 

11/1/79­
6/30/82 

Hektoen Institute for Medical Research 
Chicago, Illinois 

212(85N) "Deve1opll1ent of Collagen Sponge Conta i ni ng No-Cost Extension 3/1/80­
Spermicide and Post-Coital Testiny of Collagen (Amendment #4) 6/30/82
Sponge Diaphragm" 

Milos Chvapil, M.D., Ph.D.
University of Arizona Health Sciences Center 
Tucson, Arizona 

2256	 "Clinical Trials of the Norethist r ~one Microcapsule No-Cost Extension 7/1/81­
Injectable Contraceptive System ll (Amendment #4) 6/30/82 

E1sin~r M. Coutinho, M.D. 
Maternidade Climerio de Oliveira 
Salvador, Bahia, Brasil 



PROJECT # TITLE/INVESTIGATORS/INSTITUTION ACTION PERIOD FUNlJIHG 

225Na "Clinical Trials of the Norethisterone Microcapsule 
Injectable Contraceptive System" 

Roberto Rivera, M.D. 

No-Cost Extension 
(Amendment #1) 

7/1/81­
6/30/82 

Instituto de Inve~ti~acion Cientifica 
Durango, Mexico 

226C "Clinical Trials of Fallopian Tubal 
Usi ng MeN' 

Rene Guzman-Serani, M.lJ. 
Universidad Austral de Chile 

Closure No-Cost Extension 
Revised Budget 
(Amendment #1) 

4/1 /81­
6/30/82 

Valdivia, Chile 

229B "Studies on Bioabsorbable Subdermal 
Norethindrone Pellet Implant" 

Elsimar M. Coutinho, M.D. 

Contraceptive No-Cost Extension 
(Amendment #1) 

3/1/81­
6/30/82 

Maternidade Climerio de Oliveira 
Salvador, Bahia, Brasil 

229M "A Clinical Evaluation of the Bioabsorbable Subdennal 
Contraceptive Norethindrone Pellet Implant" 

No-Cost Extension 
(Jlmendment #1) 

3/1/81­
6/30/82 

Roberto Rivera, M.D. 
Instituto de Investigacion Cientifica, 
Universidad Juarez del Estado 
Durango, Mexico 

232 "Inununologic Suppression of Fertility by Synthetic 
Antigenic Determinants of Lactate Dehydrogenase-C41l
Erwin. Goldberg, M.D. 

No-Cost Extension 
(Amendment #1) 

3/1/81­
3/15/82 

Northwestern University 
Evanston, Illinois 



PROJECT # TITLE/INVESTIGATORS/INSTITUTION	 ACTION PERIOD FUNDING
 

233	 IIPotentially Antifertility Activity of LH/IlCG No-Cost Extension 4/15/81­
Peptide Fragments ll (Amendment #3) 5/14/82

Joseph W. Goldzieher, M.D. 
Southwest Foundation for Research and Education 
San Antonio, Texas 

235Ut'\13 IIA Fibrous Polymer for the Delivery of Contracep­ No-Cost Extension 4/1/81­
tive Steroid to the Female Reproductive Tract ­ (Amendment #1) 6/30/82
Continuation of PARFR-206UABII 

Lee R. Beck, Ph.D. 
University of Alabama in Birmingham 
Birmingham, Alabama 

236IlT	 IIketinoids and Male Contraception ll No-Cost Extension 6/1/81­
Rajendra G. Mehta, Ph.D. (Amendment #1) 6/30/82
lIT Research Institute 
Chicago, Illinois 
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1/1/82 - 0/30/82 

DPE-0546-A-00-1003-00 

Subagreement Negotiations 

PROJECT # TITLE/INVESTIGATORS/INSTITUTION ACTION PERIOD FUNDING 

302 "Studies on the Anti-Fertility Effects of a 
LIIRB Inhibitory Analog (Antagonist) in the 

Potent Addition of Article: 
"Care of Labora­

Cynomolgus Monkey"
Ricardo H. Asch, M.D. 
The University of Texas Health Science Center 

at San Antonio 

tory Animal s" 
(Amendment #1) 

San Antonio, Texas 

"Investigation of FCE 20340 as an Anti-Fertility Addition of Article: 
Agent When Administered Parenterally or Orally" "Care of Labora­

Leonard J. Lerner, Ph.D. tory Animals" 
Jefferson Medical College of Thon~s Jefferson Univ. (Alilendll1ent #1)
Philadelphia, Pennsylvania 

304 "Evaluation of Anti-Fertility Effects of a Potent 
LHIU! Antagonist in the Guinea Piy as a Preclinical 

Addition of Article: 
"Care of Labora­

Model" 
Walter G. Weist, Ph.U. 
Washington University Nedical 
St. Louis, Missouri 

School 

tory Animals" 
(Amendment ill) 

No-Cost Extension 
(Amendment #2) 

9/1/81­
7/31/82 

307 "Development of Sperm Enzyme Inhibitors as Vaginal Ne\'l Subagreement 1/1/82­ $ 64,353 
Contraceptives - Continuation of PARFR-204" 

Lourens J.D. Zaneveld, D.V.M., Ph.D. 
12/31/82 

University of Illinois at the Medical Center 
Chicago, Illinois .... 

<::) 



PRUJECT 11 TITLE/INVESTIGATORS/INSTITUTIUN	 ACTION PERIOD fUNDING 

308 "Transcutaneous Ablation of Cauda Epididymis in 
Hon-Human Primates" 

Ronald W. Le\'1is, M.D. 

Hew Subagreement 1/1/82­
12/31/82 

$ 39,595 

Tulane University 
Covinyton, Louisiana 

3U9	 "Ovulation Inhibition by Anordrin" Ne\'l Subagreement 1/1/82­ 31,903 
~aksha Mehta, Ph.D. 6/30/82 
Northwestern University i~edica1 School 
Chicayo, Illinois 

310C	 "HCA/FEHClPT Video Study" Ne\'J Subagreement 1/1/82­ 8,OUO 
Enri4ue Guiloff, M.D. 6/30/82 
Santiago, Chile 

311C "Uterine r1easurelllent - Clinical 
(\~i ny Sound I I) II 

Rene Guzlllan-Serani, 11. D. 

Comparison Study Ne\'I Subagreement 3/1/82­
8/31/83 

7,500 

Universidad Austral de Chile 
Valdivia, Chile 

312 "A Clinical Evaluation of the Subdermal Contracep­
tive Norethindrone Pellet - Continuation of PA~FR-
229" 

New Subagreement 1/1/82­
5/31/82 

."33,356 

Brij B. Saxena, Ph.D., D.Sc. 
The Cornell University f1edica1 
New York, New York 

College No-Cost Extension 1/1/82­
7/31/82 

313E "Uterine r~easurelllent 
(Winy Sound II)" 

- Clinical Comparison Study New Subayreement 2/1/82­
7/31/83 

21,600 

~obert Snowden, Ph.D. 
Institute of Population Studies, University of Exeter 
Devon, Eny1and ..... ..... 



315 

PROJECT # TITLE/J~VESTIGATORS/INSTITUTION ACTION PERIOD FUfHHNG 

314E 

316C 

318B 

"Uterine Measurement - Clinical Comparison Study 
(Wi ng Sound I I} II 

Mokhtar Toppozada, M.D. 
Shatby Hospital, The University of Alexandria 
Alexandria, Egypt 

"Immuno1ogic Suppression of Fertility by Synthetic 
Antigenic Detenllinants of Lactate Dehydrogenase-C4 
Extension of PARFR-232" 

Erwin Goldberg, Ph.D. 
Northwestern University 
Evanston, Illinois 

IIMCA/FEMCEPT Studyll 
Rene Guzman-Serani, t4.D. 
Universidad Austral de Chile 
Valdivia, Chile 

IIMCJ\/FEMCEPT Studyll 
E1simar M. Coutinho, M.D. 
Maternidade C1imerio de 01 iveira 
Salvador, Hahia, Brasil 

-

New Subagreement 

New Subagreement 

New Subagreement 

New Subagreement 

2/1/82­
7/31/83 

3/1/82­
2/28/83 

4/1/82­
3/31/84 

5/1/82­
4/30/83 

$ 5,400 

53,736 

24,000 

14,982 
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PERSONNEL
 

Effort and salary expenditures of PARFR personnel for ,this reporting pel'iod 
are listed below: 

Effort in 
Staff and Title Nan-f'ilonths Salary 

John J. Sciarra, M.D., Ph.D. .6 $ 2,875.02
Director alld Principal Investigator 

Gerald I. Zatuchni, M.D., M.Sc. 4.8 $20,044.98 
~irector of Technical Assistance 

Alfredo Goldsmith, M.D., M.P.H. 5.4 25,875.00 
Head, Research Project Development 

Diane Krier-Morrow, M.B.A. 6.0 13,750.02 
Director of Administration 

Ann Conner Nickle (Tenn. 2/28/82) 2.0 3,554.40 
Project Controller 

Susan Dewar (Start 3/29/82) 3.0 4,173.90 
Project Controller 

Ke 11 ey Osborn 0.6 2,235.00 
Publications Coordinator 

Ruvenia Thomas 6.0 8,571.00 
Secreta ry II 

Asenath Williamson (Start 8/17/Bl) 6.0 6,275.36 
Secretary I 

Rebecca Zaccard (Start tl/17/81) 4.5 6,324.00 
Secretary I 

Fringe Eienefits $14,480.99 

Indirect Costs 53,741.89 

Administrative Organization 
The program staff is structured accordi ng to the chart on the foll owi ng page. 



PARFR Organization Chart 

,--- USAID 
Technical &1 

L
 Contract
 
Officers -1 

Program
Director 

Northwestern 
Univ Office of 
Research and 

Sponsored Programs 

Scientific 
Advisory
Committee 

Director Director
of of Technical 

Administration Assistance 

Head,Project PublicationsSecretary II Research ProjectController Coordi nator 
Development 

Secretary I Secretary I 
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SCIENTIFIC AUVISORY COMMITTEE
 

The membership of the Scientific Advisory Committee duriny this reporting
 

periou: I',arch 13, 1982 and June 25, 1982; both rneetin~s held in Chicago, 

period consisted of the following individuals: 

John J. Sciarra, M.D., Ph.D., Chairman 
Nancy J. Alexander, Ph.D. 

Northwestern University 
Oregon Regional Primate 

Research Center 
David A. Blake, Ph.D. The Johns Hopkins University 

School of Medicine 
Robert T. Chatterton, Ph.D. 
Elizabeth B. Connell, M.D. 
Joseph E. Davis, M.D. 
Miriam H. Labbok, M.D., M.P.H. 

Northwestern University 
Emory University School of Medicine 
New York Medical College 
The Johns Hopkins School of Hygiene 

and Public Health 
Kamran S. Moyhissi, M.O. 
Dean L. Moyer, M.D. 

Wayne State University 
University of Southern California 

School of Medicine 
Susan C.M. ScriMshaw, Ph.D. 

(terminated 3/82) 
Rochelle N. Shain, Ph.~. 

(started 6/82)
Aquiles J. Sobrero, M.D. 

University of California at 
Los Angt:!les 

The University of Texas Health' 
Science Center at San Antonio 

Northwestern University 

The Scientific Advisory Committee (SAC) met tHice during this reporting 
were 

Illinois. Hinutes of these meetings are included in the Appendix. 

At the j'iarch 13, 1982 SAC Meeting, the Conllllittee reviewed ~4 technical 
reports. Twelve of these were final reports. 

Thre~ extens i on propos a1s ~/ere revi ewed by the Committee: PARFR-2U5 (95N) 
was approved with a reworked proposal; PARFR-232 was approved with a reduced 
bUdget; PARfR-229 \"/as not approved pendi ng recei pt of a full, cOlllprehens i ve 
techni cal report on the cases enroll ed in the study. 

T\'IO informal proposals \'1ere reviewed. The Committee recommended pilot
funding to James Vi. Simpkins, r~.D., whose proposal \'1as entitled IIFertility 
Regulation Through Sustained Exposure to Uarcotic Antagonists. 1I 

Three forlila 1 proposals ~/ere rev; ewed. The Committee voted to approve a 
pilot study v/ith recolllmended revisions on the followiny proposal: 

IIGuaiacol Peroxidase Levels in Cervical Mucus, Saliva and Vaginal 
Secretions: Possible Predictors of Ovulation ll 

John C.r-i. Tsibris, Ph.D., University of Illinois College of l~edicine 

At the June 25, 1982 meetiny, the COlilmittee reviewed 14 technical reports, 
of which 4 were final reports. 

The Committee revie~/eu six extension proposals. PARFR-309 was approved
with a recommendation to reduce the buuyet. Aillouified proposal for PAKFK­
~35SRI was approved. PARFR-312 \iaS carefully considered and evaluated, but 
not approved until current studies and reports are cOI~pleted. PARFR-212(85N) 
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Scientific Advisory Committee (cont'd) 

\las not approved because the barrier method studied Has not viewed as an 
improvement over 0ther developments. PARFR-304 was not approved due to the 
inappropriateness of the yuinea piy model in this study. PARFR-236IIT \'/as not 
approved as presented. 

Six fonnal proposals \'/ere revie\'/ed. The follouing three proposals Here 
approved \'/ith modifications: Ur Luukanien's "Studies on the Effec­
tiveness of a Progestin-Releasing Intracervical Device;" Dr. Louren J.D. 
Zaneveld's "Efficacy of lJuinacrinE; Pellets in the Primate;" and Dr. Richard 
J. Dunn's "Development of a Fibrou3 IUD Delivery System for Estradiol/ 
Progesterone. II 

After evaluating Dr. Horacio B. Croxatto's informal proposal "Progesterone 
Microcapsules," the Committee recommended submi~sion of d formal proposal. 
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CONSULTANTS 

The following is a list of Program Consu1t~nts, indicating their areas of 
expertise, contributions to the program, and :Jayment therefore. Included in this 
list of consultants are members of the Scientific Advisory Committee. 

Consultant 

Nancy J. Alexander, Ph.D. 
Reproductive Physiology 

David A. Blake, Ph.D. 
Obstetrics and Gynecology
Phannaco1ogy 

Robert T. Chatterton, Ph.D. 
Steroid Biochemistry 

Elizabeth B. Connell, M.D. 
Obstetrics and Gynecology 

Joseph E. Davis, M.D. 
Urology 

David A. Edelman, Ph.D. 
Biostatistician 

Norman R. Farnsworth, Ph.D. 
Pharmacognosy 

Miriam H. Labbok, M.D., M.P.H. 
Epidemiology 

Kamran S. Moghissi, M.D. 
Obstetrics and Gynecology
Reproductive Endocrinology 

Dean L. Moyer, M.D. 
Experimental Pathology 

Antonio Scommegna, M.D. 
Obstetrics and Gynecology 
IUDs 

Susan C.M. Scrimshaw, Ph.D. 
Medical Anthropology 

Purpose 

SAC 3/12-13/82 
SAC 6/24-25/82 

SAC 3/12'-13/82 
SAC 6/24-25/82 

SAC 3/12-13/82
SAC 6/24-25/82 

SAC 3/12-13/82
SAC 6/24-25/82 

SAC 6/24-25/82 

Project Consultation 
3/16/82 

RFFR Series 
Vo1. 2, No. 1 
4/16-18/82 

SAC 3/12-13/82 
SAC 6/24-25/82 

SAC 3/12-13/82 
Site Visit -- 6/9/82

PARFR-229 &312 
Proposal Review 

6/4/82 

SAC 3/12-13/82
SAC 6/24-25/82 

Proposal Review 
5/22/82 

SAC 3/12-13/82 

Effort 

2 days 
2 days 

2 days
2 days 

$ 

Fee 

385.48 
385.48 

385.48 
385.48 

2 days
2 days 

2 days 
2 days 

2 days 

385.48 
385.48 

385.48 
385.48 

385.48 

1 day 192.74 

3 days 600.00 

2 days
2 days 

2 days 

1 day 

1 day 

2 days
2 days 

1 day 

385.48 
385.48 

385.48 

150.00 

50.00 

385.48 
385.48 

50.00 

2 days 385.48 
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Consultants (cont1d). 

Rochelle N. Shain, Ph.D. 
~'edi ca1 Anthropology 

Aquiles J. Sobrero, M.D. 
Infert 11 i ty 

Kenneth A. Tuny, M.D. 
Pathology 

Donald P. Waller, Ph.D. 
Pharmacology 

SAC 6/24-25/82 

SAC 3/12-13/82
SAC 6/24-25/82 

Proposal R~view 
3/8/82 

RFFR Series 
Vol. 2, 'No. 1 
4/16-18/82 

2 days 

2 days 
2 days 

1 day 

3 days 

'$ 385.48 

385.48 
385.48 

50.00 

450.00 

TOTAL $ 8,481.38 
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RESEARCH
 

PARFR SU8CONTRACT/ SUBAGRE EI·1ENT SUtJlMAR IES
 

This section includes summaries of PARFR subcontracts and subagree­
ments active during the period January 1, 1982 to June 30, 1982. Sum­
maries are categorized according to the following AID Contraceptive 
Research Areas: 

I.	 Female Sterilization 

C.	 Transcervi ca1 
B.	 Reversible 

II.	 Nale Sterilization 

B.	 Other 

II I. Int rauteri ne Cont racept ion 

D.	 Other 

IV.	 Systemic Contraception 

~. Injectables and Implants 
C.	 Other 

1.	 Male Pharmacological Methods 

V.	 Barrier Contraception 

B.	 Femal e 

VI.	 Pregnancy Tests 

VII. Miscellaneous 
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Title:
 

Object i ve:
 

PARFR-200K(86K)
 

PARFR-200P
 

Title: 

Objective: 
~. .. 

PARFR-316C/226C 

PARFR-31SB/226B 

RESEAHCH 

I. FH1ALE STERILIZATION 

C. TRANSCERVICAL 

"Phase I Clinical Trials of Fallopian Tube Closure Using
Methyl cya noacry1 ate (~1CA) Ti ssue Deli vered Through the 
Single Application Fertility Re~u1ation (FEMCEPT) Device" 

To determine the safety and efficacy of the FEMCEPT device 
for the delivery of MCA to the fallopian tubes of human 
volunteers. 

Sung-bong Hong, M.D. 
Korea University College of Medicine 
Seoul, Korea 

Period: 5/1/80-8/31/82
5/1 /79-4/30/80 

Budget:
Expended: 

$2,598 
9,140.41 (86K) 

Ruben A. Apelo, M.D. 
Jose Fabella Memorial Hospital 
Manila, Philippines 

Period:	 10/1/79-6/30/82 Budget: $14,385 

"MCA/FEMCEPT Study" 

To determine if the tubal occlusion rate obtained by a single 
application of MCA delivered through the FEMCEPT device can 
be improved either by uterine lavage prior to application, 
and/or using two consecutive munth1y applications. 

Rene Guzman-Serani, M.D. 
Universidad Austral de Chile 
Valdivia, Chile 

Period:	 4/1/82-3/31/84 Budget: $24,000 
4/1/81-6/30/82 Expended: 24,145 (22GC) 

E1simar '·letzker Coutinho, N.D. 
Maternidade C1imerio de Oliveira 
Salvador, Bahia, Brasil 

Period:	 5/1/82-4/30/83 Budget: $14,982 
9/15/80-6/30/82 Expended: 41,304.55 (226B) 
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Tit1e: 

Objective: 

PARFR-240 

Tit1e: 

Objective: 

PARFR-238C 

Title: 

. Object i ve: 

PARFH-310C 

Title: 

Objective: 

"Data Collection and Analysis of MCA/FEMCEPT Clinical Tria1s" 

To provide technical service in the form of monitoring data 
processing and statistical analysis of the PARFR-supported
clinical trials with the MCA/FEMCEPT system of non-surgical 
female sterilization. 

Ralph M. Richart, M.D. and Robert S. Neuwirth, M.D. 
Presbyterian Hospital Obstetrical and Gynecological Service 
New York, New York 

Period: 7/1/80-6/30/82 Budget: $24,440 

"Radio-Opaque MCA-Repeated X-ray HSG Study" 

To test whether the behavior of i-1CA is different with the 
addition of a radio-opaque polymerization inhibitor and to 
better understand the dynamics of the FENCEPT application 
process. 

Rene Guzman-Serani, lii.D. 
Universidad Austral de Chile 
Valdivia, Chile 

Period: 6/15/81-3/14/82 Expended: $6,975 

"MCA/FE~1CEPT Vi deo Study" 

Usi ng f1ouroscopy at the time of /ilCA/FEI1CEPT treatment, to 
test whether the behavior of MCA is different wi~h the addi­
tion of a radio-opaque polymerization inhibitor and to better 
understand the dynami cs of the FEI~CEPT app1 ication process. 

Enrique Gui1off, M.O. 
Sa nt i ag 0, Ch i1e 

Period: 1/1/82-6/30/83 Budget: $8,000 

"Radio-Opaque 1'1ethylcyanoacry1ate (MCA) Delivered Through
the Single Application (FEMCEPT) Device" 

To detennine the tubal occlusion rate obtained by a single 
application of MCA delivered throu9h the FEI~CEPT device. 
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lARFR-305V Itic Zighelboim, M.D. and Wiktor Szczedrin, M.D. 
~iatern idade II Concepci on Pa 1ac ios II 
Caracas, Venezuela 

Period: 9/10/81-9/9/82 Budget: $17,225 

Di rect 
0-21 

Payment Badri 
ICMR 

Saxena, Ph.D. 

New Delhi, India 
Expended: $1,301.80 

f4CA/fEMCEPT
RESULTS: Two types of MCA and two modalities of application were 

testeu in hWllan cl i nical tri al s. 

As of June 30, 1982, results indicate that single applica­
tion of r'iCA shows a 75% bilateral occlusion rate, which is 
increased to 80% when radio-opaque MeA is used. Uterine 
lavage prior to application does not increase the rate of 
bilat~ral tubal occlusion; however, two applications
separated by one month provide a 90% bilateral tubal occlu­
s i on rate. 

Data on MCA/FEMCEPT research gathered during the period 
Janua ry 1, 1982 - June 30, 1982 was analyzed by the Obste­
trical and Gynecological Service of the Presbyterian Hospi­
tal in New York. After June 30, 1982, data management
responsibilities will be transferred to BioNexus, Inc., the 
company that manufactures MCA and FEMCEPT devices. 

Tit1e: 

Object i ve: 

PAf~FH-217(111U) 

I. FEMALE STERILIZATION 

D. REVERSIBLE 

"An Evaluation of the Efficacy of Fimbria1 Ellclosure With 
Silastic Devices as a Reversible Female Sterilization 
Technique" 

To detennine the reversibility of sterilization by fimbrial 
enclosure with specially designed silastic fimbrial hoods in 
adult female Rhesus monkeys. 

Carlton A. Eddy, Ph. D. 
The Uni vers ity of Texas Health Sci ences Center at San Antoni 0 
San Antonio, Texas 

Period: 
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PARFR-2l7(111N)
RESULTS: 

Title: 

Objective: 

PARFR-207 

RESULTS: 

Silastic devit;ps \'lere fitted bilaterally ,in 20 primates.
The animals w~re followed via laparoscopic' examination and 
breeding experiments. One animal became pregnant one nIDnth 
after the enclosure technique, due to spontaneous detach­
ment of the device on one tube. An additional animal has 
died of causes not related to the surgery. Unfortunately,
detachment of the devices occured in a significant number 
of the animals, within approxirllately 2 months of the surgi­
cal procedure, despite the use of 6 to 8 interrupted 9-0 
nylon suture. In the animals in which the device remained 
for a significant period of time, the silastic material has 
shown remarkable inertness and freedom from tissue reacti­
'Jity. Adhes ions, uhen present, have been mi nor. Hi sto­
logic examination of the enclosed fimbria revealed no tubal 
damage, even under electron microscopy. 

The principal investigator, in collaboration with Leonard E. 
Laufe, M.D. and K.L.I., is in the process of applying for an 
Investigational Oevice Exemption to permit testing of the 
silastic fimbrial hood in India and the U.S. 

"Hysteroscopic Sterilization by Using Uterotubal Blocking
Devices" 

To determine, in selected volunteer women, the contraceptive 
efficacy of the Uterotubal Junction (UTJ) plug. 

Abdol H. Hosseinian, M.D. 
Cook County Hospital
Chicago, Illinois 

Period: 11i1/79-6/30/82 Budget: $24,348 

Due to the inavailability of the steerable hysteroscope, no 
activities have been reported on this project. 
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II. MALE STERILIZATION 

B. OTHER 

Tit1t!: "Transcutaneous Ablation of Cauda Epididymis in Non-Human 
Primates" 

Objective:	 To determine if ablation of the epididymal tract is possible 
by the transcutaneous method; if resultant azoospermi a occurs 
and to assess the extent and type of injury to the epididymis, 
testis and surroundin~ tissues. 

