PD—AB/{*ggé

<y - p
‘\nl' Lo (”” e
{ T

——
A ]
]

@
USAID

LU.S. AGENCY FOR
INTERNATIONAL
DEVELOPMENT

AS 2 3 o

Dr. Paul J. Fonteyn

Associate Vice President
Research and Sponsored Programs
San Francisco State University
1600 Holloway Avenue

San Francisco, CA 94132

Subject: Grant No. HRN-5600~-G-00-3016-00
' Assessment of PRC Predictive Test for Relapse in
American Leishmaniasis

Dear Dr. Fonteyn:

Pursuant to the Authority contained in the Foreign Assistance
Act of 1961, as amended, and the Federal Grant and Cooperative
Agreement Act of 1977, the Agency for International Development
(hereinafter referred to as "A.I.D." or "Grantor") hereby
grants to San Francisco State University (hereinafter referred
to as "Grantee" or "University") the sum of $149,900 to provide
support for a research program entitled "Assessment of PCR
Predictive Test for Relapse in American Leishmaniasis" as
described in the Schedule of this Grant Attachment 1; the
"Program Description” in Attachment 2; and the Grantee's
technical proposal, as amended, which is made a part of the
Grant and incorporated herein by reference.

This grant is effective and obligation is made as of the date
of this letter and shall apply to commitments made by the
Grantee in furtherance of program objectives during the period
beginning September 1, 1993 and ending August 31 1995.

This grant is made to the Grantee on condition that the funds
will be administered in accordance with the terms and
conditions as set forth in Attachment 3 entitled "Standard
Provisions," which have been agreed to by your organization.

Please sign all copies of this lette<: to acknowledge your

receipt of this Grant. Keep one copy for your files and return
the original and all remaining copies to this office.

320 TWENTY-FIRST STREET, N.W., WASHINGTON, D.C. 20523



A.I.D. is pleased to issue this grant to the University and to
support research in this field.

Grant Officer
Division A,HRN Branch
Office of Procurement

Attachments:
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2. Program Description
3. Standard Provisions
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ATTACHMENT 1

SCHEDULE

A. Purpose of Grant

The purpose of this Grant is to provide support for the San
Francisco State University proposal entitled "Assessment of PCR
Predictive Test for Relapse in American Leishmaniasis (10.211)"
which is hereby incorporated by reference. This proposal was
revised on March, 31 1993. In the event of conflict, the
revised proposal takes precedence over the original.

B. Period of Grant

Funds obligated hereunder are available for program expenditures
during the period beginning September 1, 1993 and ending August
31, 1995

C. Amount of Grant and Payment

1. A.I.D. hereby obligates the amount of $149,900
for the purposes of this grant.

2, Payment shall be made to the Grantee in accordance with
procedure set forth in the Standard Provision of this grant
entitled "Payment - Letter of Credit."

3. All financial reports required by this provision shall
be identified as PSTC Proposal No. 10.211 and be submitted to:

Agency for International Development
FM/CMPD - Room 700, SA-2
Washington, D.C. 20523 - 0209

D. Grant Budget

The following Budget for this Grant includes local cost items.
Refer to the Standard Provision entitled "Local Cost Financing."
Revisions to this budget shall be made in accordance with the
Standard Provision of this grant entitled "Revision of Grant
Budget."

(see next page)



Budget (in USD):

Amount

Salaries $56,224

Equipment 14,856

Materials/Supplies 25.000

Local Travel/Patient 8,500
Training/Consultation:

Dr. Orrego/Lima 4,000

Trainees/San Fran. 12,000
Administrative Costs:

UPCH 13,000
Grantee 10,000
Other Direct Costs 6,320
Total $149,900

Budget includes estimate for collaborating institution,
Instituto de Medicina Tropical, Universidad Peruana

The Grantee shall be paid for administrative costs in accordance
with Section I, "Indirect Cost Rates," below. The subgrantee
shall be paid for administrative costs as agreed between the
Grantee and the Subgrantee.

Within the total budget of the Grant, the Grantee may adjust the
line items as reasonably necessary for the performance of the
grant program.

E. Participants
1. Project Officer:

Caryn Miller

R&D/H

Room 1254, SA-18

Agency for International Development
Washington, D.C. 20523-1817

2. Principal Investigator:

Dr. Jorge Arevalo

Instituto de Medicina Tropical "Alexander von Humboldt"
Universidad Peruana Cayetano Heredia

Lima 100, PERU

3. Collaborating Investigator:

Dr. Christian Orrego

Genetics Laboratory

Department of Biology

San Francisco State University
1600 Holloway Avenue

San Francisco 94132



F. Reporting and Evaluation

1. Technical Reports

Reports must be sufficiently detailed to substantiate the
findings and to permit a sciencific evaluation of the research.
Overseas collaborators shall be given fair credit for their
participation in the research and a chance to review and comment
on the Final Report before it is submited. The principal
investigator will share a draft of the Final Report with the
A.1.D. Project Officer for comments prior to the formal
submission. Publication of results in scientific journals is
encouraged. Additional guidance on report preparation is given
in the "Interim Guidelines on Performance Report Preparation for
PSTC and CDR Projects,” available from AID/R&D/R.

a. Performance Reports: Performance reports are required
every six months. The principal investigator will
submit reports stating what has been accomplished to
date and detailing project management issues. A
Financial Status Report will be attached to each
report. Reports are due within sixty (60) days after
the end of each six-month period. Four copies of each
report are to be submitted to the Office of Research,
Room 320 SA-18, Washington, D.C. 20523-1818; one
copy to the Project Officer; one copy to the A.I.D.
Mission (Lima, Peru); one copy to Center for
Development Information and Evaluation (CDIE), Room
215C, SA-18, Washington, D.C. 20523-1802; and two
copies to the National Academy of Sciences, BOSTID,
2101 Constitution Avenue, N.W., Washington, D.C.
20418,

b. Final Performance Report: Within sixty (60) days
after the termination of the Grant, the principal
investigator will submit four copies of the Final
Performance Report to the Office of Research, A.I.D.,
Room 320 SA-18, Washington, D.C. 20523-1818; one copy
to the Project Officer; one copy to the Mission Lima,
Peru; one copy to The Center for Development
Information and Evaluation (CDIE), Room 215C, SA-18,
Washington, D.C. 20523; and two copies to the National
Academy of Sciences, BOSTID, 21 Constituion Avenue,
N.W., Washington, D.C. 20418.



2. The Financial Status Report(SF-269) is required every
three months as an attachment to the performance report and must
be sent to the following Voucher Paying Office:

FM/CMP/DC

Room 700 SA-2

Agency for International Development
Washington, D.C. 20523-0209

G. Special Provisions
1. Compliance with Federal Guidelines and Regulatory
Procedures and PROTOCOLS

a. The recipient will implement this research activity in
accordance with all relevant guidelines for U.S.
Government funded research such as:

(1) The National Institutes of Health (NIH)
guidelines for the ethical treatment of human
subjects;

(2) Guidelines for the handling of radioactive
materials;

(3) NIH and USDA guidelines for the handling of
pathogenic microorganisms;

(4) USDA-APHIS procedures for animal and plant health
inspection; i

(5) The National Institutes of Health Guidelines for
Research Involving Recombinant DNA Molecules;

(6) Procedures issued by the USDA, EPA, or other
approporiate Federal agency, regarding testing of
genetically engineered organisms;

(7) State Department's and A.I1.D.'s environmental
procedures; and

(8) Such other Federal guidelines and procedures as
may apply during the course of research.

b. All existing comparable guidelines of the host country

in which the research is actually located must be followed also.



c. Reports submitted under this activity to A.I.D. will
address the cited regulatory issues. All modifications of
protocols affecting these regulatory concerns must be reported.
The investigators are responsible for reporting any difficulties
encountered in implementing these protocols.

2. Laboratory Safety and Hazard Containment: Research will be
conducted following the protocols in this grant which insure the
safety of persons involved in the research. Nothwithstanding,
the research must be conducted following procedures issued by
the U.S. Government and those issued by the government of the
host country for the containment of these hazards.

If the protocols involving laboratory safety and hazard
containment are revised, they must be re-reviewed by the
investigator's institutional review committee(s) that
approved the original protocol, and the Project Officer and
Office of Research must be informed in writing before the
revised protocols are used. The revised procedures must be
consonant with the guidelines of the country in which the
laboratory is located and of the United States. Copies of
the approval of fhe revised protocols by the investigator's
institutional review committee(s) should also be provided
the Project Officer and the Office of Research.

Similarly, the research will be conducted in the facilities
described in Attachment 3. If the research is moved to new
facilities, or the facilities are modified in such a way to
affect safety or hazard containment, a description of the
new facilities must be provided to the Project Officer and
to the Office of Research before the research is affected.
Any applicable institutional reviews of the facilities must
be repeated, and the re-certification must be provided to
the Project Offcier and the Office of Research.

3. Humane Treatment of Experimental Animals:
a. Principles for the Treatment of Vertebrates: The

grantee will adhere to the following principles for
the utilization, care and transportation of vertebrate
animals used in testing, research and training. For
guidance throughout these principles, reference is
made to the Guide for the Care and Use of Laboratory
Animsls prepared by the Institute of Laboratory

Animal Resources, National Research Council.



(1)

(2)

(3)

(4)

(6)

(7)

Procedures involving animals should be designed
and performed with due consideration of their
relevance to human or animal health, the
advancement of knowledge, or the good of society.

The animals selected for a procedure should be an
appropriate species and quality and the minimum
number required to obtain valid results. Methods
such as mathematical models, computer simulation
and in vitro biological systems should be
considered.

Proper use of animals, including the avoidance or
minimization of discomfort, distress, and pain
when consistent with sound scientific practices,
is imperative. Unless the contrary is
established, investigators should consider that
procedures that cause pain or distress in human
beings may cause pain or distress in human beings
may cause pain and distress in other animals.

Procedures with animals that may cause more than
momentary or slight pain or distress should be
performed with appropriate sedation, analgesia,
anesthesia. Surgical or other painful procedures
should not be performed on unanesthetized animals
paralyzed by chemical agents.

Animals that would otherwise suffer severe or
chronic pain or distress that cannot be relieved
should be painlessly killed at the end of the
procedure, or, if appropriate, during the
procedure.

The living conditions of animals should be
appropriate for their species and contribute to
their health and comfort. Normally the housing,
feeding, and care of all animals used for
biomedical purposes must be directed by a
veterinarian or other scientist trained and
experienced in the proper care, handling, and use
of the species being maintained or studied. 1In
any case, veterinary care shall be provided as
indicated.

Investigators and other personnel shall be
appropriately qualified and experienced for
conducting procedures on living animals.
Addequate arrangements shall be made for their
in-service training, including the proper and
humane care and use of laboratory animals.

;



(8) Where exceptions are required in relation to the
provisions of these principles, the decisions
should not rest with the investigators directly
concerned, but should be made, with due regard to
U.S. and host country regulations, by an
appropriate review group such as an institutional
animal research committee. Such exception should
not be made solely for the purpose of teaching or
demonstration.

The transportation, care and
use of animals should be in accordance with the U.S.
Animal Welfare Act (7 U.S.C. 2131 et. seq.) and other
applicable U.S. Federal laws, guidelines, and
policies. Notwithstanding, the research must be
conducted following procedures issued by the
government of the host country for the humane
treatment of experimental animals.

mplian wi view : Research will be
conducted following the protocols described in
Attachment 3 (which is the original proposal vu:x
subsequent amendments, or letter from the Principal
Investigator), which insure the humane treatment of
experimental animals.

Revision of Protocols: If any protocol involving the
experimental animals is revised, it must be
re-reviewed by the investigator's institutional review
committee(s) that approved the original protocol, and
the Project Officer and the Office of Research must be
informed in writing before the revised protocol(s) is
used. The revised procedures must be consonant with
the guidelines of the country in which the animals are
affected, and of the United States. Copies of the
approval of the revised protocols by the
investigator's institutional review committees should
also be provided the Project Officer and the Office of
Research.

Facilities for Animals: The animals will be
maintained in the facilities.described. {(which is the
original proposal, subsequent amendments, or letter
from the Principal Investigator). Notwithstanding,
the animals must be provided facilities satisfying the
requirements specified by the U.S. Government and
those issued by the government of the host country for
the humane treatment of experimental animals. If the.
animals are

19



moved to new facilities or the facilities are modified in such a
way to affect the animals, a description of the new facilities
must be provided to the Project Officer and to the Office of
Research before the change is effected. Any applicable
institutional reviews of the facilities must be repeated, and
the re-certification should be provided to the Project Officer
and the Office of the Science Advisor.

4.

Human_ Subjects: Research wil be conducted following
the protocols described in (which is the original
proposal or subsequent amendments or letter from the
Principal Investigator), which insures the well-being
and informed consent of human subjects. It will also
be conducted in accord with the applicable procedures
issued by the U.S. Government to insure ethical
treatment of human subjects, and by those issued by
the government of the host country in which the human
subjects are to be involved.

If the protocol(s) involving human subjects is
revised, it must be re-reviewed by the investigator's
institutional ethical review committee, and the
Project Officer and Office of Research must be
informed in writing before the revised protocol(s) is
used. The revised procedures must be consonant with
the guidelines of the host country and of the United
States. If the patient's informed consent form is
revised, a copy of the new form must be submitted to
both the Project Officer and the Office of Research.
A copy of the approval of the revised form by the
investigator's institutional ethical review committee
must also be provided to the Project Officer and the
Office of Research.

In addition and prior to commencement of any
experimentation involving human subjects, the Grantee
shall make a judgment and communicate the same to
A.I.D. as to whether the regulations, procedures or
facilities of the country in question are adequate to
ensure the safety and free and informed consent of the
human subjects. In the event such judgment is that
they are not, the Grantee and A.I.D. will consult and
agree on the protocol to be applied to insure the
safety and free, informed consent of the subjects.

r i :+ Procedures for the

international shipment of these materials must be in

/1



agreement with those approved in the permits cited in

(which is the original proposal or subsequent. amendments or
letter from the Principal Investigator). Nothwithstanding,

such shipments must be in compliance with International
Import/Export Regulations for all countries to and from which
regulated items are shipped. If the shipment procedures are
varied from those specified for permits, permits for the revised
procedures must be provided to A.I.D., Office of Research before
shipping commences.

6. Intellectual Property Rights: Intellectual property rights

stemming from the activities supported under this grant
will be apprortioned as described in Attachment 3 (which

is the original proposal or subsequent amendments or letter
from the Principal Investigator). If the participants
choose to modify that apportionment, the revised
apportionment must be submitted to the A.I.D. Project
Officer for approval before it takes effect.
Notwithstanding the intellectual property rights clauses
provided in the following standard provisions apply.

H. Title to Property and Approval:

Title to property acquired hereunder shall vest in the Grantee,
subject to the requirements of the Standard Provision of this
Grant entitled "Title To and Use of Property (Grantee Title)"
regarding use, accountability, and disposition of such property.
Approval is given for the Grantee to purchase nonexpendable
property as follows two thermocycyclels.

I. Indirect Cost Rates:

1. Pursuant to the Standard Provision of this Grant
entitled "Negotiated indirect Cost Rates - Predetermined,"
the Grantee shall shall be paid at the predetermined rate
established with the cognizant U.S. Government audit agency,for
each accounting period.

Predetermined Rate: 41.9% through 06/30/94
Organized Raesearch On-Campus

Base: Modified Total Direct Costs
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J. Standard Provisions;
The Standard Provisions set forth as Attachment 3 of this Grant

consist of the following Standard Provisions denoted by an "X"
which are attached hereto and made a part of this Grant:

1. Mandatory Standard Provisions For U,.S,, Nongovernmental

Grantees

( X) Allowable Costs (November 1985)

LX) Accounting, Audit, and Records (August 1992)

( X)) Refunds (September 1990)

( X)) Revision of Grant Budget (November 1985)

( X) Termination and Suspension (August 1992)

( X) Disputes (August 1992)

( X) Ineligible Countries (May 1986)

( X) Debarment, Suspension, and Other Responsibility
Matters (August 1992)

( X)) Nondiscrimination (May 1986)

( X)) U.S. Officials Not to Benefit (November 1985)

( X) Nonliability (November 1985)

( X) Amendment (November 1985)

( X)) Notices (November 1985)

( X) Metric System of Measurement (August 1992)

2. n rovisi ngovernm

Grantees

( ) OMB Approval Under the Paperwork Reduction Act
(August 1992)

( X) Payment - Letter of Credit (August 1992)

( ) Payment - Periodic Advance (January 1988)

( ) Payment - Cost Reimbursement (August 1992)

(X) Air Travel and Transportation (August 1992)

(X)) Ocean Shipment of Goods (August 1992)

( X) Procurement of Goods and Services (November 1985)

(X) AID Eligibility Rules for Goods and Services
(June 1993)

(X)) Subagreements (August 1992)

( X) Local Cost Financing (June 1993)

( X) Patent Rights (August 1992)

(x) Publications (August 1992)

(X) Negotiated Indirect Cost Rates - Predetermined
(August 1992)

( ) Negotiated Indirect Cost Rates - Provisional
(Nonprofits) (August 1992)

( ) Negotiated Indirect Cost Rates - Provisional

(For-Profits) (August 1992)

| O
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Regulations Governing Employees (August 1992)
Participant Training (August 1992)

Voluntary Population Planning (June 1993)
Protection of the Individual as a Research
Subject (August 1992)

Care of Laboratory Animals (November 1985)
Title To and Use of Property (Grantee Title)
(November 1985)

Title To and Care of Property (U.S. Government
Title) (November 1985)

Title To and Care of Property (Cooperating
Country Title) (November 1985)

Cost Sharing (Matching) (August 1992)

Use of Pouch Facilities (August 1992)
Conversion of United States Dollars to Local
Currency (November 1985)

Public Notices (August 1992)

Rights in Data (August 1992)

(end of Schedule)

/

7



DPE-5600-G-00-3016-00
Attachment 2
Page 1 of 10

PROGRAM DESCRIPTION

Title: Assessment to PCR Predictive Test for Relapse in
American Leishmaniasis

SPECIFIC OBJECTIVE I:

o lint the research work plan__described in this proposal to ongoing
pidemiological studies on Leishmaniasig _being carried out by members of the
IMTAVH in endemic areas of the Amazonian_jungle.

1
e

The IMTAvVH is conducting clinical and epidemiological studies in the South
Eastern part of the country which includes thwee Departamentos: Apurimac,’
Cusco and Madre de Dios (see Appendix 5). The field work operations center
is in the city of Cusco where we have established a working network that
involves local authorities of the Ministry of Health, the Instituto Peruano
de Sequridad Social (Peruvian Social Security Institution), the University
of Gan Antonio de Abad of Cusco. non governmental organizations and the
local communities. This infrastructure has allowed 3 rational use of human
and material resources to recruit patients with Leishmaniasis and for their
follow-up with reduced number of lost cases. '

Two studies on chemotherapy are being carried out in Cusco: “Study of the
efficacy of Pentostam alone and in combination with Allopurinol in the
treatment of mucocutaneous Leishmaniasis” (TDR/WHO Project Ne L30/181/28,
Jan. 1989-Dec. 1990, with a possible |1 year extension period) and "The
influence of salt loading on the renal response to Amphotericin B in man”"
(Squibb Laboratories, 2 years project ending Dec. 1989). A third project,
already approved by Squibb laboratories for {funding, on “Amphotericin B
lipid complex in treatment of patients with mucocutaneous Leishmaniasis”
(Protocol 31, 916-03), will continue the latter.

The present proposed project will use the infrastructure, local manpower.
clinical protocols and the biopsies of patients already available in the

I
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projects mentioned above. This is feacible because the experimental part of
this proposal does not require modifications on the high standard management
of patients and field work to be used in those other projects. Actually PCR
will strengthen thoce protocole, specially if it is a reliable test for
parasitological demonstration and a criterion of cure.

Patients to be studied will be recruited among those attending health post
cervices and main hospitals in the city of Cusco. Furthermore, active
recruiting will be carried out during planned visits of our research team to
the rural communities. A trained physician attached to the projects
mentioned above will interview and examine patients with Leishmaniasis.
Laboratory procedures to demnnstrate the presence of the parasite and the
intradermal skin test of Montenegro will be performed. Voluntary candidates
vill be selected using the criteria mentioned in Section 2.1,below. Biopsies
will be obtained by trained personnel. Improved standardized clinical
records will be stored in a Database. Ethical considerations have been fully
taken into account and are described in Appendix 7.

Pentavalent antimonials (20 mg Shv/¥g of weight/day during 30 days) will be
administered in a controlled manner by trained physicians collaborating with
this project. This s the therapeutic scheme recommended by the WHO.
Patients will be followed-up for a one year period after reaching the
clinical criteria of cure as defined in Section 2.1. The patients
participating in the therapeutic protocols in Cusco will be tospitalized for
a one month perinod. The same trained physician that enrolled them in the
echeme will perform the follow-up examinations and note the clinical
criteria of cure. Appointments will be arranged for months @2,3:6 and 12
after the onset of treatment.

Very small biopsy samples will be obtained from patients for diagnostic
purposes according to Gection 2.2. Biopsy samples will be taken before and
at the end of treatment (day 30). Part of the biopsy will be subjected to
PCR and the remaining will be stored at - 70°C. 1f biopsy sample results PCR
positive, the test will be repeated once more with the cryopreserved sample.
Only if positive result is confirmed. a second biopsy will be obtained 30
days later (day &0). This will be performed if the patients do not have
completely hraled lesions. 1f on the other hand, they have healed scarred
lesions, four acpirates from the lesion will be taken for PCR testing. It is
tetter not to take biopsies from scars as they sre fibrotic. Our preliminary
results suggest that our PCR test works well with aspirated samples
(Appendix 4). This biopsy (day 60) should rule out the possibility that DNA
detected in day 30 may be due to the presence of remaining Leishmania DNA in
spite of the fact that all parasites could have been killed by the
chemotherapy. We have the reasonable expectation that one month after the
end of the treatment, host mechanisms should have removed any Leishmania DNA
traces.

According to the protocols of the chemotherapy trial projects to which this
proposed project will be linked, during the one year follow-up period, those
patients who relapsed will be sub jected to laboratdry procedures to detect
the presence of Leishmanias in the reactivated lesion. As routine they
will be biopsied agein. A fragment of these biopsies will be used for the
PCR t. st, another part for attempting the isolation of parasites to pursue
standard diagnosis and characterization studies, and the remaining will be
cryopreserved for future analysis.
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The other endemic area of Leishmaniasis that will be studied is Yurimaguas.
in the Provincia of Alto Amaronas, in the Departamento of Loretn (cee
Appendir St. We will use evieting infrastructure through a project an
lansen's diseace carried cut bv the IMIAVH and the Ministry of Health, This
ptoject is funded by the Ped Rarnet Foindation f(rom Denmark. Dr. Eduardo
Falconi directse thic effort and ha~ aleco carried out clinical studies on the
high prevalence of Leichmaniasis io the area. The protocols to be performed
are the came as those already descrited for Cusco.

1o achieve the ocbjectives of the proposal we will provide Alto Amazonas
health personnel (Fhysician, nurses and paramedical workers) with a .one
month intensive training perind at the IMIAvH. They will be trained on
biopey sampling and paracite isola‘tion techniques in culture. At their
return they will start recruitment nf patients and to obtain samples for the
ctudy. Periodic visits from tropicalists and investigators from the [IMTAWH
and the UNAP will continue strengthening of the capabilities of the health
wot kers in that field work cstation.

