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RECORD OF DISCUSSIONS
BETWEEN JAPAN INTERNATIONAL COOPERATION AGENCY AND
AUTHORITIES CONCERNED OF THE GOVERNMENT OF
THE REPUBLIC OF ZAMBIA
ON JAPANESE TECHNICAL COOPERATION PROJECT FOR
ESTABLISHMENT OF RAPID DIAGNOSTIC TOOLS FOR
TUBERCULOSIS AND TRYPANOSOMIASIS AND
SCREENING OF CANDIDATE COMPOUNDS FOR TRYPANOSOMIASIS

In response to the proposal of the Government of Zambia, the Government of
Japan has decided to cooperate on the Project for “Establishment of Rapid Diagnostic
Tools for Tuberculosis and Trypanosomiasis and Screening of Candidate Compounds
for Trypanosomiasis” (hereinafter referred to as “the Project”) in accordance with the
Agreement on Technical Cooperation between the Government of Japan and the
Government of the Republic of Zambia signed on June 27th, 2006 (hereinafter referred
to as “the Agreement”).

Accordingly, Japan International Cooperation Agency (hereinafter referred to as
“JICA”), the implementation agency responsible for the implementation of the
technical cooperation program of the Government of Japan, will cooperate with the
authorities concerned of the Government of Zambia for the Project.

JICA and the Zambian authorities concerned had a series of discussions on the
framework of the Project. As a result of discussions, JICA and Zambian authorities
concerned agreed on the matters referred to in the document attached hereto.

Lusaka, October /2., 2009

B 7 € g ko

Mr. Shiro Nabeya Dr. Velepi"Mtohga
Chief Representative Permanent Secretary
Zambia Office Ministry of Health
Japan International Cooperation Agency The Republic of Zambia
Japan

Witnessed by
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Professor Yasuhiko Suzuki Professof Stephen Simukanga
Research Center for Zoonosis Control Vice Chancellor

Hokkaido University University of Zambia

Japan The Republic of Zambia
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Dr. eter Mwaba Dr. Aaron Mweene

Managing Director Dean, School of Veterinary Medicine
University Teaching Hospital University of Zambia
The Republic of Zambia The Republic of Zambia
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THE ATTACHED DOCUMENT

COOPERATION BETWEEN BOTH COUNTRIES

The Government of the Republic of Zambia will implement the Project in
cooperation with JICA.
The Project will be implemented in accordance with the Master Plan which is

given in Annex I.

MEASURES TO BE TAKEN BY JICA

In accordance with the laws and regulations in force in Japan and the provisions of
Article IIT of the Agreement, JICA, as the executing agency for technical
cooperation by the Government of Japan, will take, at its own expense, the
following measures according to the normal procedures of its technical cooperation

scheme.

DISPATCH OF JAPANESE EXPERTS
JICA will provide the services of the Japanese experts as listed in Annex II.
The provision of Article V of the Agreement will be applied to the

above-mentioned experts.

PROVISION OF MACHINERY AND EQUIPMENT

JICA will provide such machinery, equipment and other materials (hereinafter
referred to as “the Equipment”) necessary for the implementation of the Project
as listed in Annex III. The provision of Article VII of the Agreement will be
applied to the Equipment.

TRAINING OF ZAMBIAN PERSONNEL IN JAPAN
JICA will receive the Zambian personnel connected with the Project for technical

training in Japan.
MEASURES TO BE TAKEN BY THE GOVERNMENT OF THE REPUBLIC OF
ZAMBIA
The Government of the Republic of Zambia will take necessary measures to
ensure that the self-reliant operation of the Project will be sustained during and

after the period of Japanese technical cooperation, through full and active
involvement in the Project by all related authorities, beneficiary groups and
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institutions.

The Government of the Republic of Zambia will ensure that the technologies and
knowledge acquired by the Zambian nationals as a result of the Japanese
technical cooperation will contribute to the economic and social development of
the Republic of Zambia.

In accordance with the provisions of Article V and VI of the Agreement, the
Government of the Republic of Zambia will grant in the Republic of Zambia
privileges, exemptions and benefits to the Japanese experts referred to in Article
II-1 above and their families.

In accordance with the provisions of Article VII of the Agreement, the
Government of the Republic of Zambia will take the measures necessary to
receive and use the Equipment provided by JICA under Article II-2 above and
equipment, machinery and materials carried in by the Japanese experts referred
to in Article II-1 above.

The Government of the Republic of Zambia will take necessary measures to
ensure that the knowledge and experience acquired by the Zambian personnel
from technical training in Japan will be utilized effectively in the
implementation of the Project.