PARFR-308	 Ronald W. Lewis, M.D. 
Delta Regional Primate Research Center 
Covington, Louisiana 

Period: 1/1/82-12/31/82 Dudget: $39,595 

RESULTS:	 During this period, epididymal a1b1ation by percutaneous in­
jection or an op~n surgical procedurt! \'/as perfonl1ed in three 
groups of Macaca fascicu1aris monkeys using three agents. 
Group I had a 0.5 cc of 4% formaldehyde in glycerol injected 
into the epididymis with the following results: two animals 
were azoospermic at one week, two animals were azoospermic at 
3 1/2 weeks, and one animal injected percutaneously had an 
elevated sperm count at 3 1/2 weeks after initially decreasing 
at 10 days. The last animal is continuing to be ejaculated 
at weekly intervals. Group II had 0.5 cc of MCA injected into 
the epididymis with the following results: two were azoosper­
Illi c at 10 days and three were azoospenni c at 2 1/2 to 3 \'/eeks.
One animal injected at open surgery died the day of surgery;
autopsy did not reveal aspiration or other cause of death. 
Group III had 100 mym of Quinacrine hydrochloride in 2.0 cc 
of sterile saline injected into the epididymis with the fo1­
10\'Iing result: 3 animals were azoospermic 2 1/2-3 weeks 
after injection and one animal recently ablated had spenn 
present at one week. Three Quinacrine injected animals died, 
two, the original day of injection; and one, one week after 
surgery. I\utopsy did not reveal the cause of death. A 
serum toxi co logy screen \'/as perfortTled on the second animal 
that died and Ketamine level was 8 ucg/m1. Two of these 
animals had been treated for malaria during their quarantine
period. All animals had excellent sperm counts before ab1a­
t ion. 

III all animals local reactions to injections have resulted in 
only one small abscess that cleared spontaneously and for the 
most part injection resulted in a firm cauda epididymis with 
fixation to the scrotal skin. 



25 

Title: 

Objective: 

PARFR-311C 

PAP.FR-313E 

PARFR-314E 

Tit1e: 

Objective: 

PA~~FR-230 

Wi ny Sound II 
RESULTS: 

I I I. IrHRAUTER INE CONTRACEPT ION 

D. OTHER 

"Uterine Measurement - Clinical Comparison Study (Wing Sound 
11)" 

To evaluate the perfonnance of IuDs in tenns of two-dimensional 
uterine size: namely, endometrial cavity length and width. 
The dimensions of the cavity will be deternlined using the 
Wi ng Sound I I. . 

Rene Guzman-Serani, M.D. 
Universidad Austral de Chile 
Valdivia, Chile 

Period: 3/1/8~-8/31/83 

Robert Snowden, Ph.D. 
University of Exet~r 
Devon, England 

Period: 2/1/82-7/31/83 

r~okhtar Toppozada, M.D. 
The University of Alexandria 
Alexandria, Egypt 

Period: 2/1/82-7/31/83 

Budget: $7,500 

Budget: $21,600 

Budget: $5,400 

"Design and Manufacture of 1,500-2,000 Wing Sound II Devices" 

To design and coordinate the manufacture of 1,500 to 2,000 
Wing Sound II devices. 

H.F.D. Design 
Crysta1 Lake, III i noi s 

Period: 11/1/81-3/15/82 Expended: $33,000 

Winy Sound Ills were distributed to all centers. Studies 
we:e initiated in all centers during this reporting period. 
Data is bei ng monitored by the IFRP. 
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Title: 

Objective: 

PARFR-,25B 

PAKFf<-225It1a 

I{ESULTS: 

Title: 

Objective: 

PARFR-a5UAB 

IV. SYSTEMIC CONTRACEPTION 

u. INJECTABLES AND IMPLANTS 

IIClinicill Trials of the Norethisterone Hicrocapsule Injec­
tabl e Contraceptive Systelil ll 

To test a long-acting injectable contraception system which 
provides continuous release of noretllisterone for a precise 
period of six iuontlls following a single intramuscular injec­
tion. The system consist~ of Ialicrocapsu1es made of the bio­
degradable polymer d,l-polylactic acid, in which micronized 
crystals of NET are homogeneously dispersed. 

Elsimar M. Coutinho, M.D. 
I~aternidade Climerio de Oliveira 
Sa1vador, ~ahi a, Bras 11 

Period: 4/1/Bl-6/30/82 Exp~nded: $28,209.38 

Roberta Rivera, M.D. 
Instituto de Investigacion Cientifica 
Durango, r'lexico 

Period: 4/1/81-6/30/82 Expended: $40,298.50 

The NET system has been shown to be effective in the suppres­
sion of ovulation over a lBO-day period, to have a virtually 
constant rate of release of NET into the syst~n, and to have 
no significant side effects. In a preliminary human drug
release study, microcapsule doses containing between 7.25 
and 94.5 mg of NET were tested. On the basis of this study
it \'1as determined that larger doses are necessary to inhibit 
ovulation for the full six months. Patients in the ~lexico 

study were treated with 800 my of microcapsules containing 
200 mg of NET and pat i ents in the Bras11 study were treated 
with 600 mg of microcapsules containing 150 mg of NET. 

IIC1inica1 Trials of the Norethisterone Injectable Contra­
cept ive System ll 

To monitor the Phase I clinical trials of the 180-day NET 
mi crocapsu1 e systerll. 

Charles E. Flowers, Jr., ~I.D. and l.ee R. ~eck, Ph.D. 
University of Alabama in Birmingham
Uinninyllarll, I-\labama 

Period: 4/1/81-6/30/82 Expended: $12,825 
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lBO-Day NET Microcapsule
RESULTS: Studies have been completed. Data collec.tion and RIA are 

currently being analyzed by the Principal ·Investigator. 

Title: IIpo1y (lactide-co-g1ycolide) Norethisterone Microcapsule 
Study (Poly NET 90) II 

Objective:	 To perform drug release studies and Phase I use effective­
ness study of a new gO-day injectable contraceptive system. 

PARFR-300	 Charles E. Flowers, Jr., M.D. and Lee R. Beck, Ph.D. 
University of Alabama in Birmingham 
Birmingham, Alabama 

Period: 8/1/81-7/31/82 Budget: $72,984 

Poly NET 90 
RESULTS:	 Initiation of the data collection instrument study and com­

pletion of the drug preparation solvent will be accomplished
in the five clinical sites by late summer 1982. 

Title: IIStudies on Bioabsorbab1e Subdermal Contraceptive Nore­
thindrone Pellet Imp1ants ll 

Objective:	 To perfonn drug release studies and a use effectiveness 
study of a fused norethindrone pellet. 

PARFR-229B	 Elsimar M. Coutinho, M.D. 
Maternidade C1in~rio de Oliveira 
Sa1vador, Gatli a, Bras i1 

Period: 3/1/81-6/30/82 Budget: $32,461 

PARFR-(!29M	 Roberta Rivera, M.D. 
Instituto de Investigacion Cientifica 
Durango, Mexico 

Period: 3/1/81-6/30/82 Expended: $35,692.27 

PAf{FR-301C	 Horacia B. Croxatto, M.O. 
Centro Naciona1 de 1a Familia 
Sa nt i ago, Ch i1 e 

Period: 11/1/81-10/31/82 Budget: $31,476 

PARFR-301T	 Ricardo H. Asch, M.D. 
The University of Texas Health Science Center at San Antonio 
San Antonio, Texas 

Period: 9/1/81-8/31/82 Budget: $39,489 
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NET-fused Pellets 
RESULTS:	 Two fused pellets releasing 74 + 5.2 (SE) ug per day of NET 

fairly constantly over a period-of 11-12 months, \'1ere inserted 
in the foreanm of 50 women at Cornell and 4 other centers; 
i.e., San Antonio, Brazil, Mexico and Chile. Serial blood 
samples were obtained and serum levels of NET, FSH, LH, E2 
and P were studied. 

Results \'/ere available from 3 centers for evaluation. These 
included data obtained at Cornell, Brazil and Mexico. 

Examination of available data indicated that NET blood levels 
of 0.5 and 1 ng/ml were reached following insertion of pellets.
There was relatively little variation over a period of up to 
360 days. A very gradual decline of blood level of NET was 
however observed at the end of their period. Approximately
60% of cycles appeared to be ovulatory (with ovulation defined 
as the rise of serum P above 5 ng/ml). 

The frequency of cycle control and breakthrough bleeding were 
acceptable. Two documented pregnancies, thus far, have been 
reported, both from	 Hrazil. 

-------~-------------------------------------------------------------------------

Title: "Haboon Studies to Evaluate Non-13iodegradable Nedicated 
Fibers for the Controlled-release of Contraceptive Steroids 
Related to Research Supported under PARFR-206SRI" 

Objective:	 To evaluate, in vivo, progesterone-releasing fibers as poten­
tial systems for contraception in the female. 

PARFK-235UAB/ 
2U6UAB Lee R. Beck, Ph.D. 

University of Alabama in Hirmingham
13inningham, Alabama 

Period:	 4/1/81-6/30/82 Budget: $29,789 
11/1/79-10/31/80 Expended: 18,865 (206UAB) 

RESULTS:	 The following results of additional in vitro and in vivo 
studies with coaxial fibers designedto release norgestimate 
(NGM) and the effects of in vivo release of NGM on the ba­
boon endoll1etrium are in aaaition to results outlined in the 
technical report submitted previously. 

The continuation of in vitro studies with the coaxial fibers 
prepared with a new	 coaxrar-spinneret showed that variations 
in the sheat h-to-core rat ios of the NG~1- loaded fi bers pro­
duced a corresponding change in release rates. The fibers 
\'/ith thinner membrane coatings (lo\'/er ratiu) gave a faster 
release of drug when compared to the fibers with thicker 
membrane	 coatings (hiyller ratio). In all cases, the release 
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of NGM was essentially zero order with some slight burst 
effect within the first mont~. 

Coaxial fibers retrieved from baboons treated with both 
intravaginal and intrauterine fibrous systems and analyzed 
for residual NGM showed a good correlation of in vitro to 
in vivo rel~ase t'at~s for the intravaginal dev""lCes. Biop­
STeSiOn animals with retaineu fibrous IUDs did show the 
effects of local NGM delivery. The intravaginal devices, 
consisting of NGM coaxial fibers wrapped around an elasto­
meric vaginal ring, were better retained in the animals 
during the tests (6 out of 8), and uterine biopsies from 
these baboons showed a definite trend of dose response. 

The successful results with these prototype coaxial fibers 
in obtaining a constant rate of delivery of NGM and the 
effects of the continuous delivery of NGM from an intra­
vaginal system on the baboon endometrium suggest that this 
approach could lead to a simple and practical method for 
self-administration of potent contraceptive steroids. 

IV. SYSTEMIC CONTRACEPTION 

C. OTHER 

Titl e:	 "Induction of Luteolysis and Ovulation by LRF-Analogues ll 

Objective:	 To determine the effectiveness of LRF-agnoist in the induc­
tion of luteolysis in the presence of luteotropic effect of 
exogenously administered human chorionic gonadotropin. 

PARFR-228	 Samuel S.C. Yen, M.D. 
University of California-San Diego
La Jolla, California 

Period: 4/1/81-3/31!82 Expended: $34,977 

RESULTS:	 Five normal cycling women Here enlisted for the study. Hor­
mone profiles during control cycle were determined for FSH, 
LH, estradiol and progesterone. The hormonal indices \'/ere 
compatible \'l1th a 28 day cycle with ovulation occurring on 
day 14 or 15 with normal luteal function. This was followed 
by a treatment cycle with LRF-agonist at 500 ug twice daily 
dose injected subcutaneously for 7 days. Luteolysis occurred 
in all LRF-agonist treatment cycles. Combined LRF-ayonist
and hCG administration \'/as made during the third cycles. At 
the mi d1utea1 phase, human chori onic gonadot ropi n 5,000 lU/ Ii.., 
daily dose was administered for 7 days, and 2 days later, 
LRF-~gunist cannat overcome the luteotropic effect of hCG 
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Title: 

Objective: 

PARFR-233 

RESULTS: 

despite the increased dose and duration of the LRF-agonist 
administration. 

Five postmenopausal subjects were enlisted for the study of 
LRF-antagonist on the inhibition of yonadotropin secretion. 
The administration of this LRF-antagonist at 80 ug/kg body 
Height injected intravenously induced a prompt decline of LH 
and FSH r~aching a nadir approximately 3-5 hours. The re­
covery phase following LRF-antagonist administration appeared 
to follow a pulsatile secretion of LH ~nd basal concentra­
tion reached pretreatment level 24 hours later. This find­
ing is extremely exciting'indicating that a high potent LRF­
antagonist is nO\'I at hand. Consequently, studies \'Jill be 
designed to detennine the effectiveness of this antagonist
in ovulation inhibition and induction of luteolysis. 

"Potentially Antifertility Activity of LH/HCG Peptide 
Fragllle nts" 

To study in the female banoon the ability of certain unique 
peptides to inhibit the action of endogenously secreted 
yonadotropin and detennine the alltifertility potential of 
the McKernls peptide ([2). 

Joseph w. Goldzietler, ~1.D. and Daniel Castracane, I~.ll. 

Southwest Foundation for Research and Education 
San Antonio, Texas 

Period: 4/15/81-5/14/82 Expended: $44,086.54 

The menstrual cycle of all baboons \'/aS followed on the basis 
of perineal sex skin changes and only normally cycling ba­
boons were used in ttli s stUdy. Baboons at the early 1uteal 
phase (days 3-4 postovulation) or the midluteal phase 
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Tit1e:
 

Objective:
 

PARFR-302 

RESULTS: 

Title: 

. Objective: 

PARFR-309/209 

RESULTS: 

and initiated a second yroup	 of baboons at the early and mid­
luteal phase. The solubility of the pept~de presents no pro­
blem for such increasing dosage increments. 

"Studies on the Anti-Fertility Effects of a Potent LHRH 
Inhibitory Analog (Antagonist) in the Cynomolgus Monkey" 

To determine the antifertility effects of a potent luteiniz­
ing hormone-releasing hormone inhibitory analogue (antagonist) 
(A-LH-RH) in the female Cynomolgus monkey (Macaca fasicularis).
In the first section, the effects of chronic administration 
of A-LH-RH to normally cyc1i ng Cynomolgus monkeys wi 11 be 
studied. The second section deals with the administration of 
A-LH-Rh during the luteal phase. The third section of the 
study deals with the ability of A-LH-RH to interfere with the 
luteal production ~ vitro. 

Ricardo H. ASCh, M.D. 
The University of Texas Health Science Center at San Antonio 
San Antonio, Texas 

Period: 9/1/81-8/31/82	 Budget: $64,447 

This project recently started, therefore, results will not 
be available until the next reporting period. 

"Ovulation Inhibition by I\nordrin" 

To test the efficacy of anordrin to inhibit ovulation by
hormonal criteria and by direct visualization of the ovary 
in a primate model. 

Raksha Mehta, Ph.D. 
Northwestern University Medical School 
Chicago, Illinois 

Period: 1/1/82-6/30/82	 Budget: $31,903 
Expended: 58,261.58 (209) 

Six adult female cynomolgus monkeys were monitored to esta­
blish the occurrence of ovulation prior to anordrin adminis­
tration. Three monkeys \'rere given anordrin intramuscularly 
(two animals, 4.0 mg/kg b.w.; one animal, 8.0 mg/kg b.w.) 
from days 9-13 of the menstrual cycle. Blood samples were 
collected daily at 1400 h beginning on day 10, until day 20 
of the cycle by puncture of the saphenous vein. On day 17 
or 19 of the cycle, laparotomy \'/as performed on each monkey.
Ovaries ~ere observed for an ovulatory stigma, and if a cor­
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pus 1uteum wa3 present, it was excised for further histo­
logical examination. In this preliminary study it was 
found that anordri n not only had an inhibitory effect on 
ovulation in the cycle in which it was administered, but 
also had a significant inhibitory effect in several subse­
quent untreated months. 

All 3 monkeys showed few cornified cells in their vaginal 
smears in the 1Il0nths following anrodrin treatment, indicat­
ing no detectable estrogen activity following doses used. 
By comparison, one anovulatory monkey with polyfol1icu1ar 
ovaries (diagnosed by 1apartomy) has abundant cornified 
cells in vaginal smears throughout the study. Blood proges­
terone 1ev~ls ~/ere elevated 1-2 days after anordrin admin­
istrutioll, but declined to 10\'1 levels by day 16-17 of the 
cycle. In all 3 animals, the urinary pregnanediol peak was 
significantly lower in the anordrin treated cycles than in 
control cycles in the same animals. In subsequent months, 
no detectable preynanediol levels were observed. Examina­
tion of the 0varies during the treatment cycles revealed no 
corpus 1uteum in one monkey, a corpus 1uteum \'/i th an entrap­
ped ovum in tne second, and a nonfunctional structure in the 
third. No menses has occurred in the three months follo\'/iny 
anordrin administration, and 1aparoton~ 2 to 3 months after 
the treatment tyc1e has revealed ovaries without obvious 
follicular or luteal development. It is apparent that anor­
drin has an inhibitory action on ovulation probably by vir­
tue of its antiestrogenic nature, but the dosage used in 
this study \'/as too high to limit its effect to a single 
cycle. Based on the time course and magnitude of the effect 
observed, the remaining two monkeys were given anordrin on 
day 1 of the menstrual cycle only (4.0 mg/kg b.w. to one, 
8 mg/kg b.w. to the other). At the present time these 
monkeys are both mid way through the treatment cycle, and 
laparotomies done on days 18-19 revealed no ovulation. 
Hormone assays have not been completed on these monkeys yet. 

Tit1e: 

Objective: 

IV. SYSTEMIC CONTRACEPTION 

C. OTHEH 

1. MALE PHARMACOLOGICAL METHODS 

IIInnnunologic Suppression of Fertility by Synthetic Antigenic 
Determinants of Lactate Dehydrogenase-C411 

To develop a contraceptive vaccine consisting of a synthesi­
zab1e antigenic peptide that will provide antibodies against 
the LUH-C4 enzyme of spermatozoa. 
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PARFR-315/232 

PARFR-315/232
RESULTS: 

Titl e: 

Objective: 

PARFR-236IIT 

Erwin Goldberg, Ph.D. 
Northwestern University
Evanston, Illinois 

Period:	 3/1/82-2/28/83 Budget: $53,736 
3/1 /81-3/15/82 Expended: 60,018 (232) 

Four peptides fragments of LDH-C4 which bind antibody to the 
native protein, have been isolated by HPLC from tryptic di­
gests. Each of these peptides has been subjected to sequence
analysis and placed in the overall sequence of LDH-C4. Two 
of these peptides representing residues 5-16 and residues 
211-220 were selected for custom synthesis by Peninsula 
Laboratories, Inc. 

The synthetic product will be conjugated to BSA as indicated 
in the proposal, and tested for immunogenicity. The peptides
have proven difficult to synthesize. 

The peptide, T-13, will now be designated MC152-159. It has 
been used as a liIode1 to verify the validity of this strategy 
for development of a synthetic antigen useful in a contra­
ceptive vaccine. As reported previously, rabbits immunized 
\Ii th BSA-MC152-159 produced antibody \'Jhich bound to the pep­
tide. This binding \'las inhibited by free peptide and by the 
BSA-peptide conjugate. hese antibodies were purified and 
tested for binding to 125I-LDH-C4• The results show that 
puri fi ed ant i -t~C 152-159 does indeed bi nd to LDH-C4. Further­
more, the specificity of this binding is confirmed by com­
petition of unlabelled LDH-C4. As expected, only a small 
portion of the antibodies elicited by the GSA-peptide conju­
gate bind to the LDH-C4. From these data, it can be con­
cluded that peptide MC152-159 contains an antigenic deter­
minant of LDH-C4. Furthermore, the strategy for development
of synthetic determinants which provoke an immune response 
to native LDH-C4 has proven to be sound. 

"Retinoids and r~a1e Contraception" 

To investigate the possible use of six retinoids as effec­
tive non-toxic and reversible male contraceptives in rats. 

Rajendra	 G. Mehta, Ph.D. 
I IT Research lust i tute 
Chicago, Illinois 

Period:	 6/1/81-6/30/82 Expended: $61,548.66 
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PARFR-236IlT 
RESULTS: 

Title: 

Objective: 

PARFR-212 (8511) / 
P2 &3 

Title: 

Objective: 

PARFR-239 

Three synthetic analogs of retinoic acid were tested for 
their influence on male reporductive phy~,ioiogy of rats. 
At nontoxic concentration none of the ret.inoids have any
effect on the test i cu1 ar structures, sper'm counts or capa­
bilities to reproduce when they were administered either 
intragastrica11y or in diet. However, 13-cis retinoic acid 
when administered intraperitonea11y (100 mg/kg BW) affected 
reproductive organs resulting in small testes, histological 
atrophy of testicular structure and much reduced sperm counts 
along \"Iith some toxic effects such as reduced body weight 
and bone fractures. Recently it has been shown that ethyl
reti nami de 2-hydroxyethy1 .ret i namide and 13-ci s reti noic 
acid in diet at nontoxic concentration affected male repro­
ductive organs of hamsters significantly resulting in reduced 
\~ei ght, wei yht of testes and testicul ar atrophy. Simil ar1y, 
it has been observed that oral administration of ethyl reti ­
namide caused reduced speYillatogenesis in dogs. 

v. BARRIER CONTRACEPTION 

B. FEMALE 

"Development of Collagen Sponge Containing Spermicide and 
Post-Coital Testi ng of Coll agen Sponge Di aphragm" 

To develop and test a plain collagen sponge as a vaginal 
contracept i vee 

Milos Chvapil, N.D., Ph.D. 
The University of Arizona 
Tucson, Arizona 

Period: 3/1/80-6/30/82
12/1/76-6/30/80 
1/1/76-4/30/76 

Budget: 
Expended: 
Expended: 

$75,017 
97,896 (85N) 
10,329 (P2 & 3) 

"Clinical Trial of the Collagen Sponge As a Contraceptive"
 

To determine the clinical efficacy and acceptability of the
 
collayen sponge vaginal contraceptive.
 

Gary S. Berger, M.D.
 
Center for the Advancement of Reproductive Health, Inc.
 
Chapel Hill, North Carolina
 

Period: 6/1/81-5/31/82 Expended: $12,944.40
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PARFR 306E
 

Collagen Sponge 
RESULTS: 

Tit1e: 

Objective: 

PARFR-307/204 

RESULTS: 

John Guillebaud, M.D. 
Margaret	 Pyke Center 
London, England 

Period:	 10/1/81-9/30/82 Budget: $15,515 

All clinical trials were discontinued due to an unacceptably
high pregnancy rate and 10\1 continuation rate. A full re­
port, prepared by IFRP, will be available in early fall 1982. 

"Development of Spenn Enzyllle Inhibitors as Vaginal Contra­
cept ives" 

To screen th~ vaginal contraceptive potency of the acrosin 
inhibitors synthesized during the previous contract period 
and to detenni ne the acute toxi city (LD50) of these compounds'
in mice. Based on the vaginal contraceptive potency and 
acute toxicity, the most active and least toxic compounds 
were to be selected for further study. 

Laurens J.D. Zaneveld, D.V.~., Ph.D. 
The University of Illinois at the Medical Center 
Chicago, Illinois 

Peri od:	 1/l /82-12/31 /82 Budget: $ 64,353 
10/1/79-12/31/81 Expended: 149,605 (204) 

In a continuing effort to develop sperm enzyme inhibitors as 
vaginal contraceptives, all the acrosin inhibitors that were 
synthesized during the previous contract period were screened 
for their vaginal contraceptive potency in the rabbit. The 
acrosin inhibitors consist of phenols approved by the FDA for 
human use and guanidinobenzoic acid, forming arylyuanidino­
benzoates. Most of the arylguanidinobenzoates actively pre­
vented fertilization, several being very potent. Their acute 
toxicity (LD50) \'/as determined in filice, and all of the aryl­
yuanidinobenzoates were les~ toxic than nonoxynol-9. Based 
on their potency and toxicity, four compounds have been 
selected for further stUdy. One of these can be purchased 
whereas Syntex agreed to synthesize the other three in large 
quantities so that chronic toxicity and other efficacy stud­
ies can be performed with these compounds. Two of these 
compounds have a:ready been prepared. 