In both Cucco and Yurimaguas. primary isnlates will be obtained. These will
te sent together with the binpsies to the IMTAVH in Lima. We have an
ongoing system for proper transportatinn of samples from these areas to lLima
via regular airways.

Ny ELISA test measuring laG responce against Leishmania will be carried out
with sera obtained from patients ad~itted in this study. Measurement of 1gG
titerc before treatment, at differert intervals during it and also through
the follow-up pericd after it. will be performed. This study will allow wus
to compare the PLR test with a serolngical indirect one, both as criterion
of cure and as predictive test for relapse.

SPECIFIC OBJECTIVE g:

To establish if the absence of __Leishmania DNA_in human biopsies , as
determined by the PCR, after treatment of MCL patients is a reljable
criterion of cure. Conversely to assess_if its presence can_be correlated

with a likelihood of subsequent disease relapse.

The results obtained from the use of the Pri? test as a criterion of cure
will be contrasted on the same patients with those wusing the following
clinical and parasitological definitions (these measurements are part of the
studies on chemotherapeutic protocole):

Clinical cure.~ complete healing of the lesien (epithelialization) with
disappearance of edema, induration and/or other signs of inflammation.

Definitive cure.~ non recurrence of the lesion(s) in the site of the
original lesion after one year of post-therapy follow-up.

Therapeutic failure.- clinical nonhealing of the lesion and persistence of
parasites by smear and/or culture and/or hamster inoculation by three months
post therapy

Parasitological cure.- absence of parasites as determined by a negative
smear and/or negative culture and/or negative inoculation in the hamster
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ard/or PCR negative.

Relapse.~ those lesions from patients who present reactivation of the healed
mucosal tissue, without concomitant apparition of new cutaneous lesions in
other regions of the body. This restriction is made in order to avoid
misinterpretations due to possible. although very improbables, reinfection or
due to lesions with different ethiology.

2.1. STUDY POPULATION

The study for this specific objective will include patients if they fulfil
the following criteria:

Criteria of Inclusion:

1) Active mucocutaneous lesion,

2) Parasitological demonstration of parasites in the lesion at least by PCR.
9) To be enrolled in the controlled chemoterapeutic protocol with
pentavalent antimonials described above. This implies the willingness to
participate in the project during a one year period and the signature of an
informed .consent (appendix B8).

Criteria of ewclusion:

1) Patients with subjacent eystemic disease.

2) Govere adverse side effects to the drugs to be used in the therapeutic
echemes.

3) Request for removal frem the studv,

2.2. PROCESSING OF THE BIOPSY SAMPLES

Riopsy samples will be obtained by an otorrhinolaringologist from
anesthecized mucous tissue at different periods of time as mentioned above,
using sterile forceps according to IMTAVH routinary protocols. All material
to be used will be either new or treated with Sodium Hypochlorite (1.5%) to
avoid false positives in the PCR protncol., The biopsy will be divided in
half. One half will be stored at - 20°C to be subjected to PCR at the
[MTAvH. The other half of the biopsy. to be used for culture isolation will
be incubated for 3 hours in saline solution with antibiotics (180 ug/ml
Penicillin, 300 ug/m] Streptomycin and 150 ug/m} S5-Fluorocytosine). It will
be homogenized and the crude supernatant will be placed in a biphasic medium
rontaining 10% rabbit blood and at the same time it will be inoculated in a
gnlden hamster (Mesocricetus auratus?.

Primary isolation and growth of Leishmanias will be attempted in the endemic
areas, where we have laboratory facilities at the local health centers. When
cultures became available, four replica tubes will be sent to the IMTAVH,
where two of them will be kept for cryopreservation and the other two will
be sent to the Biochemistry Department of the UNAP for their
characterization by zymodemes and schyzodemec (see below). Cryopreserved
camples will be stored at -70"C for future retiospective studies,

/%
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2.4, POLYMERASE CHAIN REACTION DETFCTION METHOD

Biopsies will be homogenized in a glass tissue grinder with 200 - 300 ul of
lysis buffer (10 mM Tris.HCI pH 7.5. 100 mM NaCl, 5 mM EDTA) and incubatled
at &5°C for at least two hours., An atiquot of 2 ul from a biopsy crude
homogenate is necessary for diagnosie of Leishmaniasis by PCR for patients
vithout treatment. In the cace of patients that have finished their
treatment and who will participate in this protocol, 4 aliguots of 2 ul each
will be subjected to PCR. We assumed that the number of amastigotes in
healed patients, if precent, will be scarce. Increasing the number of PCR
tests per patient will improve the chances to detect Leishmania parasites
and thus to detect potential caces of relapse,

PCR conditions will be those reported by use (16}, Briefly 2 wul from the
homogenate will be incubated in presence of 20 ul of a mixture solution
containing PCR buffer (0.671 M Tris.HCl pH 8.8, 0.167 M (NH.)&S0,, O.IN
2-mercaptorthanol, 0.02M MgCl-):. 250 uM of the four dNTPs, 1 uM of each
flanking primer and 2.5 units of Tan polymerase. An overlay of 30 ults cf
mineral o0il will be added to avoid evaporation during the denaturatino-
annealing cycles. At Jeast twenty eight denaturation -annealing- Tao
polymerase ertension cycles will he performed unless otherwise stated. The
temperatures for denaturation. annealing and evtension will be 94°C, 54°C
and 72°C respectively. The entire procedure takes less than 2 hours and we
process a large number of <amples.

The reeulte of the PCR amplification will be obeserved by ethidium bromide
ctaining after running 3 ul of the camples in 4% NuSieve agarose (FMC). OX
174- Hae 111 DONA fragments will be usrd as cize markers. The rest of the

cample will be stored at -70 ~C for later analysis of the amplified product
if necessary.

According to our hypothesis we evpect to find that most PCR positive
patiente after completed the treatment will eventually relapse. It is
possible however that we might fird that some patients who remain PCR
positive after treatment will not relapse during the follow-up period. In
this case we cannot discard that «uch patients could relapse later on, but
it might bp alen possible that parasites in such patients remain in a
quiescent stage, as if an equilibrium between parasite and host’s defense
mechaniems would have been achieved. In fact there are evidences that
suggest that not all infected people develop the clinical disease (33, 34).

To explore the possibility that relapze may be related to the parasite load
after the end of the treatment we will also carry out gene dosage
experiments by PCR co-amplification. This approach consists in the
amplification of two sequences in the same vial, one which number of copies
is known beforehand and the other which is the patient’s sample. At the end
of the amplification cycles we can apply the following equation:

log(N,/N=)= n log{f,/f~) ¢+ logtls,/ss)
where N= number of copies after n amplification cycles
s= number of copies before the in vitro amplification

f= efficiency of PCR I<fC or =

From this eauation and after estimating the number of amplified copies

|
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obtained of my standard reference DNA we could calculate the number of
parasites present in the biopey,

2.5 STATISTICAL ANALYSIS

A main objective of this proposal is to determine if PCR could be a reliable
test to predict relapse. In order to do that, we need to estimate:

{a) The percentage of persons having relapsed who are correctly predicted by
PCR (sencitivity),

(b)Y The percentage of perczons having not relapsed (cured) who are correctly
identified as =uch by PCP (epecificity).

As these two are proportions, the cample size can be computed on the basis
of an erpected value of B0% (either sensitivity or specificity), so that for
a 95% confidence interval of + 20%, the sample size needed is 50 (after an
allowance for drop-outs), Given that around 30% of MCL patients are erpected
to relapce during the one year follow-up period. we need a universe of 150
cuch patients.

Statistical analysis will comprice:

1Y Relapse rates estimated as number of relapses per patient-weel of
follow-up (from the clinically cured stage w'*1 the last visit (expected 12
months) or start of relapse,.

lhis will be computed by dividing the actual number of relapses observed in
each PCR category by the sum of individual follow-up times (up to the end of
follow-up or onset of relapse or drop-out time) in the corresponding FCR
category., Thece propurtiors will have a 95% confidence interval wusing the
Freeman-Tubkey approzimation (see Tahle ]):

TABLE |

Patiente included in this study according PCR categories

PCR Humber of Proportinan of Total time of follow- Relapse rate
cateqory relapses relapses in_patient-weeks

+30d/+60d N, R, /N, T Ry /T,

+30d/-60d . N R~/Nn Tm Ra/Te

-30d/« N, R~/Nq T Ry/T

where d= days after the onset of treatment, when the biopsy for PCR will be
obtained; += PCR positive resulti -= PCR negative result; #= patients cannot
be biopsied; N= number of patients in each category} R= number of patients
who relapse in each categoryi T= time of follow-up in patients-week.

1t would also be very interesting to observe if there is a correlation
between the date of relapse and the different PCR categories.,

-
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expected size amplification products will be further studied as a tool to
characterize barasite's heterogeneity with a large number of sylvatic
jsolates cryopreserved in our bank of strains. We will <szlect strains
obtained from cured and non cured patients and then analyce amplification
products of all these ctrains in terms of size heterogeneity, RFLP with 4bp
restriction enzymes, hybridization with Allelic single oligonucleotide
probes (ASOs) and direct DNA sequencing of PCR amplification products (39).

Characterization via PCR using mitochondrial DNA sequences

We will also study mitochondrial rRNA genes, because these evolve more
rapidly than nuclear DNA sequences. HWe will study the contiguous
mitochondrial genes encoding 95 rRNA and 125 rRNA and the intergenic region
between them. The DNA sequence of this region of Crithidia fasciculata.
Leptomona sp.» JIrypanosoma cruzi, Jrypanosoma brucei and Leishmanija
tarentolae has been completely obtained and contain sequences of extensive
homology (4Q). Based on these data we will synthesize oligomers to be tested
ac ertension primers specific for these three regions of the maxicircle. Ue
expect that intergenic regions show higher divergency than ribosomal genes
and can potentially be wused to characterize Leishmania isolates obtained
from relapsed and non relapsed MCL patients.

Another approach using the mitochondrial DNA of Leishmanias will be to
amplify a major part of the variable cection of the minicircle based on an
apparently "universal" minicircle sequence in all kinetoplast species. The
12-mer GGGTIGGTGTAA has been reported in L. tarentolae, T. brucei, T.
equiperdum, T. cruzi and C. fasciculata. During the studies that conducted
to the detection of the &5 bp consensus minicircle kinetoplast DNA sequence
we have detected the presence at least once of the 12-mer in L. braziliensis
{unpublished results!).

As illustrated in Figure | (Appendix 10) we erpect that one or the other of
the primers directed to the universal "dodecamer" site in an appropiate
combination with the primers already available for the amplification of the
L. braziliznois complex (primers MP-IL and MP-3H) will permit amplification
of the variable region of the minicircle. Should there be more than one
dodecamer sequence present this will be revealed by more than one
amplification fragment. Though the primers directed to the dodecamer site
will initially have only six bases for annealing, such length is often
enough for successful priming in the PCR (I ncher and White, Evolutionary
Analysis via PCR, 1989, in press).

Amplificatiqn products will be analyzed with similar approaches that to
nuclear DNA sequences. After selecting DNA sequences with potential use to
distinguish between strains predominantly associated with treatment
failure we will use them to study biopsied material from patients to be
comprised in this follow-up study.

On the other hand, information to be obtained will be correlated with other
clinical and biological parameters as we have excellent clinical records,
cera from patients and biochemical characterization of isolates, which will
allow to carry out a retrospective study on thom.
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B) Sentijtivity and Specificity of PCR to predict relapse.

Sensitivity will be computed by dividing the actual number of relapses
that are PCR positive by the total number of relapses observed. Specificity
will be computed by dividing the actual number of PCR negative individualse
who have not relapsed by the total numher of non relapsed individuals. The
proportions to be obtained will have a 95% confidence interval using the
Freeman-Tukey approximation (see Table II):

TABLE 11

Sentitivity and Specificity of FCR to predict relapse.

Relapsed Mon-relapsed
PCR + a b
PCR - c d
Gensitivity= a/la+c) H Specificity= d/(b+d)

SPECIFIC OBJECTIVE 3:

To search for genomic markers that can distinquish Leishmania parasites that
are predominant in MCL patients that relapse.

In this part of the project we will attempt a qualitative approach, of
searching for differences in the genetic make-up of the parasites, to the
problem of disease relapse as opposed to the quantitative approach, of
presence of parasites in the lesion after treatment, followed in Section 2.

The phenomenon of chemotherapeutic success or failure in patients suffering
Leishmaniasis could reflect differences between Leishmania strains. Such
heterogeneity may also be related to the spectrum of clinical forms found
among M“CL patients. To address the question of Leishmania heterogeneity as
possible cause of treatment failure we will use the amplification of
specific DNA sequences via PCR. This technique does not depend on the
isolation and growth of parasites which is needed for conventional
characterization procedures. Therelore PCR should avoid possible bias
imposed by growing conditions and also it would allow the study of a
significantly higher number of Leishmania strains of patients that relapse.
through the study of specific sequences. In this part of the project we will
cearch for DNA spguences that when used as extension primers could detect
differences between those parasites that are predominantly found in patients
vho relapsed after controlled treatment. Results using PCR will be compared
vith the more conventional characterization procedures 2ymodeme  and
schyzodeme analysis.
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3.1. PATIENT POPULATION

This part of the study will include characterization of parasites present
in, or isolated from, lesions of patients with MCL who fulfil the following
criteria:

1) Active mucocutaneous lesion without previous specific treatment.

2) Parasitological demonstration of parasites in the lesion at least by PCR.

3) To be enrolled in the controlled chemoterapeutic protocol with
pentavalent antimonials described above. This implies the willingness to
participate in the project during a one year period and the signature of
an informed consent (appendix B).

Criteria of exclusion:

1) Patients with subjacent systemic disease.

2) Severe adverse side effects to the drugs to be used in the therapeutic
schemes.

3) Request for removal from the study.

3.2. CHARACTERIZATION OF L. braziliensis STRAINS VIA THE POLYMERASE CHAIN
REACTION,

We will compare parasites from patients that relapsed with those from
patients that cured by the analysis of DNA sequencesy both nuclear and
mitochondrial, amplified by PCP. We will develop several evtension primers
specific for different DNA sequences. They will be used to amplify DNA of
parasites present in the lesion before and after the treatment, if parasites
persist. According to a main working hypothesis of this proposal most of
the post treatment PCR positive lesions will relapse.

Characterization vie PCR using nuclear DNA seguences

Ve will use the gene encoding for the gpé3 major surface glycoprotein of the
genus Leishmania, also referred to as the promastigote surface protease
(35). This protein has been found in Leishmanias of the Old and New Worlds.
The natural biological role of gpé3 is unclear since besides its protease
activity it is involved in the phagocytosis of the parasite by host
macrophages via C3 receptors (36) It is also able to induce host protective
immune response against Leishmania mexicana when presented in liposomes
(371).

This part of the project will be carried out in collaboration with Dr. W,
Robert Mc Master ov the Department of Medical Genetics, from the University
of British Columbia, Canada. He has already used PCR and primers based on
the L. major gpé3 sequence to directly clone that gene, from genomic DNA of
a variety of 0ld World and New World Leishmania species (38, see Appendixes
8,9). Using L. major extension primers we will clone and sequence gpé3 of
four different Leishsania strains from Cusco and Loreto that are stored in
our cryobank, tw~ cured and the other two non-cured. DNA sequences will be
analyzed in a search for regions that show a high diversity but flanked by
consensus DNA sequences that may work as extension primers. A similar
approach was followed to design our minicircle extension primers for the
diagnosis of human Leishmaniasis (14). Those extension primers that provide

20
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2,3. CHARACTERIZATION OF Leishmania braziliensis STRAINS BY ZYMODEME AND
SCHYZODEME ANALYSIS.

The main purpose of this part of the project is to correlate the results
of characterization results via PCR with relatively more conventijonal
techniques and also to evaluate the advantages that PCR may have over these
techniques. They have been extensively used in our laboratory and by other
research groups for the characterization of Leishmania strains and other
trypanosomatids (22,24425,26,41,42.43). He will transfer the<e methodologies
to the Biochemistry Department of the UNAP. This research group lives and
works in the endemic area of Loreto and will support field work studies at
Yur imaguas.

We will train two young investigators from the UNAP here in the IMTAYH
during a three months pericd. At their return they will start the
characterization of the isolates that will be sent from the IMTIAVH,

Thirteen isoenzymes will be used to characterize each isolate: ALAT, ASAT,
GP‘| G6PD| G”1, PGM, ICD, 6PDG, ME. PGM, ICD, MDH and MPI (the two latter
discriminates between andean and sylvatic Leishmanias) (44,430, Kinetoplast
DHA preparations will be obtained according Goncalves et al (26)., Standard
reference strains, LTB300 (L. b. braziliensis), LCS3 (L. b. braziliensis),
LCe6 (L. b. peruvianal) and M4al47 (L. b. quyanensis) will be included in each
electrophaoretic run. Photographs of each pattern will be recorded and
migration rates of the different isoenzymes will be drawn on millimeter
paper. These data will be sent to Lima to be processed.

Schizodeme analysis will be performed with the four base pairs restriction
enzymes Mepl. Hae 111, Mbo 1 and Hinfl. These restriction enzymes have been
chosen based on our previous experience on the degree of complexity of the
pattern, The first two enzymes generate a relatively simple restriction
pattern as only few fragments were observed after electrophoresis in 6-10%
aradient PAGE. The other two eniymes prn-ide a pattern of intermediate
complexity that can be analyzed without the ucse of a scanner (ee). Lambda
Hind 111 -Ox174 Hincl] restriction fragments will be included as length size
markers. Electrophoretic patterns of the problem samples plus the reference
strains will be photographed, dried between two cellophane sheets and sent
to Lima for final data processing.

24
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Grant No. HRN-5600-G-00-3016-00
Attachment 3

STANDARD PROVISIONS

Note: Only those Standard Provisions indicated in 1J of the
Schedule of this Grant apply to this Grant. The Standard
Provisions are provided here in their full text.

See attached Standard Provisions dated September 29, 1992.
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MANDATORY STANDARD PROYVISIONS F?R
U.S., NONGOVERNMENTAL GRANTEES

INDEX OF
MANDATORY STANDARD PROVISIONS

Allovadle Costs 8. Debarment, Suspension, and other
Accounting, Audit, and Records Responsibility Matters
Refunds 9. Nondiscrimination

Revision of Grant Budget 10. U.S. Officlals Not to Benefit
Termination and Suspension 11. Nonliabilfty

Disputes 12. Amendment

Ineligible Countries 13. Notices

14. Metric System of Measurement %

ALLOWABLE COSTS (NOVEMBER 1985)

The grantee shall be reimbursed for costs Incurred In carrying out the
purposes of this grant which are determined by the grant officer to be
reasonable, allocable, and dllowable 1n accordance with the terms of
this grant, any negotfated advance understanding on particular cost
items, and the applicable* cost principles 1n effect on the date of this
grant.

* NOTE: For Educationa) Institutions use OMB Circular A-21; for anl
other non-profits use OMB Circylar A-122; and for profit making firms
use FAR 31.2. and AIDAR 73).2. .

ACCOUNTING. AUDIT. AND RECORDS (AUGUST 1992)

2) The grantee shall maintain books, records, documents, and other
evidence 1n accordance with the grantee's usual accounting procedures to
sufficiently substantiate charges to the grant. The grantee’s financial
Sanagement system shall provide for the following:

(1) Accurate, current, and complete disclosure for each AlD-
sponsored project or program in accordance with the reporting
requirements of this grant. While AID requires reporting on an accrual
basis, the grantee shall not be required to establish an acerya)
accounting system but shall develop such accrua) data for 1ts reports on
the basis of an analysis of the documentation on hand.

Tuhen these Standard Provisions are used for cooperative greements, the
following terms apply: “"Grantee” means "Reciplient,” "Grant" means
“Cooperative Agreement,™ and "AID Grant Officer" means “AlID Agreement Officer."

ok REVISED
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(2) Records that tdentify adequately the source and application of
funds for AID-sponsored activities. These records shall contain
information pertaining to Federal awards, authorizations, obiigations,
unobligated balances, assets, outlays, and income.

(3) Effective control over and accountability for all funds,
property, and other assets. Grantee shall adequately safeguard all such
assets and shall ensure that they are used solely for authorized
purposes.

(4) Comparison of actual outlays with budget amounts for each
grant. Financlal Information should be related to performance and
unit-cost data whenever appropriate.

(5) Procedures to minimize the time elapsing between the transfer
of funds from the U.S. Treasury and the disbursement by the recipient,
whenever funds are advanced by the Federal Government.

(6) Procedures for determining the reasonableness, allowahility,
and allocability of costs in accordance with the provisions of the
applicabla Federal cost principles and the terms of the grant.

(7) Accounting records that are supported by documentation that at
a minimum will identify, segregate, accumulate, and record all costs
incurred under a grant and which fully disclose (1) the amount and
disposition by the grantee of the proceeds of such assistance,” (11) the
total cost of the project or undertaking in connection with which such
assistance is given or used, (111) the amount of that portion of the
cost of the project or undertaxing supplied by other sources, and (tv)
such other records as will facilitate an effective audit.

% (B) A systematic method to ensure timely and appropriate
resolution of audit findings and recommendations.

(b) The grantee shall require subrecipients to adopt the standards 1n
paragraph (a) above except that portion of subparagraph (a)(1) that
would require specific financial reporting forms and frequencies in
accordance with the payment provisions of this grant.

Cc) 1f the grantee 15 a nonprofit institution, 1t shall conduct audits
1n accordance with the requirements of OMB Circular A-133, "Audits of
Institutions of Higher Education and Other Nonprofit Institutions” and
shall ensure that nonprofit subrecipients conduct audits and submit them
fo the grantee in accordance with the Circular.

(d) The grantee shall preserve and make available such records for
examination and audit by AID and the Comptroller General of the United
States, or their authorized representatives: ﬁi?

o EKIVISED
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% (1) unt11 the expiration of three years from the date of
termination of the grant;

(2) for such longer period, 1f any, &s 15 required to complete an
audit to resolve al questions concerning expenditures unless written
approval has been obdtained from the grant officer to dispose of the
records. AID follows generally accepted accounting practices In
determining that there has been proper dccounting and use of grant
funds. The grantee agrees to make available any further tnformation
;:quos;:d by glo vith respect to any questions arising as a result of

¢ audit; an

€(3) 1If any 1tigation, clatm, or qudit 15 started before the
expiration of the three yesr period, the records shall be retained until
all :lt;qatlon. claims or audit findings involving the records have been
resolved.

(e) The grantee shall insert paragraph (d) above 1n A1) subagreements.
REFUNDS (SEPTEMBER 1490) *

<2) The grantes shal) remit to AID a1l Interest earned on funds
provided by AID at least querterly, except that Interest amounts up to
$100 per yoar My be retatned by the grantee for adeinistrative expense.

(b) Funds obligated by AID but rot disbursed to the grantee at the time
the grant expires or i3 terminated shall rovert to AID, except for such
funds encumbered by the grantee by a legally binding ‘ransaction
applicable to this grant. Any funds advanced to but not expended by the
grantee and not encumbered by a legally binding transaction applicable
to this grant at the time of expiration or termination of the grant
shall be refunded to AID.