In accordance with the provision of Article V-1-(2)-(b) of the Agreement, the
Government of the Republic of Zambia will provide the services of Zamibian

counterpart personnel and administrative personnel as listed in Annex IV.

In accordance with the provision of Article V-1-(2)-(a) of the Agreement, the
Government of the Republic of Zambia will provide the buildings and facilities as

listed in Annex V.

In accordance with the laws and regulations in force in the Republic of Zambia,
the Government of the Republic of Zambia will take necessary measures to
supply or replace at its own expense machinery, equipment, instruments,
vehicles, tools, spare parts and any other materials necessary for the
implementation of the Project other than the Equipment provided by JICA
under Article I1-2 above.

In accordance with the laws and regulations in force in the Republic of Zambia,
the Government of the Republic of Zambia will take necessary measures to meet
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the running expenses necessary for the implementation of the Project.

IV. ADMINISTRATION OF THE PROJECT

1. Director, Public Health and Research, Ministry of Health (hereinafter referred to
as “MoH”), as the Project Director, will bear overall responsibility for the
administration and implementation of the Project.

2. Deputy Director, Public Health and Research, MoH, as the Project Manager, will
be responsible for the managerial and technical matters of the Project.

3. Principle Surveillance and Research Officer, MoH, as the Project Coordinator, shall be
responsible for day-to-day running of project activities from Zambian side with the Japanese
Project Coordinator, supporting the Project Manager.

4. The Japanese Chief Advisor will provide necessary recommendations and advice
to the Project Director, the Project Manager and the Zambian Project
Coordinator on any matters pertaining to the implementation of the Project.

5. Japanese Project Coordinator will coordinate the Project on Japanese side with the
Zambian Project Coordinator, supporting the Chief Advisor.

6. The Japanese experts will give necessary technical guidance and advice to
Zambian counterpart personnel on technical matters pertaining to the
implementation of the Project.

7. For the effective and successful implementation of technical cooperation for the
Project, a Joint Coordinating Committee will be established whose functions and
composition are described in Annex VI.

V. JOINT EVALUATION
Evaluation of the Project will be conducted jointly by JICA and the Zambian

authorities concerned, at the middle and during the last six months of the

cooperation term in order to examine the level of achievement.

VI. CLAIMS AGAINST JAPANESE EXPERTS
SO tho M A5 P



VII.

In accordance with the provision of Article VI of the Agreement, the Government of
the Republic of Zambia undertakes to bear claims, if any arises, against the
Japanese experts engaged in technical cooperation for the Project resulting from,
occurring in the course of, or otherwise connected with the discharge of their
official functions in the Republic of Zambia except for those arising from the willful
misconduct or gross negligence of the Japanese experts.

MUTUAL CONSULTATION

There will be mutual consultation between JICA and the Government of the
Republic of Zambia on any major issues arising from, or in connection with this

attached document.

VIII. MEASURES TO PROMOTE UNDERSTANDING OF AND SUPPORT FOR THE

IX.

PROJECT

For the purpose of promoting support for the Project among the people of the
Republic of Zambia, the Government of the Republic of Zambia will take
appropriate measures to make the Project widely known to the people of the
Republic of Zambia.

TERM OF COOPERATION

The duration of the technical cooperation for the Project under this attached

document will be four years from November 15, 2009.

ANNEX I MASTER PLAN

ANNEXII  LIST OF JAPANESE EXPERTS

ANNEXIII LIST OF MACHINERY AND EQUIPMENT

ANNEX IV LIST OF ZAMBIAN COUNTERPART AND ADMINISTRATIVE

PERSONNEL

ANNEXYV  LIST OF BUILDINGS AND FACILITIES
ANNEX VI  JOINT COORDINATING COMMITTEE
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ANNEX I MASTER PLAN

Project Purpose

Research and development capacity of Zambian research institutes for rapid diagnostic
tools and screening of candidate compounds for new drugs for trypanosomiasis are
improved through collaborative research activities with Japanese research institutes.

Outputs
1. Rapid diagnostic tools including drug susceptibility test for tuberculosis are

developed as methods for practical use in laboratories in Zambia.

2. A rapid diagnostic tool for trypanosomiasis is developed as a method for practical
use in laboratories in Zambia.

3. Candidate compounds for non-clinical trials are produced with diversity-oriented
synthesis method for trypanosomiasis.

4. Research systems for the development of rapid diagnostic systems for tuberculosis
and trypanosomiasis and screening of compounds for new drugs for trypanosomiasis
are streamlined.

Activities

1-1. Collect specimens from Zambian tuberculosis patients for genetic analysis of
Mycobacterium strains.

1-2. Develop a rapid genetic diagnostic tool for tuberculosis applying LAMP*! method.