Two patent applications have been submitted on the work that 
was supported by PARFR. 
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VI. PREGNANCY TESTS 

Titl e:	 "Detection of Pregnancy in Women Before Implantation" 

Objective:	 To test lymphocytes and sera of women attending an artifi ­
cial insemination clinical and correlate rosette inhibition 
fi ndi ngs \'/ith other tests for pregnancy. 

PARFR-237	 Nancy J. Alexander, Ph.D. 
Medical Res~arch FoundatiOn of Oregon 
Portland, Oregon 

Period: 6/1/81-2/28/82 Expended: $9,314.27 

RESULTS:	 An early pregnancy factor (EPF) that depresses maternal 
lymphocyte activity as early as six hours post-mating has 
been descri bed in mouse sera. In human bei ngs thi s factor 
has been described to be present in serum as little as 48 
hours after mating. If workers from other laboratories were 
able to demonstrate that such a test can be used, this test 
would be very important for any studies of post-conception 
types of fertility regulation. The initial experiments were 
unsuccessful. It was decided to repeat some studies in mice 
si nce thei r titer of early pregnancy factor has been reported 
to be significantly higher than those found in sera from 
ne\'/ly pregnant women. It was concl uded that the test to 
evaluate EPF does not work. The existence of a factor pro­
duced and released by a newly fertilized egg should be ques­
tioned furthermore. This concern is underscored by a com­
plete lack of morphological correlates (e.g. endoplasmic 
reticulum and Golgi apparatus) within a fertilized egg. No 
data ~/as found support the existence of an immunosuppressive
substance produced shortly after fertilization. 

Tit 1e: 

Objective: 

VII. MISCELLANEOUS 

"Investigation of FCE 20340 As An Anti-Fertility Agent When 
Administered Parenterally or Orally" 

To develop a safe oral preparation that is devoid of unwanted 
biological activit~es and effective irl inhibiting ovulation, 
ova-transport, etc. would approach the ideal. The prosta­
ylan(i~1I FCE 20340 appears to possess at least part of the 
des~red attributes but it must be studied further to verify 
its activity, safety and specificity, preparatory to clini­
cal trial. 
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PARFR-303 

RESULTS: 

Tit1 e: 

Objectives: 

PARFR-304 

HESULTS: 

Leonard J. Lerner, Ph.D. 
Jefferson Medical College of Thomas Jefferson University 
Philadelphia, Pennsylvania . 

Period: 9/1/81-7/31/82 Budget: $35,965 

FCE 20340 is more potent than PGF2 in inhibiting ovulation 
induced by Pregnant Mare serum in hamsters. Complete block­
age of ovulation in the superovulated animal, however, has 
not been obtained with the dosages eniployed to date, although, 
40% of the group of hamsters treated \'Jith L.O mg of FCE 20340 
did not ovulate at all. little or no inhibition of normal 
ovulation was obtaned with FCE 20340 or PGF2 ,however, all 
of these groups shed fewer ova than did the control group. 
The number of recoverable ova in the oviducts of induced or 
non-induced ovulating hamsters were decreased by PGF2 of 
FCE 20340 treatll,ent. The 1atter cornpound Has more potent for 
this activity and a dose response effect was obtained. 

Doses of FCE 20340 above U.5 mg/kg have caused severe toxic 
reactions such as reduction in food and water intake, diarr­
hea, gastrointestinal engorgement and respiratory distress. 

IIEvaluation of Anti-Fertility Effects of a Potent LHRH 
Antagonist in the Guinea Pig as a Preclinical Model ll 

1) To examine whether the administration of LHRH-AT will 
cause infertility in the female guinea pig. 2) To define 
the critical period during the estrous cycles when adminis­
tration is most effective by ascertaining: a) if LHRH-AT 
will inhibit the spontaneous preovulatory gonadotropin surge 
and prevent ovulation; b) if its administration prior to 
ovulation will result in luteal cell insufficiency; and c) 
if its administration follm'1ing ovulation Hill effectively 
curtail luteum function (induced luteolysis). 

Walter G. Weist, Ph.O. 
Washington University
St. Louis, Missouri 

Period: 9/1/81-7/31/82 Budget: $34,952 

Adlni nis t rat i on of 500 ug/day of UIRH-AT extended the cycle 
length and blocked ovulation in 50% of the guinea pigs, 
whereas smaller doses had not effects. Plasma progesterone
levels did not rise above 0.8 ng/ml in the anovulatory cycles. 
Post-treatment cycle length returned to normal spontaneously,
and ovul at ion occurred as detenlli ned by pl asrna progesterone
levels. Animals in which LHRH-AT failed to block ovulation 
had normal pregnancies in spite of continued LHRH-AT adminis­
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tration, which was continued until laparotomy was perfonned
18 days after vaginal opening. These preliminary "dose-finding" 
studies indicate that LHRH-AT has the capacity to block ovu­
lation in the guinea pig; however, doses higher than 500 ug/
day may be required to block ovulation in 100% of the animals. 
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WORK PLAN 

Anticipated Accornplishments 

Negotiations are underway for clinical trials of the following PARFR sup­
ported developments: 

a.	 MCA/FH1CEPT Project - Admission for all protocols (baseline, non­
raQio-opaque, randomized, single application radio-opaque, two 
application radio-opaque) has been completp.d. Follow-up data is 
being collected in all centers. Computer facilities will be trans­
ferred from Columbia University to BioHexus, Inc. Negotiations 
are Undp.rHay for the continuation of trials in India and the initia­
tion ot time interval protocol with the new, modified radio-opaque 
~1CA. Ne\', data collection instruments have been developed and intro­
duced in all studi es. Di scussi ons on the new computer load system 
are unden/ay. 

b.	 Collagen Spony~ - A Phase II multicentered clinical trial was com­
pleted and data analyzed (PARFR-239, PARFR-306E). Post-coital accep­
tability and testing of il bilayered collagen diaphragm containing 
nonoxynol-9 is almost complete (PARFR-212(85N). 

c.	 The Utero-Tubal Junction Blocking Device - Clinical studies were 
postponed due to problelils with equipment modifications. 

d.	 NET-fused Pellets - Patient enrollment was completed in two US centers 
(PARFR-229, PARFR-301T) and two LOC centers (PARFR-229B, PARFR-229M).
The study is still active in one LDC center (PARFR-301C). Preliminary
data has been reviewed and submitted to the FDA in order to obtain 
approval for a Phase II study, which would be initiated during the next 
reporting period. 

e.	 lBO-day NET Microcapsules - Preparation of the microcapsules was 
com~leted; clinical studies were cOMpleted during this reporting
period (PARFR-225Ma and PARFR-225B). Clinical data and RIA values 
Hill be analyzed during the next reporting period. 

f.	 gO-day HET I';icrocapsules - The princi~al investigator obtained an FDA­
INU. During this reportiny period, microcapsules were pre~ared ilnd 
clinical trials were planned for 10 patients in five centers. It;s 
expected that clinical data will be analyzed during the next reporting 
period. 

g.	 NET Rods - Manufacturing capabilities were located. Protocol for the 
drug release study was completed, center contacted and drug release 
study will be initiated durinv the next reporting period. 

h.	 LHRH - An LHRII study was initiated; results are not yet available. 
Afechnical report is not due until the next reporting period 
(PARFR-228). We plan to initiate another study wittl an antagonist. 
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Anticipated AcconJpl~shfilents (cont1d) 

i . Transcutaneous Bieolar vasectom{ Technigues - Due to a high failure 
rate, clinical trlals (PARFR-22 Ua, ~21 "b and 221C) were terminated. 
Arrangements were rilade for test i n£ the equi pment and redes i gn of the 
needle (PARFR-241). Once the new needle is manufactured, further 
clinical trials are plallned. 

j. Wing Sound II - The Wing Sound II was manufactured according to the 
principal investigator's specifications (PARFR-230), and sent to four 
centers (PARFR-311C, 314E, 313E~ and 322V). Clinical trials were 
initiated and a preliminary report \'lill be forthcoming in the next 
re~orting period. 

Publications: 

Volume 2, No.1 entitled: IICurrent Status of Plallt Products Reported 
to Inhibit Sperrn ll of our series, Research Frontiers in Fertility l{egulation 
was publh',hed. Volume 2, No.2 is planned on i1i~ovel Peptides in Ovarian 
Follicular Fluid: Implications for Contraceptive Development ll and has 
been submitted for editorializing and publication in the next reporting 
period. VolUifie 2, No.3 is planned on IINew Developlllents in Spermicidal 
Agents, Sperm-Imrnobolizing Agents and Sperm Enzyme Agents. 1I 

Procedures and Activities 

1)	 The scheduled Scie'ltific Advisory Committee meeting for the next re­
porting period is: October 17, 1982 at the Hotel Californian in San 
Franci sco. 

2)	 PARFR1s next workshop on Long-Acting Contraceptive Delivery Systems 
is planned for May 31 - June 3, 1983 at the International Hotel in 
I~ew Orleans. 
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SUMMARY FINANCIAL REPORTS 

This	 section includes: 

A.	 DPE-0546-A-OO-1003-00 Monthly Financial Reports, 1/1/82-6/30/82 

B.	 AID/DSPE-C-0035 Monthly Financial Reports, 1/1/82-6/30/82 

C.	 AID/csd~3608 Revised Final Financial Report 

D.	 DPE-0546-A-00-1003-00 Subagreements, Budget and Total Expenditures 
When Tenni nated 

E.	 AID/DSPE-C-0035 Subcontracts, Budget and Total Expenditures When 
Tenni nated 

F.	 AID/csd-3608 Subcontracts, Budget and Total Expenditures When Terminated 

G.	 LDC Research Funds, ~udget and Expenditures 

AID/csd-3608 AID/DSPE-C-0035 UPE-0546-A-OO-1003-00 
(7/1/75-6/30/80) (7/1/79-G/3D/82) (7/1/81-6/'J0/86) 

Expenditures this 
period $ - 0 - $ 399,626.04 $ 448,582.84 

Expenditures through 
12/31/81 4,331,521.82' 2~866,891.28 201,345.38 

Total Expenditures $4,331,521.82 $3,266,517.32 $ 649,928.22 

Total Commitments - 0 - 134,545.74 514,723.06 

Un60mmitted 'Balance 180,990~68 8,936.94 329,248.72 

Total Budget	 $4,512,512.50 $3,410,000.00 $1,493,900.00 



BUDGET 

EXPENDED 
7/1/81­
5/31/82 

EXPENDED 
6/1/82­
6/30/82 

TOTAL 
CUMULATIVE 

EXPENSE 
OUTSTANDING 
COMMITMENTS BALANCE 

Salaries 

Total Salaries 

02 
03 

$167,500 
83,000 

250,500 

$129,031.10 
37,924.69 

166,955.79 

$13,302.50 
3,536.50 

16,839.00 

$142,333.60 
41,461.19 

183,794.79 

$23,900.48 
7,215.84 

31~116.32 

$ 1,265.92 
34,322.97 

35,588.89 

Fringe Benefits 13 37,826 25,374.32 2,526.88 28,001.20 4,794.01 5,030.79 

Indirect Cost 88 97,695 82,188.31 7,646.78 89.835.09 15,413.00 C7 .553.09) 

Supplies 05 
09 
10 
12 
78 

62,154 
3,500 

10,000 
1,000 

200 

53,225.98 
3,765.78 
6,305.36 

354.28: 

6,140.16 

( 283.05) 

59,366.14 
3,765.78 
6,022.31 

354.28 

3,097.35 ( 309.49) 
( 265.78) 
3,977.69 

645.72 
200.00 

Total Supplies 76,854 63,651.40 5,857.11 69,508.51 3,097.35 4,248.14 

Equipment 06 4,500 1,076.25 1,076.25 3,423.75 

Travel 07 45,000 45,904.28 2,380.04 48,284.32 1,520.00 (4,804.32) 

Consultant Fees 49 19,400 10,800.05 1,300.00 12,100.05 3,083.84 4,216.11 

Workshop/Publication 91 50,000 36,837.76 7,900.93 44,738.69 14,566.42 (9,305.11 ) 

Subagrcemenst 90 872,125 120,038.73 23,055.15 143,093.88 434,132.12 294,899.00 

Research Supplies 92 40,000 24,999.44 4,496.00 29,495.44 7,000.00 3",504.56 

TOTAL RESEARCH 912,125 145,038.17 27,551.15 172,589.32 441,132.12 298,403.56 

TOTAL WORKSHOP/PUBLICATION 50,000 36,837.76 7,900.93 44,738.69 14,566.42 (9,305.11) 

TOTAL ADMINISTRATION 
TOTAL 

531,775 

1,493,900 
395,950.40 

577,826.33 

36,649.81 

72,101.89 
432,600.21 

649,928.22 

59,024.52 

514,723.06 
40,150.27 

329,248.72 

SD/rsz 
8/3/82 

PARFR Financial Report, June 30, 1982 
DPE-0546-A-00-1003-00 (4263-407) 

~ 
N 



BUDr,F.T 

EXPENDEO 
7/1/81­
4/30/82 

EXPENOED 
5/1/82­
5/31/82 

TOTAL 
CUM. EXP. 

f)lITSTA~DINr, 

COMf'4ITMENTS BALANCE 

Salaries 

Total Salaries 

02 
03 

$167,500 
83,000 

250,500 

$114,810.92 
34,388.19 

149,199.11 

$14,220.18 
3,536.50 

17,756.68 

$129,031.10 
37,924.69 

166,955.79 

$11,757.50 
3,679.34 

15,436.84 

$26,711.40 
41,395.97 

68,107.37 

Fringe Benefits 13 37,826 22,604.28 2,770.04 25,374.32 2,408.15 10,043.53 

Indirect Cost 88 97,695 71 ,303.76 10,884.55 82,188.31 13,385.80 2,120.89 

Supplies 

Total Supplies 

05 
09 
10 
12 
78 

62,154 
3,500 

10,000 
1,000 

200 

76,854 

39,870.57­
3,765.78 
6,305.36 

354.28 

50,295.99 

13,355.41 

13,355.41 

53,225.98 
3,765.78 
6,305.36 

354.28 

63,651 !to 

8,889.31 

( 283.05) 

8,606.26 

38.71 
( 265.78) 
3,977.69 

645.72 
200.00 

4,596.34 

Equipment 06 4,500 1,076.25 1,076.25 3,423.75 

Travel 07 45,000 43,877.74 2,026.54 45,904.28 1,512.10 ( 2,416.38) 

Consultant Fees 49 19,400 10,800.05 10,800.05 8,599.95 

Workshop/Publication 91 50,000 18,565.09 18,272.67 36,837.76 11,794.42 '1,367.82 

Subagreements 90 872,125 74,965.08 45,073.65 120,038.73 457,187.27 294,899.00 

Research Supplies 

TOTAL RESEARCH 

TOTAL WORKSHOP/PUBLICATION 

TOTAL ADMINISTRATION 
TOTAL 

92 40,000 

912,125 

50,000 

531,775 
1,493,900 

18,306.04 

93,271.12 

18,565.09 

349,157.18 
460,993.39 

6,693.40 

51,767.05 

18,272.67 

46,793.22 
116,832.94 

24,999.44 

145,038.17 

36,837.76 

395,950.40 
577,826.33 

11 ,496.00 
468,683.27 

11,794.42 

41,349.15 
521,826.84 

3,504.56 
298,403.56 

1,367.82 
94,475.45 

394,246.83 

PARFR FINANCIAL REPORT, MAY 31, 1982 
DPE-0546-A-OO-1003-00 (4263-407) ~ 

w 

SD/rsz 
7/8/82 



BUDGET 

EXPENDED 
7/1/81­
3/31/82 

EXPENDEn 
4/1/82­
4/30/82 

TOTAL 
CUM. EXP. 
7/1/81­
4/30/82 

OUTSTANDING 
COMMITMENTS BALANCE 

Salaries 

Total Salaries 

02 
03 

$167,500.00 
83,000.00 

250,500.00 

$103,302.44 
30,851.69 

134,154.13 

$11,508.48 
3,536.50 

15,044.98 

$114,810.92 
34,388.19 

149,199.11 

$22,283.66 
7,215.84 

29,499.50 

$30,405.42 
41,395.-91. 

71,801.39 

Fringe Benefits 13 37,826.00 20,257.26 2,347.02 22,604.28 4,601. 92 10,619.80 

Indirect Cost 88 97,695.00 61,262.00 10,041. 76 71,303.76 9,199.21 17,192.03 

Supplies 05 
09 
10 
12 
78 

62,154.00 
3,500.00 

10,000.00 
1,000.00 

200.00 

34,361.40 
3,444.90 
5,347.78 

354.28 

5,509.17 
320.88 
957.58 

39,870.57 
3,765.78 
6,305.36 

354.28 

8,417.96 

( 283.05) 

13,865.47 
( 265.78) 
3,977 .69 

645.72 
200.00 

Total Supplies 76,854.00 43,508.36 6,787.63 50,295.99 8,134.91 18,423.10 

Equipment 06 4,500.00 1,076.25 1,076.25 3,423.75 

Travel 07 45,000.00 37,022.45 6,855.29 43,877.74 1,286.36 ( 164.10) 

Consultant Fees 49 19,400.00 10,750.05 50.00 10,800.05 8,599.95 

Workshop/Publication 91 50,000.00 11,153.36 7,411. 73 18,565.09 14,184.19 17,300.72 

Subagreements 90 892,125.00 41,951.83 33,013.25 74,965.08 448,524.92 368,635.00 

Research Supplies 

TOTAL RESEARCH 

92 20,000.00 

912,125.00 

10,806.04 

52,757.87 

7,500.00 

40,513.25 

18,306.04 

93,271.12 

7,986.80 

456,511.72 

(6,292.84) 

362,342.16 

TOTAL WORKSHOP/PUBl. 
TOTAL ADMINISTRATION 

TOTAL 

50,000.00 

531,775.00 

1,493,900.00 

11,153.36 

308,030.50'· 

371, 94 ~ .73 

7,411.73 

41,126.68 

89,051.66 

18,565.09 

349,157.1 R 
460,993.39 

14,134.19 

52,721. 90 
523,367.81 

17,300.72 
129,895.92 

509,538.80 

SD/rsz 
5/25/82 

PARFR FINANCIAL REPORT - APRIL 30, 1982 
DPE-OS46-A-00-I003-00 (4263-407) 

~ 
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TOTAL 
BUDGET EXPHWEO EXPENOEO CUM. EXP. 
7/1/81­ 7/1/81­ 3/1/82­ 7/1/81- OlJTSTANnINr, UNCOMMITTEO 
6/30/82 2/28/82 3/3J./82 3/31/82 COMMITMENTS BALANCE 

Salaries 02 $167,500.00 $93,301.20 $10,001.24 $103,302.44 $29,425.50 ~34,772.06 
03 83,000.00 27 ,3631~ 3,487.86 30,851 ,69 10,752,34 41,395,97 

Total Salaries 250,500.00 120,665. 13 13,489.10 134,154.13 40,177.84 76,168,03 

Fringe Benefits 13 37,826.00 18,220.41 2,036.85 20,257.26 6,066.85 11 ,501.89 

Indirect Cost 88 97,695.00 50,854.37 10,407.63 61,262,00 12,979,28 23,453,72 

Suppl i es 05 
09 

62,154.00 
3,500.00 

29,356.12 
3,251.74 

5,005.28 
1q3 .16 

34,361.40 
3,444.90 

9,626.69 18,165.91 
55.10 

10 
12 

10,000.00 
1,000.00 

4,647.21 
354.28 

700.57 5,347.78 
354.28 

(227.91) 4,880.13 
645.72 

78 200.00 200.00 

Total Supplies 76,854.00 37,609.35 5,899.01 43,508.36 . 9,398.78 23,946.86 

Equipment 06 4,500.00 1,076.25 1,076.25 3,423.75 

Travel 07 45,000.00 32,560.36 4,462.09 37,022.45 6,574.60 1,402.95 

Consultant Fees 49 19,400.00 7,473A7 3,276.58 10,750.05 8,649.95 

Workshop/Publications 91 50,000.00 8,780.80 2,372.56 11,153.36 10,505.77 28,340.87 

Subagreements 90 892,125.00 24,170.62 17,781.21 41,951.83 465,042,17 385,131,00 

Research Supplies 92 20,000.00 10,105.54 700.50 10,806,04 109.80 9,084.16 

TOTAL RESEARCH 912,125.00 34,276.16 18,481. 71 52,757,87 465,151.97 394,215.16 

TOTAL WORKSHOP/PUBLICATIONS 50,000.00 8,780.80 2,372.56 11,153.36 10,505.77 28,340.87 

TOTAL ADMINISTRATION 531,775.00 268,459.24' 39,571.26 308,030.50 75,197.35 148, 547.15 

TOTAL 1,493,900.00 311,516.20 60,425.53 371,941,73: 550,855.09 571,103,18 

PARFR FINANCIAL REPORT, MARCH 31, 1982 
~ 

SD/rsz 
DPE-0546-A-00-1003-00 (4263-407) U1 
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BUDGET 
7/1/81­
6/30/82 

EXPENOEO 
7/1/81­
1/31/82 

EXPENOEO 
2/1/81­
2/28/82 

TflTAL 
cm1. EXP. 

7/1/81­
2/28/82 

OIJTSTANnING 
COMrn TMENTS 

lINCm~MITTED 

BALANCE 

Salaries 

Total Salaries 

02 
03 

$167,500.00 
83,000.00 

250,500.00 

$81,438.30 
23,827.33 

105,265.63 

$11 ,862.90 
3,536.50 

15,399.40 

$93,301.20 
27,363.83 

120,665.03 

$39,234.00 
14,288.84 

53,522.84 

$34,964.80 
41,347 ;33 

76,312.13 

Fringe Benefits 13 37,826.00 15,895.10 2,325.31 18,220.41 8,081.95 11,523.64 

Indirect Cost 88 97,695.00 44,412.50 6,441.87 50,854.37 16,791.21 30,049.42 

Supplies 05 
09 
10 
12 
78 

62,154.00 
3,500.00 

10,000.00 
1,000.00 

200.00 

26,520.42 
3,066.35 
3,783.97 

354.28 

2,835.70 
185.39 
863.24 

29,356.12 
3,251.74 
4,647.21 

354.28 

10,527.84 

(227.91) 

22,270.04 
248.26 

5,580.70 
645.72 
200.00 

Total Supplies 76,854.00 33,725.02 3,884.33 37,609.35 10,299.93 28,944.72 

Equipment 06 4,500.00 1,076.25 1,076.25 3,423.75 

Travel 07 45,000.00 29,198.15 3,362.21 32,560.36 .6,280.60 6,159.04 

Consultant Fees 49 19,400.00 7,473.47 7,473.47 11,926.53 

Workshop/Publ • 91 50,000.00 8,780.80 8,780.80 5,733.00 35,486.20 

Subagreements 90 892,125.00 7,195.02 16,975.60 24,170.62 482,823.38 385,131.00 

Research Supplies 

TOTAL RESEARCH 

TOTAL WORKSHOP/PUBL 
TOTAL ADMINISTRATION 

TOTAL 

92 20,000.00 

912,125.00 

50,000.00 
531,775.00 

1,493,900.00 

8,635.70 

15,830.72 

237,046.12 

252,876.84 

PARFR Financial 

1,469.84 10,105.54 

18,445.44 34,276.16 

8,780.80 8,780.80 

31,413.12 268,459.24 
58,639.36 311,516.20 

Report, February 28, 1982 

109.80 

482,933.18 

5,733.00 
94,976.53 

583,642.71 

9,784.66 

394,915.66 

35,486.20 

168,339.23 
598,740.09 

~ 
0\ 

DPE-0546-A-OO-1003-00 (4263-407)
 



BUDGET 
7/1/81­
6/30/82 

EXPENDED 
7/1/81­
12/31/81 

EXPENDED 
1/1/82­
1/31/82 

TOTAL 
CUM.EXP. 
7/1/81­
1/31/82 

OUTSTANDING 
COMMITMENTS 

UNCO~MITTED 

BALANCE 

Salaries 02 
03 

167,500.00 
83,000.00 

69,247.06 
20,290.83 

12,191.24 
3,536.50 

81,438.30 
23,827.33 

56,542.50 
17,825.34 

29,519.20 
41,347.33 

Total Salaries 250,500.00 89,537.89 15,727.74 105,265.63 74,367.84 70,866.53 

Fringe Benefits 13 37,826.00 13,520.21 2,374.89 15,895.10 11 ,229.54 10,701.36 

Indirect Cost 88 97,695.00 36.093.20 8,319.30 44,412.50 21,621.09 31,661.41 

Supplies 05 
09 
10 
12 
78 

62,154.00 
3,500.00 

10,000.00 
1,000.00 

200.00 

2J~1.20.59 
3,066.35 
3,783.97 

354.28 

3,399.83 26,520.42 
3,066.35 
3,783.97 

354.28 

10,747.84 

(227.91) 

24,885.74 
433.65 

6,443.94 
645.72 
200.00 

Total Supplies 76,854.00 30,325.19 3,399.83 33,725.02 10,519.93 32,609.05 

Equipment 06 4,500.00 1,076.25 1,076.2G 3,423.75 

Travel 07 45,000.00 20,157.17 9,040.98 29,198.15 3,925.17 11 ,876.68 

Consultant Fees 49 19,400.00 7,473.47 7,473.47 11,926.53 

Workshop/Publ . 91 50,000.00 11,062.80 38,937.20 

Subagreements 90 892,125.00 7,195.02 7,195.02 400,945.98 483,984.00 

Research Supplies 92 20,000.00 3,162.00 5,473.70 8,635.70 1,579.64 9,7.84.66 

TOTAL RESEARCH 912,125.00 3,162.00 12,668.72 15,830.72 402,525.62 493,768.66 

TOTAL WORKSHOP/PUBL. 50,000.00 11 ,062 .80 '38,937.20 

TOTAL ADMINISTRATION 531,775.00 198,133.38 38,862.74 237,046.12 121,663.57 173,065.31 

TOTAL 1,493,900.00 201,345.38 51,531.46 252,876.84 535,251. 99 705,771.17 

PARFR Financial Report, January 31, 1982 
DPE-0546-A-00-I003-00 (4263-407) 

ACN/rsz 
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Salaries 

Total Salaries 

02 
03 

BUDGET 
7/1/79 
6/30/81 

$310,400.00 
75,534.00 

386,134.00 

EXPENDED 
7/1/79 -
5/30/82 

$301,900.73 
70,363.17 

372,263.90 

EXPENDED 
6/1/82 -
6/30/82 

TOTAL 
CUf1. EXP. 
7/1/79 
6/30/82 

$301,900.73 
70,363.17 

372,263.90 

OUTSTANDING 
COMr~ ITMENTS 

UNCOMMITTED 
BALANCE 

$ 8,499.27 
5,370.83 

13,870.10 

Fringe Benefits 13 55,217 .00 53,637.35 53,637.35 1,579.65 

Indirect Costs 88 150,596.00 144,300.91 144,300.91 6,295.09 

Su~plies 05 
09 
10 
12 
78 

129,100.00 
6,900.00 

19,700.00 
2,200.00 

400.00 

142,671. 35 
5,429.63 

16,942.52 
2,157.42 

240.44 

(100.00) 142,571. 35 
5,429.63 

16,942.52 
2,157.42 

240.44 

(13,471.35) 
1,470.37 
2,757.48 

42.58 
159.56 

Total Supplies 158,300.00 167,441. 36 (100.00) 167,341. 36 ( 9,041. 36) 

Equipment 06 2,100.00 4,734.79 4,734.79 ( 2,634.79) 

Consultant Fees 4_ 35,200.00 35,245.40 35,245.40 (45.40) 

Travel 07 115,000.00 116,533.80 116,533.80 ( 1,533.80) . 