() AID reserves the right ¢ require refund by the grantee of any
amount which AID determines to have been expended for purposes not in
accordance with the terms and conditions of this grant, including but
not Timited to costs which are not allowable in accordance with the
applicable Federal cost principles or other terms and conditions of this
grant. In the event that a final audit has not baen performed prior to
the closeout of this grant, AID retainsg the refund right unti) all
claims which may result from the final audit have been resolved between
AID and the grantes.

* REVISED
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REVISION OF GRANT BUDGET (MOVEMBER 1985)

(a) The approved grant budget 1s the financial expression of the
grantee's program as approved during the grant award process.

(b) The grantee shall immediately request approval from the grant
officer when there 15 reason to believe that within the next 30 calendar
days a revision of the approved grant budgct will be necessary for the
following reasons:

(1) Changes in the scope or the objectives of the program and/or
revisions 1n the funding allocated among program objectives.

{2) The nead for additional funding.

(3) The grantee expects the amount of AID authorized funds to
exceed 1ts needs by more than $5,000 or five percent of the AID award,
whichever 1s greater.

{(4) The grantee plans to transfer funds budgeted for indirect
costs to absorb Increases in direct costs or vice versa.

{5) The grantee intends to contract or subgrant any of the
substantive programmatic work under this grant, and such contracts or
subgrants were not included in the approved grant budget.

(§) The grantee plans to 17 .ur an expenditure which would require
advance approval in accordance wi..: the applicable Federal cost
principles and was not iIncluded in the uprr-.ed grant budget.

(7) The grantee plans to transfer funds aliotted for tralning
allowances to other categories of expense.

(c) When requesting approval for budget revisions, the grantee shall
use the dbudget formats that were used in the application unless a letter
request wil) suffice.

(d) Hithin 30 calendar days from the date of the receipt of the request
for budget revisions, the grant officer shall review the request and
notify the grantee whether the budget revisions have been approved. If
the revisions are still under consideration at the end of 30 calendar
days, the grant officer shall inform the grantee In writing of the date
hen the grantee may expect the decision. The grant officer shall obtain
the project officer's clearance on all such requests prior to
communication with the grantee.
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(e) 1f the requested budget revision requires the obligation of
additiona) funding, and 1f after notification pursuant to this standard
Provision, AID determines not to provide additional funds, the AID grant
officer wil, upon written request of the grantee, terminate this grant
pursuant to the standard provision of this grant, entitled "Termination
and Suspension.®

(*) Except as required by other provigions of this grant specifically
stated to be an exception from this provision, the Governsent shall not
be odligated to retmburse the grantee for costs incurred fn excess of
the total amount obligated under the grant. The grantee shall not be
odligated to continue performance under the grant (including actions
under the *Termination and Suspension” provision) or otherwise to iIncur
costs 1n excess of the amount obligated under the grant, unless and
until the grant officer has rotified the grantee in writing that such
obligated amount has been Increased and has specified In such notice the
new obligated grant total amount.

TERMIMATION AND SUSPENSION (AUGUST 1992)

) For Cause. The grant officer may terminate this grant for cause gt
any time, 1n whole or In part, upon written notice to the grantee,
whenever it 15 determined that the grantee has failed to comply with the
terms and conditions of the grant.

4-)) - This grant may be terminated for tonvenience at
any time by either party, tn whole or in part, if both parties agree
that the continuation of the grant would not produce beneficial results
commensurate with the further expenditure of funds. Both parties shald
agree upon termination conditions, Including the effective date and, in
the case of partia) terminations, the portion to be terminated. The
agreement to terminate shall be set forth 1n a letter from the grant
officer to the grantee.

) . 17 at any
time AID determines that continuation of all or part of the funding for
4 program should be suspended or terminated because such assistance
would not be in the national interest of the United States or would be
in violation of an applicable law, then AJD My, following notice to the
grantee, suspend or terminate this grant 1n whole or in part and
prohibit the grantee from fncurring additional obligations chargeable to
this grant other than those costs specified In the notice of suspension
during the period of suspension. If the situation causing the
suspension continues for 60 days or more, then AID My terminate this
grant on written notice to the granter and cance) that portion of this
grant which has not been disbursed or frrevocably comitted to third

parties. *

% REvisep
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MMMMM (AUGUST 1992)

(2) As 2 condition of receiving this grant, the grantee has sudbmitted
the certifications required by AID Regulation 8 (22 CFR Part 208) both
for 1tself ang any prospective lower tier participants fdentifyegd up to
the date of avard of the grant, The grantee also agrees to secure
required certifications from lower tier participants tdentified after
the date of the avard, to notify AID tn the event of changed
circumstances affecting the validity of 1ts certifications, to require
lower tier participants to notify the grantee n the event of changed
circumstances affecting the validity their certifications, and to
otherwise comply with AID Regulation 8 1n al} respects.

) In addition to the above, the grantee agrees that, unless
authorized by the grant officer, 1t will not knowingly enter tnto any
subagreements or contracts under this grant with a person or entity
included on the "Lists of Parties excluded from Federal Procurement or
Nonprocurement Programs.* The grantee further agrees to include the
following provision in any subagreements or contracts entered into under
this prant:

DEBARMENT, SUSPENSION INELIGIBILITY, AND YOLUNTARY EXCLUSION
(MARCH 1989)

The recipient/contractor certifies that netther 1t nor 1ts
principals s presently debarred, suspended, proposed for
debarment, declared ineligible, or voluntarily excluded from
participation in this transaction by any Federal department or

agency. %

NOMDISCRIMINATION (MAY 1986)

(This provision s applicable when work under the grant §g performed in
the U.S. or when employees are recruited in the U.S.)

No U.S. citizen or Tegal resident shal) be excluded from participation
in, be dented the benefits of, or be otherwise subjected to
discrimination under any program or activity funded by this grant on the
basis of race, color, national origin, age, handicap, or sex.

LLS OFFICTALS WOT 70 BENEFIT (NOVEMBER 1985)

No member of or delegate to the U.S. Congress or resident U.S.
Commissioner gshall be admitted to any share or part of this grant or to
any benefit that Ry arise therefrom: but this provision shali not be
construed to extend to thig grant 1f made with 3 corporation for 1ts
general benefit.

* REVISED
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1.  MONLIABILITY (MOVEMBER 1985)

AID does not assume 11ability for any third party claims for damages
arising out of this grant.

72. AMENDMENT (NOVEMBER 1985)

The grant may dbe amended by formal modifications to the basic grant
document or by means of an exchange of letters between the grant officer
and an appropriate official of the grantee.

13. MOTICES (NOVEMBER 1985)

Any notice given by AID or the grantee shall be sufficient only 1f in
writing and delivered in person, mailed, or cabled as follows:

To the AID grant officer, at the address specified tn the grant.

To grantee, at qrantie's address shown 1n the grant or to such other
address designated within the grant.

Notices shall be effective when delivered in accordance with thig
provision, or on the effective date of the notice, whichever 1s later.

*1'- METRIC SYSTEM OF MEASUREMENT (AUGUST 1952)

Wherever measurements are required or authorized, they shall be made,
tomputed, and recorded in metric system units of measurement, unless
otherwise authorized by the grant officer in writing when 1t has found
that such usage 1s Impractical or is Mkely to cause U.S. firms to
experience significant Inefficliencies or the loss of markets. HKhere the
metric system Is not the predominant standard for a parttcular
application, measurements may be exppéssed in both the matric and the
traditional equivalent units, provided the metric units are lisgted first,

*

CEND OF MANDATORY STANDARD PROVISIONS)

< ERiviszp
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OPTIONAL STANDARD PROVISIONS FOR
U.S.. NONGOVERNMENTAL GRANTEES

The fo1lovln9 standard provisions dre required to be used when appiicable.
Applicabilfty statements gre contained In the parenthetical statement
preceding the standarg provision. Khen a standarg provision s determined to
be applicable in accordance with the applicabliity statement, the use of such
standard provision 1 Bandatory unless a deviation has been approved in
accordance with Paragraph 1E of Chapter 1 of Nandbook 13,

. Check off the optional standard
provisions which are Included In the grant. Only those standard provisions
which have degn checked off are included Physically withir this grant.

Page No,
Y. OMB Approval Under the
Paperwork Reduction Act 10 —_—
2. Payment - Letter of Credit 1 —_—
J. Payment - Perfodic Advance 13 —
4.  Payment - Cost Reimbursement 15 —
5. Alr Travel ang Transportation 16 —_——
§. Ocean Shipment of Goods 20 —_—
7. Procurement of Goods and Services 21 —_—
B. AlD El1gibii1ty Rules for Goods
and Services 27 —_—
9. Subagreements N
10. Loca) Cost Finanting 33 .__~__.____.__.
1. Patent Rights 35 —
12. Publications 42 ———
13. WNegotlated Indirect Cost Rates -
Predetermined 43 —_—
14. WNegotiated Indirect Cost Rates -
Provistonal (Nonprofits) 44 ——
15. WNegotfatea Indirect Cost Rates -
Provistonal (For-profits) 46 —_———
16. Regulations Governing Employees 47
17. Participant Training 48 _—
18. Voluntary Population Planning 49 —_——
15. Protection of the Individua) as o
Research Subject 56
20. Care of Laboratory Animais 87 —_—
21. Title to ang Use of Property (Grantee
Title) 58 —_—
22. Title to and Care of Property (U.S.
Government Title) ' 63 i
23. Title to and Care of Property
(Cooperating Country Title) 67
24. Cost Sharing (Matching) n —_—
25. Use of Pouch Facilities 75 —_—
26. Conversion of United States Dollarg
to Local Currency n
27. Public Notice 18 —_—
2B. Rights 1n Data 79 —_—
% REVISED
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9 1. DMB APPROVAL UNDER THE PAPERWORK REDUCTION ACT (AUGUST 1992)

{This provision s applicable whenever any of the nine provistons below
contaiglng an Information collection requirement 1s included 1n the
grant.

Information collection requirements imposed by this grant are covered by
OMB approval number 0412-0510; the current expiration date s 7/31/94.
Identification of the Standard Provision containing the requirement and
an estimate of the public reporting burden (Including time for revieving
instructions, searching existing data sources, gathering and maintaining
the data needed, and completing and reviewing the collection of
information) are set forth below.

Standard Provision Burden Estimate
5 Alr Trave) and Transportation 1 (hour)
£ - DOcean Shipment of Goods .5
7 Procurement of Goods and Services 1
11 ¥Patent = .5
12 Publications .5
13718 Negotlated Indirect Cost Rates - 1
Predetermined and Provisional
18  Voluntary Population Planning .5
19  Protection of the Individual as a 1

Research Subject

21  Title to and Use of Property 1.5
(Grantee Titie)

Send comments regarding this burden estimate or any other aspect of this
collection of Information, Including suggestions for reducing this
durden, to the Procurement Policy and Evaluation Staff (FA/PPE), Agency
for Internationa) Development, Mashington, DC 20523-1435 and to the
Office of Mrnagement and Budget, Paperwork Reduction Project
(0412-0510), Hashington, DC 20503. ’k

% rrvisey
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2. PAYMENT - LETTER OF CREDIT (AUGUST 1992)

(This provision 15 applicable only when the following conditions are met:

(1) the total advances under al) the grantee’s cost-reimbursement contracts
and assistance Instruments with AID equal or exceed $50,000 per annum, (11)
AID Mas, or expects to have, a continuing relationship with the grantee for at
Teast one year; (111) the grantee has the ability to maintain procedures that
will minimize the time elapsing between the transfer of funds and the
disdbursement thereof; (1v) the grantee’s financial management system meets the
standards for fund control angd accountability required under the standard :
provision of this grant, entitled "Accounting, Audit, and Records" and,

(v) the foreign currency portion of the total advance under this grant 15 less
than 50T or (v1) the for:ign curiency portion of the total advance under this
grant is more than 501 but more than one foreign currency country 15 1nvolved.)

(a) Payment under this grant shall be by means of a Letter of Credit (LOC)
1n accordance with the terms and conditions of the LOC and any iInstructions
1ssued by AID's Office of Financial Management, Cash Management and Payment
Division (FA/FM/CMP).

(b) As long as the LOC 15 in effect, the terms and conditions of the LOC and
any Instructions fssued by FA/FM/CMP constitute payment conditions of thig:
grant, superseding and taking precedence over any other provision of this
grant concerning payment.

(¢)  Reporting:

(1) A "Financta! Statys Report” SF-269, shall be prepared on an accrua!l
basis and submitted quarterly no Yater than 30 days after the end of the
period, in an original and two copies to AID/FA/FM/CMP, Mashin on, D0.C.
20523-0209. If the grantee's accounting records are not normally kept on the
accrual basis, the grantee shall not be required to convert its accounting
system, but shall develop such acerual Information through best estimates
based on an analysis of the documentation on hand. The final report must be
submitted within 90 days after the conclusion of the grant to FA/FM/CMP, 1In
cidses where grants are Mission funded, the Grantee wil) forward an Information
topy to the AID Mission accounting station at the same time the orfginal s
mailed to FA/FM/CHP, AID/Mashington.

(2) The grantee shall submit an original and one copy of SF-272,
“Federal Cash Transactions Report,” within 15 working days following the end
of each quarter to FA/FM/CNP, Grantees receiving advances totaling more than
$1 mill1on per year shall submit the SF-272 on a monthly basis within 15
working days following the close of the month. Grantees shall report all cash
advances In the remarks section of SF-272. Those cash advances in excess of
immediate disbursement requirements In the hands of subrecipients or the
grantee's fleld organizations shall pe supported by short narrative
explanations of actions taken by the grantee to reduce the excess balances.
Interest earned shall be reported 1n Section 132 of the report and shall pe
paid to AlID on a Quarterly basis, unless under $100.00 per annum,

% REVISED
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* <d) I1f during the term of the grant, FA/FM/CMP belleves that the LOC should
be revoked, FA/FM/CHP may, after consultation with the ZSrant Officer and GC,
vevoke the LOC by written notification to the grantee. FA/FM/CMP shall
provide the grant officer a copy of the revocation notice and recommendation
for an alternative method of payment (periodic advance or cost reimbursement)
pased upon the reasons for the revocation. The grant officer shatl
immediately amend this agreement to provide for an appropriate altternative

method of payment.
(e) totwithstanding the foregoing, the letter of credit shall be revoked one
year after the completion date of the latest grant.

%

CEND OF STANDARD PROVISION)
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mmhﬂmm.cmm (JANUARY 1988)

(This provision 1g applicable when the conditions for use of letter of
credit cannot be met (Including those pertaining to mixed dollar and
local currency advances) ang when the grantee meets the requirements of
paragraph 1.0.6 of Handbook 13.)

(2) Periodic advances shall be Vimited to the minimum amounts nesded to
meet current disbursement needs and shall be scheduled so that the funds
are availabdle to the grantee as close as s administratively feasidle to
the actual disbursements by the grantee for program costs. Cash
advances made by the grantee to secondary recipient organlzatlons or the
grantee’s field organizations shall confora substanttally to the same
standards of timing and amount as apply to cash advances by AID to the
grantee.

(b) Grantees shal) maintain advances in Interest bearing accounts.
Advances of AID funds to subgrantees shall be maintained In interest
bearing accounts.

(t) Grantees shall syupmit requests for advances at least monthly on
SF-270, "Request for Advance or Reimbursement,” 1n an original and two
copies, to the address specified In the Schedule of this grant.

(d) The grantee shall submit one copy of SF-272, "Federa) Cash
Transactions Report,® 15 working days following the end of each quarter
to the payment office address specified In the schedule. Grantees
receiving advances totaling more than $1 mil1ton per year shall submit
SF-272 on a monthly basis within 1§ working days following the close of
the month. Grantees shall report in the Remarks section of SF-272 the
amount of cash advances 1n excess of thirty days requirement in the
hands of subreciplents or the grantee's overseas field organtzations ang
shall provide short narrative explanations of actions taken by the
grantee to reduce the excess balances,

(e) A "Finmanclal Status Report,” SF-269, shall be prepared on an
accrual basts by the grantee and submitted quarterly no Yatzr {San 30
days after the end of ths ps710d 1n an original ang two coples to the
piyment office specified In the schedule. If the grantee's accounting
records are not normlly kept on the accrual dasis, the grantee shall
not be required to convert 1ts accounting system, but shall develop such
accrual information through best estimates based on an analysis of the
documentation on hand. The final SF-269 must be submitted to the
payment office within 90 days after the conclusion of the grant.

07
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(f) 1f at any time, the AID Controller determines that the grantee has
demonstrated an unwillingness or 1nadbiiity to: (1) establish procedures
that w11l minimize the time elapsing between cash advances and the
disbursement thereof, (2) timely report cash disbursements and balances
as required by the terms of the grant, and (3) impose the same standards
of timing of advances and reporting on any subreciplent or any of the
grantee’s overseas fteld organizations; the AID Controller shall advise
the grant officer who may suspend or revoke the advance payment
procedure.

(END OF STANDARD PROVISION)



YMENT - (AUGUST 1992)

(This provision s applicable to grants for construction, or to grants
where the grantee does not meet the conditions for efther a letter of
credit or periodic advance payment.)

(2) At the end of each month of this grant, the grantee sha!l submit an
original and two coples of SF-270, "Request for Advance or
Reimbursement,® to the payment office address specified in the schedule
of this grant.

() A Final SF-270, shaly be submitted within 60 days after the
conclusion of the grant to the payment office.

% () The reports will pe Prepared on an accrual basis. However, 1f the
grantee’'s accounting records are not normally kept on an accrual dasis,
the grantee shall not be required to convert 1ts accounting system to
meet this requirement.

*
(d) Assignment of Claims (otherw!se known as assignment of proceeds) i
auvthorized under this grant and will be processed by the payment office.

(END OF STANDARD PROVISION)

ok FIVISED
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AIR TRAVEL AND TRANSPORTATION (AUGUST 1992)

(This provision is applicable when any costs for air travel or
transportation are included 1n the budget.)

(a) The grantee 1s required to notify the project officer of the
proposed itinerary for each planned international trip financed by this
grant, by providing the name of the traveller, purpose of the trip,
origin/destination (and intervening stops), and dates of travel, as far
in advance of the proposed travel as possible, but at least three weeks
before traval 1s planned to commence. International travel, as provided
for in the grant, 1s authorized unless otherw!se disapproved by the
project officar in writing prior to the commencemsnt of travel. At
least one week prior to departure, the grantee shall notify the
cognizant U.S. Mission or Embassy, with a copy to the project officer of
planned travel, identifying the travellers and dates and times of

arrival. %

(b) Trave) to certain countries shall, at AID's option, be funded from
U.S.-owned local currency. Khen AID Intends to exercise this option,
AID will, after receipt of advice of iIntent to travel required above,
either 1ssue a U.S.Government S.F. 1169, Transportation Request (GTR)
which the grantee may exchange for tickets, or AID will 1ssue the
tickets directly. Use of such U.S.-owned currencles w!ll constitute a
dollar charge to this grant.

(c) All alr travel and shipments under this grant are required to be
made on U.S. flag alr carriers to the extent service by such carriers is
available. A U.S. flag air carrier 15 defined as an alr carrier which
has a certificate of public convenience and necessity 1ssued by the U.S.
Civi] Aeronautics Board authorizing operations between the United Statss
and/or 1ts territories ang one or more foreign countries.

(d) Use of foreign air carrier service may be deemed necessary if a
U.S. flag alr carrier otherwise available cannot provide the foreign atr
transportation needed, or 1f use of such service will not accomplish the
agency's mission. Travel and transportation on non-free worid alir
carriers are not reimburseable under this grant.

(e) U.S. flag air carrier service Is considered avallable even though:

(1) Comparable or a different kind of service can be provided at
Tess cost by a Torelgn alr carrier;

(2) Foreign air carrier service 1s preferred by or 1s more
convenient for the agency or traveler; or

& Rzvszs
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(3) Service by a foreign alr carrier can be paid for 1n excess
foreign currency, unless U.S. flag afr carrfers decline to accept excess
or :oar :xcoss foreign currencles for transportation payable only out of
such monies.

(f) Except as provided in paragraph b. of this section, U.S. flag atr
carrier service must 52 used for all Government-financed commercia)
foreign uir travel 1f service provided by such carriers s availadle.
In determining availability of a U.S flag air carrier, the following
scheduling principles should be followed unless their application
results in the last or first leg of travel to or from the United States
being performed by foreign air carrier:

(1) U.S. flag atr carrier service available at point of origin
should be used to destination or in the absence of direct or through
service to the farthest Interchange point on a usually traveled route;

(2) HWhere an origin or interchange point 15 not served by U.S flag
3ir carrier, foreign afr carrier service should be used only to the
nearest interchange point on a usually traveled route to connect with
U.S. flag alr carrier service: or

(3) HWhere a U.S. flag alr carrier fnvoluntarily reroutes the
traveler via a foreign air carrier the foreign air carrier may be used
notwithstanding the avatladility of altermative U.S. flag alr carrier
service.

(g) For travel between a gateway airport in the United States (the last
U.S. airport from which the traveler's flight departs or the first U.S.
airport at which the traveler's flight arrives) and a gatevay atrport
abroad (that alrport from which the traveler last embarks enroute to the
U.S. or at which the traveler first debarks Incident to travel from the
U.S.), passenger service by U.S. flag alr carrier wi]l hot be constdered
available:

(1) Where the gateway airport abroad 15 the traveler's origin or
destination airport, and the use of U.S. flag air carrier service would
extend the time in a travel status, including delay at ortgin and
accelerated arrival at destination, by at least 24 hours more than
travel by foreign air carrier:

(2) HWhere the gateway airport abdroad 1s an interchange point, and
the use of U.S. flag afr carrier service would require the traveler to
wait six hours or sore to make connections at that point, or delayed
departure from or accelerated arrival at the gatevay alrport in the U.S.
would extend the time 1n a travel status by at least six hours more than
travel by foreign air carrfer.

(h) For travel between two points outside the U.S. the rules in
paragraphs (d) through (f) of this sectton will be applicable, but
passenger service by U.S. flag alr carrier will not be considered to be
reasonably available:
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) 1If travey by foreign air carrier would ¢liminate two or more
alrcraft changes enroute;

(2) MWhere one of the two points abroad 15 the gateway atrport (as
defined In Paragraph (g) of this section) enroute to or from the United
States, 1f the use of a U.S. flag afr carrfer would extend the time 1n a
travel status by at least six hoyrs more than trave) by forefgn afr
carrier Ingcluding accelerated arrival at the overseas destination or
delayed departure from the overseas orfgin as well as delay at the
gitevay airport or other {nterchange point abroad; or

(3) MWhere the tcave) 1 not part of & trip to or from the United
States, 1f the use of a U.S. flag alr carrfer would extend the time iIn g
travel status by at least six hours more than trave! by foreign atr
carrier includtng deday at origin, delay enroute and accelerated arrival
at destination,

(1) When travel under efther paragraph (g) or (h) of this section
involves three hours or less between origin and destination by a foreign
air carrier, U.S. flag afr carrier service will not be considered
avatlable when 1t 1nvolves twice such travel time or more.