1-3. Test the rapid diagnostic system as a method for practical use in laboratories in
Zambia by weighing its specificity and sensitivity against conventional methods
such as microscopic examination, culture method, PCR*2 method, etc.

1-4. Establish a drug susceptibility test on the basis of genetic information from drug
resistant strains of Mycobacterium tuberculosis.

1-5. Develop the drug susceptibility test as a method for practical use in laboratories in
Zambia by weighing its sensitivity against conventional method of culture method.

1-6. Introduce the rapid diagnostic system and the drug susceptibility test for
tuberculosis on a research-based trial to participating laboratories for feasibility
assessment.

1-7. The used specimens and isolated mycobacterial strains are stored for future

development of advanced method.

2-1. Collect specimens from Zambian trypanosomiasis patients for genetic analysis.

2-2. Develop a rapid genetic diagnostic tool for trypanosomiasis applying LAMP
method.

2-3. Test the rapid diagnostic tool as a method for practical use in laboratories in
Zambia by weighing its specificity and sensitivity against conventional methods
such as microscopic examination, isolation method, PCR method, etc.
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2-4.

2-5.

3-1

3-2.

3-3.

3-4.

3-5.

3-6.

3-7.

4-1.

4-2.

4-3.
4-4.

Introduce the rapid diagnostic tool for trypanosomiasis on a research-based trial to
several laboratories for feasibility assessment.

The used specimens and isolated trypanosomal strains are stored for future
development of advanced method.

. Plan groups of compounds with antitrypanosomal activity by systematic structural

modification of lead compounds.

Construct chemical libraries for trypanosomiasis by conducting diversity-oriented
synthesis of the group of compounds in short-step chemical transformation.
Establish in vitro study systems for the evaluation of activity and safety of the
groups of compounds.

Evaluate the biological activity and cytotoxicity of novel compounds in the
chemical library of trypanosoma in vitro and accumulate the data on their
structure-activity relationship.

Identify the final candidate compound for trypanosomiasis by testing mouse model
with its activity and safety.

Develop mass production system of the final candidate compound for
trypanosomiasis.

Select the candidate compounds for non-clinical trial in trypanosomiasis by testing
large animal model (livestock level) with its activity and safety.

Prepare and revise Standard Operating Procedure (SOP) in each research subject.
Convene research group meetings to discuss progress of the research,
achievements and safety management quarterly.

Researchers submit monthly progress reports to research group leaders.

Prepare annual plan documents for research operation.

Remarks: *1: Loop-mediated Isothermal Amplification, *2: Polymerase Chain Reaction



ANNEXII  LIST OF JAPANESE EXPERTS

1. Long-term experts
(1) Project Coordinator
(2) Tuberculosis: Diagnostic Development

2. Short-term experts

(1) Chief Advisor/Tuberculosis Diagnostics Development

(2) Trypanosomiasis: Diagnostics Development, Candidate compounds screening

(8) Tuberculosis: Diagnostics Development

(4) Other researchers to be dispatched several times for each research topic according

to a plan to be developed based on mutual agreement of both sides
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ANNEXIII LIST OF MACHINERY AND EQUIPMENT

1. Small centrifuges

2. Incubators

3. CO2 incubators

4. Autoclaves

5. Ultra low temperature freezers

6. Biohazard Safety Cabinet

7. DNA sequencer

8. Generators

9. Fluorescence microscopes

10.Laboratory tables

11.Other equipment mutually agreed when necessity arises

Notes:

1) The above-mentioned equipment is limited to equipment necessary for the
transfer of technology by the Japanese experts and implementing Project
activities.

2) The contents, specifications and quantity of the above-mentioned equipment
to be provided each year will be discussed every year between the Japanese

experts and the Zambian counterpart personnel on the annual plan of the
Project, within allocated budget of the Japanese fiscal year.
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ANNEX IV LIST OF ZAMBIAN COUNTERPART AND ADMINISTRATIVE
PERSONNEL

1. Project Director:
Director, Public Health and Researches, Ministry of Health
2. Project Manager:
Deputy Director, Public Health and Researches, Ministry of Health
3. Project Coordinator:
Principle Surveillance and Research Officer, Ministry of Health
4. Researchers of Department of Laboratory Services, University Teaching Hospital,
Ministry of Health
5. Researchers of School of Veterinary Medicine, University of Zambia



ANNEXYV  LIST OF BUILDINGS AND FACILITIES

1. Office space in department of laboratory services, University Teaching Hospital,
Ministry of Health

2. Research space in department of laboratory services, University Teaching Hospital,
Ministry of Health

3. Research space in School of Veterinary Medicine, University of Zambia

Existing equipments for research activities




ANNEX VI  JOINT COORDINATING COMMITTEE

1. Functions
(1) To formulate and authorize the annual activity plan of the Project
(2) To endorse major achievements and products of the Project
(3) To monitor and review overall progress and supervise the Project
(4) To review and discuss on major issues arising from or concerning the Project