Workshop/Publication 91 135,000.00 154,421.63 111.00 154,532.63 .(19,532.63) 

Subcontracts 90 2,262,453.00 2,082,796.60 19,189.54 2,101,986.14 134,545.74 25,921.12 

Pilot Studies 92 110,000.00 115,941. 04 --­ -­ . 115,941.04 (5,941.04 ) 

TOTAL RESEARCH 2,372,453.00 2,198,737.64 19,189.54 2,217,927.18 134,545.74 19,980.08 

TOTAL WORKSHOP/PUBLICATION 135,000.00 154,421.63 111.00 154,532.63 00 (19,532.63) 

TOTAL ADMINISTRATION 

TOTAL 
902,547.00 894, 15T. 51 

3,410,000.00 3,247,316.78 
(l00.00) 

19,200.54 
894,057.51 

3,266,517.32 
00 

134,545.74 
8,489.49 
8,936.94 

SD/aw 
7/21/82 

PARFR FINANCIAL REPORT, JUNE 30; 
AID DSPE-C-0035 (4263-404) 
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BUDGET 
7/1/79­
6/30/81 

EXPENDEO 
7/1/7q­
4/30/82 

EXPENOEO 
5/1/82­
5/31/82 

TOTAL 
CIIM. EXP. 
711/79­
5/31/82 

OUTSTANDING 
COMPo1I TMENTS 

UNCnMf-tITTEO 
'3ALANCE 

Salaries 

Total Salaries 

02 
03 

$310,400 
75,534 

386,134 

$301,900.73 
70,363.17 

372,263.90 

$301,900.73 
70,363.17 

372,263.90 

$ 8,499.27 
5,370.83 

13,870.10 

Fr i nge Benefi ts 13 55,217 53,637.35 53,637.35 i,579.65 

Indirect Costs 88 150,596 144,300.91 144,300.91 6,295.0Q 

SU'ppl i es 05 
09 
10 
12 
78 

129,100 
6,900 

19,700 
2,200 

400 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

14.42 142,671.35 
5,429.63 

16,942.52 
2,157.42 

240.44 

117.18 (13,688.53 ) 
1,470.37 
2,757.48 

42.58 
159.56 

Total Supplies 158,300 167,426.94 14.42 167,441.36 117.18 ( 9,258.54) 

Equipment 06 2,100 4,734.79 4,734.79 ( 2,634.79) 

Consultant Fees 49 35,200 35,245.40! 35.245.40 ( 45.40) 

Travel 07 115,000 116,533.80 116,533.80 ( 1,533.80) 

Workshop/Publication 91 135,000 140,921.63 13,500.00 154,421.63 215.00 (l9,636.63) 

Subcontracts 90 2,262,453 2,003,863.94 78,932.66 2,082,796.60 152,564.09 .27,092.31 

Pilot Studies 

TOTAL RESEARCH 

TOTAL WORKSHOP/PUBLICATION 
TOTAL ADMINISTRATION 

TOTAL 

92 110,000 

2,372,453 

135,000 
902,547 

3,410,000 

115,941. 04 

2,119 ,804 . 98 

140,921.63 
894,143.09 

3,154,869.70 

78,932.66 

13,500.00 
14.42 

92,447.08 

115,941. 04 

2,198,737.64 

154,421.63 
894,157.51 

3,247,316.78 

152,564.09 

215.00 
117,18 

152,896.27 

( 5,941.04) 

21,151.27 

(lQ,636.63) 
A,272.31 

9,786.95 

PARFR	 FINANCIAL REPnRT, MAY 31, 1982 
AID OSPE-C-0035 (4263-404) ~ 

\0 

SD/rsz 
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BUDGET 
7/1/79­
6/30/81 

EXPENDED 
7/1/79­
3/31/82 

EXPENDED 
4/1/82­
4/30/82 

TOTAL 
CU~1. EXP. 
7/1/79­
4/30/82 

OUTSTANDING 
COMMITMENTS 

lINCn~MITTED 

BALANCE 

Salaries 

Total Salaries 

02 
03 

$310,400.00 
75,534.00 

386,134.00 

$301,900.73 
70,363.17 

372,263.90 

$301,900.73 
70,363.i7 

372,263.90 

$ 8,499.27 
5,370.83 

13,870.10 

Fringe Benefits 13 55,217.00 53,637.. 35 53,637.35 1,579.65 

Indirect Costs 88 150,596.00 144,300.91 144,300.91 6,295.09 

Supplies 05 
09 
10 
12 
78 

129,100.00 
6,900.00 

19,700.00 
2,200.00 

400.00 

142,656.93 
5,429.63 

16,942,52 
2,157.42 

240.44 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

413.23 (13,970.16) 
1,470.37 
2,757.48 

42.58 
159.56 

Total Supplies 158,300.00 167,426.94 167,426.94 413.23 (9,540.17) 

Equipment 06 2,100.00 4,734.79 4,734.79 (2,634.79) 

Consul tant Fees 49 35,200.00 35,245.40 35,245.40 ( 45.40) 

Travel 07 115,000.00 116,533.80 116,533.80 (l,533.80) 

Workshop/Publication 91 135,000.00 140,921.63 140,921. 63 13,715.00 (19,636.63) 

Subcontracts 90 2,262,453.00 1,968,044.62 35,819.32 2,003,863.94 232,271.60 26,317.46 

Pilot Studies 
TOTAL RESEARCH 

TOTAL WORKSHOP/PUBl. 

TOTAL ADMINISTRATION 

92 110,000.00 

2,372,453.00 

135,000.00 

902,547.00 

115,941.04 

2,083,985.66 

140,921. 63 

894,143.09 

3.5,819.32 

115,941. 04 

2,119,804.98 

140,921.63 

894,143.09 

232,271.60 

13,715.00 

413.23 

(5,941.04) 

20,376.42 

(19,636.63) 

7,990.68 

TOTAL 3,410,000.00 3,119,050.38 35,819.32 3,154.869.70 246,399.83 8,730.47 

SD/rsz 
5/25/82 

PARFR FINANCIAL REPORT, APRIL 30, 1982 
AID DSPE-C-0035 (4263-404) 
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BUDGET 
7/1/79­
6/30/81 

EXPENDED 
7/1/79­
2/28/82 

EXPENDED 
3/1/81­
3/31/82 

TOTAL 
CUM. EXP. 
7/1/79­
3/31/82 

OUTSTANDING 
COMMITtJlENTS 

UNCOMt-1ITTED 
BAlA~CE 

Salaries 02 
03 

$310,400.00 
75,734.00 

$301,900.73 
70,363.17 

$301,900.73 
70,363.17 

$ 8,499.27 
5,370.83 

Total Salaries 386,134.00 372,263.90 372,263.90 1'3,870.10 

Fringe Benefits 13 55,217 .00 53,637.35 53,637.35 1,579.65 

Indirect Cost 88 150,596.00 144,300.91 144,300.91 6,295.09 

Supplies 05 
09 
10 
12 
78 

129,100.00 
6,900.00 

19,700.00 
2,200.00 

400.00 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

413.23 (l3,970.16) 
1,470.37 
2,757.48 

42.58 
159.56 

Total Supplies 158,300.00 167,426.94 167,426.94 . 413.23 (9,540.17) 

Equipment 06 2,100.00 1,187.79 3,547.00 4,734.79 (2,634.79) 

Consul tant Fees 49 35,200.00 35,245.40 35,245.40 ( 45.40) 

Travel 07 115,000.00 116,533.80 116,533.80 (l,533.RO) 

Workshop/Publication 91 135,000.00 140,921.63 140,921.63 13,715.00 .(l9,636.63) 

Subcontracts 90 2,262,453.00 1,843,454.58 124,590.04 1,968,044.62 287,965.95 6,442.43 

Pilot Studies 

TOTAL RESEARCH 

TOTAL WORKSHOP/PUBlI. 

TOTAL ADMINISTRATION 

TOTAL 

92 110,000.00 

2,372,453.00 

135,000.00 

902,547.00 

3,410,000.00 

114,568.06 

1,958,022.64 

140,921.63 

890,596.09 

2,989,540.36 

1,372.98 

125,963.02 

3,547.00 
129,510.02 

115,941. 04 

2,083,985.66 

140,921.63 

894,143.09 
3,119,050.38 

362.53 

288,328.48 

13,715.00 
413.23 

302,456.71 

(6,303.57) 

(138.86) 
(19,636.63) 

7,990.68 

(11 ,507 .09) 

SD/rsz 
4/22/82 

PARFR FINANCIAL REPORT, MARCH 31, 1982 
AID DSPE-C-0035 (4263-404) 
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Salaries 

Total Salaries 

02 
03 

BUDGET 
7/1/79­
6/30/81 

310,400.00 
--.Z.h?34.00 

386,134.00 

EXPENDED 
7/1/79­
1/31/82 

301,900.73 
70,363.17 

372,263.90 

EXPENDED 
2-]-82­
2/28/82 

.00 

.00 

.00 

TOTAL 
CUM. EXP. 

7/1/79­
2/28/82 

301,900.73 
70,363.17 

372,263.90 

OUTSTANDING 
COMMITMENTS 

.00 

.00 

.Ou 

UNCOHHITTED 
BALANCE 

8,499.27 
5,370.83 

13,870.10 

Fringe Benefits 13 55,217.00 53,637.35 .00 53,637.35 .00 1,579.65 

Indirect Cost 88 150,596.00 144,300.91 .00 144,300.91 .00 6,295.09 

Supplies 05 
09 
10 
12 
78 

129,100.00 
6,900.00 

19,700.00 
2,200.00 

400.00 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

.00 

.00 

.00 

.00 

.00 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

413.23 
.00 
.00 
.00 
.00 

(13,970.16) 
1,470.37 
2,757.48 

42.58 
159.56 

Total Supplies 158,300.00 167,426.94 .00 167,426.94 413.23 ( 9,540.17) 

Equipment 06 2,100.00 551-.50 636.29 1,187.79 3,535.00 ( 2,622.79) 

Consultant Fees 49 35,200.00 35,245.40 .00 35,245.40 .00 (45.40) 

Travel 07 115,000.00 116,533.80 .00 116,533.80 .00 ( 1,533.80) 

Workshop/Publ. 91 135,000.00 140,921.63 .00 140,921.63 13,715.00 (19,636.63) 

Subcontracts 90 2,262,453.00 1,769,586.51 73,868.07 1,843,454.58 413,982.98 5,015.44 

Pilot Studies 

TOTAL RESEARCH 

92 110,000.00 

2,372,453.00 

107,230.64 

1,876,817.15 

7,337.42 

81,205.49 

114,568.06 

1,958,022.64 

1,829.60 

4~5,812~58 

( 6,397.66) 

( 1,382.22) 

TOTAL WORKSHOP/PUBL. 135,000.00 140,921.63 .00 140,921. 63 13,715.00 (19,636.63) 

TOTAL ADMINISTRATION 

TOTAL 

902,547.00 

3,410,000.00 

889,959.80 

2,907,698.58 

636.29 

81,841. 78 

890,596.09 

2,989,540.36 

3,948.23 

433,475.81 

8,002.68 

(13,016.17) 

PARFR Financial Report, February 28, 
AID/DSPE-C-0035 (4263-404) 

1982 

U1 
N 



BUDGET 
7/1/79­
6/30/81 

EXPENDED 
7/1/79­

12/31/81 

EXPENDED 
1/1/82­
1/31/82 

TOTAL 
CUM.EXP. 
7/1/79­
1/31/82 

OUTSTANDING 
COMMITMENTS 

UNCOMMITTE[ 
Btl.LANCE 

Salaries 

Total Salaries 

02 
03 

310,400.00 
75,734.00 

386,134.00 

301,900.73 
70,363.17 

372,263.90 

301,900.73 
70,363.17 

372,263.90 

8,499.27 
5,370.8~ 

I3,870.Ie 

Fringe Benefits 13 55,217.00 53,637.35 53,637.35 1,579.6~ 

Indirect Cost 88 150,596.00 144,300.91 144,300.91 6,295.0S 

~upplies 05 
09 
10 
12 
78 

129,100.00 
6,900.00 

19,700.00 
2,200.00 

400.00 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

142,656.93 
5,429.63 

16,942.52 
2,157.42 

240.44 

413.23 (l3, 970. H 
1,470.37 
2,757.4E 

42.5E 
159.5€ 

Total Supplies 158,300.00 167,426.94 167,426.94 413.23 ( 9,540.17 

Equipment 06 2,100.00 551.50 551.50 4,149.23 ( 2,600.7~ 

Consultant Fees 49 35,200.00 35,245.40 35,245.40 ( 45.4C 

Travel 07 115,000.00 116,533.80 116,533.80 ( 1,533.8C 

Workshop/Publ . 91 135,000.00 140,921.63 140,921. 63 13,715.00 (l9,636.6~ 

Subcontracts 90 2,262,453.00 1,728,779.21 40,807.30 1,769,586.51 489,208.85 3,657.64 

Pil ot Studi es 

TOTAL RESEARCH 

TOTAL WORKSHOP/PUBL. 

TOTAL ADMINISTRATION· 

92 110.000.00 

2,372,453.00 

135,000.00 
902,547.00 

3,410,000.00 

107,230.64 

1,836,009.85 

140,921.63 

889,959.80 

2,866,891.28 

40,807.30 

40,807.30 

107,230.64 

1,876,817.15 

140,921.63 

889,959.80 

2,907,698.58 

9,167.16 

498,376.01 

13,715.00 

4,562.46 

516,653.47 

( 6,397.8C 

( 2,740.H 

(l9,636.6~ 

8,024.74 

(l4,352.m 

PARFR FINANCIAL REPORT, JANUARY 31, 1982 
AID/DSPE-C-0035 (4263-404) 

ACN/rsz U1 
w 

2/24/82 



Salaries 

TOTAL SALARIES 

02 
03 

Budget 
7/1/75­
6/30/80 

269,218.89 
103,708.02 
372,926.91 

Expended 
7/1/75­
12/31/81 

269,218.89 
103,708.02 
372,926.91 

Ei<pl'ndcd 
1/1/82­
6/30182 

Total 
Cum. Exp. 
7/1/75 -
6/30/82­

269,218.89 
103,708.02 
372,926.91 

Outstandi.,g 
Commits 
Through 

6/30/80 Balance 

Fringe Benefits 13 51,269.43 51,269.43 51,269.43 

Indirect Costs 88 131,094.58 131,094.58 131,094.58 

Supplies 

TOTAL SUPPLIES 

05 
09 
10 
12 
78 

131,925.54 
527.81 

5,931.81 
1,591.00 
1,567.39 

141,543.55 

131,925.54 
527.81 

5,931.81 
1,591.00 
1,567.39 

141,543.55 

131,925.54 
527,81 

5,931.81 
1,591.00 
1,567.39 

141,543.55 

Equipment 06 27,995.16 27,995.16 27,995.16 

Consulting Fees 49 40,973.11 40,973.11 40,973.11 

Travel 07 143,860,20 143,860.20 143,860.20 

Moving Expense 18 2,963.91 2,963.91 2,963.91 

Remodl. & r1a i nt. 52 11,249.30 11,249.30 11,249.30 

Wkshop/Publ. 91 192,352.77 191,662.77 .:-­ 191,662.77 690.00 

Subcontracts 90 3,253.038.11 3,092,337.24 3,092,337.24 160,700.87 

Pilot Studies 
TOTAL RESEARCH 
TOTAL WORKSHOP 
TOTAL ADMINISTRATION 

TOTAL 

SDjrsz 
8/19/82 

92 143,245.47 
3,396,283.58 

192,352.77 
923,876.15 

4,512,512.50 

123,645.66 123,645.66 
3,215,982.90 3,215,982.90 

191,662.77 191,662.77 
923,876.15 923,876.15 

4,331,521.82 4,331,521.82 
PARFR Financial Report, Revised Final 

(Funds Commited prior to 6/30/80) 
AID/csd-3608 (4263-401) 

19,599.91 
180,300.68 

690.00 

180,990.68 

U1 
~ 



PARFR/NORTHHESTERN UNIVERSITY 

COOPERATIVE AGREEMENT: DPE-0546-A-OO-1003-00 
7/1/81-6/30/82 

PARFR 
# 

300 

30lC 

30lT 

302 

303 

304 

INSTITUTION 

University of Alabama 
in Bi rmi ngham 

Birmingham, Alabama 

Centro Naciona1 de la 
Familia (CENFJ\)

Santiago, Chile 

The University of Texas 
Health Science Center 
at San Antonio 

The University of Texas 
Health Science Center 
at San Antonio 

Jefferson Medical Co11eye 
of Thomas Jefferson 
University 

Philadelphia, Pennsylvania 

Washington University 
St. Louis, Missouri 

PRINCIPAL
 
INVESTIGATOR(S)
 

Charles E. Flowers, 
Jr., M.D. 

Lee R. Beck, Ph.D. 

Horacio B. Croxatto, 
N.D. 

Ricardo H. Asch, M.D. 

Ricardo H. Asch, N.D. 

Leonard J. Lerner, 
Ph.D. 

Walter G. Wier~, Ph.D. 
Chander P. Puri, Ph.D. 

TITLE 

"Poly (lactide-co­
glycol ide) Norethisterone 
Microcapsule Study (Poly 
NET 90)" 

"A Clinical Evaluation of 
the Bioabsorbab1e Subder­
mal Contraceptive Nore­
thindrone Pellet Implant" 

(SAME AS ABOVE) 

"Studies on the Anti­
Fertility Effects of a 
Potent LHRH Inhibitory 
Analog (Antagonist) in the 
Cynomologus r~onkey" 

"Investigation of FC 20340 
As An Anti-Fertility Agent
When Administered Paren­
terally or Orally" 

"Evaluation of Anti­
Fertility Effects of a 
Potent LIIRIt Af,tagoni st in 
the Guinea Pig as a 
Preclinical Model" 

UATES 

8/1/81­
7/31/82 

11/1/81­
10/31/82 

9/1/81­
8/31/82 

9/1/81­
8/31/82 

9/1/81­
8/31/82 

9/1/81­
7/31/82 

TOTAL 
EXPEND ITURES 

nUDGET WHEN TERMINATED 

$ 72,984 

31,476 

39,489 

64,447 

35,695 

34,952 

U1
 
U1
 



PARFR 
# INSTITUTION 

305V Maternidad "Concepcion 
Palacios" 

Caracas, Venezuela 

306E	 Margaret Pyke Centre 
London, England 

307 University of Illinois 
at the Medical Center 

Chicago, Illinois 

308	 Tulane University 
Covinyton, Louisiana 

309 Northwestern University 
Medical School 

Chicago, Illinois 

310C	 Enrique Gui10ff, M.D. 
Santiago, Chile 

311C Universidad Austral de 
Chile 

Valdivia, Chile 

PARFR/NORTHWESTERN UNIVERSITY 

COUPERATIVE AGREEMENT: DPE-0546-A-OO-1003-00 
7/1/81-6/30/82 

PRINCIPAL
 
INVESTIGATUR(S) TITLE
 

Itic Zighe1boim, M.D.	 "Radi o-Opaque ~1ethy1 cyano-
Wiktor Szczedrin, M.D.	 acrylate (MeA) Delivered 

Through Single Application 
(FEMCEPT) Device" 

John Gui 11 ebaud, H.D.	 "Clinical Trial of the 
Collagen Sponge as a 
Contraceptive" 

Lourens J.D. Zaneve1d "Development of Sperm
D.V.M., Ph.D. Enzyme Inhibitors as 

Vaginal Contraceptives -
Continuation of PARFR-204" 

Ronald W. Lewis, M.D.	 "Transcutaneous Ablation 
of Cauda Epididymis in 
Non-Human Primates" 

Raksha Mehta, Ph.D.	 "Ovulation Inhibition by 
Anordrin ll 

Enrique Gui1off, M.D.	 "MCA/FEMCEPT Video Study" 

Rene Guzman-Serani,	 "Uterine Measurement -
M.D.	 Clinical Comparison Study 

(Wi ng Sound II)" 

DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERr-tINATED 

9/10/81­
9/9/82 

$ 17,225 

10/1/81­
9/30/82 

15,515 

1/1/82­
12/31/82 

64,353 

1/1/82 
12/31/82 

39,595 

1j1/82­
6/30/82 

31,903 

1/1/82­
6/30/83 

3/1/82­
8/31/83 

8,000 

7,500 



PARFR/NORTHWESTERN UNIVERSITY 

COOPERATIVE AGREEMENT: DPE-0546-A-OO-1OO3-00 
7/1/81-6/30/82 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVEST! GATOR (S) TITLE OATES BUD~ET 

TOTAL 
EXPENUITURES 

WHEN TERMINATED 

312 The Cornell University 
Medical College

New York, New York 

Brij B. Saxena, Ph.D., 
D.Sc. 

Gopi N. Gupta, Ph.D. 
\~illiam J. Ledger, 

r..;. D. 

"A Clinical Evaluation of 
the Subdennal Contracep­
tive Norethindrone Pellet -
Continuation of PARFR-229" 

1/1/82­
7/31/82 

$ 33,356 

313E Institute of Population 
Studies, University of 
Exeter 

Devon, England 

Robert Snowden, Ph.D. "Uterine Measurement -
Clinical Comparison Study 
(Wi ng Sound II)" 

2/1/82­
7/31/83 

21,600 

314E Shatby Hospital 
The University of 

A1 exandria 
Alexandria, Egypt 

Mokhtar Toppozada, 
M.D. 