<3) Nothing 1n the above guidelines shall preclude and no penalty shall
attend the use of a foreign afr carrier which provides transportation
under an air transport agreement between the United States and a foreign
government, the terms of which are consistent with the international
aviation policy goals set forth at 49 u.s.C. 1502(b) and provide
reciprocal rights and benefits.

(k) Where U.S. Government funds are used to reimburse the grantee's use
of other than U.S. flag air carriers for International transportation,
the grantee will {nclude a certification on vouchers fnvolving such
transportation which is essentially as follows:

“CERTIFICATION OF UNAVAILABILITY OF U.S. FLAG AIR CARRIERS. 1T hereby
certify that the transportation service for personne! (and their
personal effects) or property by certificated air carrier was
unavallable for the following reason(s).* (State appropriate reason(s)
a3 set forth above).

{1 Internationa) Travel

(1) As used herein, the tera "International travel” means trave?
to a1l countries other than those within the home tountry of the
traveler. - ' *

% REVigen
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(2) The grantee will be reimbursed for trave! and the reasonable
cost of subsistence, post differentials and other allowances pald to
employees in an international travel status in accordance with the
grantee’s established policies and practices which are uniformly applied
to federally financad and other activities of the grantee. The standard
for determining the reasonableness of reimbursement for overseas
allowance 1s the Standardized Regulations (Government Civilians, Foreign
Areas), published by the U.S. Department of State, as from time to time
amended. The most current subsistence, post differentials, and other
allomances may be obtained from the grant officer,

() This provision w111 be tnzluded fn all subgrants and contracts
which require air trave! ang transportation under this grant.

(END OF STANDARD PROVISION)
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DCEAN SHIPMENT OF GOOOS (AUGUST 1992)

(This provision s applicable when goods purchased with funds provided
under this grant are transported to cooperating countries on ocean
vessels whether or not grant funds are used for the transportation.)

(a) At least S0L of the gross tonnage of all goods purchased under this
grant and transported to the cooperating countries shall be made on
privately owned U.S. flag commercial ocean vessels, to the extent such
vessels are available at fair and reasonable rates for such vessels.

(b) At Teast 501 of the gross freight revenue generated by shipments of
goods purchased under this grant and transported to the cooperating
countries on dry cargo liners shall be paid to or for the benefit of
privately owned U.S. flag commercial ocean vessels to the extent such
vessels are available at fair and reasonable rates for such vessels.

(c) NWhen U.S. flag vessels are not avallable, or their use would result
in a significant delay, the grantee may request a determination of
non-avallability from the AID Transportation Division, Office of
Procurement, Washington, D.C. 20523, gliving the basis for the request
which will relieve the grantee of the requirement to use U.S. flag
vessels for the amount of tonnage included in the determination.
Shipments made on non-free world ocean vessels are not reimburseable
under this grant.

(d) Vouchers submitted for reimbursement which include ocean shipment
costs shall contain a certification essentfally as follows:

"1 hereby certify that a copy of each ocean bill of lading
concerned has been submitted to the U.S. Department of
Transportation, Maritime Administration, Division of National
Cargo, 400 7th Street, S.W., Washington, D.C. 20590, and that such
bills of lading state all of the carrier's charges including the
basis for calculation such as weight or cubic measurement.®

{e) Shipments by voluntary nonprofit rellef agencies (i.e., PVOs) shall
be governed by this standard provision and by AID Regulation 2,
"Overseas Shipments of Supplies by Voluntary Nonprofit Relief Agencies”
(22 CFR Part 202).

(f)- Shipments financed under this grant must meet applicable
eligibitity requirements set out 'n Handbook 1, Supplement B, Chapter 7.

(9) This provision will be included in all subagreements which will
finance goods to be shipped on ocean vessels. o

(END OF STANDARD PROVISION)
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EROCUREMENT OF GOODS AND SERVICES (NOVEMBER 1985)

(This provision 1s applicable when goods or services are procured under
the grant.) _

The grantee may use 1¢s own procurement polfcies and practices for the
procurement of goods and services under this grant, provided they
conform to all of AID's requirements 11sted below and the standard
provision entitied "AID El1gidiiity Rules for Goods and Services."

(a) General Requirements:

(1) The grantee shal! maintatn a code or standards of conduct that
shall govern the performance of 1t officers, employses or agents
engaged in the Avarding and administration of contracts using AlID
funds. No employee, officer or agent shall participate in the
selection, award or administration of a contract in which AID funds are
used, where, to that individual's knowledge, the Individual or the
individual's femediate family, partners, or organization in which the
individual or the 1ndividual's immediate femily or partners has a
financial Interest or with whom that Individual 1s negotiating or has
any arrangement concerning prospective employment. The grantee's
officers, employces or agents shall nelther solicit nor accept
gratuities, favors or anything of monetary value from contractors or
potential contractors. Such standards shall provide for disciplinary
actions to be applied for violations of such standards by the grantees’
officers, employees or agents.

(2) A1 procurement transactions shall be conducted tn a manner to
provide, to the maximum extent practical, open and free competition.
The grantee should be alert to organizational conflicts of Interest or
noncompetitive practices among contractors that may restrict or
eliminate competition or otherw!se restrain trade. 1In order to ensure
objective contractor performance and eliminate unfair competitive
advantage, contractors that davalop or drart spscifications, _
Tequirements, statements of work, fnvitations for bids and/or requests
for proposals should be excluded from competing for such procurements.
Avards shall be made to the bidder/offeror vhose bid/offer 13
responsive/responsible to the solicitation and 1s most advantageous to
the grantee, price and other factors considered. Solicitations shal)
clearly set forth all requirements that the bidder/offeror must fulfild
in order to be evaluated by the grantee. Ary and all bids/offers my be
rejected when 1t 15 1n the grantee's interesy to do so.

(3) A1) grantees shall establish procurement procedures that
provide for, at a minimum, the following procedural requirements:
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(8 }) Proposed procurement actions shall follow a
procedure to assure the avoldance of purchasing unnecessary or
duplicative items. Where appropriate, an analysis shall be made of
lease and purchase alternatives to determine which would be the most
economical practical procurement.

«“un Solicitations for goods and services shall be based
upon a clear and accurate description of the technical requirements for
the material, product or service to be procured. Such a description
shall not, In competitive procurements, contaln features which unduly
restrict competition. “Brand-name or equal” descriptions may be used as
a meidns to define the performance of other salient requirements of a
procurement and when so used the specific features of the named brand
which must be met by bidders/offerors shall be clearly specified.

(i Positive efforts shall be made by the grantee to
ut1112e smal) business and minority-owned business sources of supplies
and services. Such efforts should allow these sources the maximum
feasible opportunity to compete for contracts utilizing AID funds. To
permit AID, In accordance with the small business provisions of the
Forefgn Assistance Act of 1961, as amended, to give United States smal)
business firms an opportunity to participate In supplying commodities
and services procured under this grant, the grantee shall to the maximum
‘extent possible provide the following Information to the Office of Small
Disadvantaged Business Util1zation, AlD, Washington, D.C. 20523, at
least 45 days prior (except where a shorter time i requested of and
granted by the Office of Small and Disadvantaged Business Utilization)
to placing any order or contract In excess of $25,000:

(A) Brief general description and quantity of goods or

services;
{8) Closing date for receiving quotations, proposals, or
bids. and
(C) Address where solicitations or specifications can be
obtained.
(v The type of procuring tnstruments used, e.g. fixed

price contracts, cost reimbursable contracts, purchase orders, ince .tive
co~tracts, shall be determined by the grantee but must be appropriate
fc  the particular procurement and for promoting the best Interest of
tre progrim fnvolved. The "cost-plus-a-percentage-of-cost® method of
contracting shall pot be used.

Ml



PAGE 23 of 8)

) Contracts shall be made only with responsible
tontractors who possess the potentfal abiltty to perform successfully
under the terms and conditions of a proposed procurement. Consideration
shall be given to such matters as contractor Integrity, record of past
performance, financtal ang technical resources or accessibility to other
necessary resources.

(v1) A1l proposed sole source contracts or where only one
b1d or proposal 1s recetved In which the aggregate expenditure is
expected to exceed $5,000 shall be subject to prior approval by an
appropriate officlal within the grantee's orgarization.

(vi)) Some form of price or cost analysis should be made
in connection with every procurement action. Price anmalysis may be
accomplished in various ways, including the comparison of price
quotations submitted, market prices and similar indicta, together with
discounts. Cost analysis is the review and evaluation of each element
of cost to determine reasonableness, allocability and allowability.

(vitt) Procurement records and files for purchases in
excess of $10,000 shal) fnclude the following:

(A) Basis for contractor selection;

(B) Justification for lack of competition when
tompetitive bids or offers are not obtained;

(C) Basis for award cost or price.

x) A system for contract administration shall be
maintained to ensure contractor conformance with teras, conditions and
specifications of the contract, and to ensure adequate and timely
followup of all purchases.

() Each contract shall contain, 1n addition to provisions to define a
sound and complete contract, the following contract provisions, 1f
applicable, as well as any provision within this grant which requires
such inclusion of that provision. Whenever a provision ¥s required to
be inserted in a contract under this grant, the grantee shal) insert a
statement 1n th” contract that in a1l instances where the u.s.
Government or Ai0 15 mentioned the grantee’'s name shall be substituted.

(1) Contracts in excess of $10,000 shall contatin contractual
provisions or conditions that wil) allow for administrative, contractual
or legal remedies 1n instances in which contractors violate or breach
contract terms, and provide for such remedial actions as may be
Appropriate.
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(2) A1l contracts fn excess of $10,000 shall contain suitable
provisions for termination by the grantee including the manner by which
termination will be effected and the basis for settlement. In addition,
such contracts shall describe conditions under which the contract may be
terminzted for default as well as conditions where the contract may be
terminated because of circumstances beyond the control of the contractor.

(3> 1In all contracts for construction or facility improvement
awarded for more than $100,000, grantees shall observe generally
accepted bonding requirements.

(4) A1 contracts awarded by the grantee or subgrantee to be
performed 1n the United States having a value of more than $10,000,
shall contain a provision requiring compiiance with Executive Order
11246, entitled "Equal Employment Opportunity,” as amended, and as
supplemented in Department of Labor Regulations (41 CFR Part 60).

(5) Al contracts and subgrants in excess of $2,000 for
construction or repair to be performed In the United States awarded by
the grantee or subgrantee shall include a provision for compliance with
the Copeland "Anti-Kick Back" Act (18 U.S.C. 874) as supplemented in
Department of Labor Regulations (29 CFR Part 3). This Act proyires that
each contractor or subgrantee shall be prohibited from inducing, by any
means, any person employed in the construction, completion, or repair of
public work, to give up any part of the compensation to which that
individual 1s otherwise entitled. The grantee shall report all
suspected or reported violations to AID.

(6) HWhen required by the Federal program legislation, all
construction contracts to be performed in the United States awarded by
the grantee or subgrantee of more than $2,000 shall tnclude a provision
for compliance with the Davis-Bacon Act (40 U.S.C. 2762 to a-7) as
supplemented by Department of Labor Regulations (29 CFR Part §). Under
this Act, contractors shall be required to pay wages to laborers and
eechanics at a rate not less than the minimum wages specified in a wage
determination made by the Secretary of Labor. In addition, contractors
shall be required to pay wages not less than once a week. The grantee
shall place a copy of the current prevalling wage determination issued
by the Department of Labor in each solicitation and the award of a
contract shall be conditioned upon the acceptance of the wage
determination. The grantee shall report all suspected or reported
violations to AID. .
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(7) Where applicable, all contracts awarded by the grantee or
subgrantees 1n excess of $2,000 for construction contracts to be
performed 1n the United States and its territories and In excess of
$2,500 for other contracts that involve the employment of mechanics or
Yaborers, shall tnclude a provision for complfance with sections 103 and
107 of the Contract Work Mours and Safety Standards Act (40 U.S.C.
327-330) as supplemented by Department of Labor Regulations (29 CFR Part
$). Under section 103 of the Act, each contractor shall be required to
compute the wages of every mechanic and Taborer on the basis of a
standard work day of 8 hours and a standard workweek of 40 hours. Mork
tn excess of the standard workday or workweek 1s permissible provided
that the worker 1s compensated at a rate of not less than ) 1/2 times
the basic rate of pay for all hours worked tn excess of 8 hours in any
calendar day or 40 hours in the workweek. Section 107 of the Act 1s
applicable to construction work and provides that no laborer or mechanic
shall dbe required to work in surroundings or under working conditions
that are unsanitary, hazardous, or dangerous to the worker's health and
safety as determined under construction safety and health standards
promulgated by the Secretary of Labor. These requirements do not apply
to the purchases of suppiies of materials or articles ordimarily
available on the open market, or contracts for transportation or
transmission of intelligence.

(8) Contracts, the principal purpose of which is to create,
develop or improve products, processes or methods; or for exploration
into flelds that directly concern public health, safety or welfare: or
tontracts 1n the fields of science or technology In which there has been
Tittle stgnificant experience outside of work funded by Federal
assistance, shall contain a notice to the effect that matters regarding
rights to inventions and matertals generated under the contract are
subject to the regulations fncluded In these grant provistons. The
contractor shall be advised as to the source of additional information
regarding these matters.

(9) A1 negotfated contracts over $10,000 awarded by the grantee
shall include a provision to the effect that the grantee, AID, the
Comptroller General of the United States, or any of their duly
duthorized representatives, shall have access to any books, documents,
papers and records of the contractor which are directly pertinent to the
specific program for the purpose of making audits, traminations,
excerpts and transcriptions.

(10) Contracts in excess of $100,000 to be performed In the United
States shall contain a provision that requires the contractor to agree
to comply with all applicable standards, orders or regulations tssued
* pursuant to the Clean Alr Act of 1970 (42 U.S.C. 7401) and the Federal
Hater Pollution Control Act (33 U.S.C. 1251, et $eq.) as amended. o
Violations shall be reported to AID and the Regional Office of the
Environmental Protection Agency.
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€11) Contracts which require performance outside the United States
shall contain a provision requiring Morkmen's Compensation Insurance (42
U.S.C. 1651, ot seq.). As a genera! rule, Department of Labor walvers
will be obtained for persons employed outside the United States who are
not United States citizens or residents provided adequate protection
will be given such persons. The grantes should refer questions on this
subject to the AID grant officer.

(END OF STANDARD PROVISION)
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AID ELIGIRILITY RULES FOR GOODS AND SERVICES (AUGUST 1992)

(This provision 1s applicable when goods or services are protured under
the grant.)

) : If AID determines
that the grantee has procured any of the restricted or ineligible goods
and services specified below, or Mg procured goods and services from
unauthorized sources, and has recetved reimbursement for such purpose
without the prior writ¢en authorization of the grant officer, the
grantee agrees to refun- to AID the entire amount of the reimbursement.
AID's policy on Ineligibdle and restricted goods and services s
contained in Chapter 4 of AID Handbook 1, upplement B, entitled
“Procurement Policies™.

(D) 1n111gihlg_ﬁggﬂ;_jnj_ﬁ;:xi;g;. Under no circumstances shal)
the grantee procure any of the following under this grant:

o) Military equipment,

1) Surveillance equipment,

LERRD) Commodities and services for support of police or
other law enforcement activities,

181 Abortion equipment and services,
(v) Luxury goods and gambling equipment, or
(vi) Neather modification equipment.

* (2) Ineltgible Suppliers. Funds provided under this grant shall
not be used to procure any goods or services furnished by any firms or
individuals whose name appears on the "Lists of Partie: Excluded from
Federal Procurement and Nonprocurement Programs.® AlD wil) provide the
grantee with a copy of these 11sts upon request. %

3. Bestricted Goods. The grantee shall not procure any of the
following goods and services without the prior written authorization of
the grant officer:

) Agricultural commodities,

(1 Motor vehicles,

LSRED) Pharmaceuticals,

v) Pesticides,

(v) Rudber compounding chemicals and plasticizers,
i) Used equipment,

(vif) U.S. Government-owned excess property, or
(viil) Fertilizer.
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9% > Source and Mationality: The el1gibiiity rules for goods and
services based on source and nationality are divided into two
categories. One applies when the total procurement element during the
1ife of the grant is over $250,000, and the other applies when the total
procurement element during the 1ife of the grant fs not over $250,000,
or the grant fs funded under the Development Fund for Africa (DFA)
regardless of the amount. The total procurement element includes
procurement of all goods (e.g., equipment, materfals, supplies) and
services. Guidance on the eligibility of specific goods or services may
be obtained from the grant officer. AID policies and definitions on
source (including origin and componentry) and nationality are contained
;n‘fh:ptor S of AID Kandbook 1, Supplement B, entitled "Proturement

olicles.”

(1) For DFA funded grants or when the total procurement element
during the 1ife of this grant 1s valued at $250,000 or less, the
following rules apply:

(1) The authorized source for procurement of all goods and
services to be reimbursed under the grant 1s AID Geographic Code 935,
“Special Free Worlid," and such goods and services must meet the source
(Including ortgin and componentry) and nationality requirements set
forth In Handbook 1, Supp. 8, Chapter 5 1n accordance with the following
order of preference: *

C(A) The United States (AID Geographic Code 000),

(B) The Cooperating Country,

(C) "Selected Free Worlid" countries (AID
Geographic Code 941), and

(D) "Special Free World" countries (AID
Geographic Code 935).

(11) Application of order of preference: When the grantee
procures goods and services from other than U.S. sources, under the
order of preference In paragraph (b)(1)(1) above, the grantee shall
document its files to justify each such Instance. The documentation
shall set forth the circumstances surrounding the procurement and shall
be based on one or more of the following reasons, which will be set
forth in the grantee's documentation:

(A) The procurement was of an emergency nature, which
would not allow for the delay attendant to soliciting U.S. sources,

(B8) The price differential for orocurement from U.S.
sources exceeded by 501 or more the delivered price from the non-U.S.
source,

% Eriiszo
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(C) Compelltng local political considerations preciuded
% constideration of U.S. sources,

(D) The goods or services were not avallable from U.§.
sources, or

(E) Procurement of locally avatlable goods and services,
83 opposed to procurement of U.§. 9o0ds and services, would best promote
the objectives of the Foreign Assistance program under the grant.

(2) When the tota) procurement slement exceeds $250,000 (unless funded

by DFA), the following applies: Except as may be specifically approved

or directed 1n advance by the grant officer, all goods and services

financed with U.S. dollars, which will pe reimbursed under this grant

must meet the source (Including origin and componentry) and nationality
requirements set forth in Handbook 1, Supp 8, Chapter § for the

suthorized geographic code specified In the schedule of this grant. If

none 1s specifiod, the authorized source is Code 000, the United States. o

«) : The el1gibility of marine insurance I1s
determined by the country in which 1t 1s placed. Insurance s placed In
& country 1f payment of the Insurance premium 1s made to, and the
insurance policy 15 fssued by an fnsurance company located in that
country. Eligible countries for placement are governed by the
duthorized geographic code, except that 1f Code 941 15 authorized, the
Cooperating Country 15 also eligible. Section 604(d) of the Foreign
Assistance Act requires that 1f 5 reciptent country discriminates by
statute, decree, rule, or practice with respect to AlD-financed
procurement against any marine insurance company authorized to do
business 1n the y. S.. then any AID-financed commodity shipped to that
country shall be Insureqd agatnst marine risk and the Insurance shall pe
placed In the U. S. with 4 company or companies author!zed to do marine
fnsurance business In the U. S.

(d) Ocean and a!r transportation shall be fn accordance with the
applicable provisions contained within thig grant,

(e) : 17 the effective use
of printed or tudio-visual teaching materials depends upon thefr bein
1n the local Tanguage and 17 such materfals are Intended for technica
assistance projects or activities financed by AID in whole or 1n part
and 1f other funds including U.S.-owned or U.S.-controlled local
currencles are not readily avalladle to finance the procurement of such
materfals, Toca) language versions may be procured from the following
sources, In order of preference:
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(1) The United States (AID Geographic Code 000),

(2) The Cooperating Country,

(3) “Selected Free Morld" countries (AID Geographic
Code 941), and

€<4) *Special Free World" countries (AID Geographic
Code 899).

w

Engineering Services: Section 604(g) of the Forelgn Assistance Act
provides that AID funds may not be used for *procurement of construction
or engineering services from advanced developing countries, eligible
under Geographic Code 941, which have attained a competitive capability
1n international markets for construction services or engineering
<ervices.® 1In order to insure eligibility of a Code 941 contractor for
construction or engineering services, the grantee shall obtain the grant
officer's prior approval for any such contract.

1*? (g) This provision will be included 1n a1l subagreements which include
procurement of goods or services over $5.000. %

CEND OF STANDARD PROVISION)
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9. SUBAGREEMENTS (AUGUST 1952)

(This provision s applicable when subgrants or cooperative dgreements
are financed under the grant.)

% ) Funds provided under this grant shall not be used to support any
subrecipient whose name dppears on the "Lists of Parties Excluded from
Federal Procurement ang Nonprocurement Programs.® AID will provide the
grantee with a Copy of these lists upon request.

M aAn subagreements shal) 45 2 minlmum contain, 1n addition to
provisions to define a sound and complete agreement, the following
provisions as wel) 5 any that are specifically required by any other
provision 1n this grant. Mhenever a provision within this grant is
required to be fnserted in 3 subagreement, the grantee shall insert a
statement in the subagreement that in a1} Instances where the u.$.
Government 1s mentioned, the grantee's name will be substituted.

(1) Subagreements 1n excess of $10,000 shall contain provisions or
conditions that wil) allow for administrative or Tegal remedies in
instances where subreciptents violate subagreement terms and provide for
Such remedial action &8s may be appropriate.

2) AN subagreements 1n excess of $10,000 shall contain suftable
provisions for termination by the reciplent tncluding the manner by
which termination wil} be effected and the basts for settiement. In
addition, such subagreements shall describe conditions under which the
subagreement may be terminated for default as vell as conditions where
the subagreement may be terminated because of circumstances beyond the
control of the subrecipient.

(3 Subagreements, the principal purpose of which 1¢ to create,
develop or improve products, processes or methods; or for exploration
into fields that directly concern public health, safety or welfare: or
Subagreements 1n the fleld of science or technology 1n which there has
been 1ittle significant experfence outside of work fynded by Federa)
assistance, shall contain o notice to the effect that matters regarding

(4) A grantee that receives an AID grant and provides $25,000 or
®more of 1t during 1ts figcal yar toa sub-recipient shal) follow the
guidelines of OMB Circular A-133. The grantee shall ensure that: »
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% (1) the nonprofit institution sub-reciplents that recelve
$25,000 or more have met the aud!t requirements of OMB Clrcular A-133,
and that sub-reciplents subject to OMB Circular A-128 have met the audit
requirements of that Circular;

(11) appropriate corrective action 1s taken within six months
after receipt of the sub-reciplient audit report n instances of
noncompliance with Federa) laws and regulations;

(111)they consider whether sub-recipients audits necess!tate
adjustment of the grantee's own records; and

(1v) each sudb-reciplent 1s required to permit Independent
suditors to have access to the records and financlal statements as
necessary for the grantee-to comply with OMB Circular A-133. o”e

(END OF STANDARD PROVISION)
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LOCAL COST FINANCING (AUGUST 1952)

This provision ig applicable when the total estimated procurement
element for the 11fe of the grant 15 valued over $250,000 and the grant
15 not funded under pFaA.