"Uterine Measurement -
Clinical Comparison Study 
(\-ling Sound II)" 

2/1/82­
7/31/83 

5,400 

315 Northwestern University 
Evanston, Illinois 

Erwin Goldberg, Ph.D. "Immunologic Suppression 
of Fertility by Synthetic 
Antigenic Determinants of 
Dehydrogenase-C4 - Exten­
sion of PARFR-232 

3/1/82­
2/28/83 

53,736 

316C Universidad de Austral 
de Chile 

Valdivia, Chile 

Rene Guzman-Serani, 
M.U. 

"r~CA/FEMCEPT Study" 4/1/82­
3/31/84 

24,000 

318B Maternidade C1imerio de 
Oliveira 

Salvador, Bahia, Brasil 

E1 simar M. 
M.D. 

Coutinho, "MCA/FEMCEPT Study" 5/1/82­
4/30/83 

14,982 



NORTHWESTER~NIVERSITY 

DIRECT PAYMENTS RELATED 
Account: 4263-407-90 (92) 

TO PARFR APPROVED SUBAGREEMENTS 
Agreement: DPE-0546-A-00-1003-00 

PARFR 
# PAYEE RELATES TO BUDGET 

AMOUNT 
PAID 

0-20 

0-21 

0-22 

0-23 

0-24 

0-25 

0-26 

0-2: 

The University of Illinois at the Medical 
Center (BRL)

Req. #7782, #5806, #5810 

Lourens J.D. Zaneve1d, D.V.M., Ph.D. 
Req. #7791 

Afllerican Scientific Products 
Req. #7769, #5890 

The University of Alabama in Birmingham 
c/o Or. Lee Beck 
Req. #2467 

The University of Illinois at the Medical 
Center (BRL) 

Req. #2406 (BRL), #2488 (BRL) 

Southern Research Institute 
Req. #5880 

Rezni k Instruments, Inc. 
Req. #5894 

Connaught Laboratories 
Req. #5886 

Peninsula Laboratories, 
Req. #5893 

Inc. 

Zaneve1d Quinacrine Pig Study 

10/16/81-12/18/81 Consultation - Quina­
crine Pig Study 

India-ICMR - Radio-Opaque MCAjFEMCEPT
Study 

UAB Continuation of PARFR-214(83N} ­
Final Report Due 5/31/82 

Ecba11ium E1aterium 

Liability Insurance Premium to Produce 
Microcapsules for 50 Patients 
(PARFR-300) 

Development and Manufacture of 3 
Bipolar Needles 

20 Vials of Diptheria Toxoid 
(PARFR-315 Go1dbery) 

Carrier for Immunizing Baboons (U of I) 

500	 mg. Peptide for GQ1dberg/U of I 

$10,000 

8,000 

1,745 

7,500 

550 

2,000 

5,000 

$	 5,332.34 

4,818.50 

1,201.80 

726.60 

7,500 

550 

U1 
(X) 



NORTHWESTER~NIVERSITY 

DIRECT PAYMENTS RELATED TO PARFR APPROVED SUBAGREEMENTS
 
Account: 4263-407-90 (92) Agreement: OPE-0546-A-00-1003-00
 

PARFR 
# PAYEE 

0-28 The Johns Hopkins University
Req. #2411 

0-29 University of Arizona 
Req. #2416 

0-30 PIACT 
Req. #2419 

RELATES TO 

Quinacrine analysis of pig tissues 
165 samples at $12/samp1e 

Purchase of 2,000 Collagen Sponges 

P.O. - PIACT Testing of New Needle 
to use with Aspen Power Supply 
purchased under PARFR-221C 

AMOUNT 
BUDGET PAID 

1,980 1,980 

3,000 3,000 

4,496 4,496 



PARFR 
II INSTI TUTI ON 

PAf{FR/NORnIWEST~ UNIVERSITY 
SUBCONTRACTS: AID/DSPE-C-0035 

7/1779-6/30/82 

PRINCIPAL 
INVESTIGATOR TITLE D.'\TE5 BUDGET 

TOTAL 
EXPENDITURES 

\mEI~ TERMINATEO 

200C Columbia University 
New York, New York 

Ralph M. Richart, M.D. "Data Collection and 
Analysis for MCA/FEMCEPT 
Clinical Trials" 

7/l /79­
6/30/81 

$35,832.67 $35,570.14 

200G Burec:u Mengen 
Cologne, West Germany 
(Continuation of 
PARFR-86G) 

Hans Baur, f4.D. "Phase I Clinical Trial 
of Fallopian Tube Closure 
Using Methy1cyanoacry1ate 
(MCA) Tissue Adhesive 
Ue1ivered Through the 
Single-Application Ferti­
lity Regulation (FEMCEPT) 
Device ll 

9/1/79­
8/31/80 

32,020 24,478.41 

200K 

200P 

201B 

202 

Korea University 
College of Medicine 
Seoul, Korea 

JFMH Comprehensive Family 
Planning Center 
Manila, Philippines 

Maternidade Climerio de 
Oliveira 
Salvador, Bahia, Brasil 

Texas Tech University 
Lubbock, Texas 

Sung-bong Hong, M.D. 
C-I Soo Cong Lee, M.D. 

Ruben A. Ape10, M.D. 

Hugo Maia, Jr., M.D. 

M. W. Heine, M.U. 

(SAME AS AGOVE) 

(SAME AS ABOVE) 

IIEffect of UI-RH Agonist 
on Ovulation and Corpus 
Luteum Function in Women ll 

II Call agen Sponge Contra­
ceptive -- Testing of 
E.fficacy in Human 
Volunteers ll 

5/1/80­
8/31/82 

10/1/79­
6/30/82 

8/1/79­
11/30/80 

9/1/79­
12/31/80 

2,598 

14,385 

34,600 

49,044 

34,600 

37,336.33 

203NU Northwestern University 
Evanston, Illinois 

Robert T. 
Ph.D. 

Chatterton, IIFerti1ity Regulation by 
Control of Progesterone 
C1earance ll 

9/1 /79­
12/31/81 

92,535 

203Nr4H Northwestern Memorial 
Hospital
Chicago, Illinois 

Robert T. 
Ph.D. 

Chatterton, (SAlvtE AS ABOVE) 9/1/79­
12/31/81 

48,636 . 48,636 
0\ 
0 



PARFR 
# INSTITUTION 

2031IT	 lIT Research Institute 
Chicago, Illinois 

204	 University of Illinois 
at the Medical Center 
Chicago, Illinois 

205{95N)	 University of Illinois 
at the Medical Center 
Chicago, Illinois 

206UAB University of Alabama in 
Bi nni ngham,

Birmingham, Alabama 

206SRI	 Southern Research 
Institute 
l3i nni ngham, 1\1 abarna 

207	 Hektoen Institute for 
r"'edical Research 
Chicago, Illinois 

207M	 PROJECT HEVER STARTED 

208 University of Alabama in 
l3i nni ngharn 

Birmingham, Alabama 

PARFR/NORTHWESTERN UNIVERSITY 
SUBCONTRACTS: AIO/DSPE-C-0035 

7/1/79-6/30/82 

PRINCIPAL
 
INVESTIGATOR TITLE
 

Kurt Gutfreund	 IIHicroencapsulation of 
Progesterone Antibodies ll 

Lourens J.D. Zaneveld, IIDevelopment of Sperm
D.V.r",., Ph.lJ. Enzyme Inhibitors as 

Vaginal Contraceptives ll 

Lourens J.D. Zaneveld, IIDevelopment and Eva1ua­
D.V.r~., Ph.D. tion of a Reversible Vas 

lJeferens Blocking Device ll 

Lee R.	 Beck, Ph.D. IIBaboon Studies to 
Evaluate Non-Biodegradable
Medicated Fibers for the 
Controlled-Release of Con­
traceptive Steroids Related 
to Research Supported u/lder 
PARFR-206SRI II 

Danny H. Le\'/i s, Ph. D.	 IIA Fibrous Polymer for the 
Delivery of Contraceptive 
Steroids to the Female 
Reproductive Tract ll 

Abdol H.	 Hosseinian, IIHysteroscopi c Steri 1i za-
M.D.	 tion by Using Uterotubal 

Blocking Devices" 

Lee R. Beck, Ph.D.	 IITesting the Abortifacient 
Potential of CI and CII, 1 
Beta-Oh Androstane 
Derivatives, in the Baboon ll 

DATES 

11/1/79­
6/30/81 

10/1/79­
12/31/81 

10/1/79­
12/31/81 

11/1/79­
10/31/80 

11/1/79­
12/31/80 

11 /1 /79­
6/30/82 

11/1/79­
1/31/81 

BUDGET 

$ 21,905 

149,605 

108,548 

18,865 

66,000 

24,348 

27,358 

TOTAL
 
EXPENDITURES
 

WHEN TERMINATED
 

$ 20,478.94 

108,548 

18,865 

65,0~1.53 

27,323.94 



PARFR/NURTHWESTERN UNIVERSITY 
SUBCONTRACTS: AIU/DSPE-C-0035 

7/1/79-6/30/82 

PARFR PRI NCI P,'\L 
# INSTITUTION INVESTIGATOR TITLE 

209NU Northuestern University Raksha Mehta, Ph.U. "Evaluation of A-Nor 
Evanston, Illinois Steroids as Potential 

Once-A-Month Contraceptive
Agents" 

209NMH	 Northwestern Memorial Raksha Mehta, Ph.D. (SAME AS ABOVE) 
Hospi tal 
Chicago, Illinois 

210 Worcester Foundation for M. C. Chang, Ph.D. "Study of a Plant Product 
Experimental Biology 'Gossypol' as a Reversible 
Shrewsbury, Massachusetts Contraceptive in Male 

Rabbits" 

211 --~-----------Joseph E. Davis, M.D.------------- "Study of Vas Occlusion 
New York, New York in Animals Using Chemical 

Agents" 

212(85N) Th~ University of Milos Chvapil, M.D., "Development of Collagen 
Arizona Health Sciences Ph.D. Sponge Containing Spermi-
Center cide and Post-Coital Test-
Tucson, Arizona ing of Collagen Sponge 

Diaphragm" 

213T	 The University of Texas Mohammed ~1. Ahmad, "The Study of the Intrava-
Health Science Center M.U., Ph.U. and gi nal Insert (IVI) ­
at San Antonio Ricardo H. Asch, M.D. Acceptability and Side 
San Antonio, Texas- Effects" 

DATES 

1/1/80­
12/31/81 

1/1/80­
12/31/81 

1/1/80 
3/31/81 

12/1/79­
9/30/81 

3/1/80­
6/30/82 

7/1/80­
6/30/81 

BUDGET
 

$ 58,741
 

51,299 

43,070 

13,540 

75,017 

14,751 

TOTAL
 
EXPENUITURES
 

WHEN TERMINATED
 

$ 58,261.68 

51,299 

43,070 

13,022.70 

2136 PROJECT NEVER STARTED ------------------------------------------------------------------------------------------ ­

en 
N 



PARFR/NORTHWESTERN UNIVERSITY
 
SUBCONTRACTS: AID/DSPE-C-0035


7/1/79-6/30/82
 

PARFR 
# INSTITUTION 

214(83N)	 University of Alabama 
in Birmingham
Birmingham, Alabama 

214(110N)	 Southern Research 
Institute 
Binningham, Alabama 

215	 Centro De Estudos De Re­
producao Humana de Botucatu 
Botucatu, Sao Paulo, Urazil 

216(P19) University of New 
Mexico 
Albuquerque, New Mexico 

217(111N)	 The University of 
Texas Health Science 
Center at San Antonio 
San Antonio, Texas 

218	 Jefferson Medical College 
of Thomas Jefferson 
University 
Philadelphia, Pennsylvania 

PRINCIPAL
 
INVESTIGATOR
 

Lee R.	 Beck, Ph.D. 

Danny II.	 Lewi s, Ph. D. 

Renzo Antonini Filho, 
~1.D. 

John C. Slocumb, M.D. 

Carlton A. Eddy, Ph.D. 

Len Laufe, M.D. 
(IFRP) 

Leonard J. Lerner, 
Ph.D. 

TITLE 

II Studi es to Test an Injec­
tab1e Ue1i very System for 
the Sustained Release of 
Norethisterone ll 

1I0ptimization of an In­
jectable Microcapsule 
Formulation for the 90­
day Deli very of 
Norethisterone ll 

IICherni ca1 Steril i zat ion 
in the Cebus Appel1a 
~1onkeysll 

IIIdentification and Eval­
uation of Herbs Used by
Native Healers to Affect 
Fert i1 i tyll 

IIAn Evaluation of the 
Efficacy of Fimbrial 
Enclosure With Si1astic 
Devices as a Reversible 
Female Sterilization 
Techni quell 

IIDeve10pment and Nechanism 
of Activity Studies With 
the Pregnancy Terminating 
Compounds DL-111-IT and 
DL-105-ITII 

DATES 

4/1/80 
9/30/81 

4/1/80­
10/31/81 

5/15/80­
12/31/81 

5/1/80­
8/31/81 

7/1/80­
5/31/82 

IFRP 

7/1/80­
9/30/81 

TOTAL 
EXPENOITURES 

BUDGET WHEN TERMI~ATED 

$ 96,937 $ 96,937 

113,045 113,045 

16,775 16,674.90 

36,734 36,734 

56,252 

4,534.88 4,534.88 
(IFRP) 

67,807 67,807 

en 
w 



PARFR 
# INSTITUTION 

PARFR/NORTHWESTERN UNIVERSITY 
SUUCONTRACTS: AIU/DSPE-C-0035 

7/1/79-6/30/82 

PRINCIPAL 
INVESTIGATOR TITLE OATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERHINATED 

219 Southern Research 
Institute 
Bi nlli nyham, Al abama 

Richard L. Dunn, Ph.D. IIA Fibrous Polymer for 
Delivery of Quinacrine 
to the Human Reproductive 
Tract -- Related to 
PARFR-P57" 

91l/80­
12/31/81 

$ 4"7,999 $ 47,999 

220 -------------Joseph E. Davis, M.D.-------------
New York, New York 

IINew Method for Obstruct­
ing the Vas Deferens by 
Direct Injection of 
Chemical Agents: A Non-
Operative Technique of 
Ma 1e Steril i zat i on ll 

9/1/80­
12/31/81 

13,721 11 ,521 

221C Medical Dynamics, Inc. 
Enylewood, Colorado 

221Ba Maternidade Climerio de 
Oliveira, Salvador, 
Bahia, Brasil 

221Gb PROPATER 
Sao Paulo, Brasil 

222( 107N) r~edical Research 
Foundation of Oregon 
Portland, Oregor 

223 Southwest foundation for 
Research and Education 
San Antonio, Texas 

Edwin L. Adair, M.D. 

Jose Freitas-Melo, 
M.D. 

Marcos Paulo P. 
de Castro, M.D. 

Nancy J. Alexander, 
Ph.D. 

Joseph W. Goldzieher, 
M.D. 

IIA Multi-Site Evaluation 
in Developed and Develop­
ing Countries of a Techni­
que and Equipment for 
Transcutaneous Closure of 
the Vas Deferens by
Electro Coagulationll 

(SAME AS ABOVE) 

(SAME AS ABOVE) 

Ills Spenn Antigen a Causa­
tive Agent for Athero­
sclerosis After Vasectomyll 

IIAntigestational Effects 
of UIRH Analogues ll 

9/1/80­
8/31/81 

9/15/80­
9/14/81 

9/15/80­
9/14/81 

7/1/80­
12/31/80 

9/1/80­
11/30/81 

15,960 

13,970 

14,245 

17,601 

35,948 

5,363.70 

2,953.50 

10,017.70 

17,597.53 

35,712.88 

en 
~ 



PARFR 
# 

224 

225 

225B 

225f1 

INSTI TUTI ON 

Washington University 
St. Louis, Missouri 

Southern Research 
Institute, Birmingham,
Alabama 

Maternidade Climerio 
de 01 iveira 
Bahia, Brasil 

Instituto de Investi­
gacion Cientifica, 
Durango, r1exico 

PARFR/NORTHWESTERN UNIVERSITY 
SUBCONTRACTS: AID/DSPE-C-0035 

771/79-6/30/82 

PRINCIPAL 
INVESTIGATOR TITLE 

Arpad I. Csapo, H.D. "Luteolysis in the 
Guinea Pig" 

Danny H. Lewis, Ph.D. "Prepai"ation of Nore­
thisterone Microcapsules" 

E1simar Metzker "Clinical Trials of the 
Coutinho, M.D. Norethisterone Microcap­

sule Injectable Contra­
ceptive System" 

Roberto Rivera, M.D. "Preparation of Nore­
thisterone Microcapsules" 

DATES 

10/1/80­
3/31/81 

11/1/80­
8/31/81 

4/1/81­
6/30/82 

2/1/81­
12/31/81 

BUDGET 

$34,959 

34,217 

39,226 

4,693 

TOTAL 
EXPENDITURES 

WHEN TERrU NATED 

$ 18,081.36 

34,217 

28,209.38 

4,692.60 

225Ma Instituto de Investi­
gacion Cientifica 
Durango, Hexico 

225UAB University of Alabama 
in Birmingham 
Birmingham, Alabama 

Roberto Rivera, M.D. 

Charles E. Flowers, 
Jr., M.D. 

"Clinical Trials of the 
Norethisterone Micro­
capsule Injectable Con­
traceptive System" 

"Clinical Trials of the 
Norethisterone Injectable 
Contraceptive System" 

4/1/81 
6/30/82 

4/1/81­
3/31/82 

41,063 

12,825 

40,298.50 

226B 

226C 

Maternidade C1imerio de 
Oliveira, Salvador, 
Bahi a, Urasi 1 

Instituto de Obstetricia 
Y Ginecologia, Facu1tad de 
Medicina, Universidad 
Austral de Chi1 e 
Valdivia, Chile 

E1simar Metzker 
Coutinho, M.D. 

Rene Guzman-Serani, 
M.D. 

"C1 i nica1 Trial of 
Fallopian Tube Closure 
Using MCA" 

uClinica1 Trials of 
Fallopian Tubal Closure 
Usi ng MCN' 

9/15/80­
6/30/82 

4/1 /81­
6/30/82 

41,305 

24,145 

41,304.45 

24,145 

(7) 
tn 



PARFR/NORTHWESTERN UNIVERSITY 
SUBCONTRACTS: AIU/DSPE-C-0035

7/1/79-6/30/82 

PI\RFR 
# lNSTI TUTI ON 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPElm ITURES 

WHEN TEfU>tINATED 

22713 Maternidade C1imerio de 
Oliveira, Salvador, 
Bahia, Brasil 

Hugo Haia, M.D. "Prostaglandin Levels in 
the Human Follicular 
Fluid in Relation to the 
Moment of Ovulation" 

3/1/81­
11/30/81 

13',613 $ 13,612.50 

228 University of California-
San Oiego, La Jolla, 
California 

Samuel S.C. Yen, M.D. "Induction of Luteo1ysis
and Ovulation Inhibition 
by LRF-Ana1ogues" 

4/1/81­
3/31/82 

34,977 34,977 

229 The Cornei1 University 
~1edica1 Colleye, 
New York, New York 

B. Saxena, Ph.D., D.Sc. 
Gopi N. Gupta, Ph.D. 
Will i am Ledger, M. D. 

"A Clinical Evaluation of 
the Subdermal Contracep­
tive Norethindrone Pellet" 

1/1/81­
12/31/81 

77,813 /7,813 

22913 Maternidade Climerio de 
Oliveira 
Bahia, Brasil 

Elsimar Metzker 
Coutinho, M.V. 

"Studies on Bioabsorbab1e 
Subdermal Contraceptive 
Norethindrone Pellet 
Implants" 

3/1/81­
6/30/82 

32,461 

229~1 Instituto de Investi­
gacion Cientifica 
Durango, Mexico 

Roberto Rivera, M.O. "A Clinical Evaluation of 
the Bioabsorbab1e Subder­
mal Contraceptive Nore­
thi ndrone Pellet Impl ant" 

3/1/81­
6/30/82 

36,843 35,692.27 

230 H.F.D. Design 
Crystal Lake, Illinois 

N/A "Design and Manufacture of 
1500-2000 Wing Sound II 
Devices" 

1/1/81­
12/15/81 

33,000 33,000 

232 Northwestern University 
Evanston, Illinois 

Erwin Goldberg, Ph.D. "Immunologic Suppression 
of Fertility by Synthetic 
Antigenic Determinants of 
Lactate Dehydrogenase-C4" 

3/1/81­
3/15/82 

60,018 

233 Southwest Foundation for 
Research and Education 

San Antonio, Texas 

Joseph W. Go1dzieher, 
M.D. 

Daniel Castracane,
Ph.D. 

"Potential1y Anti fert i 1ity 
Act i vity of UljHCG Pe pt ide 
Fragments" 

4/15/81­
5/14/82 

44,090 44,086.54 

0'1 
0'1 



---

PARFR/NORTHWESTERN UNIVERSITY 
SUBCONTRACTS: AID/DSPE-C-0035

7/1/79-6/30/82 

PARFR 
# INSTITUTION 

PRII~CI PAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERHINATED 

235SRI Southern Research 
Institute 
Birmingham, Alabama 

Danny H. Lewi s , Ph.D. IIA Fibrous Polymer for 
the Delivery of Contra­
ceptive Steroids to the 
Female Reproductive 
Tract - Continuation of 
PARFR-206SRI II 

4/1/81­
12/31/81 

$ 24,487 $ 24,464.57 

235UAB University of Alabama 
in Birmingham 
Birmingham, Alabama 

Lee R. Beck, Ph.D. IIA Fibrous Polymer for 
the Delivery of Contra­
ceptive Steroids to the 
Female Reproductive 
T~act - Continuation of 
PARFR-206UABII 

4/1/81­
6/30/82 

29,789 

236IIT lIT Research Institute 
Chicago, Illinois 

Rejendra G. 
Ph.U. 

Mehta, IIRetinoids and Male 
Contraception" 

6/1/81-. 
6/30/82 

61,908 

237 ~1edical Research Founda­
tion of Oregon 
Portland, Oregon 

Nancy J. Alexander, 
Ph.D. 

"Detection of Pregnancy 
in Women Before Implan­
tation" 

6/1/81­
2/28/82 

9,391 9,314.27 

238C Universidad Austral 
Chile 
Valdivia, Chile 

de Rene Guzrnan-Serilni, 
~1.1). 

"Radio-Opaque MCA -
Cineflourography Study" 

6/15/81­
12/14/81 

6,985 6,975 

239 Center for the Advance­
ment of Reproductive 
Health, Inc. 
Chapel Hill, North Carolina 

Gary S. Berger, M.D. "Clinical Trial of the 
Collagen Sponge As A 
Contraceptive" 

6/1/81­
5/31/82 

31,890 12,944.40 

240 Presbyterian Hospital, 
Obstetrical and Gyne­
co10gical Service, 
New York, New York 

Ralph M. Richart, M.D. 
Robert S. Neuwirth, 

M.D. 

"Data Collect i on and 
Analysis of MCA/FEMCEPT 
Clinical Trials 
(Previ ously PARFR-200·C) II 

7/1/81­
6/30/82 

24,440 

0\ ...... 



PARFR/NORT.~ESTERN UNIVERSITY 
SUBCONTRACTS: AIU/DSPE-C-0035

711/79-6/30/82 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPEND ITURES 

WHEN TERMINATED 

241 PIACT 
Seattle, Washington 

Michael J. Free, Ph.D. IIMeasurements of Electri­
cal Characteristics of 
Equipment for Transcu­
taneous Electrocoagulation 
of the Vas Deferens ll 

7/20/81­
8/31/81 

$ 8~243.44 $ 6,816.45 

0'1 
en 



PARFR/NORTIMESTERN UNIVERSITY 
PILOT STUDIES: AIU/DSPE-C-0035 

7/1/80 - 6/30/82 

PARFR PRINCIPAL 
# INSTITUTION INVESTIGATOR TITLE 

P50 The University of Arizona Milos Chvapil, M.D. "Effect of Spermicidal 
Tucson, Arizona Ph.D. Detergent, Nonoxynol-9 

on Liver Function" 

P5l	 ---------- Harrith M. Hasson, M.D. --------------. "Graphic Assessment of 
Chicago, Illinois	 Uterine Shape" 

P52 Corporacion Centro Regional Jose Perea-Sasiain, "Effects of Gossypol on 
de Poblacion, M.D. Pregnancy" 

Boguta, Colombia 

P53 The University of Texas Ricardo H. Asch, M.D. "Antiferti1 ity Effects 
Health Science Center of Luteinizing Hormone 
at San Antonio, Texas Re1eas i ng HOITIIone Ana­

logue in the Female 
Rhesus ~1onkey" 

P54 Centro de Reproducao f>larcos Paulo P. "Percutaneous Injection 
Humana - Sao Paulo, de Castro, H.D. of Monoethano1amine 
Brasil Oleate as a Vas Deferens 

Sclerosing Agent" 

P55 Uuke University Vl ad i lIli r Petro\'I, "1-Hydroxyestra-l,3,5(10)­
Uurham, North Carolina Ph.D. TRIEN-17B-OLS and Con­

geners as Contragestative 
Agents ll 

P56	 Medical Research Foun­ Nancy J. Alexander, IIEfficacy Testing of 
dation of Oregon Ph.D. Frisch Intrav~sal 

Portland, Oregon Impl ants ll 

P57 Southern Research Richard L. Dunn, Ph.D. IIA Fibrous Polymer for 
Institute the Delivery of Quin~-
Birmingham, Alabama crine to the Human 

Reproductive Tract ll 

DATES 

7/1/79­
6/30/80 

10/1 /79­
9/30/80 

10/1/79­
9/30/80 

11/1/79­
10/31/80 

1/1/80­
6/30/80 

11/1/79­
6/30/81 

11/1/79­
10/31/80 

1/1/80­
6/30/80 

TOTAL 
EXPENDITURES 

BUDGET WHEN TERMINATED 

$ 8,000 $ 2,078.37 

10,000 10,000.00 

7,000 4,548.80 

7,500 7,485.77 

9,350 4,529.00 

7,59u 7,495.91 

14,665 13,360.90 

7,428 7,401.43 



PARFR 
# INSTITUTION 

P58 Northwestern University 
Evanston, Illinois 

P59 . University of Alabama in 
Birmingham 

Birmingham, Alabama 

P60 Michael Reese Hospital 
and Medical Center 
Chicago, I111inois 

P61 Northwestern University 
Evanston, Illinois 

P62 University of Arizona 
Tucson, Arizona 

P63 Nichae1 Reese Hospital 
and Medical Center 
Chicago, Illinois 

PAP.FR/NORTHWESTERN UNIVERSITY 
PILOT STUDIES: AIU/DSPE-C-0035 

7/1/80 - 6/30/82 

PRINCIPAL 
INVESTIGATOR TITLE 

En'/i n Goldberg, Ph.D. IIImmun010gic Suppression 
of Fertility by a Synthe­
tic Antigenic Determinant 
of Lactate Uehydrogenase-
C411 

Richard E. B1 ach/e11 , liThe Development and 
Ph.D. Clinical Testing of an 

Estrogen Bromccryptine 
Regime as an Interceptive 
and/or Abortifacient 
Means of Fertility
Regulation" 

Antonio Scommegna, "Prostaglandin Antagonists 
~1. D. as Local Antifertility 

Agents" 

Erwin Goldberg, Ph.D. "Immunologic Suppression 
of Fertility In Vitro by 
Antisera to a~ynthetic 
Antigenic Determinant of 
Lactate Dehydrogenase-C4" 

Milos Chvapi1, M.D., "Testing a New Polymer 
Ph.D. Sheet Hypan'", to be Used 

William Droegemue11er, As a Hood for Modified 
14. D. Aldrich Reversible 

Sterilization Method" 

Antonio Scommegna, "Prostaglandin Antagonists 
M.D. as Local Antifertility

Agents" 

DATES 

12/1/79­
2/28/81 

5/1/80­
10/31/80 

8/1/807 

1/31/81 

8/1/80­
7/31/81 

3/1 /81­
9/30/81 

6/15/31­
12/14/81 

TOTAL 
EXPENDITURES 

BUDGET ~JHEN TERMINATED 

$ T,500 $7,500.00 

7,500 7,500.00 

6,850 6=850.00 

7,500 7,500.00 

7,479 7,478.86 

7,504.53 7,142.00 

.... 
0 



NORTHWESTERH--UNIVERSITY 

DIRECT PAYMENTS RELATED 
Account: 4263-404-90 (92) 

TO PARFR APPROVED SUBCONTRACTS 
Contract: AID/DSPE-C-0035 

PARFR 
# PAYEE RELATES TO BUDGET 

AMOUNT 
PAID 

0-1	 INTERNATIONAL FERTILITY RESEARCH PROGRAM 
Research Triangle Park, North Carolina 
Req. #9197 

0-2	 THE CORNELL UNIVERSITY MEDICAL COLLEGE 
Hew York, New York 
Req. #9937 

D-3	 THE OHIO STATE UNIVERSITY DEVELOPMENT FUND 
Columbus, Ohio 
c/o Vernon C. Stevens, Ph.D. 
Req. #9943 

0-4	 UNIVERSITY OF f\LABAHA IN BIRNINGHMl 
c/o Lee R. Beck, Ph.D. 
Req. #5445 

0-5	 ASOCIACION DEMOGRAFICA SALVADORENA 
San Salvador, F1 Salvador 
c/o Gustavo Argueta, M.D. 
Req. #5446, #2452 

0-6	 COLUMBIA UNIVERSITY 
New York, New York 
c/o Harry P. Gregor, Ph.D. 
Req. #5447 

0-7	 UNIVERSITY OF ALABAMA IN BIRMINGHAM 
c/o Lee R. Beck, Ph.D. 
Req. #9313 

IFRP manufacture of Tubal Hoods for 
PARFR-217(111N). 

Purchase of Gupta/Saxena NET pellets for 
PARFR-229B (Brasil) and 229fwt (11exico)
and p1unyers. 

PARFR-89N (Gregor) - baboon study. 

UAB preparation of IND application for 
PARFR-214(83N). 

Follow-up of MCA/FEMCEPT patients
enrolled in PARFR-86Sa. 

Overrun on Gregor Silver Acetate/ 
Alginate project - PARFR-89N 

Maintenance of 10 baboons from 10/31/80­
3/31/81 (151 days @ $28.30/day) to 
bridge the gap between PARFR-206UAB and 
PARFR-235UAB. 

$4,534.88 

630 

4,940 

1,175.21 

2,880 

1,345.95 

4,273.30 

$4,534.88 

630 

4,940 

1,175.21 

1,900 

1,345.95 

4,273.30 

...... ....
 



NORTHWESTER~NIVERSITY 

DIRECT PAYMENTS RELATED 
Account: 4263-404-90 (92) 

TO PARFR APPROVED 
Contract: 

SUBCONTRACTS 
AID/DSPE-C-0035 

PARFR 
# PAYEE RELATES TO BUUGET 

AMOUNT 
PAID 

U-8 UNIVERSITY OF CHICAGO 
Central Shop-Physical 
Chicayo, Illinois 
c/o Raymond Byrnes 
Req. #9373 

Sciences Division 

U-9 EDER INSTRUMENT COMPANY 
Chicago, Illinois 
Req. #9374 

U-10 CORNELL UNIVERSITY MEDICAL 
New York, New York 
c/o Brij B. Saxena, Ph.D. 
Req. #9377 

COLLEGE 

D-11 RODOLFO ~UINONES, M.D. 
Mexico City, Mexico 
Req. #1814 

D-12 BECKMAN INSTRUMEN13 
Palo Alto, California 
Req. #9944 

D-13 PIACT (Program for the Introduction of 
Contraceptive Technology)
Seattle, ~ashington 

Req. #24S1 

Purchase of 2 UTD carrier instruments 
for PARFR-207. 

Manufacture and purchase of a steerab1e 
hysteroscope for Ur. Hosseinian 
(PARFR-207). 

Purchase of Gupta/Saxe~a NET pellets and 
8 trocars for PARFR-30lC (Chill!) and 
PARFR-301T (USA). 

Screening of 15 patients for study that 
never started due to delays in equipment 
manufacture (PARFR-307M - Not Executed). 

Synthes is and purchase of NcKer'n I s 
peptide for PARFR-233. 

Tests perfonned under subcontract 
PARFR-241 

$8,000 

8,025 

2,415 2,415 

495 

9,500 

495 

911.06 



AID~sd-3608 
PARFR SUBCONTRACTS SUPPORTED AT NORTHHESTERN UNIVERSITY
 

Ju1Y 1, 1975 - J une 30, 1980
 
56 Subcontracts (19 of which were extensions from Minnesota)
 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERMINATED 

5iN Johns Hopkins University 
Baltimore, Maryland 

Donald S. 
Ph.li. 

Coffey, "A Ne\'I and Rapid Method 
for Obstructing the Vas 
Deferens by Direct Injec­
tion of Chemical Agents" 

7/1/75­
3/24/76 

$ 44,058 $ 26,493.62 

54N Planned Parenthood-Buffalo Jack Lippes, M.D. "An Evaluation of Loops C 7/1/75­ 50,247 47,566.67 
Jamaica Family Planning Lenworth Jacobs, M.D. and D with Copper Compar­ 12/31/77 
Association, Ltd. ing Results in a Developed 
St. Annis Bay, Jamaica and a Developing Country" 

6UN University of Illinois 
Chicago, Illinois 

Jerzy Jozef 
Bienzenski, M.D. 

"Fertility Control by 
Thyrotropin Releasing 
Hormone" 

7/1/75 
9/30/75 

2,800 2,806.50 

63N University of Chicago 
Chicago, Illinois 

A.H. Hosseinian, M.D. "Development of a Rever­
sible and Penllanent 
Uterotubal Blocking 
Technique by 
Hysteroscopy" 

7/.1/75­
9/30/75 

17 ,383 17,382.79 

6313 University of Illinois 
Chicago, Illinois 

Lourens J.D. Zaneveld 
D.V.M., Ph.D. 

"Baboon Studies for 
PARFR-63N" 

10/1/75­
6/30/79 

35,938 35,926.19 

---------Additional costs related to 63N, 63B-------Sollie Lucero ------------------------------------
Univ. of Chicago-Central Shop --------------------
Zaneve1d (Consultant) --------------------------- ­

$ 3,114.92 
5,877.85 
1,200.00 

65H Boston University
Boston, Massachusetts 

Herbert H. 
Ph.D. 

Wotiz, "Synthesis, Biochemistry
and Biological Testing 
of End-Organ Specific 
Anti-Fertility Agents" 

7/1/75­
12/31/76 

78,346 77,705.06 

66N Columbia University 
New York, New York 

Ralph M. Richart, M.D. "Co11aborative Study on 
~~steroscopic Sterili ­
zation Procedures" 

7/1.'75­
8/31/75 

2,730 2,390.40 ~ 



AI DTcsd-3608
 
PARFR SUBCONTRACTS SUPPORTED AT NORTIlHESTERN UNIVERSITY
 

July 1, 1975 - June 30, 1980 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERMINATED 

67N Oklahoma State Univers'ity 
Stil h'later, Ok1 ahoma 

Richard J. Orts, Ph.D. IIEffects of a Pineal 
Antigonadotropin on 
Ovulation, Implantation
ar,J Pregnancyll 

7/l /75­
6/30/77 

$ 80,300 $ HO,267.77 

68N r~ed i ca1 College of 
Georgia 
Augusta, Georgia 

R.B. Greenblatt, M.D. liThe Potential Role of 
Crystalline Estradiol 
Im~lants for Sustained 
Ovarian Inhibition in 
Humans ll 

7/1/75­
10/31/76 

41,953 40,489.20 

69N Michael Reese Medical 
Center 
Chicago, Illinois 

Antonio Scommegna, 
M.D. 

IIContraceptive Action of 
6-Dehydroretroprogesterone
Delivered to the Uterine 
Cavity vi a a Si 1ast i c Til 

7/1/75­
9/30/76 

53,263 53,082.64 

70N Medical Research Foun­
dation of Oregon 
Portland, Oregon 

Nancy J. Alexander, 
Ph.D. 

IIVasectomy: 
Antibodies ll 

Role of 7/1/75­
6/30/77 

93,460 93,028.38 

71N University of California 
San Francisco, California 

Pentti Si iteri , Ph.D. IIInhibitors of Estrogen 
Biosynthesis in Fertility 
Regu1ation ll 

7/1/75­
3/31/76 

15,061 15,053.99 

73N Battelle Columbus 
Laboratories 
ColumbUS, Ohio 

Richard D. Falb, Ph.D. IIDeve10pment of a Temper­
ature Sensing E1ectro­
cautery Probe for Trans­
cervical Sterilization ll 

7/1/75­
6/30/76 

17,161 17,161.00 

74N University of Minnesota 
Minneapolis, Minnesota 

Kailash Kedia, M.D. IIPharmacological 
Contraception ll Male 7/1/75­

12/31/75 
29,044 21,178.04 

75N Medical College of 
Georgia
Augusta, Georyia 

Edwin ~ransone, M.D. 
Vi rendra Mahesh, 

D.Sc., Ph.D. 

IITesting the Anti-
Fertility Effects of 
Equilenin and Derivatives 
In Vivo ll 
-- ­

7/1/75­
3/1/76 

39,252 39,252.00 

-....J 
.J::o 



AIO/csd-3608
 
PARFR SUBCONTRACTS SUPPORTED AT NORTHWESTERN UNIVERSITY
 

July 1, lJ75 - June 30,1980 

PARFR 
If INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERftlIHATEO 

76N University of Alabama 
Binningham, Alabama 

Lee R. Beck, Ph.D. "Studies to Test an Injec­
table Delivery System for 
the Sustained Release of 
Norethisterone" 

7/1/75­
9/30/75 

$ 11 ,729 $ 9,337.94 

77N University of Hawaii 
Honolulu, Hawaii 

Mi 1ton Dj aillond, Ph. D. "Development of an Intra-
Uterine Sterilizing
Device" 

7/1/75­
1/31/76 

9,279 9,275.64 

78N Abcor, Inc. 
Cambri dge, ~iassachusetts 

El i e S. 
Ph.D. 

Nuwayser, "Development of an Injec­
table Polymer System for 
Tubal Occlusion" 

7/1/75­
2/29/76 

33,287.10 33,287.10 

79N Uni versity of Vermont 
Burlington, Vermont 

Maine Medical Center 
Portland, f-laine 

C. Irving t1eeker, t4.D. "A Method for Reversible 
Sterilization in the 
Female" 

2/1/77­
8/31/77 

9/1/77­
6/30/80 

81,090 

106,131 

32,369.51 

104,924.21 

80N Washington University 
St. Louis, Missouri 

David W. Keller, M.D. "Fertility Control Through 
Local Cervical Injection 
of Microencapsulated 
Progestins" 

7/1/75­
7/11/78 

168,526 159,380.31 

81N University Hospitals 
Essen, Germany 

Peter F. Tauber, M.D. "Clinical Evaluation of 
Intrauterine Devices Con­
taining Epsilon Aminoca­
proic Acid (EACA)" 

5/1/76­
9/30/78 

62,595 50,297.23 

82N Al-Azhar University 
Cairo, Egypt 

Fouad Hefnawi, M.B., 
M.S. 

"f4easurement of Blood 
Loss of Women Fitted With 
Copper-Clad Lippes Loops" 

11/1/75­
4/30/79 

74,300 71,120.79 

...., 
U1 



AID7Csd-3608 
PAI{FR SUBCONTRACTS SUPPORTED J\T NURTHHESTERN UNIVERSITY 

Ju1Y 1, 1975 - J une 30, 1980 

TOTAL 
PARFR PRINCIPAL EXPEND ITURES 

# INSTITUTION INVESTIGATOR TITLE DATES BUDGET WHEN TERMINATED 

83N	 University of Alabama Lee R. Beck, Ph.D. "Studies to Test an Injec- 4/1/76- $257,849 $257,848.66 
nirmingham, Alabama	 table Delivery System for 3/31/80
 

the Sustained Release of
 
Norethisterone"
 

84N Planned Parenthood of Jack Lippes, M.D. "Evaluation of the Copper- 10/1/77- 2,600 2,568.63 
Buffalo, Inc. T IUD as a Post-Coital 8/15/78 

t~ethod of Contracept ion" 

85N The University of Arizona Milos Chvapil, f1. D. , "Deve1opment of Collagen 12/1/76- 98,124 97,895.49 
Tucson, Arizona Ph.D. Sponge Containing 6/30/80

Spennicide" 

86N	 The St. Luke's Institute Robert S. Neu\'1i rth, "Phase I Clinical Trial 6/1/78- 36,602 36,489.98 
for Health Sciences M.D. of Fal1cpian Tube Closure 3/31/80
New York, New York Ralph M. Richart, M.D. Usiny Methylcyanoacrylate 

(MeA) Tissue Adhesive 
Delivered Through the 
Singl~-Application Fertility 
I{egulation (FEr~CEPT) Device ll 

8bG	 Bureau r~engen Prof. U.K. Zinser ---(SAME TITLE AS 86N)--- 9/1/78- 27,159 22,096.53 
Coloyne, Gennany Evangelishes Krankenhaus 8/31/79 

86K	 Korea University Sung-bong 1I0ng, M.D. ---(SA~E TITLE AS 86N)--- 5/1/79- 16,080 9,140.41 
College of Medicine 4/30/80 
Seoul" Korea 

86Sa	 Asociacion Demografica Gustavo Argueta, M.D. ---(SAME TITLE AS 86N)--- 3/15/79- 12,410 9,911 .00 
Salvadorena 3/14/80
San Salvador, El Salvador 

86Sb	 Instituto Sa1vadorena Ernesto Moran, M.D. ---(SAME TITLE AS 86N)--- 3/15/79- 8,000 1,360.00 
del Seguro Social 3/14/80 
San Salvador, El Saivador '-J 

-----------(Dr. Moran Caceres left El Salvador - This subcontract will not receive a final invoice.)------------- O'l 



AIOTCsd-3608 
PARFR SUBCONTRACTS SUPPORTED AT NORTHWESTERN UNIVERSITY 

July 1,1975 - June 30,1980 

PARFR 
II INSTI TUTI ON 

PfUNCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPEND ITURES 

WilEN TERMINATEO 

87N Reza Pdhlavi Medical 
Center 
Tehran, Iran 

Abdol Hosseinian, M.D. "Development of a Safe 
and Effective Hystero­
scopic Sterilization 
Technique by Using Utero­
tubal Blocking Devices" 

11 /1/76­
8/31/77 

$ 17,300 $ 17,310.48 

88N Planned Parellthood Feder­
ation of America, Inc. 
New York, Ne\'1 York 

Louise B. Tyrer, M.D. "Study to Detennine the 
Safety and Efficacy of 
Copper-Releasing IUDs as 
a Method of Post-Coital 
Contraception" 

4/1 /77·. 
8/31/73 

83,020 44,162.00 

89N Columbia University 
New York, New York 

Harry P~ Gregor, Ph.U. "Fall opi an Tube Cauteri za­
tion and Closure by Silver 
Acetate - Alginate
Formulations" 

1/15/77­
6/30/80 

112,073 112,073.00 

---------------St. Luke's Medical Center Agreement (animal work)-------------­ 11/1/77­
6/30/80 

63,326 50,617.49 

gUN New York Medical College 
Valhalla, New York 

Joseph E. Davis, M.D. "New r~ethod for Obstruct­
ing the Vas Deferens by 
Direct Injection of Chemi­
cal Agents: A Non-
Operative Technique of 
Male Sterilization" 

6/1/77 
12/31/78 

59~305 39,772.26 

90Np Planned Parenthood Feder­
at i on of Ameri ca, Inc. 
Hew York, New York 

Joseph E. Davis, M.D. ---(SAME TITLE AS 90N)--­ 2/1/79­
6/30/80 

54,007 52,215.03 

91N Dynatech R/D Company 
Cambridge, Massachusetts 

Donald L. Wise, Ph.D. "Preparation and Evalua­
tion of Biodegradable 
Cyl indrical Implants for 
Fertility Contro11! 

6/1 /77­
6/30/80 

177,141 175,116.33 

....., ....., 



AID7csd-3608 
PARFR SUBCONTRACTS SUPPORTED AT NORTHWESTERN UNIVERSITY 

July 1, 1975 - June 30, 1980 

TOTAL 
PARFR PRINCIPAL EXPEND ITURES 

# INSTITUTION INVESTIGATOR TITLE DATES BUDGET WHEN TERm NATEU 

92N	 Medical Research Foun- Deborah J. Anderson, IIContraception by Induc- 6/1/77- $ 86,108 $ 85,524.48 
dation of Oregon Ph.U. tion of Mild Uterine 12/31/79
Portland, Oregon Inflammation" 

93N	 National Academy of Nancy Muckenhirn, IIWorkshop on Animal Models 8/1/77- 50,500 50,362.22 
Sciences Ph.D. For Research on Fertility 6/30179 
Washington, D.C. and Contraception ll 

94N	 University of Arizona William Oroegemueller, 1I~10dern Modi fi ed 12/1/77- 62,062 44,715.58. 
Tucson, Arizona M.D. Aldridge Procedure ll 12/31/79 

--------------University of Illinois Agreement (Animal Work)--------------- 10/1/78- 17,850 14,960.75 
12/31/79 

95N University of Illinois Lourens J.D. Zaneveld, ~Development and Evalua- 7/1/77- 113,348 113,348.00 
Chicago, Illinois D.V.M., Ph.D. tion of a Reversible Vas 9/30/79 

Ueferens Blocking Device ll 

96N	 PROJECT NEVER STARTED ------------------------------------------------------------------------------------------ ­

97N	 The Johns Hopkins Theodore M. Kin9, IIResearch on Instillation 8/1 /78­ 108,442 46,528.38 
Uni versi ty M.D., Ph.D. Techniques for Pregnancy 6/30/80 
Ba It illlore, Maryl and Termination in Korea ll 

97K	 Yonsei University Hyun-Mo Kwak, M.D. ---(SAME TITLE AS 97N)--- 7/1/78­ 66,550 37,066.39 
Colleye of Medicine 6/30/80 
Seoul, Korea 

Centro de Investigacion Ramon Aznar, M.D. IINorethisterone Micro­ 7/1/78­ 34,265 33,076.12 
Sobre Fertilidad y capsule Injectable 6/30/80 
Esterilidad (CIFE) Contraceptive Studyll 
Mexico City, Mexico 

-----------------------------------UAB Agreement----------------------------- 7/1/78- 10,7.80 10,779.63 
6/30/80 '"-J 

-----------------------------------SRI Agreement----------------------------- 7/1/78- 27,642 27,642.UO CXl 

6/30/79 



11 

AIlJ/csd-3608 
PARFR SUBCONTRACTS SUPPORTED AT HORTlIWESTERN UNIVERSITY 

PARFR 

99N 

lOON 

10lN 

lU2N 
(P10) 

1U3N 

104r~ 

(P9) 

1U5N 

INSTITUTION 

Oklahoma State University 
Stillwater, Oklahoma 

Jefferson Medical College 
of The Thomas Jefferson 
University 
Philadelphia, Pennsy~~ania 

SOlJt~~~:;i. foundation for 
Research and Education 
San Antonio, Texas 

University of Illinois 
Chicago, Illinois 

lIT Research Institute 
Chicago, Illinois 

July 1, 1975 

PRINCIPAL
 
INVESTIGATOR
 

Duane Garner, Ph.D. 

Leonard J. 
iJh.D. 

Joseph W. 
M.D. 

Robert T.
 
Ph.D.
 

Lerner, 

Goldzieher,
 

Chatterton,
 

Allan P. Gray, Ph.D. 

------------------------··----------Compani on Project 

Southern Research 
Inst itute 
Bi nni ngham, Al abama 

Centro de Investigacion 
Sobre Fertilidad y 
Esterilidad (eIFE) 
Mexico City, Mexico 

Danny H. Le\'Iis, Ph.D. 

Harry Rudel, M.D. 