(@) Financing Yocal procurement involves the use of appropriated funds
to finance the procurement of goods angd services supplied by local
businvsses, dealers or producers, with Payment normally being in the
currency of the cooperating country,

M an Tocally financed procurements must be covered by source and
nationality walvers as st forth in AID Handbook 1, Supplement B,
Chapter S with the following exceptions:

(1) Localy avallable commodities of U.S. origin, which are
otherwise eligible for financing, 1f the value of the transaction g
estimated not to exceed $100,000 exclusive of transportation costs.

(2) Commodities of geographic code 935 origin 1f the value of the
transaction does not exceed the local currency equivalent of $5,000.

(3) Commodities and services available only in the local economy
(no specific per transaction valye applies to this category). Thisg
category includes the following {tems:

() Utilities including fuel for heating and cooking, waste
disposal and trash collection;

(11) Communications - telephone, telex, fax, postal and
tourler services:

(111)Renta) costs for housing and office space;

(Yv) Petroleum, o115 and lubricants for operating vehicles and
equipment;

(v)  Newspapers, periodicals and books published in the
tooperating tountry;

(v1) Other commodities and services and related expenses that,
by their nature or as a practical matter, can only be acquired,
performed, or incurred in the cooperating country, ¢.9., vehicle
maintenance, hotel accommodations, etc.

(€) A1 procurements under grants financed with DFa funds and grants
with procurement elements of $250,000 or less are subject to the
guidance provided under standargd provision "AlD ENgIbINIty Rules for
Goods and Services.*

*
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(d) lneligible Goods and Services: Under no circumstances shail the
grantee procure any of the following under this grant:

(1) Military equipment,
€2) Survelllance equipment,

(3) Cosmodities and services for support of police or other law
enforcement activities,

(4) Abortion equipment and services,
(5) Luxury goods and gambling equipment, OF

€6) Heather modification equipment.

o (e Ineligible Suppliers: Funds provided under this grant shall not

be used to procure any goods or services furnished by any firm or
4ndividual whose name appears on the "Lists of Parties Excluded from
Federal Procurement and Nonprocurement Programs.” AID will provide the
grantee with these 14sts upon request.

(f) Restricted Goods: The grantee shall not procure any of the
following goods and services without the prior written authorization of
the grant officer:

(1) Agricultural commodities,

(2) Motor vehicles,

(3) Pharmaceuticals,

() Pesticides,

(5) Rubber compounding chemicals and plasticizers,

€6) Used squipment,

(7) U.S. Government-owned excess property, or

(8) Fertilizer.
(¢g) 1If AID d:termines that the grantee has procured any of the
restricted or ineligible goods and services specified in subparagraphs
t. through e. above, oOr has received reimbursement for such purpose
without the prior written authorization of the grant officer, the
grantes agrees to refund to AID the entire amount of the reimbursement.

(h) This provision will be tncluded 1n all subagreements where Tocal
procurement of goods or services will be required. %

(END OF STANDARD PROVISION)
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PATENT RIGHTS (AUGUST 1992)

(This provision (g applicable whenever patentable processes or practices
are financed by the grant.)

{a) Definitions.

(1) Invention means any invention or discovery which 15 or My be
g;;ontlblt or otherwise protectable under Title 35 of the United States
.. :

(2) Subject tnvention Means any invention of the grantee conceived
or first actually reduced to practice 1n the performance of work under
this agreement.

Q) Practicad application means to manufacture in the case of &
composition or product, to practice In the case of a process or method,
or to operate in the case of & michine or system; and, 1n each case,
under such conditions as to establish that the invention g being
utilized and that 1ts benefits are, to the extent permitted by law or
Government regulations, available to the public on reasonable terms.

(4) Made when ysed 1In relation to any invention means the
conception or first actual reduction to pract.ce of such invention.

(5> Small bustness firm means a domestic small business concern as
defined at Section 2 of Public Law 85-536 (1§ U.S.C. 632) and
implementing regulations of the Administrator of the Small Business
Administration. Ffor the purpose of this clause, the size standards for
small business concerns fnvolved 1n Government procurement and
subcontracting at 13 CFR 121.3-8 and 13 CFR 121.3-12, respectively,
shall be used.

(6) Nonprofit organization neans a domestic university or other
institution of higher education or an organization of the type described
In Section 501(c)(3) of the Internal Revenue Code of 1954 (26 u.S.C.
501(¢)) and exempt from taxation under Section 501(a) of the Interna)
Revenue Code (26 U.S.cC. 501(a)) or any domestic nonprofit sclentific or
any educational organization qQualified under a state nonprofit
organization statute.

4] 1 : The grantee my retain the
entire right, title, and Interest throughout the world to each subject
invention subject to the provisions of this clause angd 35 U.S.C. 203.
With respect to any subject fnvention n which the grantee retaing
title, the Federal Government shall have a non-exclusive,
non-transferadble, frrevocable, pald-up license to practice or have
practiced for or on behalf of the United States the subject tnvention
throughout the world.


http:pract.ce

PAGE 36 of 81

9% <o) Invention Disclosure, Election of Title, and Filing of Patent
Applications by Grantee:

(1) The grantee shall disclose each subject invention to AID
within tvo months after the Inventor discloses 1t in writing to grantee
personne] responsible for patent matters. The disclosure to AID shall
be in the form of a written report and shall identify the grant under
which the invention was made and the inventor(s). It shall be
sufficiently complete in technical detall to convey a clear
understanding, to the extent known at the time of the disclosure, of the
nature, purpose, operation, and the physical, chemical, blological or
electrical characteristics of the invention. The disclosure shall also
tdentify any publication, on sale or public use of the invention and
whether a manuscript describing the invertion has been submitted for
publication and, 1f so, whether 1t has been accepted for publication at
the time of disclosure. In addition, after disclosure to AID the
grantee shall promptiy notify AID of the acceptance of any manuscript
describing the Invention for publication or of any on sale or public use
planned by the grantee.

(2) The grantee shall elect §n writing whether or not to retain
title to any such inventton by notifying AID within two years of
disclosure to AID. However, in any case where publication, on sale, or
public use has initiated the one-year statutory period wherein valid
patent protection can stil1) be obtained iIn the United States, the period
of election of title may be shortened by AID to & date that 1s no more
than 60 days prior to the end of the statutory period.

(3) The grantee shall file 1ts infitia) patent application on a
subject invention to which it elects to retain title within 1 year after
election of title or, If earller, prior to the end of any statutory
period wherein valid patent protection can be obtained 1n the United
States after a publication, on sale, or public use. The grantee shall
file patent applications in additional countries within either ten
months of the corresponding initial patent application or six months
from the date oermission 1s granted by the Commissioner of Patents and
Trademarks to file foreign patent applications where such filing has
deen prohibited by a Secrecy Order.

(4) Requests for extension of the time for disclosure to AID,
election, and filing may, at the discretion of AID, be granted.

(d) Conditions When the Government May Obtain Title:
The grantee shall convey to AID upon written request, title to any *
subject invention:
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(1) If the grantee falls to disclose or elect the subject
invention within the times specified in (c) above, or elects not to
retain titie. AlD My only request title within sinty days after
learning of the grantee's fallyre to report or elect within the
specified times.

(@) In those countries In v ich the grantee falls to f1le patent
applications within the times sp.cified In (¢) above; provided, however,
that 1f the grantee has f11ed a patent application 1n a country after
the times specified 1n (c) above, but prior to {ts receipt of the
written request of AID the grantee shall cont'nue to retain title in

Y

(3) 1In any country In which the grarcee decides not to continye
the prosecution of any application for, to Pay the maintenance fees on,
or defend in reexamination or opposition proceeding on a patent on a
subject iInvention.

(@) Minimum Rights to Grantes:

(1) The grantee shall retain a nonexclusive, royalty-free license
throughout the world 1n each subject tnvention to which the Government
obtains title except if the grantee fatls to disclose the subject
invention within the times specified 1n (c) above. The grantee's
Ticense extends to its domestic subsidiaries and affilfates, 1f any,
within the corporate structure of which the grantee 13 party and
includes the right to grant sublicenses of the same scope to the extent
the grantee was legally obligated to do so at the time the grant wasg
Swarded. The license ig transfcrablo'only with the approval of AID
except when transferred to the successor of that part of the grantee's
business to which the invention pertains.

(2) The grantee's domestic license My be revoked or modified by
AID to the extent necessary to achieve expeditious practical application
of the subject Ynvention pursuant to an application for an exclusive
11cense submitted 1n dccordance with applicable provisions in 37 CFR
Part 4 ang agency licensing roguIations (1f any). T™Ms 1icense shall
not be revoked fn that fleld of use or the geographical areas 1n which
the grantee has achieved practical application and continues to make the
benefits of the fnvention reasonably accessible to the pudblic. The
license 1n any foreign country may be ravoked or modified at the
discretion of AID to the extent the grantee, 1ts Hcensees, or 1ts
domestic subsidiaries or affiliates have fafled to achteve practica)
application in that forefgn country. o
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* (g) : The grantee shall {nclyde this
standard provision suitably modified to identify the parties, 1n an
Subagreements ang contracts, regardless of tier, for experimentsl,
developmental, or research work to be performed by a small business firm
Or nonprofit organization. The subreciplent or contractor shall retatin
all rights Provided for the grantee {n this standard provision, and the
grantee shall not, as part of the consideration for avarding the
contract or subagreement, odtatn rights in the contractor's or
subreciplent’s subject inventions.

h) Zation of Sy fions:

The grantee agrees to sudbmit on request perfodic reports no more
frequently than annually on the utilfzation of a subject invention or on
efforts at obtaining such utilization that are boinf made by the grantee
or 1ts Yicensees or assignees. Such reports shall include information
regarding the status of development, date of first commercial sale or
Use, gross royalties recetved by the grantee, and such other data ang
information as AID May reasonably specify. The grantee also agrees to
provide additional reports as may be requested by AID 1n connection with
any march-n proceedings undertaken by AID 1n accordance with paraaraph
(3) of this provision. As required by 35 usC 202(c)(5), AlD agrevs
that, to the extent permitted by law, 1t shall not disclose such -
information to persons outside the Government.

) :
Notwithstanding any other provision of this clause, the grantee agrees
that netther 1t nor any assignee will grant to any person the exclusive
Tight to use or sell any subject fnvention 1n the Unfted States unless
Such person agrees that any products embodying the subject Invention
shall be manufactured substantially 1n the United States. However, in
1ndividua) cases, the requirement for such &n agreement may be watved by
AlD vpon a showing by the grantee or 1ts assignee that reasonable but
unsuccessful efforts have been made to grant licenses on similar terms
to potential licencess that would be Hkely to manufacture substantially
in the United States or that under the Clrcumstances domestic
manufacture 13 not comnercially faasible.

(&) - : The grantee agrees that with respect to any
subJect Invention in which it has acquired title, AID has the right in
accordance with the procedures in 37 CFR 401.6 and any supplemental
agency regulations, to require the grantee, an assignee or exclusive
licensee of a sub?oct invention to grant a non-exclusive, partially
exclusive, or exclusive Ticense in any field of use to a responsible
applicant or applicants, upon terms that are reasonadile under the
circumstances, and 1f the grantee, assignee, or exclusive licensee
refuses such a request, AID has the right to grant such & license 1tselr
1f AID determines that:
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1’k €1) Such action Vs necessary because the grantee or assignee has
not taken or 1s not expected to take within a reasonable time, effective
::cg; tg achieve practical application of the subject invention in such

01d of use;

£2) Such action 1s necessary to alloiiato health or safety needs
7?1ch are not reasonably satisfied by the grantee, assignes, or thelir
censees;

€3) Such action is necessary to meet requirements for public use
specified by Federal regulations and such requirements are not
reasonadbly satisfiad by the grantee, assignee, or licensees; or

(8) Such action 13 necessary because the agreement required by
paragraph (1) of this clause has not been obtained or waived or because
a license of the exclusive right to use or sell any subject tnvention in
the United States 1s 1n breach of such agreement.

(k) Specin) Provisions for Grants with Nonprofit Organizations:
If the grantee 1s a nonprofit organization, 1t agrees that:

1) Rights to a subject invention in the United States may not be
assigned without the approval of AID, except where such assignment is
made to an organization which has as one of its primary functions the
management of tnventions; provided that such assignee shall be sudbject
to the same provisions as the grantee.

(2) The grantee shall share royalties collected on a subJect
invention with the inventor including Federal employes coinventors, when
AID deems 1t appropriate when the subject invention 1s assigned in
accordance with 35 U.S.C. 202(e) and 37 CFR 401.10;

(3) The balance of any royalties or income earned by the grantee
with respect to subject inventions, after payment of expenses (including
payments to inventors) incidental to the administration of subject
12vont:ons. shall be utilized for the support of sclentific research or
aducation. :

(8) It w111 make efforts that are reasonable under the
circumstances to attract Vicensees of subject Inventions that are small
business firms, and 1t will give preference to & small business firm
when 1icensing a subject invention if the grantee determines that the
smal) business firm has a plan or proposal for marketing the invention
which, 1f executed, 1s equally as likely to brins the invention to
practical application as any plans or proposals from applicants that are
not small business firms; provided, that the grantee is also satisfied
that the small business firm has the capability and resources *
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® to carry out 1 P1an or proposal. The gectston whether to give a
preference 1n Iy specific case wil) pe ot the discretion of the
grantee. However, the grantes agrees that the Secretary of Commerce My
review the grantee's Heensing program ang decisions regarding smal)
business applicants, ang the grantee shalt negotiate changes to 1t
Ticensing policies, procedures, or practices with the Secretary of
Commerce when the Secretary's review discloses that the grantep tould
take reasonadil, steps to more offectively inplament the requirements of
this subparagraph (k)(4). %

M : Communications comrerning this proviston shal)
be addressed to the grant officer at the address shown In this grant.

(END OF STANDARD PROVISIDN)
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72. BUBLICATIONS (AUGUST 1992)

(Thl: grov!sion fs applicable when publications are financed under the
grant.

% <) AID shall be prominently acknowledged in all publications, videos
or other Information/media products funded or partially funded through
this grant, and the product shal) state that the views expressed by the
author(s) do not necessarily reflect those of AID. Acknowledgements
should 1dentify the sponsoring A1D Office and Bureau or Mission as well
:31;hc U.S. Agency for International Development substantially as

ollows:

*This [publication, video or other information/media product
Cspecify)) was made possible through support provided by the Office
of , Bureau for . U.S. Agency
for International Development, under the terms of Grant No. __ .
The opinions expressed herein are those of the author(s) and do not
necessarily reflect the views of the U.S. Agency for International
Development.”

(d) Unless the grantee is Instructed otherwise by the cognizant
technical office, publications, videos or other information/media
products funded under this grant and intended for general readership or
other general use will be marked with the AJD logo and/or U.S. AGENCY
FOR INTERNATIONAL DEVELOPMENT appearing either at the top or at the
dottom of the front cover or, if more suitable, on the first inside
title page for printed products, and in equivalent appropriate location
in videos or other Information/media products. Logos and markings of
co-sponsors or authorizing Institutions should be similarly located and
of similar size and appearance.

(t) The grantee shall provide the AID project officer and POL/CDIE,
Room 215, SA-18, Washington, DC 20523-1802, with one copy each of all
published works developed under the grant and with 1ists of other
written work produced under the grant.

{(d) 1In the event grant funds are used to underwrite the cost of
publishing, In 1ieu of the publisher assuming this cost as 1s the normal
practice, any profits or royalties up to the amount of such cost shall
be credited to the grant unless the schedule of the grant has identified
the profits or royalties as program income.

(e) Except as otherwise provided in the terms and conditions of the
grant, the author or the recipient is free to copyright any books,
publications, or other copyrightable materials developed in the course
of or under this grant, but AID reserves a royalty-free nonexclusive and
irrevocable right to reproduce, publish, or otherwise use, and to
authorize others to use the work for Goverament purposes.

(END OF STANDARD PROVISION)
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MEGOVIATED INDIRECT COST RATES - PREDETERMINED (AUGUST 19%92)

(This provision 15 applicable to educationa! o nonprofit institutions
;ho:e ;ndiroct cost rate(s) under thig grant are on a predetermined
asis.,

(2) The allovadle indirect costs under this grant shall be obtalned by
applying predetermined fndirect cost rate(s) to the base(s) agreed upon
by the parties, as specified In the schedule of this grant.

() Mot Yater than 13 months after the close of the grantee's fisca)
year, the grantee shal) submit to the cognizant Government Avdit
Activity the required OMB Clircular A-133 audit, a proposed predetermined
Indirect cost rate(s), and supporting cost data. In the event AID {5
the cognizant agency or no cognizant agency has been designated, the
grantee shall submit Copy of the proposed predetermined Indirect cost
rate(s) and supporting cost data to the AID Inspector General,
Mashington, DC 20523, and to the Overhead and Specia) Costs - Contract
Closeout Branch, Office of Procurement, Mashington, DC 20523. The
proposed rate(s) shall be based on the grantee's actual cost experience
during that fiscal year. Negotiations of predetermined indirect cost
rate(s)'shall begin as soon as practical after receipt of the grantee's
proposal.

) Allowability of costs and acceptability of cost allocation methods
shall be determined in accordance with the provisions of the applicable
cost principles in effect on the date of this grant.

<d4) Rates for subsequant periods shall be negotiated and the results of
edch negotiation shal) be set forth in a written indirect cost rate
agreement executed by both parties. Such agreement shal) pe
automatically fncorporated into this grant upon execution and shall
specify (1) the agreed upon predeterminad rate(s), (2) the base(s) to
which the rate(s) apply, (3) the fiscal year (unless the parties agree
to a different period) for vhich the rate(s) apply, and (4) the specific
1tems treated as direct costs or any changes 1n the items previously
agreed to be direct costs. The indirect cost rate agreement shall not
change any monetary cefling, grant obligation, or specific cost
allowance or disallowance provided for in this grant,

(¢) Pending establishment of predetermined indirest costs rate(s) for
any fiscal year or different period agreed to by the parties, the
grantes shall be refmbursed oither at the rate(s) fixed for the previous
fiscal year or other period or at billing rate(s) acceptable to the AID
grant officer subject to appropriate adjustment when the fina) rate(s)
for the fiscal year or other period are established.

* Rrvise

{n T



14.

PAGE 44 of 81

MEGOTIATED INDIRECY COST RATES - PROVISIONAL (AUGUST 1992)

(This provision is applicable to any EDUCATIONAL OR NONPROFIT
INSTITUTION which does not have predetermined Indirect cost rate(s);
however, 1t shall also be Included when the NEGOTIATED INDIRECT COST
RATES - PREDETERMINED standard provision 1s used.)

Ca) A provisional indirect cost rate(s) shall be established for each
of the grantee's accounting perfods during the term of this grant.
Pending establishment of a final rate(s), the parties have agreed that
provisional payments on account of allowable indirect costs shall be at
the rate(s), on the base(s), and for the periods shown in the schedule
of this grant.

(b) WMot Tater than 13 months after the close of the grantee's fiscal
year, the grantee shall submit to the cognizant Government Audit
Activity, in accordance with the requirements of OMB Circular A-133, an
audit report along with proposed final indirect cost rate(s) and
supporting cost data. In the event AID 1s the cognizant agency or no
cognizant agency has been designated, the grantee shall submit seven
copies of the OMB Circular A-133 audit along with the proposed final
indirect cost rate(s) and supporting cost data to the AID Inspector
Genera), Washington, DC 20523, and a copy to the Overhead and Special
Costs - Contract Closeout Branch, Office of Procurament, Washington, OC
20523. The proposed rate(s) shall be based on the grantee's actual cost
experience during that fiscal year. Negotiations of final iIndirect cost
rate(s) shall begin as soon as practical after receipt of the grantee's
proposal.

(¢) Allowability of costs and acceptability of cost allocation methods
shall be determined in accordance with the applicable cost principles in
effect on the date of this grant.

(d) The results of each negotiation shall be set forth In a written
indirect cost rate agreement executed by both parties. Such agreement
shall specify (1) the agreed upon final rate(s), (2) the base(s) to
which the rate(s) apply, and (3) the period for which the rate(s)
apply. The indirect cost rate agreement shall not change any monetary
ceiling, grant obligation, or specific cost allowance or disallowance
provided for in this grant.

(e) Pending establishment of final Indirect cost rate(s) for any
period, the grantee shall be reimbursed either at negotiated provisioma!
rate(s) as provided above or at billing rate(s) acceptable to the grant
officer, subject to appropriate adjustment when the final rate(s) for
that period are established. To prevent substantial over or under
payment, the provisional or billing rate(s) may, at the request of
either party, be revised hy mutual agreement, either retroactively or
prospectively. Any such revision of negotiated provisional rate(s)
provided 1n this standard provision shall be set forth in a mogification
to this grant.

af¢ REVISED
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(f) Any failyre by the parties to agree on final rate(s) under this
standard provigion ghal) be considered a dispute within the maning of
the standard provision of this grant entitled "Dispute” and shall be
disposed of In accordance therewith.

(END OF STANDARD PROVISION)
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MEGOTIATED INDIRECT COST RAYE - PROVISIONAL (AUGUST 1992)

(This provision fs applicable to FOR-PROFIT organizations whose indirect
cost rate(s) under this grant are on a provisional basis.)

(8) Unti] final annual Indirect cost rate(s) are established for any
period, the grantee shall be reimbursed efther at the provisional
rate(s) for the previous fiscal year or other period, or at billing
rates acceptable to the AID grant officer subject to appropriate
adjustment when the fina) rate(s) for the fisca! year or other period
arg established, depending on the availability of funds.

(b) The allowable indirect costs under this grunt shall be obtained by
applying final indirect cost rate(s) to the base(s) agreed upon by the -
parties, as specified in the schedule of this grant.

{t) Final annual indirect cost rate(s) and the appropriate bases shall
be established in accordance with Subpart 42.7 of the Federal
Acquisition Regulation (48 CFR Ch.1) In effect for the period covered by
the indirect cost rate proposal.

(d) Wot later than 90 days after the close of the grantee's fiscal
year, the grantee shall submit to the cognizant Government Audit
Activity proposed final indirect cost rate(s) and supporting cost data.
In the event AID 15 the cognizant agency or no cognizant agency has been
designated, the grantee shall submit a copy of the proposed final
indirect cost rate(s) and supporting cost data to the AID Inspector
General, Washington, DC 20523, and to the Overhead and Speclal Costs -
Contract Closeout Branch, Office of Procurement, Washington, DC 20523.
The proposed rate(s) shall be based on the grante2's actual cost
experience during that fiscal year. Negotiations of final indirect cost
rate(s) shal) begin as soon as practical after receipt of the grantee's
proposal.

(e) Allowabllity of costs and acceptab)ifty of cost allocation methods
shall be determined in accordance with the provisions of the applicable
cost principles in effect on the date of this grant.

(T) Rates for subsequent periods shall be negotiated and the results of
each negotiation shall be set forth in a written iIndirect cost rate
agreement executed by both parties. The agreement shall specify (1) the
agreed upon fi-al annual Indirect cost rate(s), (2) the bas!s to which
the rate(s) ap:iy, (3) the periods for which the rates apply, and (&)
any specific ttems treated as direct costs or any changes in the items
previously agreed to be direct costs. The final Indirect cost rate
agreement shall not change any monetary celling, grant obligation, or
specific cost allowance or disallowance provided for in this grant.