- June 30, 1980 

TOTAL 
EXPEND ITURES 

TITLE DATES BUDGET WHEN TERMINATED 

"Immunoadsorbent Isola­ 7/1/78­ $ 30,233 $ 25,752.43 
tion of Specific Spenna­
tozoa1 Antigens for Use as 

3/31/79 

Anti-Ferti1 ity Immunogens" 

"Investigation of New 9/1/78­ 109,~84 109,384.00 
Compounds to Terminate 
Pregnancy" 

6/30/80 

"Metabolism and Pharmaco­ 9/1/78­ 23,994 23,958.65 
kinetics of Ethyny1 2/28/79 
Estrogens" 

"Fertility Regulation by 11/1/78­ 46,767 40,126.85 
Control of Progesterone 10/31/79 
Clearance" 

"Microencapsulation of 
Progesterone Antibodies" 

11/1/78­
10/31/79 

28,108 .28,108.00 

to PARFR-1 02N (P1 0)----------------------------------------- ­

"A Fibrous Polymer for 11/1/78­ 66,000 66,000.00 
the Delivery of Contra­ 10/31/79 
ceptive Steroids to the 
Female Reproductive Tract" 

"A Study of a Parenterally 5/1/79­ 56,236 26,924.23 
Administered Progesterone­ 4/30/80 
Cholesterol Fonnulation 
for Use as a Post-Partum 
Injectable Contraceptive" 



AIlJTcsd-3608 
PARFR SUBCONTRACTS SUPPORTED AT NORTHWESTERN 

July 1, 1975 - June 30, 1980 
UNIVERSITY 

PARFR 
# INSTI TUTI ON 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERMINATED 

10tiN University of Uorth 
Carolina 

Gary S. Berger, M.O. "Effects of Tubal Steri­
lization on Menstruation: 

2/1/79-' 
2/29/80 

$ 47,676 $ 47,672.38 

Chapel IIi 11 , 
Carolina 

North A Prospective Controlled 
Study" 

l~?N Medical Research Foun­
dation of Oregon
f-')rt1and, Oregon 

Hancy J. Alexander, 
Ph.D. 

"Is Sperm Antigen a 
Causative Agent for 
Atherosclerosis After 
Vasectomy" 

4/1/79­
6/30/80 

83,318 78,806.18 

108N Planned Parenthood Fed­
eration of America, Inc. 
New York, New York 

Loui se B. Tyrer, r~.D. "Study to Determi ne the 
Safety, Acceptability 
and Effectiveness of the 
Female Contraceptive 
Barrier Intra-Vaginal 
Device (IVD)" 

3/1/79­
7/11 /79 

62,600 4,717.73 

109 NUMBER NOT ASSIGNED 

110N Southern Research 
Institute 
Birmingham, Alabama 

Danny H. Lewis, Ph.D. "Optimization of an 
Injectable Microcapsule
Formulation for the 
90-Day Delivery of 
Norethisterone" 

4/1 /79­
3/31/80 

65,972 65,972.00 

111N The University of Texas 
Health Science Center 
at San Antonio 
San Antonio,-Texas 

Carlton A. Eddy, Ph.D. "An Evaluation of the 
Efficacy of Fimbrial 
Enclosure With Silastic 
Devices as a Reversible 
Fen~le Sterilization 
Technique" 

6/1/79­
6/30/80 

58,290 55,258.15 

----------------------------------IFRP Agreement --------------------------------------­ 3,340 :;,340.00 

112 NUMBER NOT ASSIGNED ---------------------------------------------------------------------------------------------~ o 



l\ID/csd-3608
PARFR SUBCONTRACTS SUPPORTED AT NORTIIHESTERN 

July 1,1975 - June 30,1980 
UNIVERSITY 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPEND ITURES 

HIIEN TERMINATED 

113 NUMBER NOT ASSIGNED --------------------------------------------------------------------------------------------­

1l4N University of California­
San Diego 
La Jolla, California 

Samuel s.C. Yen, M.D. "The Induction of Luteo­
lysis and Ovulation 
Inhibition by LRF-Agonist" 

6/15/79­
6/30/80 

$ 65,959 $ 61,557.42 

----------------------------------­ PAHFR-114N is the Last Subcontract Committed on AID/csd-36U8 ----------------­

7/31/81 



PARFR/Northwestern University Executed Pilot Studies: AID/csd-3G08 

November 1, 1975 - June 30, 1980 

21 Subcontracts (2 never started) 

TOTAL 
PARFR PRINCIPAL EXPEND ITURES 

II lUSTI TUTI ON INVESTIGATOR TITLE OATES BUDGET WHEN TERr~INATEU 

Pl University of Nebraska James E. McClurg, "Secretory Immune Response 11/1/75- $ 6,000 $6,000 
Omaha, Nebraska Ph.D. of the Female Genital 1/15/77

Tract" 

P2 University of Arizona Milos Chvapil, M.U. "Zinc-Collagen Sponge Com­ 1/31/76­ 6,000 5,322.44 
Tucson, Arizona Ph.D. plex as a Contraceptive, 3/31/76 

Section I - Lab Studies" 

P3	 University of Arizona Milos Chvapil, M.D. "Zinc-Collagen Sponge Com­ 2/1/76­ 6,000 5,006.50 
Tucson, Arizona Ph.D.	 plex ~s a Contraceptive, 4/30/76
 

Section II - Clinic
 
Studies"
 

P4	 Harbor General Hospital A.F. Parlow, Ph.D. ~Active Immunization of 1/1/77­ 6,000 - 0 -
Torrance, California	 the Human Follicle Stimu­ 12/31/77
 

lating Hormone to Inhibit
 
Gonadal Function"
 

P5	 University of Minnesota Bo G. Crabo, Ph.D. "Contraceptive Effect of 9/1/76­ 5,850 5,850 
Minneapolis, Minnesota	 Low Oral Doses of 2,6-cis­ 8/31/77
 

Diphenylhexanethylcyclote­

trasiloxane in the Male"
 

P6	 University of Illinois Lourens J.D. Zaneve1d, "Development and Evalua­ 9/1/76­ 5,985 5,985 
at the Medical Center D.V.M., Ph.D. tion of a Reversible Vas 8/31/77
Chicayo, Illinois Deferens Blocking Device" 

P7	 NEVER EXECUTED ------------------------------------------------------------------------------------------------

P8 The Emko Company Charles Salivar "Water Soluble Condom 9/15/77­ 5,789.78 5,468.07 
St. Louis, Missouri Ray Belsky Feasibil ity Study" 6/15/78 

co 
N 



PARFR/Horthwestern University Executed Pilot Studies: AID/csd-3608 

November 1, 1975 - June 30, 1980 

TOTAL 
EXPENDITURES 

BUDGET WHEN TER~lINATE[ 

$ 6,000 $6,000.00 

7,216.78 6,048.62 

7,004.01 7,004.03 

15,000 14,035.55 

11 ,680.59 11,377.53 
(Belgium) 

2,750.00 2,750.00 
(IFRP)." (IFRP) 

2,350 - 0 -

PARFR 
# TNSfITUTION 

P9	 Southern Hesearch 
Institute 
Binningham, Alabama 

P1U	 University of Illinois 
Chicago, Illinois 

P11	 Columbia University 
New York, New York 

P12	 Massachusetts Institue 
of Technology 
Cambridge, Massachusetts 

P13	 Catholic University of 
Leuven, 
Leuven, Belgium 

PRINCIPAL
 
INVESTIGATOR
 

Uanny Ii. Le\'lis, Ph.D. 

Hobert T. Chatterton, 
Ph.D. 

Ralph M. Richart, M.D. 

David Frisch, Ph.D. 

Ivo Brosens, M.D., 
Ph.D. 

Len Laufe, r1.D. 
(IFI{P) 

P14 -------------Stanwood Schmidt, M.D.------------ ­
Eureka, California 

TITLE 

IIA Fibrous Polymer for the 
Delivery of Contraceptive 
Steroids to the Female 
Reproductive Tract ll 

IIFertility Regulation by 
Control of Progesterone 
C1earance ll 

"Evaluation of Carbohexo­
xymethyl-2-Cyanoacrylate 
as a Tube Blocking Agent ll 

IIDeve10pment of Micro­
porous Materials for Thin 
Intravasa1 Implants ll 

"An Evaluation of the 
Efficacy of Candidate 
Fimbria1 Prosthesis in 
Female Rabbits and the 
Evaluation of Fi~bria1 

Devices as a Reversible 
Technique of Female 
Steri1ization ll 

"The Bipolar Needle for 
Percutaneous Vas 
Obstruction ll 

DATES 

1/1/78­
6/30/78 

1/1/78­
10/31/78 

2/1/78­
3/31/79 

7/1/78­
6/30/80 

5/1/78­
4/30/80 

7/1/78­
6/30/79 

P15 New York Medical College 
Valhalla, New York 

Sidney Shulman, PhrD. "Isolation of Effective 
Spenn Antigen for Use in 
Contraceptive I~"uniza­

3/1/79­
2/29/80 

7,500 7,500.00 

tion ll 
(X) 
w 



PARFR/Northwestern University Executed Pilot Studies: AID/csd-3608 

PARFR 
# INSTITUTION 

P16	 University of California 
San Francisco, California 

P17	 Southern Illinois 
University 
Carbondale, Illinois 

P18	 University of Georgia
Athens, Georyi a 

P19	 University of New Mexico 
Albuquerque, New Mexico 

P20	 Southwest Foundation for 
Research and Education 
San Antonio, Texas 

P21	 University of Arizona 
Tucson, Arizona 

P22	 University of Houston 
Houston, Texas 

November 1, 1975 - June 30, 1980 

PRINCIPAL
 
INVESTIGATOR TITLE
 

Ernest W. Page, M.D.	 "Investigations of a New 
Vaginal Barrier Contra­
ceptive" 

Matthew Freund, Ph.D.	 "Development and Testing 
of a New Intravaginal 
Contraceptive Method and 
Devi ce (I VCD) II 

Marion M. Bradford, "Evaluation of Acrosin­
Ph.D. Acrolysin Inhibitors as 

Male Contraceptive Agents" 

John C. Slocumb, M.U.	 "ldentification and Eval­
uation of Herbs Used by 
Native Healers to Affect 
Ferti 1ity" 

Joseph Goldzieher, "Effect of the Estrogen­
~1. U. Bromocryptine Regimen in 

the Post-Implantation 
Phase in Baboons" 

Mil os Chvapi 1, M.D. "Development and Prelimi­
Ph.D. nary Human Testing of the 

Retention of a New Intra­
cervical Device (ICD)" 

Li ndl ey A. Cates, "A Preliminary Investiga­
Ph.D. tion of Fertility Regula­

tion by South American 
Tribes" 

OATES 

1/1/79­
6/30/80 

2/1/79­
9/30/79 

2/1/79­
10/31/79 

2/1/79­
6/30/80 

6/1/79 
11 /30/79 

6/15/79­
6/14/80 

6/15/79­
6/14/80 

BUDGET 

$ 6,000 

7,500 

7,500 

7,700 

7,500 

7,500 

7,688 

TOTAL
 
EXPENDITURES
 

HHEN TERMINATEU
 

$2,750.11
 

6,791.60
 

7,499.73
 

7,693.96
 

7,461.45
 

5,151.06
 

- 0 ­

()) 
-1=0 

8/31/80 



AID/cs<1-~8 
PARFR SUBCONTRACTS SUPPORTED AT MINNESOTA: 30 Subcontracts(29 projects)

October 1,1972 - June 30, 1975 
PARFR-50 to PARFR-80 (inclusive) excluding PARFR-79 

PARFR 
{I INSTITUTIm~ 

PRINCIPAL 
INVESTIGATOR TITLE DATES 

50 University of Minnesota 
Minneapolis, Minnesota 
Jichi University, Japan 

Takashi Okagaki, M.D., 
Ph.D. 

Taro Tan~da, M.D. 

"Acceptability and Use-
Effectiveness of Condoms" 

10/1/72­
5/30/75 

51 Johns Hopkins University 
Ualtimore, Maryland 

Donald S. 
Ph.D. 

Coffey, "A New and Rapid Method 
for Obstructing the Vas 
Deferens by Direct Injec­
tion of Chemical Ayents" 

6/1/73­
5/31/75 

52 Washington State Univ. 
Pullman, Washington 

Wi 11 i am rot. 
Ph.D. 

Dickson, "The Effect of Certain 
Indonesian lierbs on 
Early Pregnancy" 

5/1/73­
4/10/74 

53 University of Minnesota 
Minneapolis, Minnesota 

Edmund F. 
Ph.D. 

Graham, "The Use of Physioloyic­
ally Non-Toxic Organo­
si10xane and F1uoro­
chemical Liquids as 
Intravaginal Spennatozoan 
Trapping Mechanisms" 

5/15/73­
6/30/75. 

54 Planned Parenthood, 
Uuffa10 

Jamaica Family Planning 
Association, Ltd. 

St. Annis Bay, Jamaica 

Jack Lippes, M.D. 

Lenworth Jacobs, M.D. 

"An Evaluation of Loops 
C and 0 with Copper Com­
paring Results in a 
Developed and a Developing 
Country" 

2/1/74­
6/30/75 

55 University of California 
San Francisco, California 

Alan Margolis, M.D. "Clinical Evaluation of 
a Long-Term Intrauterine 
Drug Delivery System Based 
on Fl ui d-Fill ed IUD" 

3/1/74­
6/30/75 

56 University of Texas - San 
Antonio 
SCln Antonio, Texas 

Carl J. Pauerstein, 
M.D. 

"Pharmacologic Acce1era­
tion of Ovum Transport 
as a Contraceptive Method" 

9/1/73­
6/30/75 

BUDGET 

$130;000 

67,521 

1,841 

75,110 

28,668 

51,992 

96,589 

TOTAL 
EXPENDITURES 

~JHEN TERMINATED 

$83,755.28 

67,182.77 

1,642.93 

75,858.95 

10,602.49
 
(Buffalo)
 
f,h464.00
 

(Jamaica)
 

11 ,296.37 

96,578.27 

(Xl 
c..n 



AID/csd-3608
 
PARFR SUBCONTRACTS SUPPORTED AT r-iINNESOTA: 30 Subcontracts (29 projects)
 

October 1, 1972 - June 30, 1975 

PARFR 
# INSTITUTION 

57	 University of Chicago 
Chicago, III i noi s 

58	 University of Chicago 
Chicago, Illinois 

59	 New York Medical College 
Valhalla, New York 

60	 University of Illinois 
Chicago, Illinois 

61	 Michael Reese Hospital 
Chicago, Illinois 

62	 Worcester Foundation for 
Experimental Biology,
Inc. 
Shrewsbury, Massachusetts 

63	 University of ·Chicago 
Chicago, Ill~~~is 

PRINCIPAL
 
INVESTI GATOR
 

Joseph S\lartwout, M.D. 

Lourens J.D. Zaneve1d, 
D.V.M., Ph.D. 

(Transferred to lIT 
7/1/74) Refer to 
PARFR-72 

Delphine Bartosik, 
M.D. 

Jerzy Jozef 
Bienzenski, M.D. 

Pau1 UIIIOWS ki, M. D. , 
Ph.D. 

R. H. Hooker, M.D. 

A.H. Hosseinian, M.D. 

TITLE 

"Deve10pment of a Rever­
sible Male Contraceptive 
Technique" 

"Improving Effectiveness 
of Vaginal Contraceptive
Creams or Jellies by 
Addition of Sperm Enzyme 
Inhibitors" 

"Bio-assay of Luteolytic 
Agents Using Human Corpora
Luteal! 

"Fertil ity Control by 
Thyrotropin Releasing 
Honnone" 

"Development of a Hyster­
oscopic T~chnic for 
Permanent Sterilization" 

"Reversib1e Suppression 
of Male Fertility by 
Implants Located at the 
Vas Deferens" 

"Development of a Rever­
sible and Pennanent 
Uterotubal Blocking 
Technique by Hysteroscopy" 

TOTAL 

EXPENDITURES 
DATES . BUDGET HIlEN TERNINATED 

9/1/73- $64,772.44 $52,259.68 
2/28/75 

8/1/73 83,782 33,300.43 
6/30/74 
---(Continued Under PARFR-72)--­

12/1/73- 28,671 26,033.17 
12/31/74 

3/15/74- 51,049 44,314.88 
6/30/75 

1/15/74- 70,085 44,856.U6 
6/30/75 

6/1/74- 41 ,020 41 ,642.83 
6/30/75 

4/1/74- 58,987 54,062.69 
6/30/75 

0'1 
00 



AID7Csd-3608 
PARFR SUBCONTRACTS SUPPORTED AT MINNESOTA: 30 Subcontracts(29 projects)

October 1, 1972 - June 30, 1975 

PARFR 
# INSTITUTION 

PRINCIPAL 
INVESTIGATOR TITLE DATES 

64A Oak Ridge Associated 
Un i vers it i es 
Oak Ridge, Tennessee 
(In collaboration with 
the Southwest Foundation 
for Research and Education 
San Antonio, Texas) 

r-1e1vi n r·1. 
Ph.D. 

Ketche1, "Contraceptive Action of 
Diethy1ami noethanolII 

1/1/75­
6/30/75 

65 Boston University 
Boston, Massachusetts 

Herbert Wotiz, Ph.D. "Synthesis, Biochemistry
and Biological Testing 
of End-Organ Specific
Anti-Fertility Agents" 

1/1/74­
6/30/75 

66 Columbia University
New York, New York 

Ralph M. Richart, M.D. "Collaborative Study on 
Hysteroscopic Sterili ­
zation Procedures" 

4/1/74­
6/30/75 

67 Oklahoma State University
St;l1 water, Ok1 ahoma 

Richard J. Orts, Ph.D. "Effects of a Pineal 
Antigonadotropin on 
Ovulation, Implantation 
and Pregnancy" 

4/1 /74­
6/1/75 

68 Medical College of 
Georgia 
Augusta, Georgia 

R.B. Greenblatt, M.D. "The Potential Role of 
Crystalline Estradiol 
Implants for Sustained 
Ovarian Inhibition in 
Humans" 

5/1/74­
6/30/75 

69 Michael Reese Medical 
Center 
Chicago, Illinois 

Antonio Scommegna, 
M.D. 

"Contraceptive Action of 
6-Dehydroretroprogesterone 
Delivered to the Uterine 
Cavity Via a Silastic P' 

5/1/74­
6/30/75 

70 Nedical Resl~arch 

dation of Oregon 
Portland, Oregon 

Foun- Nancy J. Alexander, 
Ph.D. 

"Vasectomy: 
Antibodies" 

Role of 6/1/74­
6/30/75 

BUDGET 

$31,931 

75,000 

24,897 

34,329 

21,150 

46,751 

53,904 

TOTAL
 
EXPENDITURES
 

WHEN TERMINATED
 

$31,456.09
 

74,114.66 

21,648.27 

34,556.78 

21,013.30 

17,460.90 

51,800.54 
<Xl 
-...J 



---

AIU/csd-3608
 
PARFR SUBCONTRACTS SUPPORTED AT MINNESOTA: 30 Subcontracts(29 projects}
 

PARFR 
# INSTITUTION 

71	 University of California 
San Francisco, California 

72	 lIT Research Institute 
Chicago, Illinois 

73	 Battelle Columbus 
Laboratories 
Columbus, Ohio 

74	 University of Minnesota 
Minneapolis, Minnesota 

75	 r1edica1 College of 
Georgia 
Augusta, Georgia 

76	 University of Alabama 
Bi nni ngham~ Al abama 

77	 Uni vers ity of Bawai i 
Hono1u1 u, Ha\'1ai i 

October 1, 1972 - June 30, 1975 

PRINCIPAL
 
INVESTIGATOR TITLE
 

Pentti Siiteri, Ph.D.	 IIInhibitors of Estrogen 
Biosynthesis in Fertility 
Regulation" 

Lourens J.D. Zaneve1d,	 [Zaneve1d (PARFR-58) 
D. V.t-'., Ph.l). transferred from Univ. 

of Chicago to lIT Research] 
II I:nprovi ng the Effect i ve­
ness of Vaginal Contra­
ceptive Creams of Jellies 
oy Addition of Spenn 
Enzyme Inhibitors ll 

Richard D. Falb, Ph.D.	 IIDeve10pment of a Tem­
perature Sensing E1ectro­
cautery Probe for Trans­
cervical Steril i zat ion" 

Kailash Kedia~ M.D.	 "Phannacological Male 
Contracept ion" 

Edwin Bransome, M.D. IITesting the Anti-
Virendra Mahesh, Fertility Effect~ of 

D.Sc., Ph.D. Equilenin and Deriva­
tives In Vivo"

Lee R. Beck, Ph.D.	 IIStudies to Test an 
Injectable Delivery 
System for the Sustained 
Release of Norethisterone ll 

Mil ton Di amond, Ph.D.	 IIDeve10pment of an Intra-
Uterine Sterilizing 
Device ll 

DATES 

10/1/74­
6/30/75 

7/1/74­
6/30/75 

11 /l /74­
6/30/75 

12/1/74­
6/30/75 

II /l /74­
6/30/75 

10/1/74­
6/30/75 

Iz/l /74­
6/30/75 

BUDGET 

$36,3L6 

57,466 

34,257 

33,265 

35,368 

31,308 

20,068 

TOTAL
 
EXPENDITURES
 

WHEN TERMINATEU
 

$36,278.05
 

56,267.38 

26,478.18 

17 ,000.00 
(Approx.) 

32,680.35 

33,502.28 

10,789.76 

co 
co 
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PARFR 
AIO/csd-3608 

SUBCONTRACTS SUPPORTED AT MINNESOTA: 30 Subcontracts(29 projects) 
October 1,1972 - June 30, 1975 

PA~FR 

# INSTITUTION 
PRINCIPAL 

INVESTIGATOR TITLE DATES BUDGET 

TOTAL 
EXPENDITURES 

WHEN TERMINATED 

78 Abcor, Inc.	 Elie S. Nuwayser, "Development of An 12/15/74- $21,459 $19,776.21 
Cambridge, Massachusetts Ph.D.	 Injectab1e Po lyrner 6/30/75


System for Tubal
 
Occlusion"
 

Washington University Ddvid W. Keller, M.D.	 "Fertil ity Control 4/16/75- 13,474 12,479.38 
St. Louis, Missouri	 Through Local Cervical 6/30/75
 

Injection of Micro­

encapsulated Progestins"
 

7/31/81 
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LOC RESEARCH FUNDS
 

PARFR # Budget (Do 11 ars) 
Total Expenditure~ 

To Date 

AID/csd-3G08 

PAkFR-54 Jamaica 
PARFR-54N Jamaica 
PARFR-82N Egypt 
PARFR-86K Korea 
PARFR-86Sa El Salvador 
PARFR-86Sb El Salvador 
PARFR-87t~ Iran 
PARFR-97K Korea 
PARFR-98r~ 11exico 
PARFR-105N Mexico 

$ 8,464 
35,859 
74,300 
16,080 
12,410
8,000 

17,300 
66,550 
34,265 
56,236 

. 

$ 8,464.00 (Total~ 
24,809.00 (Total 
7',120.79 (Total) 
9, 140. 41 ~ Tota1~ 
9,911.00 Total 
1,360.00 (Total) 

17,310.48 (Total) 
37,066.39 (Total) 
33,076.12 (Total) 
26,924.23 (Total) 

AID/DSPE-C-0035 

PARFR-200K(86K) Korea 
PARFR-200P Philippines
PARFK-201B Brasil 
PJ\RFR-215 Bras il 
PARFR-221Ba Brasil 
PARFR-221Bb Brasil 
PARFR-225B Brasil 
PARFR-225M Mexico 
PARFR-225Ma Mexico 
PARFR-226B Brasil 
PARFR-22GC Chile 
PARFR-227B Brasil 
PARFR-229B Brasil 
PARFR-229M Mexico 
PAkFR-23bC Chile 
PARFR-P52 Colombia 
PARFR-P54 Brasil 

$ 2,598 
14,385 
34,600 
16,775 
13,970 
14,245 
39,226 

4,69.:S 
41 ,063 
41 ,305 
24,145 
13,613 
32,461 
36,843 
6,985 
7,000 
9,350 

$ 1,900.00 
13,856.29 
34,600.00 (Total) 
16,674.90 (Total) 
2,953.50 ~Tota1) 

10,017.70 Total) 
28,209.38 (Total) 
4,692.60 (Total) 

40,298.50 (Total) 
41,304.45 (Total) 
24,145.UO (Total)
13,612.50 (Total) 
29,538.30 
35,692.27 (Total) 
6,975.00 (Total) 
4,548.80 (Total) 
4,529.00 (Total) 

DPE-0546-A-00-1003-00 

PARFR-301C Chile 
PARFR-305V Venezuela 
PARF~-310C Chile 
PARFR-:11C Chile 
PARFR-314E Egypt
PARFR-316C Chile 
PARFR-318B Brasil 

$31,476 
17,225 
8,000 
7,500 
5,400 

24,000 
14,982 

$ 7,834.20 
7,701. 03 
3,652.00 
- 0 -
- 0 -
- 0 -
- U ­



PARFR SCIENTIFIC ADVISORY COMMITTEE 

r~EETI NG XXX VI II 

S~turday, March 13, 1982 

HYATT REGENCY O·HARE
 
at O'Hare International Airport
 

930U W. Bryn Mawr Avenue
 
Ros~nont, Illinois 60618
 

(312) 696-1234 

AGENDA 

CONTINENTAL BREAKFAST: 8:30 A.M., Consular Room (Near Pool) 

CONVENE: 9:00 A.M., 3/13/82, Consular Room 

I.	 ANIWUHCEMENTS 

A.	 Introduction of Dr. Dean Moyer as a SAC member for a 3-year term endiny 
f1arch, 1985. 

B.	 Dr. Scrimshaw·s 3-year tenn ends with this meeting and we would like to 
thank her for her service and interest in PARFR. 

C.	 1982 SAC Meetings: June 25, 1982 (Friday) Ambassador East, Chicago, Illinois 
November, 1982, Date to be determined, Washington, D.C. 

II.	 NEW BUSINESS 

A.	 FORMAL PROPOSAL REVIEW 

* Prof. Tapani Luukkainen, M.D., Ph.D., University of Helsinki, 
Helsinki, Finland 
"Development of Progestin-Releasing Intracervical Device and 
Studies on the Effectiveness of the Device" 

* John C.M. Tsibris, Ph.D., University of Illinois College of Medicine, 
Chicago, Illinois 
"Guaiacol Peroxidase Levels in Cervical Mucus, Saliva and Vaginal
Secretions: Possible Predictors of Ovulation" 

* David Heber, M.D., Ph.D., Harbor-UCLA Medical Center, Torrance, California 
iiClinical	 Pharmacology of Gonadotropin by a Potent GnRH Antagonist 
in the ~'a1e and Female" 

* REQUIRES ACT·ON 



B. 

C. 

D. 

E. 

-2-

EXTENSION PROPOSAL REVIEW 

* PARFR-232 -- Erwin Goldberg, Ph.D., Northwestern University, Evanston, 
Illinois 
IIImmunologic Suppression of Fertility by Synthetic Antigenic 
Determinants of Lactate Dehy~rogenase C-4" 

* PARFR-229 -- I3rij B. Saxena, Ph.D., D.Sc., Gopi N. Gupta, Ph.D. and 
William J. Ledger, Ph.b., The Cornell University Medical College, 

New York, New York 
IIClinical Studies with the Bioabsorbable Contraceptive Norethindrone 
Pellets" 

PILOT STUDY PROPOSAL REVIEW 

* Patricia B. Coulson, Ph.D., University of Tennessee, Knoxville, Tennessee 
"The	 Comparative Effects of Gossypol on Adrenal and Testicular 
steroi dogenes is" 

INFORMAL PROPOSAL REVIEW 

* James W. Simpkins, M.D., University of Florida, Gainesville, Florida 
II Fert 11 i ty Regul at i on Through Sustai ned Exposure to Narcotic
 
Antagonists ll
 

* Manfred Philipp, Ph.D., Lehman College of the City University of New York 
"Development of New Acrosin Inhibitors" 

TECHNICAL REPORT REVIEW 

PARFR-207 -- Abdol H. Hosseinian, M.D., Chicago Medical School 
"Hysteroscopic Sterilization by Using Uterotubal Blocking Devices" 

PARFR-2ll -- Joseph E. Davis, M.D., New York, New York 
"Study of Vas occlusion in Animals Using Chemical Agents ll 

PARFR-212(85N) -- Milos Chvapil, M.D., Ph.D. and William Droegemueller, M.D., 
The University of Arizona Health Sciences Center, Tucson, Arizona 
IIDevelopment of Collagen Sponge Containiny Spermicide and Post-
Coital Testing of Collagen" 

* REQUIRES ACTION
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E. TECNICAL REPORT REVIEW 

PARFk-2l4(83N) [FINAL] -- Lee R. Beck, Ph.D., University of Alabama in 
Birmingham
"Studies to Test an Injectable Delivery System for the Sustained 
Release of Norethisterone" 

PARFR-2l4(110N) [FINAL] -- Danny Ii. Lewis, Ph.D., Southern Research Institute, 
Birmingham, Alabama 
"0ptimization of an Injectable Microcapsule Formulation for the 
90-Day Delivery of Norethist'erone" 

Paulista, 

PARFR-2l7(lllN) -- Carlton A. Eddy, Ph.D., The University of Texas Health 
Science Center at San Antonio 
"An Evaluation of the Efficacy of Fimbrial Enclosure With Silastic 
Devices As a Reversible Female Sterilization Technique" 

PARFR-218 (FINAL) -- Leonard J. Lerner, Ph.D., Jefferson Medical College
of lhomas Jefferson University, Philadelphia, Pennsylvania
"Development and Mechanism of Activity Studies With the Pregnancy 
Terminating Compounds DL-ll1-IT and DL-105-IT" 

PARFR-2l9 (FINAL) -- Richard L. Dunn, Ph.U., Southern Research Institute, 
Bi rllli nghal"ll, Al abi1fi1a 
"A Fibrous Polymer for the Delivery of Quinacrine to the Human 
Reproductive Tract" 

PARFR-220 FINAL) -- Jose h E. Uavis, M.D., New York, New York 
A Hew ~'Iethod for bstructing teas Deferens by Direct Injection of 
Chemical Agents: A Non-Operative Technique of Hale Sterilization" 

PARFR-223 (FINAL) -- Joseph W. Goldzieher, M.D., Southwest Foundation for 
Research and Education, San Antonio, Texas 
"Antigestational Effects of LH-RH Ana1ogues" 

PARFR-229M -- Roberto Rivera, M.D' J Instituto de Invp.stigacion Cientifica, 
Juarez University of Durango, Mexico 
"A Clinical Evaluation of the Bioabsorbab1e Subdermal Contraceptive 
Norethindrone Pellet Implant" 

PARFR-230 (FINAL) -- H.F.D. Design, Crystal Lake, Illinois 
iiDesign and r~anufacture of 1500 - 2000 Wing Sound II Devices" 

(Dr. Hasson reports on pick up of Wing Sound II Devices and initiation of 
studies in Egypt and England.) 
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E~ TECNICAL REPORT REVIEW (continued) 

PARFR-235SRI (FINAL) -- Danny H. Lewis, Ph.D., Southern Research Institute i 
Bi rIIli ngham, Al aballia 
IIA Fibrous Polymer for the Delivery of Contraceptive Steroids to the 
Felilale Reproductive Tract - Continuation of PARFR-206SRI II 

PARFR-236IIT -- Rajendra G. Mehta, Ph.D., liT Research Institute, Chicago, 
I11 i noi s 
IIRetinoids and i~ale Contracep.tionll 

PARFR-237 -- Nancy J. Alexander, Ph.D., Oregon Regional Primate Research 
Center, Beaverton, Oregon
IIDetection of Pregnancy in Women Before Implantation ll 

PARFR-~39 -- Gart S. oerger, M.D., Centar for the Advancement of Repro­
ductive Hea th, Inc., Chapel Hill, North Carolina 
IIClinical Trial of the Collagen Sponge as a Contraceptive ll 

PARFR-24l (FINAL) -- Michael J. Free, Ph.D., PIACT, Seattle, Washington
i1r'leasurements of rfectrica1 Characteri st ics of Equi pment for 
Transcutaneous Electrocoagulation of the Vas Deferens ll 

PARFR-3U1T -- Ricardo H. Asch, M.U., The University of Texas Health Science 
Center at San Antonio 
IIA Clinical Evaluation of the Bioabsorbable Subdermal Contraceptive
Norethindrone Pellet Implant ll 

PARFR-302 -- Ricardo H. Asch, M.U., The University of Texas Health Science 
Center at San Antonio 
IIStudies on the Anti-Fertility Effects of a Potent LHRH Inhibitory
Ana109 (Antayoni st) in the Cynomo1ogus r~onkeyll 

PARFR-303 -- Leonard J. Lerner, Ph.D., Jefferson Medical College of 
Thomas Jefferson University, Philadelphia, Pennsylvania
IIlnvestigation of FC 20340 As An Anti-Fertility Agent When 
Administered Parenterally or Orallyll 

PARFR-304 -- Walter G. Wiest, Ph.D. and Chander P. Puri, Ph.D., Washington
University Medical School, St. Louis, Missouri 
IIEvaluation of Anti-Fertility Effects of a Potent LHRH Antagonist
in the Guinea P'ig as a Preclinical r~odelll 

PARFR-P55 (FINAL) -- Vladimir Petrow, Ph.D., D.Sc., Duke University Medical 
Center, lJurhar:-, North Caro1ina 
IIl-ltydroxyestra-l ,3,5(lU)-TRIEN-17B-OLS and Congeners as Contra­
yestative Ayents ll 

PARFR-P63 (FINAL) -- Antonio Scrnmlegna, M.D., Michael Reese Hospital and 
Medical Center, Chicago, Illinois 
IIprostagl andi n Antagoni sts as Local Ant i fert il i ty Agents ll 
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III. AUMINISTRATIVE 

A.	 Most subagreements are executed on projects reviewed and approved at the 
10/13-14/82 SAC Meeting. 

IV. MISCELLANEOUS 

A.	 Dr. Zatuchni reports on the June 22, 23, 24, 1982 (Tuesday-Thursday) PARFR 
Workshop on "Non-Surgical Methods for Female Tubal Occlusion" to be held 
at the Ambassador East Hotel prior to the SAC MEeting. All speakers, 
moderators and participants have b~en invited and unfortunately, due to 
hotel space we are limited to a total attendance of 65. 

AUJOURN: 3:30 P.i~. 



PARFR SCIENTIFIC ADVISORY COMMITTEE
 

~1EET 11m xxx IX
 

Friday, June 25, 1982
 

AMUASSADOR EAST HOTEL
 
1301 N. State Parkway
 

Chicago, Illinois 60610
 
(312)	 787-7200 

MINUTES 

VOTING SAC MEMBERS PRESENT PARFR STAFF PRESENT 

John J. Sciarra, M,D., Ph.D. Alfredo Goldsmith, M.D., M.P.H. 
Nancy J. 
Davi d A. 

Alexander, Ph.D. 
81 ake, Pl.l. D. 

Diane Krier-Morrow, M.B.A. 
Gerald I. Zatuchni, M.D., M.Sc. 

Robert T. Chatterton, Ph.D. 
Elizabeth B. Con~el1, M.D. USAID STAFF PRESENT 
Joseph E. Davis, M.D. 
t~irialll H. Labbo!.:, I~.U., M.P.H. Jallles D. Shelton, l,j.D., M.P.H. 
Dean L. Moyer, M.D. 
Rochelle N. Shain, Ph.D. 
Aqui1es J. Sobrero, M.D. 

VOTING SAC MEMBER ABSENT 

Kamran S. i'loghissi, M.D. 

The thirty-ninth meeting of PARFR's Scientific Advisory Committee convened on 
Friday, ,-June 25, 1982 at 9:00 A.M. at the l\lTlbassaaor East Hotel in Chicago, Illinois. 
Dr. John J. Sciarra presided as Chairman. Minutes of the March 13, 1982 lTIl:!eting 
were approved. 

I.	 ANNOUNCEt~ENTS 

A.	 Or. Rochel1 e Sha in was introduced as a nevI member for a three year tenn 
endi ng July, 1985. 

B.	 PARFR's offices are relocating next Monday, June 28, 1982 to: 

Suite 1525 
875 N. Michigan Avenue 
Chicago, Illinois 60611 

The telephone number remains the	 same: (312) 649-2990. 

C.	 The next SAC meeting will be held on SL:lIday, October 17,1982 at the Hotel 
Californian, San Francisco. 

Th~ 1983 SAC meeting dates are:	 February 28, 19~2 (Monday), Washington, U.C. 
June 4, 1983 (Saturday), Hew Urleans, La. 
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I.	 ANNOUNCEI1tNTS (cont' d) 

D.	 The PARFR staff was congratulated on the organization and program content 
of our 12th International Workshop "Non-Surgica1 Methods for Female Tubal 
Occ1usion," June 22-24, 1982 at the Ambassador East Hotel. Sixty-five
persons attended, representing 14 countries. 

II. NEW BUSINESS 

A.	 EXTENSION PROPOSAL REVIEW 

PARFR-3l2 --Brij B. 'Saxena, Ph.D~,D.Sc~, Cornell University Medical 
College, New York, New York 
"A Clinical Evaluation of the Subdermal Contraceptive Norethindrone 
Pellet - Continuation of PARFR-229" 

Funding Requested: 1 - $3,140, II - ~3,338, III - $70,895 
Length of Project: One Year 

After careful discussion and consideration of the proposal and indepen­
dent site visit evaluation by Dr. Moyhissi, it was decided not to imple­
ment the Phase II clinical trials at this time until the drug release 
study is completed and a full report presented. Dr. Saxena will be 
advised to prepare a revised proposal for our October 17th SAC meeting.
Approval for the preparation of the improved pellet ~/as granted. . 

PARFR-212(85N) -- Milos Chvapil, M.D., Ph.D., The University of Arizona 
----- Health Sciences Center, Tucson, Arizona 

"Deve1opment of Collagen Sponge Containing Spermicide and Post-Coital 
Test i ng of Collagen Sponge Di aphragm"

Fundi ng Requested: $4,648 Length of Project: One Year 

The members approved Dr. Chvapi1 's request; however, advised the staff 
to infonn Dr. Chvapil that no further extension on this project will be 
considered due to the fact that FDA granted n~rketing approval for the 
polymer - nonoxynol sponge and the data show that Chvapil's barrier 
method is not an improvement over this other development. 

PARFR-304 -- Walter G~ Weist, Ph.D. and Chander P. Puri, Ph.D., 
Washinyton University Medical School, St. Louis, Missouri 
"Evaluation of Anti-Fertility Effects of a Potent LHRH Antagonist
in the Guinea Pig as a Preclinical Model" 

Funding Requested: $6,704 Length of ?roject: 8/1/82-9/30/8 

The Committee decided that the guinea pig 1II0del is not appropriate and 
the proposal does not merit continued support. 
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A. EXTENSION PROPOSAL REVIEW (cont'd) 

PARFR-235SRI -- RichardL. Dunn, Ph.D., Southern Research Institute, 
Birmingham, Alabama 
IIA Fibrous Polymer for the Oe1ivery of Contraceptive Steroia:; to the 
Female Reproductive Tract - Continuation of PARFR-206SRI II 

Funding Requested: $69,937 -- Southern Research Institute 
$36,081 -- University of Alabama in Birmingham 

Length of Project: One Year 

The Committee approved a modified proposal dealing mainly with the develop­
ment of a 3-month norgestimate releasing ring \~ith a release rate suffi ­
cient to inhibit ovulation after 2 days of insertion and up to 90-95 days.
The Committee suggested that the baboon studies should be limited to 
release rate. 

PARFR-236IIT -- RajendJ'a G. M~hta, Ph.O., lIT Research Institute, Chicago,
III i noi s 
"Retinoids and r·1a1e Contraception ll 

Funding Requested: $61,030 Length of Project: One Year 

The Commi ttee recOflllnend'ed not to approve fundi ng of thi S project as pre­
sented. 

PARFR-309 -- Raksha Mehta, Ph.D. and Robert T. Chatterton, Ph.D., 
Northwestern Onlverslty Medical school, Chicago, Illinois 
1I0vu1ation Inhibition by Anordrin ll 

Funding Requested: $71,948 Length of Project: One Year 

The Committee approved continuation of this study to continue to test 
the inhibition of ovulation by anordrin in primates. It was recorrunended 
that the PARFR staff rework and reduce the budget. 

B. FORMAL PROPOSAL REVIEW 

Prof. Tarani Luukkainen, M.D., Ph.D., University of Helsinki, Helsinki, 
Fin and 
"Studies on the Effectiveness of a Progestin-Releasing Intracervical 
Device" 

Funding Requested: $36,700 Length of Project: One Year 

The Committee approved this proposal and recommended that Dr. Rochelle 
Shain become involved in order to assist the principal investigator 
with the acceptability component of the clinical trial. 
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B.	 FORi~L PROPOSAL REVIEW (cont I d) 

Lourens J.D. Zaneveld, O.V.M., Ph.D., University of Illinois, Chicago,
Illinois 
IIEfficacy of Quinacrine Pellets in the Primate ll 

Funding Requested: $51,359 (Direct Cost Only)

Length of Project: One Year
 

The Committee approved the proposal with the addition of a tetracycline 
exposed group in order to assess th~ potential of this drug as a tubal 
occlusive agent. Also, the Co~nittee suggested that this proposal should 
concentrate on effectiveness measured by histological changes and not, 
at this time, perform the pharmacodynamic (tissue level) quinacrine 
studi es. 

Danny H. Le~lis, Ph.D., Stolle Rest!arch and Development Corporation,
Birmingham, Alabama 
IIr~icrocapsule Fonnulations for the Controlled Release of Spermicidal
Agents ll 

Funding Requested: ~70,625 Length of Project: One Year 

The proposal was not approved as presented; however, the Committee felt 
that the microencapsulated vaginal suppository is a novel approach and 
the group should work closely with Dr. Zaneveld (sperm acrosin inhibitors) 
in order to present a revised proposal to our 10/17/82 SAC meeting. 

Mary	 V. Nekola, Ph.D., Tulane University School of Medicine, New Orleans, 
Louisiana 
IIProlonged Inhibition of Ovulation by LHRH Antagonists ll 

Funding Requested: $63,277	 Length of Project: One Year 

This proposal was not approved for funding because the Committee felt 
that we should await NIWs determination on her proposal request to 
them and PARFR should save resources for clinical trials when an optimum
analogue has been identified. 

Duane L. Venton, Ph.D., University of Illinois, Chicago, Illinois 
"Inhibition of Ovulation by Specific Antagonists of Pt'ostaylandin F2a ll 

Funding Requested: $~l,OOO -- University of Illinois 
$38,136 -- Northwestern University

Length of Project: One Year 

The Committee recommended no PARFR involvement until a specific compound
is synthesized. 
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B. FORNAL PROPOSAL REVIEW (cont'd) 

Richard L. Dunn, Ph.D., Southern Research Institutl~, Birmingham, Alabama 
iiOevelopment of a Fibrous IUD Delivery System for Estradio1/ 
Progesterone"

Funding Requested: $65,972 Length of Project: One Year 

The proposal was approved but the Commi ttee, fo 11 owi ng Ur. Scommegna I s 
evaluation (an independent evaluation) that the IHD should not be pre­
pared unt 11 the different prototypes have been evaluated by an i ndepen­
dent group of referees and the best·vector selected. 

C. WFORlilAL PROPO~AL REV lEW 

Horacio B. Croxatto, M.U., Centro Naciona1 de la Familia, Santiago, Chile 
iiprogesterone I~icrocapsules" 

Funding Requested: $50,710 Length of Project: Fifteen Months 

The Committee recommended a request for a formal proposal. The proposal
should address, not only the clinical study as mentioned on the infonna1 
proposa1, but a1so the progesterone deli very sys·~em. 

D. TECHNICAL REPORT REVIEW 

The following technical reports were reviewed: 

M.D., New York, New York 
--.......,..:---r-l--,....--rrl----,,~..-..lr----.-"l!""""',...-:. .....s--r"lr-si n9 Ch emi cal Agent sII
 

PARFR-226C -- Rene Guzman-Serani, M.D., Universidad Austral de Chile, 
Va1di vi a, Ch 11 e 
lIClinical Trial of Fallopian Tubal Closure Using NCAII 

PARFR-227U (FINAL} -- Huyo Maia, Jr., M.D., Maternidade Climerio de Oliveira, 
Salvador, ~ahia, Brasil 
"Prostaglandin Levels in the Human Follicular Fluid in Relation to 
the t'1oment of Ovul at ion" 

PARFR-235UAB -- Lee R. Beck, Ph.D., University of Alabama in Birmingham,
Birmingham, Alabama 
"A Fi brous Polymer for the Delivery of Contraceptive Steroids to the 
Female Reproductive Tract - Continuation of PARFR-206UAB" 
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C. TECHNICAL REPORT REVIEW (cont1d) 

PARFR-237 (FINAL) -- Nancy J. Alexandet', Ph.D., Oregon Regional Primate 
Research Center, Beaverton, Oregon
IlDetection of Pregnancy in Women Before Implantationll 

PAl{FR-238C· FINAL) -- Rene liuzlI1an-Serani, N.D., Universidad Austral de Chile, 
Va dl vi a, Ch 1 e 
IlRadio-Opaque MCA - Cineflourography Studyll 

PARfR-240 -- Ralph t<i. Richart, f·'I.D., Columbia Universit.h New York, New York 
"Uata Collection and Analysis of I~CA/FEI"CEPT Clinical Trials 
(Previously PARFR-200C)1l 

PARFR-301T -- Ricardo H. Asch, M.D., The University of Texas Health Science 
Center at San Antonio, San Antonio, Texas 
"A Clinical Evaluation of the Bioabsorbable Subdennal Contraceptive
Norethindrone Pellet Implant ll 

PARFR-302 -- Ricardo H. Asch, M.D., The University of Texas Health Science 
Center at San Antonio, San Antonio, Texas 
IlStudies on the Anti-Fertility Effects of a Potent LHRH Analog
(Antagonist) in the Cynomologus Monkeyll 

PARFR-305V -- Itic Zighelboim, M.D., Maternidad IIConcepcion Palacios·' , 
Caracas, Venezuela 
IlRadio-Opaque Methylcyanoacrylate (MCA) Delivered Through Single
Application (FEMCEPT) Device ll 

PARFR-307 -- Lourens J.D. Zaneveld, D.V.M., Ph.D., University of Illinois 
at the Medical Center, Chicago, Illinois 
"Development of Spenn Enzyme Inhibitors as Vagi nal Contraceptives ­
Continuation of PARFR-204 1l 

PARFR-308 -- Ronald W. Le~lis, Ph.D., Tulane University, DRPRC, New Orleans, 
Louisiana 
IlTranscutaneous Ablation of Cauda Epididymis in Non-Human Primates ll 

PARFR-310C -- Enrique Guiloff, M.D., Santiago, Chile
 
IIMCA/FEf.1CEPT Video Study"
 

PARFR 313E -- Robert Snowden, Ph.D., Institute of Population Studies, 
University of Exeter, Devon, England
IlUterine Measurement - Clinical Comparison Study (Wing Sound II)1l 
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ill. AUMINI~TRATIVE 

A.	 The following subagreements are execut~d on projects reviewed and approved
at the March 13. 1982 SAC meeting: 

1.	 PARFR-315 -- Er~lin Goldbery. Ph.D•• Northwestern University. Evanston. 
llli noi s 
"Immunologic Suppression of fertility by Synethetic Antigenic 
l)eterll1i nants of Lactate Dehydrogenase-C4. Extens i on of PARFR-232" 

Funding Period: 3/1/82-2/28/83 Amount Funded: $53,736 

2.	 PARFR-317 -- Lourens J.D. Zan~ve1d. D.V.M., Ph.D•• University of 
Illinois at the Medical Center. Chicago, Illinois 
"Electroejacu1ation of Prilnates for Shug Evaluation and LDH 
Immunization" 

Fundi ng Peri od: 7/1/82-6/30/83 Amount Funded: $11 .948 

3.	 PARFR-319 -- George A. Diyenis. Ph.D •• University of Kentucky,
Lexington, Kentucky
"Deve10pment of Methodology for FollO\'/ing ~licrocapsule Trans­
cervi ca1 Transport in Baboons Ut i1 i zi ny External Sci nt igraphy"

Funciny Period: 7/1/82-12/31/82 Amount Funded: $9,950 

4.	 PARFR-321 -- John C.K. Tsibris, Ph.D., university of Illinois. 
Chicago, Illinois 
"Guaiacol Peroxidase Levels: Predictions of Ovulation in ~~omen" 

Funding Period: 8/1/82-7/31/83 Amount Funded: $27.391 

B.	 The follo\'/ing technical infonnation report \'las distrib4ted to 6.000 re­
search and n~dical libraries: 

Vol. 2, No.1 -- "Research Frontiers in Fertility Regulation"
"Current Status of Plant Products Reported to Inhibit Sperm"

Norman R. Farnsworth. Ph.D. and Donald P. Waller, Ph.D. 

IV. MISCELLANEOUS 

A.	 Dr. Zatuchni reported on the "Contraceptive Drug Del ivery Systems" work­
shop which will be held in Ne\'1 Orleans, Louisiana at the Royal Orleans 
Hotel, May 31 - June 3, 1983. 

There being no further business. the meeting adjourned June 25, 1982 at 3:00 P.M. 

Respectfully subloitted,
 

John J. Sciarra, M.D., Ph.D.
 
Program Director,
 
PARFR Chairman. Scientific Advisory Committee
 

~~~.~ 
Diane Krier-~orrow, M.B.A. 
Director of Administration. PARFR 
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