€9) Any fallyre by the parties to agree on any final Indirect cost
rate(s) under this provision shall be a dispute within the meaning of
the Disputes provision. o”*

“END OF STANDARD PROVISION)
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REGULATIONS GOVERNING EMPLOYEES (AUGUST 1992)

(The following applies to the grantee's employees who are not citizens
of the cooperating country.)

(a) The grantee's employees shall maintaln private status and may not
rely on local U.S. Government offices or facilities for support while
under this grant.

(d) The sale of personal property or automobiles by grantee employees
and their dependents in the foreign country to which they are assigned
shall be subject to the same 1imitations and prohibitions which apply to
direct-hire AID personne! employed by the Mission, Including the rules
contained 1n 22 CFR Part 136, except as this may conflict with host
government regulations. ' b -

(¢) Other than work to be performed under this grant for which an
employee 15 assigned by the grantee, no employee of the grantee shall
engage directly or indirectly, either in the individual's own name or in
the name or through an agency of another person, in any business,
profession, or occupation in the foreign countries to which the
individual 15 assigned, nor shall the individual make loans or
investments to or in any business, profession or occupation in the
foreign countries to which the individual s assigned.

(d) The grantee's employees, while in a foreign country, are expected
to show respect for 1ts conventions, customs, and Institytions, to abide
by 1ts applicable laws and regulations, and not to interfere in its .
internal political affairs.

(e) 1In the event the conduct of any grantee employee is not in
accordance with the preceding paragraphs, the grantee's chief of party
shall consult with the AID Mission Director and the employee fnvolved
and shall recommend to the grantee a course of action with regard to
such employee.

(f) The parties recognize the rights of the U.S. Ambassador to direct
the removal from a country of any U.S. citizen or the discharge from
this grant of any third country national when, fn the discretion of the
Ambassador, the interests of the United States so require.

(g) If it is determined, under elther (e) or (f) above, that the
services of such employee shall be terminated, the grantee sha’! use fits
best efforts to cause the return of such employee to the United States,
or point of origin, as appropriate.

(END OF STANDARD PROVISION)
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18. YOLUNTARY POPULATION PLANNING (AUGUST 1986)

(This proviston 1g applicable o all grants fnvolving any aspect of
voluntary population planning activities.)

(@) Yoluntary Partigipyticn:

(1) The grantee dgrees to take any steps necessary to ensure that
funds made avatlaple under this grant will not be used to coerce any
individual to practice methods of family planning Inconsistent with such
individual's mora), Philosophical, or religious beltefs. Further, the
grantee agrees to conduct f1ts activities 1n o manner which safeguards
the rights, health and weifare of all individuals who take part fn the

program.

(2) Activities which provide family planning services or
information to Individuals, financed 1n whole or in part under this
agreement, shall provide a broad range of family planning methods and
services avatlable 1n the country 1n which the activity i conducted or
shall provide information to such individuals rega~ding where guch
®ethods and services may be obtatned.

) Mmmnﬂﬂ-ﬁmmw_zmxmmmmr

(1) None of the funds made available under thig grant shall be
used to pay for the performance of involuntary sterilization 23 2 method
of family planning or to coerce or provide any financial Incentive to
any person to practice sterilization,

(2) The grantee shall engure that any surgical steril1zation
procedures supported In whole or in part by funds from this grant are
performed only after the individua) has voluntarily gone to the
treatment facility and has given Informed consent to the ster111zation
procedure. Informed consent means the voluntary, knowing assent from
the Individual after being advised of the surgical procedures to be
followed, the attendant discomforts and risks, the benefits to be
expected, the availabiifty of alternative methods of family planning, _
the purpose of the operation and its Irrevorsibility, and the option to
withdraw consent anytime prior to the operation. An individual's
consent s considered voluntary 4f 1t is based upon the exercise of free
cholice and 15 not obtained by any special Inducement Or any element of
force, fraud, decelt, duress, or other forms of coercion or
misrepresentation.

P,,r ~ ,-A\',f.\‘ _,,‘~_T‘: F Cop\‘;
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€3) Further, the grantee shall document the patient's Informed
consent by (1) a written consent document 1n a lan vage the patient
understands and speaks, which explains the basic elements of informed
consent, as set out above, and which 13 signed by the iIndividual and by
the attending physiclan or by the authorized assistant of the attending
physiclan; or (11) when a patient 1s unable to read adequitely a written
certification by the attending physician or by the authorized assistant
of the attondln' physician that the basic elements of Informed consent
above were orally presented to the patient, and that the patient
thereafter consented to the performance of the operation. The receipt
of the oral explanation shall be acknowledged by the patient's mark on
the certification and by the signature or mark of a witness who shall be
of the same sex™and speak the same language as the patient.

(4) Coples of informed consent forms and certification documents
for each voluntary sterilization procedure must be retained by the
grantee for a period of three years after performance of the
sterilization procedurs.

(c) Prohibition on Abortion-Related Activities:

(1) Mo funds made avallable under this grant will be used to
finance, support, or be attributed to the following activities: (1)
procurement or distribution of equipment iIntended to be used for the
purpose of inducing abortions as a method of family planning; (11)
special fees or incentives to women to coerce or motivate them to have
abortions; (111) payments to persons to perform abortions or to solicit
persons to undergo abortions; (1v) Information, education, tratning, or
communication programs that seek to promote abortion as a method of
family planning; and (v) lobbying for abortion.

(2) %o funds made avatlable under this grant will be used to pay
for any biomedical research which relates, in whole or in part, to
Mthods of, or the performance of, abortions or invcluntary
sterilizations as a means of family planning. Epidemiologic or
descriptive researc <o assess the Incidence, extent or consequences of
abortions 1s pot preciuded.

(d> Ineligibllity of Foreign Nongovernmental Qrganizations That Perform
or Actlualy Promote Abortion As A Method of Family Planning:

(1)  The grantee agrees that 1t will not furnish assistance for
family planning under this grant to any foreign nongovernmental
organization which performs or actively promotes abortion as 3 method of
family planning 1n AID-recipient countries or which provides financlal
support to any other foreign nongovernmental organization that conducts
suct activities. For purposes of this paragraph d., a foreign
nongevernmental organization 1s a nongovernmental organization which Is
not organized under the laws of any State of the United States, the
Distrizt of Columbla or the Commonwealth of Puerto Rico.
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@) Prior to furnishing funds provided under this grant to another
nongovernmental organization organized under the laws of any State of
the Uniteg States, the District of Columbla, or the Commonwealth of
Puerto Rico, the grantee shall obtain the written agreement of syuch
organization that the organization shall not furnish assistance for
fanily planning under this grant to any foreign nongovernments
organization except under the conditions ang requirements that are
8pplfcable to the grantee as set forth In this paragraph (d).

(3) The grantes may not furnish assistance for family planning
under this grant to a foreign nongovernsental organization (the
subrecipient) unless;

(1) the subreciplent certifies 1n writing that 1t does not
perform or actively promote abortion ag & method of family planning tn
AlD-recipient countries and does not provide financial support to any
Other foretign hongovernmental organization that conducts such
activittes, and

(11) the grantee obtains the written agreement of the .
subreciplent containing the undertakings described in subparagraph 4.,
below,

(4) Prior to furnishing assistance for family planning under this
grant to a subrecipient, the subreciplent must agree in writing that:

(1) The subrecipient will not, while receiving assistance
under this grant, perform or actively promote abortion 435 3 method of
family planning in AlD-recipient countries or provide financial support
to other foreign hongovernmental organizations that conduct such
activities.

(11) The grantee and duthorized representatives of AlD may, at
any reasonable time, (A) Inspect the documents and materfals maintained
Or prepared by the subreciplent 1n the usual course of 1ts operations
that describe the family planning activities of the subrectpient,
1nclud1nf reports, brochures and service statistics; (B) observe the
family planning activity conducted by the subreciplent; (C) consult with
family planning personne! of the subreciplent; and (D) obtatn a copy of
the audited financial statement or report of the subrectpient, 1f there
13 one.

(11)In the event the grantee or AID has reasonable cause to
believe that o subrecipient may have violated 1¢ts undortckinf not to
perform or actively promote abortion as a method of family p anning, the
grantee shall reviev the family planning program of the subrecipient to
deteraine whether a violation of the undertaking hag occurred. The
subreciplent shall myke avallable to the grantee such books ang records
and other Information as My be reasonadly requested 1n order to conduct
the review. AlD may 2150 review the family planninf program of the
subreciplent under these circumstances, and AlD shall have access to
such books and records and Information for inspection upon request.

Jox
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(1v) The subrecipient shall refund to the grantee the entire
amount of assistance for fanily planning furnished to the subreciplent
under this grant 1n the event 1t i determined that the certification
provided by the subreciplent uynder subparagraph (3), above, 1s false.

(v) Assistance for family planning provided to the
subrecipient under this grant shall be terminated 1f the subreciplent
violates any yndertaking in the agreement required by subparagraphs (J)
and (4), and the subreciplent shall refund to the grantee the value of
any assistance furnished under this grant that 1s used to perform or
actively promote abortion as a method of faaily planning.

(v1) The subreciplent may furnish assistance for family
planning under this grant to another foreign nongovernmental
organization (the sub-subreciptent) only 1f (A) the sub-sudbrectplent
certifies In writing that 1t does not perform or actively promote
abortion as a method of family planning in AID-recipient countries and
does not provide financial support to any other foreign nongovernmental
organization that conducts such activities and (B) the subrecipient
obtains the written agreement of the sub-subrecipient that contains the
same yndertakings and obligations to the subrecipient as those provided
by the subrecipient to the grantee as described In subparagraphs
(4)(1)-(v), above.

(5) Agreements with subrecipfents and sub-subreciplents required
under subparagraphs (3) and (4) shall contaln the definttions set forth
In subparagraph (10) of this paragraph (d).

(6) The grantee shall be 11able to AID for a refund for a
violation of any requirement of this paragraph (d) only 1f (1) the
grantee knowingly furnishes assistance for family planning to a
subrecipient who perforams or actively promotes abortion as a method of
family planning, or (11) the certification provided by a subrecipient 1
false and the grantee falled to make reasonable efforts to verify the
validity of the certification prior to furnishing ussistance to the
subreciplent, or (111) the grantee knows or has reason to know, by
virtue of the monitoring which the grantee s required to perfora under
the terms of this grant, that a subreciplent has violated any of the
undertakings required under subparagraph (4) and the grantee falls to
terminate assistance for famtly planning to the subreciplent, or fallg
to require the subrecipient to terminate such assistance to a
sub-subreciplent which violates any undertaking of the agreement
required under subparagraph (4)(v1), above. If the grantee finds, In
exercising 1ts monitoring responsibility under this grant, that 2
subrecipient or sub-subrecipient recelves frequent requests for the
information described In subparagraph 011 AIII), below, the
grantee shall verify that this information 1 being provided properly in
accordance with subparagraph (10)(4114)(AX(II) and shall describe to AID
the reasons for reaching 1ts conclusion.
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{7) In submitting a request to AID for approval of a grantee's
decision to furnish assistance for family planning to a subreciplent,
the grantee shal) include a description of the efforts made by the
grantee to verify the validity of the certification provided by the
subrecipient. AlD Sy request the grantee to make additiona!) efforts to
verify the validity of the certification. AID will inform the grantee
in writing when AID 15 satisfied that reasonable efforts have been
®ade. If AID concludes that these efforts are reasonable within the
aeaning of sudparagraph (6) above, the grantee shall not be 11able to
AID for a refund 1n the event the subreciplent's certification 15 falg,
unless the grantee knew the certification to be false or misrepresented
to AID the efforts made by the grantee to verify the validity of the
Certification.

(8) It s understood that AID also may make independent fnquiries,
in the community served by a subrecipient or sub-subrecipient, regarding
-?oth:r it performs or actively promotes abortion as a method of fanily
planning,

(9) A subreciplent must provide the certification required under
subparagraph (3) and sub-subreciplent must provide the certification
required under subparagraph (4)(v1) each time 2 new agreement 1
executed with the subreciplent or sub-subreciptent furnishing assistance
for family planning under the grant.

(10) The following definitions apply for purposes of this paragraph
(d):

(1 Abortion 15 a method of family planning when 1t 9
for the purpose of spacing births. Thig Includes, but 15 not Vimited
to, abortions performed for the Physical or oental health of the mother
but does not include abortions performed 1f the 11fe of the mother would
be endangered 1f the fetus were cirried to term or abortions performed
following rape or incest (since abortion under these circumstances g
not & family planning act).

o1 To perform abortions means to operate a faciltty
wherg abortions are performed as a mthod of family planning. Excluded
from this definition are ¢linics or hospitals which do not Include
akortion in their family planning programs.

(1) To actively promote abortion means for an
organization to commit resources, financia) or other, 1n a substantia!
or continuing effort to Increase the avallability or use of abortion as
8 ®ethod of family planning.

-
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(A) This iIncludes, but is not 1imited to, the following:

(9§) Operating a family planning counseling
service that includes, as part of the regular program, providing advice
and Information ro?arding the benefits and avallability of abortion as a
sethod of family planning;

an Providing advice that abortion 15 an
avallable option In the event other methods of family planning are not
used or are not successful or encouraging women to consider abortion
(passively responding to a question regarding where a safe, legal
abortion may be obtained 1s not considered active promotion {f the
question 1s specifically asked by a woman who 13 already pragnant, the
woman clearly states that she has dlready decided to have a lega)
abortion, and the family planning counselor reasonably believes that the
ethics of the medical profession 1n the country require a response
regarding where 1t may be obtained safely);

(IIn Lobbying a foreign government to legalize
or make avatlable abortion as a method of family planning or lobbying
such a government to continue the legality of abortion as a method of
family planning;

- (V) Conducting a public information campaign
1n AID-reciplent countries regarding the benefits and/or avallability of
dbortion as a method of family planning.

(8) Excluded from the definttion of active promotion of
abortion as a method of family planning are referrals for abortion as a
result of rape, Incest or 1f the 11fe of the mother would be endangered
If the fetus were carried to term.

(C) Action by an individua) acting in the Individual's
tapacity shall not be attributed to an organization with which the
fndividual 15 assoclated, provided that the organization neither
endorses nor provides financial support for the action and takes
reasonable steps to ensure that the Individual does not improperly
represent that the Individual 1s acting on behalf of the organization.

(v) To furnish assistance to a foreign nongovernmental
organization means to provide financial support under this grant to the
family planning program of the organization, and Includes the transfer
of funds made svailable under this grart or goods or services financed
with such funds, but does not Include the purchase of goods or services
from an organization or the participation of an Individual In the
general training programs of the grantes, subrecipient or
sub-subrecipient.

79
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(v) To control an organization means the possession of
the power to direct Or cause the direction of the management ang
policies of an organization.

(11) In determining whether a foreign nongovernmental organtzation
13 oligible to be a subrecipient or sub-subreciplent of assistance for
family planning under this grant, the action of separate nohgovernmenta)
organizations shall not be imputed to the subrecipient or
sub-subrecipient, unless, in the Judgment of AID, & separate
nongovernmental organization {s being used as a sham to Avold the
restrictions of this paragraph (d). Separate nongovernsental
organizations are those that have distinct Tegal existence 1n accordance
with the laws of the countries In which they are organized. Forelgn
organizations that are separately organized shall not be considered
separate, however, 1f one i controlied by the other. The grantes may
request AID's approval to treat as separate the famtly planning
activities of two or more organizations, which would not be considered
separate under the preceding sentence, 1f the grantee belleves, and
provides a written Justification to AID therefor, that the family
planning activities of the organizations are sufficiently distinct as to
warrant not imputing the activity of one to the other.

(12) Assistance for family planning say be furnished under this
yrant by a grantee, subrecipient or sub-subrecipient to a foreign
government even though the government includes abortion in fts family
planning program, provided that no assistance may be furnished In
support of the abortion activity of the government and any funds
transferred to the government shall be placed 1n a segregated account to
ensure that such funds Ray not be used to support the abortion activity
of the government.

(13) The requirements of this paragraph are not applicable to
famlly planning assistance furnighed to a foreign nongoverncental
organization which g ongaged primartly in proviting health services 1f
the objective of the assistance fs to finance Integruted health care
services to mothers and children and birth spacing or family planning 1s
one of several health care services being provided by the organization
&3 part of an Integrated system of health service Gelivery.

(@) The grantee shall insert paragraphs (a), (b), (c), and (o) of this
provision 1n a1l subsequent subagreements and contracts involving family
planning or population activitios which wil) be supported in whole or
part from funds under this grant. Paragraph (d) shall e inserted iIn
subagreements and sub-subagreements in accordance with the teras of
paragraph (d). The term subagreement ®eans subgrants and subcooperative
agreements.

(END OF STANDARD PROVISION)
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19. PROTECTION OF THE INDIVIOUAL AS A RESEARCH SUBJECT (AUGUST 1992)

(This provision 13 applicable when humin subjects are involved in
vesearch financed by the grant.)

¢ (a) Safeguarding the rights and welfare of human subjects tnvolved fin
research supported by AID is the responsibility of the grantee. It 1s
the policy of AID that no work shall be Initiated under any grant for
the support of research 1nvo1v1n? human subjects unless the research is
given initial and continuing review and approval by an appropriate
committes of the grantes. This review shall assure that (1) the rights
and welfare of the individuals Involved are adequately protected, (2)
the methods used to obtalin Informed consent are adequate and
appropriate, and (3) the risks and potential medical benefits of the
fnvestigation are assessed.

(d) The grantee must provide written assurance to AID that 1t wil)
abide by this policy for all research Involving human subjects supported
by AID This assurance sha)l consist of a written statement of
compiiance with the requirements regarding Initlal and continuing reviev
of research involving human subjects and a description of the
organization's review committee structure, its review procedures, and
the facilities and personnel avallable to protect the health and safety
of human subjects. In addition to providing the assurance, the grantee
must also certify to AID for each proposal involving human subjects that
1ts committee has revieved and approved the proposed rescarch before any
work say be initlated.

€(c) Since the welfare of the subject Individual 1s a matter of concern
€0 AID as well as to the grantee; AID advisory groups, consultants, and
staff may independently review all research involving human subjects,
and prohibit research which presents unacceptadble hazards., Thig
provision, however, shall not dorogato in any manner from the
responsidility of the grantee set forth herein.

(d) AYY of the adove provisions apply to any research involving human
subjects conducted outside of the United States and, in addition, such
overseas research will conform to legal and other requirements governing
human research 1a the country where they are conducted.

€e) 1In addition to the procedures set forth above, studies with
unmarketed drugs will be carried out in accordance with provisions
applicadble 1n the country whera the studg is conducted. 1In the United
States, the regulations of the Food and Drug Administration will be
followed andé evidence of such compliance provided to AID.

(f) Guidance on procedures to safeguard human subjects Involved in
research is found In 45 CFR Part 46 as well as the AID-specific
regulations in 22 CFR Part 225. Compliance with these procedures,
except as modified above, 15 required.

CEND OF STANDARD PROVISION)
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CARE OF LABORATORY ANIMALS (NOVEMBER 1985)

(This provision s applicable when laboratory animals are 1nvolved 1n
Tesearch performed in the U.S. and financed by the grant.)

(2) Before undertaking performance of any grant fnvolving the use of

Taboratory animals, the grantee shall register with the Secretary of

Agriculture of the United States in accordance with Section 6, Public

Lav 89-S44, Ladoratory Anima) Melfare Act, August 24, 1966, as amended

by Public Lav 91-579, Animal Melfare Act of 1970, December 24, 1970.

;:; grantee shall furnish evidence of such registration to the grant
Icer.

(b) The grantee shall acquire animals used In research under this grant
only from dealers Vicensed by the Secretary of Agriculture, or from
exempted sources in accordance with the Public Laws enumerated tn (3)
above.

(c) In the care of any Vive animls used or Intended for use in the
performance of this grant, the grantee shal! adhere to the principles
enuncliated 1n the prepared
by the Institute of Laboratory Animals Rescurces, Mational Academy of
Sciences - National Research Council, and In the United States
Department of Agriculture's (USDA) regulations and standards fssued
under the Public Laws enumerated in a. above. In case of conflict
between standards, the higher standard shal! be used. The grantee's
reports on portions of the grant In which animals were used shall
contain a certificate stating that the animals were cared for in
accordance with the principles enunclated in the r

prepared by the Institute of Laboratory Anima!l
Resources, WAS-NRC, and/or iIn the regulations and standards as
promulgated by the A?r|cultura! Research Service, USDA, pursuant to the
Laboratory Anima) Welfare Act of 24 August 1966, as amended (P.L. 89-544
and P.L. 91-579). NOTE: The grantee may request registration of the
grantee’s facility and a current 1isting of Vicensed dealers from the
Regional Office of the Animal and Plant Health Inspection Service
(APHIS), USDA, for the region in which the grantee's research facility
13 located. The location of the appropriate APHIS Regiona) Office as
well as Information concerning this program sy be obtained by
tontacting the Senior Staff Office, Animal Care Staff, USDA/APHIS,
federal Center Bullding, Hyattsville, Maryland 20782.

(END OF STANDARD PROVISION)



PAGE 58 of @1

21.  TITLE TO AMD USE OF PROPFRTY (GRANTEE TITLE) (NOVEMBER 1985)

(This provision 1s applicable when the Government vests title to
property in the grantee only.)

Title to 211 property financed under this grant shall vest in the
grantee, subject to the following conditions:

(a) The grantes shall not charge for any deprectation, amortization, or
use of any property, title to which remains in the grantes under this
proviston under this grant or any other U.S. Government agreement,
subagreement, contract, or subcontract.

(b) The grantee agrees to use and maintain the property for the purpose
of the grant in accordance with the requirements of paragraphs (¢), (d),
(o), and (f) balov.

(c) Real Property:

(1) Real property means land, including land improvements,
structures and appurtenances thereto, but excluding movable machinery
and equipment.

(2) Use of Real Property:

(1) The grantee shall use the real property for the
auvthorized purpose of the project, as long as 1t 1s needed.

C(11) The grantee shall obtain approval from AID for the use of
Tod) property tn other projects when the grantee determines that the
property 1s no longer needed for the purpose of the original program,
Use in other programs shall bde 1imited to those under other federally
sponsored programs (1.e., grants or other agreements) that have purposes
consistent with those authorized for support by AID

(3) Disposttion of Real Property: When the real property s no
Tonger needed as provided fn (2) above, the grantee shall request
disposition instructions from AID or 1ts successor Federal sponsoring
agency. AID or the successor Federal sponsoring agency shall observe
the following rules In the disposition Instructions:

(1) The grantee mey be permitted to retain title after 1t
compensates the Federal Governsent in an amount computed by applying the
Federal percentage of participation 1n the cost of the original program
to the fair market value of the property.



(11) The graantee may be directed to tell the Property under
Quidelines provided by the Federa! sponsoring agency and Py the Federal
Government an amount computed by applying the Federa! percentage of
sarticipation fn the cost of the origim program to the proceeds from
sale (after deducting actual and redsonable selling and fix-up expenses,

T any, from the sales Proceeds). Mhen the grantee ts authorizeg or
required to sell the property, proper sales procedures shal) be
established that provige for competition to the extent practicabie and
TeSUIt In the Mighest possible return.

i The grantee By be directed to transfer title to the .
Property to the Federa) Government provided that in such cases the
grantee shall be entitied to compensation computed by applyfng the
grantee’'s percentage of participation in the cost of the program to the
current fair market valye of the property,

(d) Nonexpendable Property:

(1) Monexpendable personal proparty means tangible personmal
property having a usefyl 11fe of more than two years and an acquisition
cost of $500 or more per unit,

Q) Mmmnmmmm:

(1) The grentee shalt yse the property in the program for
whith 1t was acquired as long as needed, whether or not the program
continues to be supported by Federa) funds. When no Tonger needed for
the original program, the grantes shall use the property in connection
with 1ts other federally sponsored activities 1n the following order of
priority:

(A)  Activities sponsored by AID
(B) Activities sponsored by other Federal agencies.

(11) Shared use - During the time that nonexempt nonexpendable
personal property 15 held for use on the program for which-1t was
acquired the grantee shall make 1t avatlable for use on other programs
1f such other use wil) not Interfere with the work on the program for
which the property was originally acquired. First preference for such
other use shall pe given to other Programs sponsored by AlD; second
preference shall pe given to programs sponsored by other Federa)
dgencies. User charges should be constdered 1f appropriate.

(3) -

:  The grantee My use the property

for other activities without reimbursement to the Federa! Government or
sell the property and retatn the proceeds.

BEST AVAILARLE COP
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(&) Disposition Of Monexpendable Personal Property With A Unit
Acauisition Cost Of 31,000 Or More:

(1) The grantee agrees to report such Itois to the grant
officer from time to time as they are acquired and to maintain a control
system which wil) permit thelir ready identification and location.

(11) The grantee may retain the property for other uses
provided that compensation Is made to AID or its successor. The amount
of compensation shall be computed by applying the percentage of Federal
participation in the cost of the original program to the current fair
sarket value of the property. If the grantee has no need for the
property and the property has further use valua, the grantee shall
vequest disposition Instructions from AlID

€111) AID shal) determine whather the property can be used to
weet AID requirements. If no requirement exists within AID the
availability of the property shall be reportad to the General Services
Administration by AID to determine whether a requirement for the
property exists in other Faderal agencies. AID shall fssue Instructions
to the grantee no later than 120 days after the grantee's request and
the following cedures shall govern:

(A) 1If so Instructed or If disposition Instructions are
not 1ssued within 120 calendar days after the grantee's request, the
grantee shall sell the property and reimburse AID an amount computed by
applying to the sales proceeds that percentage of Federal participation
in the cost of the original program. Howvever, the grantee shall be
permitted to deduct and retain from the Federal share $100 or ten
percent of the proceeds, whichever is greater, for the grantee's selling
and handiing expenses.

(B) 1f the grantee s instructed to ship the property
elsevhere, the grantee shall be reimbursed by the benefiting Federal
agency with an amount which 15 computed by applying the percentage of
the grantee's participation iIn the cost of the original grant program to
the current falr market value of the property, plus any reasonable
shipping or interim storage costs incurred.

(C) If the grantee s Instructed to othervise dispose of
the property, the grantee shall be reimbursed by AID for such costs
{ncurred In its disposition.

(e) Expendable Personal Property:

€1) Expendable personal property means 211 tangible personml
property other than nonexpendable property.



(2) The grantee shall use the expendable persomat! property for the
authorized purpose of the grant program, as long as 1t 15 needed.

(3) If there 15 & residual Inventory of such property exceeding
$1,000 1n total aggregate fair market value, upon termination or
completion of the grant and the property 15 not needed for any other
federally sponsored program, the grantee shall retatn the property for
Use on nonfederal! sFon:orod activities, or sell 1t, but must 1n either
case, compensate the Federal Government for its share. The amount of
compensation shall be computed 1n the same sANner as nonexpensdetle
personal property.

() The grantee's property management standards for nonexpendable
personal property shall include the following procedural requirements:

(1) Property records shall be maintained cccurately and shall
include:

(1) A description of the property.

(1) Manufacturer's sertal number, mode! number, Federal stock
number, national stock number, or other identification number.

(111)3Source of the property, including grant or other
agreement nuaber.

(1v) Whether title vests tn the grantee or the Federal
Government.

(v) Acquisition date and cost.

(v1) Percentage (at the end of the budget year) of Federal
participation in the cost of the project or program for which the
property was acquired.

(vit)Location, use, and condition of the property and the date
the Information was reported. i

(viit) Unit acquisition cost.
(x) Ultimate disposition data, Yncluding date of disposal and

sales price or the method used to determine current falir market value
where the grantee compensates AID for §¢s share.

BIST Ssn arip oy
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(2) A physica) inventory of property thall be taken and the
vesults reconciled with the property records at least once every two
years. Any differences between quantities determined by the physical
inspection and those shown in the accounting records shall be
tnvestigated to determine the causes of the difference. The grantee
shall in connection with the inventory, verify the existence, current
utilization, and continued need for the property. The inventory 19sting
shall be retalned as documentation in accordance with the standard
provision of this grant entitled "Accounting, Audit, and Records.”

(3) A control system shall be in effect to insure adequate
safeguards to prevent loss, damage, or theft of the property. Any loss,
damage, or theft of nonexpendable property shall be investigated and
fully documented.

(4) Adequate maintenance procedures shall be implemented to keep
the property in good condition.

(S) Mhere the grantee fs authorized or required to sell the
property, proper sales procedures shall be established which would
provide for competition to the extent practicable and result in the
fhighest possible return.

(ENC OF STANDARD PROVISION)
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IIILE YO AND CARF of PROPERTY (U.S, GOVERNMENT LITLE) CNOVEMBER 1985)

(This provision 15 applicable when title to property 1s vested in the
U.S. Government.)

(2) Property, t1tie to which vests 1n the Government under thig grant,
whether furnished by the Government or acquired by the grantee, |y
subject to this provision and s hereinafter collective y referred to ag
Government property.® Title to Government property shall not be
affected by the incorporation or ‘attachaent thereof to any property not
owned by the Government, nor shall such Government property, or any part
thereof, be or become a fixture or Tose 1ts fdentity as personal
Property by reason of affixation to any real property.

) : Government property shall, unless
othervise provided hereln or approved by the grant officer, be used only
for the performance of this grant.

() MMMMMML&M:

(1) The grantee shal) maintain and administer in accordance with
sound bustness practice a program for the maintenance, repair, -
protection, ang preservation of Government property so as to assure its
full avalladbiifty ang usefulness for the performance of thig grant. The
grantee shall take ald reasonable steps to comply with all appropriate
directions or Instructions which the grant officer may prescribe as
reasonably hecessary for the protection of the Government property.

(2) The grantee shaly submit, for review and written approval of
the grant officer, a records system for property control and a program
for orderly maintenance of Government property, however, if the
Srantee's property control and mintenance system hag been reviewed ang
dpproved by another Federa) department or agency pursuant to
Attachment N of OMB Circular No. A-110, the grantee shall furnish the
gr;n: o;flccr proof of such approval {n 1teu of another approval
submission.

o) r : The property control system shall fnclude
but not be Vimited to the following:
S} ldentification of each ttem of Government property

&cquired or furnished under the grant by a serfally controlied
fdentification nymber angd by description of ftem. Each ftem must be
clearly marked "Property of U.S. Government.®

“in The price of each item of property acquired or
furnished under this grant.
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(SRRD) The location of sach item of property acquired or
furnished under this grant.

(v) A record of any usable components which are
permanently removed from items of Government property as 2 result of
sodification or otherwise.

w) A record of disposition of each item acquired or
furnished undar the grant.

i) Date of order and receipt of any item acquired or
furnished under the grant.

(i) The official property control records shall be kept
An such condition that at any stage of completion of the work under this
grant, the status of property acquired or furnigshed under this grant may
be read!ly ascertalined. A report of current status of all i{tems of
property acquired or furnished under the grant shall be submitted yearly
concurrently with the annual report.

(4) Maintenance Program: The grantee’s maintenance program shal!
be consistent with sound business practice, the terms of the grant, and
provide for:

(D) disclosure of need for and the performance of
prevantive maintenance,

«“n disclosure and reporting of need for capital type
rehabilitation, and

(SRR recording of work accompiished under the program:

(A) Preventive maintenance - Preventive maint¢ngn.e s
maintenance generally performed on a regularly scheduled basts to
prevent the occurrence of defects and to detect and correct minor
defects before they result in serious consequences.

(8) Records of malntenance - The grantee's maintenance
program shall provide for records suffictent to disclose the matntenance
actions performed and defictencies discovered as & rasult of inspections.

(C) A report of status of maintenance of Government
property shall be submitted annuvally concurrently with the annual report.

BEST Avana ARty oDy



(@) Rigk of Loss:

() The grantee shall not be 1able for any loss of or damige to
the Government property, or for expenses incidental to sych loss or
damage exCept that the grantee shall pe responsible for any sych loss or
damage (Including ekpenses fncidenta) thereto):

13} Mhich results from wilify) ®isconduct or Tack of
900d faith on the part of any of the grantee’s directors or officers, or
on the part of any of its managers, superintendents, or other equivalent
PODrosontatlvos. who have supervision or direction of all or
:ubstantially all of the grantee’s business, or all or substantially a1

the grantee's operation at any one plant, laboratory, or separate
location {n which this grant s being performed;

19) Which resylts from a fatlure on the part of the
Qrantee, due to the willfyl mizconduct or lack of good faith on the part
o: cngoof its directors, officers, or other representatives mentioned in
(1) above:

(A) to maintain and admtnister, 1n accordance with soung
business practice, the program for saintenance, repair, protection, and
preservation of Government Property as required by (a) above, or

(B) to take aNn redsonable steps to comply with any
appropriate written directions of the grant officer under (¢) above;

(11 For which the grantee 15 otherwise responsible ynder
the express terms designated 1n the schedule of this grant;

(v) Which results from a risk expressly required to be
insured under some other provision of this grant, but only to the extent
of the fnsurance 50 required to be procured ang aintained, or to the
extent of insurance actually procured and sintained, whichever 15
greater; or

(v) Which results from a risk which 1g tn fact covered
by tnsurance or for which the grantee is otherwise reimdursed, put only
to the extent of such Insurance or roilbursolont;

(vi Provided, that, 1f more than one of the above
exceptions shall pe applicable in any case, the grantee’'s llability
under any one exception shall not be 11mited by any other exception.

(2)  The grantee shali not be refmbursed for, and shali not Inciyde
43 an 1tem of overhead, the cost of Insurance, or 8ny provistic:. /mr 4
reserve, covering the risk of loss of or damage to the Governs; -
Property, except to the extent that the Government By have required the
grantee to carry sych insurance under any other provision of this grant.

BEST AVAILABLE COPY
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JIILE YO AND CARE OF PROPERTY (COOPERATING COUNTRY TITLE) (MOVEMBER 1985)

(This provision s applicable to property titled in the name of the
cooperating country or such public or private agency as the cooperating
country government My designate.)

(1) Except as modified by the schodule of this grant, title to al
equipment, matertals ang supplies, the cost of which s reisbursadle to
the grantee by AID or by the cooperating country, shall at al) times be
in the name of the cooperating country or such pudlic or private agency
83 the cooperating country may designate, unless title to specified
types or classes of equipment 13 reserved to AID under provisions set
forth 1n the schedule of this grant. A1l such property shall be under
the custedy ang control of grantes unti) the owner of title directs
otherwise or complation of work under this grant or 1ts teraination, at
which time custody and control shall be turned over to the owner of
title or disposed of 1n dccordance with 1ts instructions. A1) )
performance guarantees and warranties obtained from suppliers shall pe
takon In the name of the title owner.

(d) The grantee shal) mintain and administer ipn accordance with sound
business practice a program for the maintenance, repair, protection, ang
preservation of Government property so as to assure 1ts full
availability and usefulness for the performance of this rant. The
grantee shall take al} reasonable steps to comply with al} appropriate
directions or Instructions which the grant officer may prescribe as
Teasonably necessary for the protection of the Government property.

(¢) The grantee shall prepare and establish 3 program, to be approved
by the appropriate AID Mission, for the receipt, use, mintenance,
protection, custody and care of eQuipment, matertals and suppites for
which 1t has custodia!l responsibility, including the establishment of
redsonadle controls to enforce such program., The grantee sthall pe
guided by the following requirements:

(n Property Control:  The property control system shal) include
but not be limited to the following:

) Identification of each 1tem of cooperating country
property acquired or furnished under the grant by a serfally controlled
fdentification number and by description of 1tem. Each 1tem must be
tlearly marked "Property of (mw-l-mm_n!_xmm.um_mmh'

(SR D) The price of each 1tem of property acquired or
furnished under this grant.

BESTAVAMAHLECOPY
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an The location of each item of property acquired or
furnished under this grant.

(iv) A record of any usable components which are
permanently removed from Items of cooperating country property as a
result of modification or otherwise.

) A record of disposition of each item acquired or
furnished under the grant.

1) tate of order and receipt of any {tem acquired or
furnished under the grant.

i) The officlal property control records shall be kept
1n such condition that at any stage of completion of the work under this
grant, the status of property acquired or furnished under this grant may
be readily ascertained. A report of current status of all items of
property acquired or furnished under the grant shall be submitted yearly
concurrently with the annual report.

(2) Maintenance Progrum: The grantee's maintenance program shall
be consistent with sound business practice, the terms of the grant, and
provide for:

o) disclosure of need for and the performance of
preventive maintanance,

(o disclosure and reporting of need for capital type
rehadilitation, and

(1) racording of work accomplished undir the program:

(A) Preventive maintenance - Preventive maintenance {s
saintenance generally performed on a regularly scheduled basis to
prevent the occurrence of defects and to detect and correct minor
defects before they result in serious consequences.

{8) Records of maintenance - The grantee’'s maintenance
program shall provide for records sufficient to disclose the maintenance
actions performed and deficiencies discovered as 2 result of inspections.

(C) A report of status of maintenance of cooperating
tountry property shall be submitted annually concurrently with the
anaual report.

8l
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(¢) Risk of Lo5s:

) The grantee shall not be 1able for any loss of or damage to
cooperating country property, or for txpenses Incidental to sych
loss or damage except that the grantee shall pe responsible for any gych

loss or damage (Including expanses fnctdenta) thereto):

) Which results from wil1ful misconduct or Tack of
900d faith on thy part of any of the grantee's directors or officers, or
on the part of any of 1ts maragers, Superintendents, or other equivalent
representatives, who have supervision or direction of al) or
substnntlclly a1l of the grantee's dusiness, or all) or substanticlly all

the grantee's operation at any one plant, laboratory, or separate
location 1n which this grant 15 betng performed;

(R D) Which results from a fallure on the part of the
Qrontee, due to the willfu) misconduct or Tack of good falth on the part
of any of 1ts directors, officers, or other representatives mentioned 1n
(1) above:

(A)  to maintain angd admintxter, {n accordance with soung
tusiness practice, the program for maintenance, repair, protection, ang
preservation of cooperating country property ag required by (1) above, or

(8) to take a1l reasonable sicas to comply with any
appropriate written directions of the grant officer under (b) above;

(QRRD) For which the grantee is otherwtse responsidle under
the oxpress terms designated tn the schedule of thig grant;

((v1) Which results from a risk expressly required to be
insured under some other provision of this grant, but only to the extent
of the fnsurance 30 required to be procured and maintained, or to the
extent of {nsurance actually procured ang saintained, whichever is
greater; or

(v) Which results from a rigsk which 15 tn fact covered
by 'nsurance or for which the frantee 15 otherwisge reichbursed, but only
to the extent of such fnsurance or reisbursement;

(v1) Provided, that, 1f more than one of the above
exceptions shall pe applicable 4n any case, the grantee's Tadi ey
uUnder any ong oxception shall not be Hatted by any other exception.

(2) The grantes shall not be relmbursed for, and shall mot include
43 an 1tem of overhead, the cost of insurance, or any provision for a
reserve, covering the risk of loss of or dcmlyo to the cooperating
country property, Oxcept to the extent that A D my have required the
grantese to Carry such tnsurance under any other provision of this grant,

BESTAVA&AHLECOPY
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(3) Upon the happening of loss or destruction of or damage to the
tooperating country property, the grantee shall notify the grant officer
thereof, shall take al) reasonable steps to protect the cooperating
country property from further damage, separate the damaged and undamaged
cooperating country property, put all the cooperating country property
1: the best possible order, and furnish to the grant officer a statement
of:

1) The lost, destroyed, or damaged cooperating country
property.

(11)  The time and origin of the loss, destruction, or damage;

€111) A1l known Interests 1n commingled property of which the
tooperating country property 15 a part; and

C(iv)  The insurance, 1f any, covering any part of or interest
1n such commingled property.

(4) The grantee shall make repairs and renovations of the damaged
tooperating country property or take such other action as the grant
officer directs.

¢5) 1In the event the grantee is indemnified, reimbursed, or
otherwise compensated for any loss or destruction of or damage to the
cooperating country property, it shall use the proceeds to repatr,
renovate or replace the cooperating country property involved, or shall
credit such proceeds against the cost of the work covered by the grant,
or shall otherwise reimburse AID, as directed by the grant offices. The
grantee shall do nothing to prejudice AID's right to recover »jainst
third parties for any such loss, destruction, or damage, and upon the
request of the grant officer, shall, at the Governments expense, furnish
to AID all reasonable assistance and cooperation (including assistance
in the prosecution of sults and the ¢zecution of instruments or
assignments in favor of the Government) in obtaining recovery.

(e) Access: AID, and any persons designated by 1t, shatl ot all
reasonable times have access to the premises wherein any cooperating
country property 1s located, for the purpose of inspecting the
tooperating country property.

(f) Fina) Accounting and Disposition of Cooperating Country Property:
Within 90 days after completion of this grant, or at such other date as
may be fixed by the grant officer, the grantee shall submit to the grant
officer an inventory schedule covering all items of equipment, materials
and supplies under the grantee's custody, title to which 1s in the
tooperating country or public or private agency designated by the
cooperating country, which have not been consumed in the performance of
this grant. The grantee shall also iIndicate what disposition has been.
made of such property.

(90 Commynications: A1l rommunications issued pursuant to this
provision shall be in writiny.

(END OF STANDARD PROVISION)
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COST SHARING (MATCHING) (AUGUST 1992)

(This provision 15 applicable when the grantee s required to cost share
or provide a matching share.)

* (3) For each year (or funding perfiod) under this grant, the grantee
sgrees to expend from non-Federal funds an amount at least equal to the
amount or percentage of the total expenditures under this grant as
specified in the schedule of the grant. The schedule of this grant may
also contain restrictions on the application of cost sharing (matching)
funds. The schedule takes precedence over the terms of this provision. *

() ElgidiTity of non-Federal funds applied to satisfy cost sharing
(matching) requirements under this grant are set forth below:

(1) Charges fincurred by the grantee as project costs. Not all
tharges require cash outlays by the grantee during the project period;
examples are depreciation and use charges for bulldings and equipment.

(2) Project costs financed with cash contributed or donated to the
grantee by other non-Federal public agencies (may iInclude public
International organizations or foreign governments) and institutions,
and private organizations and indiviguals, and

(3) Project costs represented Sy services and real and persona)
property, or use thereof, donated by other non-Federal public agencies
and institutions, and private organizations and individuals.

(¢) A1l contributions, both cash and In-kind, shall be accepted as part
of the grantee's cost sharing (matching) when such contributions meet
a1l of the following criterta:

(1) Are verifiable from the grantee's records;

(2) Are not iIncluded as contributions for any other Federally
assisted program;

(3) Are necessary and reasonable for proper and efficient
accomplishment of project objectives;

(4) Are types of charges that would be allowable under the
applicable Federal cost principles;

(5) Are not pald by the Federal Government under another grant or
agreement (unless the grant or agreement 15 authorized by Federal law to
be used for cost sharing or matching);

% RT71smm
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4 (6) Are provided for in the approved budget when required by AlD;
an

{7) Confora to other provisions of this paragraph.

(d) Values for grantee in-kind contributions will be established in
accordance with the applicable Federal cost principles.

(o) Specific procedures for the grantee in establishing the value of
in-kind contributions from non-Federal third parties are set forth below:

() Yaluation of volunteer services: Volunteer services may be
furnished by professional and technical personnel, consultants, and
other skilled and unskilled labor. Volunteer services may be counted as
cost sharing or matching 1f the service is an integral and necessary
part of an approved program:

() | r : Rates for volunteers
should be consistent with those paid for similar work in the grantee's
organization. In those instances in which the required skills are not
found 1n the grantee's ~-3anization, rates should be consistent with
those paid for simt’ ork in the labor market In which the grantee
coopetes for the -0 of services involved.

uy Yolunteers employed by other organizations: When an
employer other than the grantee furnishes the services of an employee,
these services shall be valued at the employee’s regular rate of pay
Cexclusive of fringe benefits and overhead costs) provided these
services are of the same skill for which the employee 1s normally pald.

12) Yaluation of donated expendable personi] property: Donated
expendable personal property includes such items as expendable
equipment, of fice supplies, laboratory supplies or workshop and
classroom sup;'las. Value assessed to expendable personal property
fncluded in the cost share (match) should be reasonable and should not
oxceed the aarket value of the property at the time of the donation.

(3) Yaluation of donated nonexpendable personal property. buildings.
and land or use thereof:

1) The method used for charging cost sharing or
satching for donated nonexpendable personal property, bulldings and land
aay differ according to the purpose of the grant as follows:

(AY If the purpose of the grant is to assist the grantee
1n the acquisition of equipment, buildings or Tand, the total value of
the donated property may be claimed as cost sharing or matching.

HEST avy
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(B) 17 the purpose of the grant 15 to support activities
that require the use of equipment, bulldings, or land; depreciation or
use charges for equipment and bulldings may be made. The full valye of
equipment or other capital assets and falr rental charges for land may
be allowed provided that AID has approved the charges.

an The value of donated property will be determined tn
accordance with the ysua) accounting policties of the grantee with the
following qualifications: .

(A) : The value of donated land and
buildings may not exceed 1ts fair market value, at the time of donation
to the grantee as established by an tndependent apprafser; and certified
by & responsible officia) of the grantee.

¥ r : The valye of
donated nonexpendable personal property shall not exceed the fair market
value of equipment ang property of the same age and condition at the
time of donation.

) : The value of donated space shall not
exceed the fair rental valyue of comparable space as estadlished by an
independent apprafsat of comparable space and facilities in a privately
owned bullding in the same locality,

D) : The value of borrowed
equipment shall not exceed Its fair rental valye,

(f) The following requirements pertain to the grantee’s supporting
records for In-kind contridbutions from non-Federal third parties:

(1) Volurteer services must be documented and, to the extent
Teasible, supported by the same methods used by the grantee for its
eoployess.

(2) The basts for determining the valuation for personal services,
material, equipment, bulldings and land must be documented.

if () Individual expenditures do not have to be shared or matched
provided that the total expend!tures fncurred during the year (or
funding period) are shared or Ntched 1n accordance with the agreed upan
amount or percentage as set forth In the schedule of the grant.

(h) 1f at the end of any year (or funding period) hereunder, the

grantee has expended an amount of non-Federa) funds less than the agreed
upon amount or percentage of tota!) expenditures, the difference say be
applied to reduce the amount of AID funding the following year (or

funding period), or, If this grant has expired or been terminated, the ,k.
difference shall be refunded to AID.

% REVISED

Brsy AV Sy



PAGE 74 of Bl

€1) Fallure to meet the tost sharing (matching) requirements set forth
in paragraph (a) above shal! be considered sufficlent reasons for
termination of this grant for cause fn accordance with paragraph (a)
entitied “For Cause® of the standard provision of this grant entitled
“Termination and Suspension®.

1lr €(3) The restrictions on the use of AID funds set forth tn the standard
provisions of this grant are applicable to expenditures fncurred with
AID funds provided under this grant, Except for the requirements of
this standard provision, the restrictions set forth in the standard
provisions of this grant are not applicable to costs fncurred by the
grantee from non-Federa) ®unds. The grantee will account for the AID
funds 1n accordince with the standard provision of this grant entitled
®Accounting, Audit, and Records®; however, 1n the event of disallowances
of expenditures from AID grant funds, the grantee may substitute
expenditures made with funds provided fros non-Federal sources, provided
they are eligible In accordance with all the standard provisions of thig
grant.

(k) Notwithstanding paragraph (¢) of the standard provision of this
grant entitled "Refunds®, the parties agree that in the event of any
disallowance of expenditures from AID grant funds provided hereunder,
the grantee may substitute expenditures made with funds provided from
non-Federal sources provided they are otherwise eligible In accordance
with paragraph (b) of this provision.

(END OF STANDARD PROVISION)
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LSE OF POUCH FACTITTIES (AUGUST 1992)

{This provision {g applicable when activities under the grant wil1 take
Place outside of the United States.)

€2) Use of diplomatic pouch s controlled by the Department of State.
The Department of State has authorized the use of pouch facilities for
AID grantees and thetr *mployees as a general policy, as detatled in
ftems (1) through (¢) below. However, the fina) decision regarding yse
of pouch facilities rest with the Embassy or AID Mission. In
consideration of the use of pouch.facilities, the grantee and 1tg
employees agree to indemnify and hold harmless, the Department of State
and AlD for loss or damage occurring in pouch transmission:

(1) Grantees and their employees are authorized use of the pouch
for transmission angd receipt of up to a maximum of .9 kgs per shipment
of correspondence angd documents needed in the administration of
assistance programs,

(2) U.S. citizen employees are authorized use of the pouch for
pe;sona! 211 up to a maximum of 45 kgs per shipment (but see (a)(3)
below).

) Merchandise, parcels, magazines, or newspapers are not
considered to be personal mail for purposes of this :tandard provision
and are not authorized to be sent or recelved by pouch.

(4) Offictal angd personal mall pursyant to a.1. and 2. above sent
by pouch should be addressed as follows: :

Name of individual or organizatfon (follow by
letter symbol "G")

City Name of post (USAID/____

Agency for International Development
Kashington, D.C. 20523-0001

(5) Mall sent via the diplomatic pouch may not be In violation of
U.S. Posta) laws and may not contain materia) Ineligible for pouch
transmission.

(6) AID grantee personne! are npt auvthorized use of military
postal factilities (APO/FPO). This 15 an Adjutant General's decision
based on existing laws angd regulations governing military postal
factlities ang 1s being enforced worldwide.

*
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(b) The grantee shall be responsible for advising 1ts employees of this
;ut??;izatlon. these guidelines, and limitations on use of pouch
acilities.

(c) Specific additional guidance on grantee use of pouch facllitties tn
accordance with this standard provision 1s avatlable from the Post
Communication Center at the Embassy or AID Mission.

(END OF STANDARD PROVISION)
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CONYERSION OF UNITED STATES DOLLARS YO LOCAL CURRENMCY (MOVEMBER 1985)

(This provision {g }pplicable when activities under the grant will take
Place outside of the United States.)

Upon arrival) in the Cooperating Country, and from time to time a3
appropriate, the rrantoo's chief of party shall consult with the Misston
Director who sha) provide, in writing, the procedure the grantee ang
1ts employees shall follow 1n the conversion of Unfted States dollars to
local currency, This may include, but 15 not Vimited to, the tonversion
of currency through the cognizant United States Disbursing Officer or

Mission Controller, ag appropriate.

(END OF STANDARD PROVISION)

HEST AVAILABLE COPY

EZN



PAGE 78 of 81

% 27, PUBLIC WOTICES CAUGUST 1952)

It s AID's policy to Inform the public as fully as possidle of its
programs and activities. The grantee 15 encouraged to give public
notice of the receipt of this grant and, from time to time, to announce
progress and accomplishments. Press releases or other public notices
should Include a statement substantially as follows:

“The U.S. Agency for International Development administers the U.S.
foreign assistance program providing economic and humanitarian
assistance 1n more than 80 countries worldwida.®
The yrantee may call on AID's Office of External Affairs for advice
regarding public notices. The grantee 1s requested to provide coples of

notices or announcements to the cognizant technical officer and to AID's
Office of External Affairs as far 1n advance of release as possible.

(END OF STANDARD PROVISION) %
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PROVISION ON RIGHTS IN DATA (AUGUST 1952)
(a) Definitions

*Data® means recorded nformation (Including Information relating
to the research, testing, or development of any drug or device requiring
approval for use in the United States), regardless of form or the media
on vhich 1t may be recorded. In the aggregate these data may be in the
form of reports, articles, manuals, or publications. The term Includes
technical data and computer sof tware. ‘ho tera does not include
financial reports or other information incidental to grant
adainistration.

“Form, ?1t and function data® ®eans data relating to ftems,
components, or processes that are sufficient to enable physical and
functional 1ntorchangoab1|1ty. as well as data identifying source, size,
configuration, mating, and attachment characteristics, functional
characteristics, and performance requirements but specifically excludes
th: source code, algoritha, process, formulae, and flow charts of the
software.

“Limited rights” means the rights of the Government In 1imited
vights data as set forth in the following Limited Rights Notice:

= "These data are submitted with 1imited rights. These data may
be reproduced and used by the Government with the limitation that
they will not, without written permission of the Grantee, be used
for purposes of manufacture nor disclosed outside the Government.

— “This Notice shal! be marked on any reproduction of these data,
in whole or 1n part.” :

“Limited rights data” means data (other than computer software)
that embody trade secrets, or are commercial or financial and
confidential or privileged, to the extent that such data pertain to
1tems, components, or processes developed at private expense, fncluding
minor modifications thereof.

"Restricted computer software” means computer software developed at
private expense and that 15 a trade secret; 15 commercial or financia!l
and 1s confidential or privileged; or 15 published copyrighted computer
software, Including minor modifications of such computer software.

“Technical data® means data (other than computer software) which
are of & sclentific or technical nature. %

ok NEW MATERIAL

BEST AVAILABLE coPY

0V



PAGE 8U O1 B1

* “"Unlimited rights” means the right of the Government to use,
disclose, reproduce, prepare derivative wvorks, distribute coples to the
pudlic, and perfora publicly, in any manner and for any purpose, and to
perait others to do so.

(b) Allocation of Rights

(1) Except as provided iIn paragraph (c) of this provision
:'9‘Tﬂ'"9 copyright, the Federal Government shall have unlimited rights
[

(1) Data first produced ia performance of this Grant;

(11) Form, fit and function data delivered under this Grant;

C(111)Data delivered under this Grant (except for restricted
computer software) that constitutes manuals or Ingtructional and
training matarial for installation, operation or routine maintenance and
Tepair of items, components, or grocesses delivered or furnished for use
under this Grant: and

(1v) All other data delivered under this Grant unless provided
othervise for 11mited rights data or restricted computer software iIn
accordance with paragraph (d) of this provision.

(2) The Grantee shall have the right to —

(1) Use, release to others, reproduce, distribute, or publish
any data first produced or specifically used by the Grantee in the
performance of this Grant:

(11) Protect from unauthorized disclosure and use those data
which are limited rights data or restricted computer software to the
extent provided In paragraph (d) of this provision;

(111)Substantiate use of, add or correct limited rights,
Testricted rights, or copyright notices:

(1v) Estadblish claim to copyright subsisting In data first
produced 1n the performance of this Grant to the extent provided iIn
subparagraph (c) of this provision.

€2) LCopyright

(1> Data first produced in the perforsance of this Grant, The
Grantee may estadblish, without prior approval of AID, clalm to copyright
subsisting 1n sclentific and technical articles based on or containing
data first produced 1n the performance of this Grant and published iIn
academic, technical or professiona! Jourmals, symposta proceedings or
similar works. The prior express written perission of AID 15 required
to estadlish clatm to copyright subsisting 1n all other data first
produted In performance of this Grant. For computer softvare and other
data the Grantee grants to the Government, and others acting on fts
dehalf, a pald-up nonexclusive, Yrrevocable worldw!de license In such
copyrighted data to reproduce, prepare derivative works and display
publicly by or on behalf of the Government. o
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) : The
Grantee shal) not, without prior written permission of AID tncorporate
in data delivereg under this Grant any data not firgt produced 1n the
performance under this Grant ang which containg the copyright notice of
17 U.S.C. 40} or 402, unless the grantee identifies sych data and grants
to the Government, or acquires on 1ts behalf, a Meense of the same
Scope as sot forth adove In paragraph (c).

L& ) The Government agrees not to
remove any Copyright notices Placed on data delivered under thig Grant
and to Include sych hotice on al reproductions of such data.

(d)

When data other than that 11steqd in subparagraph (O, (1
and (111) of this Provision are specified to be delivered under this
Grant ang Qualify as either limited rights data or restricted computer
software, 1f the Grantee desires to continye protection of such data,
the Grantee sha1) withhold such data and not furnish them to the
Government under this Grant. As condition to this withholding, the
Grantee shan identify the data being withheld ang furnish form, fit,
and function data in Heu thereof.

() Subagreements

The Grantee has the responsibility to obtain from subgrantees ang
those who work in collaboration with the Grantee in performance of this
Grant all data and rights hecessary to Fulfill the Grantee's obligations
under this Grant, If a subgrantee or collaborator refuses to accept
terms affording the Government syuch rights, the Grantee shal! promptly
bring such refusal to the attention of AlD and not proceed vithout
duthorization from AlD.

10 khﬁmxm_xum

Nothing contained 1n thyg provision shali fmply o Ticense to the
Government under any patent or pe construed as affecting the 1cope of
any license or other right granted to the Government ,

(END OF STANDARD PROVISION) %
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AGENCY FOR INTERNATIONAL DEVELOPMENT &.{L —_/“J )~ M\f\\//ﬁf(ﬁ(
PROJECT IMPL  ENTATION ORDER/TECHNICAL SERV. S (PIO/T)* :

Page 1 of Pages

1. Cooperating Country 2. PIO/T No. 3. P10/T Amend No.
Worldwide A24 L6V 3699 37 Original
4. Project/Activity No. and Title 5. Appropriation Symbol(%) '
R&D/R Project 936-5600, Innovative 72-1131021.1
Scientific Research II, Grant 10.211, 6. Budget Plan Code(s)
"Assessment of PCR Predictive Test..." DDVA-93-16950-CG-11 (341-36-099-04-?9—31)
7. Pro Ag No. or Project Authorization Date 8. Obligation Status
Action Memo ADPYOVEd 4/10/90 [X] Administrative Reservation [ ] Implementing Document
9. Project Assistance Completion Date 10. Authorized Agent

(Month, Day, Year) 12/31/99 FA/OP/A/HRN
11. Type of Action and Governing A.I.D. Handbook [B] 12. Contract/Grant/Coopcratjve Agreement/

Reference Number (if this PIO/T is for

A. A.1.D. Contract (HB14) C. PASA/RSSA (HB 12) an order or a modification to an award)
B. A.1.D. Grant or Cooperative Agreement D. Other TBD

(HB 13)
13. A.1.D. Funding (Attach a detailed budget in support of column (2) as Attachment A.

(1) Previous Total (2) Increase (3) Decrease (4) Total to Date
A. Dollars 45,000 45,000
B. U.S.-Owned 0
Local Currency

14. Mission References Mission concurs per two-way memo from USAID/Lima rec'd 2/13/90

15. Instructions to Authorized Agent

Request that you negotiate a Grant with San Francisco State University in support of its unsolicited research proposal ,
"Assessinent of Pcr Predictive Test for Relapse in American Leishmaniasis(10.211)". The funds in this PIO/T cover the first
increment of a total amount of $150,000; the remaining $75,000 is expected to be obligated in FY 1994. This P10/T is in
conjunction with another fundi est of $30,000 funded from project 936-5600, BPC-DDVA-16950-KG11. This PIO/T is issued in
conjunction with PIO/T # . Voucher Identification: in each instance of voucher (SF-1034) submission for payment
hereunder, the following identification data must appear on the face of the voucher:

Project No. 936-5600, R&D/R Project No. 10.211

Project Office: R&D/R

Budget Plan Code: DDVA-93-16950-CG-11 Obligation Number:

16. Address of Voucher Paying office Agency for International Development
FA/FM/CMP/DC, Room 700, SA-2, Washington, D.C. 20523

17. Clearances - Include typed name, office symbol, and date for all clearances

A. The Project Officer certifies (1) that the specifications in the statement of work or program description are technically
adequate, and (2) that (for contract actions only) all program personnel who are defined as procurement officials under 41
U.S.C 423 have signed the Procurement Integrity Certification (OF-333).

4 ) 7
Signature R&D/R, Miloslav Rechcigl é/é/ @\ Date: L//Z?/} §hone No:
. T /

B. The statement of ﬁ/gd prAargh description lies within thelc.
g

purview of the inj '

i i a ved agency programs. .
Signature: R&D/R . Ching ; Date: 5//72} Qf Signature: R&D/PO/AE, G. Sﬁ%drod Date: S 3 7}

D. Funds for the services requested Are availabld/ 74 E.

G Jlecitec. ‘
Signature: FA/FM/A/NPA, Rose Anderson Date: signature:lR&D/H, Caryn Miller Date: 4{/é35f/2?53
18. For the Cooperating Country: The terms and conditions set forth herein are hereby agreed to:

Signature: Titles Date:

19. For the ncy for International Development:

Signature: h’P. Ro he,.chief, R&D/PO/PR Title: 62 e: /;f:3>
FOR_COMTRACT ACTIONS ONLY: SOURCE SELECTION INMFORMATION--SEE FAR 3.104. THIS DOCUMENT, OR PORTIONS THEREOF, CONTAINS
PROPRIETARY OR SOURCE SELECTION INFORMATION RELATED TO THE CONDUCT OF A FEDERAL AGENCY ACQUISITION, THE DISCLOSURE OF WHICH IS
RESTRICTED BY LAW (41 U.S.C. 423). UNAUTHORIZED|DISCLOSURE OF THIS INFORMATION MAY SUBJECT BOTH THE DISCLOSER AND RECIPIENT TO
CONTRACTUAL, CIVIL, AND/OR CRIMINAL PENALTIES AF PROVIDED BY LAW.

FOR OTHER ACTIONS: UNAUTHORIZED DISCLOSURE OF PROPRIETARY OR SOURCE SELECTION [NFORMATION MAY SUBJECT AN EMPLOYEE TO
DISCIPLINARY ACTION. T

e T Ah A Resauwres— . BEST AVAILABLE COPY
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1 of Pages

R
12

1. Cooperating Country 2. PIO/T No. {M'LM {nZ’ o 3. PIO/T Amend No.
Worldwide 3692436 A 1
4. Project/Activity No. and Title 5. Appropriation Symbol(s)

R&D/R Project 936-5600, Innovative 72-11310

21.1

Scientific Research II, Grant 10.211,

"Assessment of PCR Predictive Test.,. ." DDVA-93-

6. Budget Plan Code(s)

16960-KG-11 (341-36-099-00-19-31)

7. Pro Ag No. or Project Authorization Date
Action Memo Approved 4/10/90

8. Obligation Status
[X] Administrative Reservation

[ 1 implementing Dogument

9. Project Assistance Completion Date 10. Authorized Agent
{Month, Day, Year) 12/31/99 FA/OP/A/HRN
11. Type of Action and Governing A.l.D. Handbook [B] 12. Contract/Grant/Cooperative Agreement/
Reference Number {if this PIO/T is for
A. A.1.D. Contract (HB14) C. PASA/RSSA (HB an order or a modification to an award)
B. A.l.LD. Grant or Cooperative 12) TBD
Agreement D. Other
{HB 13)

13. A.L.D. Funding {Attach a detailed budget in support of column

(2) as Attachment A.

(1) Previous Total (2) Increase (3) Decrease (4) Total to Date
A. Dollars 30,000 74,900 104,900
B. U.S.-Owned 0
Local Currency

14. Mission References

15. Instructions to Authorized Agent

Request that you increase the funding of this PIO/T by $74,900.

increase is to fully fund the total amount of the
original PIO/T is attached.

%,
(f,q4<}bqv OFFICF Oi/i;;é;@fAL MANAGEMENT
s / 7 . /”g, ACTION: Aor iR

The purpose of this
A copy of the

PA/FM/A/NPA 3 PA f

resoarch grant jin FY93,

16. Address of Voucher Paying Office Agency for Internat]
FA/FM/CMP/DC, Room 70

\ B?@%SW Wivaceasy L4

17. Clearances - Include typed name, office symbol, and date for

bil clearances '

A. The Project Officer certifies (1) that the specifications in the statement 6T WOTR orprograrm deseription-acg-technically
adequate, and (2) that {for contract actions only} all program personnel who are defined as procurement officials under 41

U.S.C 423 have signed the Procurement Integrity Certification (OF

YA

Signature R&D/R, Miloslav Rechcig

-333).

Phone No: 5. 444y

B. The statemen

the purview of yp€ j
Signature: R&BTR &K

léate: 6/1,(/{;5

Signature: R&D/PO/AE, G.

v

A
z/‘/.‘ r ."\,{"
tandrod Date: “/’ L

D. Funds for the services requested arefvailable/

Signature:FA/FM/A/NPA Rose Anderson Date:

E!- by SLE—C—
ignature: R&D/H, Caryn Miller

18. For the Cooperating Country: The terms and conditions set forth herein are hereby agreed to:

Date{/ 34///1 g

Signature: Title: Date:
19, For the cy for Jnternati(on;l Development:
Signature: EfiZabethfP. Roche, Chief, R&D/PO/PR Title: l%e: %)

g
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PROJECT IMPl  IENTATION ORDER/TECHNICAL SER\ 'S (PIO/T)*

Page 1 of Pages

or et ma Country G4 Sy 3492934

3. PIO/T Amend No.

Original
4. Project/Activity No. and Title 5. Appropriation Symbol(s)
R&D/R Project 936-5600, Innovative 72-1131021.1
Scientific Research II, Grant 10.211, 6. Budget Plan Code(s)
"Assessment of PCR Predictive Test..." |DDVA-93-16950-KG-11 (341-36-099-09-79-31)
7. Pro Ag No. or Project Authorization Date 8. Obligation Status v
Action Memo Approved 4/10/90 [X] Administrative Reservation [ ] Implementing Decument
9. Project Assistance Completion Date 10. Authorized Agent
(Month, Day, Year) ]2/3]/99 FA/OP/A/HRN
11. Type of Action and Governing A.1.0. Handbook [B] 12. Contract/Grant/Cooperative Agrce@cnt/
Reference Number (if this PIO/T is for
A. A.1.D. Contract (HB14) C. PASA/RSSA (HB 12) an order or a modification to an award)
B. A.1.D. Grant or Cooperative Agrecment D. Other TBD
(HB 13)
13. A.1.D. Funding (Attach a detailed budget in support of column (2) as Attachment A.
(1) Previous Total (2) Increase (3) Decrecase (4) Total to Date
A. Dollars 30,000 30,000
B. U.S.-Owned 0

Local Currency

14. Mission References Mission concurs per two-way memo from USAID/Lima rec’d 2/13/90

15. Instructions to Authorized Agent

Request that you negotiate a Grant with San Francisco State University in support of its unsolicited research proposal ,
"Assessment of Pcr Predictive Test for Relapse in American Leishmaniasis(10.211)", The funds in this P10/T cover the first
increment of a total amount of $150,000; the remaining $75,000 is expected to be obtigated in FY 1994. This P1O/T is in

conjunction with PIO/T # 3¢ Voucher lIdentification: in each instance of voucher (SF-1034) submission for payment

conjunction with another ftndlgg rE?UESt of $45,000 funded from project 936-5600, BPC-DDVA-16950-CG11. This P10/T is issued in

hereunder, the following Tdentification data must appear on the face of the voucher:
Project No. 936-5600, R&D/R Project No. 10.21
Project Office: RED/R ,
Budget Plan Code: 0DDVA-93-16950-CG-11 Obligation Nurber:%?; ‘/.3?

16. Address of Voucher Paying office Agency for International Development

FA/FM/CMP/DC, Room 700, SA-2, Washington, D.C. 20523

17. Clearances - Include typed name, office symbol, and date for all clearances

A. The Project Officer certifies (1) that the specifications in the statement of work or program description are technically
adequate, and (2) that (for contract actions only) all program personnel who are defined as procurement officials under 41

U.S.C 423 have signed the Procurement Integrity Certifiniion (OF-333),

/ WAy 4
Signature R&D/R, Miloslav Rechcigl,y N /ﬁ[ﬁ(\.%—~\\ Date: 57/<} /] :; Phone No:
8. The statement of wo gram description (ies within thelc. e
purview of the iAjti ig%y? iof and apprgved agency programs. ‘ . W'
Signature: R ;ﬁ)u 1 [P hika—v——7;t3ate: ;Zjﬁx}i? Signature: R&D/PO/AE, G. Standrod$\)\ Date: 6\(J‘\
D. Funds for the services requested ar available/ / /’ ’ E.
3 P '

(f‘( oy ./!‘ (_.L"’(’;(_ Co- ///7( ?—/H 3

Signature: FA/FM/A/NPA, Rose Anderso Date: Signatures RED/M, Caryn Miller Date: ~

18. For the Cooperating Country: The terms and conditions set forth herein are hereby agre=d to:

Signature: Title:

Date:

19. For the A y for Internagional Bevelppmeng:

Signature: P. Roche, Chief, R&D/PO/PR Title:

oA /12

FOR_CONTRACT ACTIGNS ONLY: SOURCE SELECTION INFORMATION--SEE FAR 3.104. THIS DOCUMENT, OR PORTIONS THEREOF, CONTAINS
PROPRIETARY OR SOURCE SELECTION INFORMATION RERATED TO THE CONDUCT OF A FEDERAL AGENCY ACQUISITION, THE DISCLOSURE OF WHICH IS
RESTRICTED BY LAW (41 U.S.C. 423). UNAUTHORIZEQ DISCLOSURE OF THIS INFORMATION MAY SUBJECT BOTH THE DISCLOSER AND RECIPIENT TO

CONTRACTUAL, CIVIL, AND/OR CRIMINAL PENALTIES AS PROVIDED BY LAW.

FOR_OTHER ACTIONS: UNAUTHORIZED DISCLOSURE OF PROPRIETARY OR SOURCE SELECTION INFORMATION MAY SUBJECT AN EMPLOYEE TO

DISCIPLINARY ACTION.

ADD 1350-1T (1131) ; X ed wn_o‘k,

£7.3/93.

x y ' BEST AVAILABLE COPY