2. Composition
(2) Composition
1) Chairperson:
Director, Public Health and Researches, Ministry of Health
2) Members:
Deputy Director, Public Health and Researches, Ministry of Health
Representative from Public Health and Researches, Ministry of Health
Managing Director, University Teaching Hospital
Dean, School of Medicine, University of Zambia
Dean, School of Veterinary Medicine, University of Zambia
Leaders of research groups
JICA long-term experts and Japanese Chief Advisor and/ or representative (s)
from Hokkaido University
Representatives from JICA Zambia Office
3) Associate Members:
Representatives from Japan Science and Technology Agency
Representative from Ministry of Agriculture and Cooperatives
Representative from National Science and Technology Council
Representative from World Health Organization
Representatives from Embassy of Japan
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MINUTES OF MEETINGS
BETWEEN
JAPAN INTERNATIONAL COOPERATION AGENCY
AND
THE AUTHORITIES CONCERNED OF THE GOVERNMENT OF
THE REPUBLIC OF ZAMBIA
ON
JAPANESE TECHNICAL COOPERATION
FOR
ESTABLISHMENT OF RAPID DIAGNOSTIC TOOLS FOR
TUBERCULOSIS AND TRYPANOSOMIASIS AND
SCREENING OF CANDIDATE COMPOUNDS FOR TRYPANOSOMIASIS

Chief Representative of Japan International Cooperation Agency (hereinafter referred to as
“JICA”) Zambia Office had a series of discussions with the Zambian authorities concerned about the
formation of the Technical Cooperation Project for “Establishment of Rapid Diagnostic Tools for
Tuberculosis and Trypanosomiasis and Screening of Candidate Compounds for Trypanosomiasis”
(hereinafter referred to as “the Project”).

As a result of the discussions, Chief Representative of JICA Zambia Office and the Permanent
Secretary for Ministry of Health agreed on the matters referred to in the document attached hereto. This
Minutes of Meetings is considered to as a supplement document of the Record of Discussions (hereinafter
referred to as “the R/D”) which is signed at the same time.

Lusaka, October/Z , 2009

By % 99

Mr. Shiro Nabeya

Chief Representative

Zambia Office

Japan International Cooperation Agency
Japan

Witnessed by
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Professor Yasuhiko Suzuki

Research Center for Zoonosis Control
Hokkaido University

Japan

Dr. Peter Mwaba
Managing Director
University Teaching Hospital
The Republic of Zambia

Dr. Velepi Mtonga “
Permanent Secretary

Ministry of Health

The Republic of Zambia
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Professor Stephen Simukanga’
Vice Chancellor

University of Zambia

The Republic of Zambia
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Dr. Aaron Mweene

Dean, School of Veterinary Medicine
University of Zambia

The Republic of Zambia
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THE ATTACHED DOCUMENT

1. Project Implementation Scheme

Both sides confirmed that the Project was implemented under the “Science and Technology
Research Partnership for Sustainable Development*” promoted by JICA and Japan Science and
Technology Agency (hereinafter referred to as “JST) in collaboration.

JICA will take necessary measures for the technical cooperation such as dispatch of Japanese
experts, provision of equipment and training of personnel, and other supports related to the Project
in the Republic of Zambia. JST will support the Japanese research institute for the project activities
held in Japan.

Zambian counterpart research institutes will take necessary measures for technical
cooperation, such as research facilities and utilities, personnel, and other support related to the
Project.

*“Science and Technology Research Partnership for Sustainable Development” aims to develop
new technology and its applications, and also aims at capacity development of researchers and
research institutes in both countries.

2. Administration of the Project
2-1. Research Group Meeting
Research Group Meetings are established to meet quarterly. Their functions and
composition are as follows:

(1) Functions
1) To review progress and outputs of research activities
2) To coordinate and exchange information among the counterpart institutions
3) To discuss issues including technical, ethical and safety matters, arising from or concerning
the Project

(2) Composition
1) Chairpersons:
Managing Director, University Teaching Hospital (hereinafter referred to as “UTH”), as
Chair for Tuberculosis Research Group Meeting
Dean, School of Veterinary Medicine, University of Zambia (hereinafter referred to as
“UNZA-VET?), as Chair for Trypanosomiasis Research Group Meeting
Tuberculosis Specialist/ National Tuberculosis Control Program Manager, Ministry of
Health (hereinafter referred to as “MoH”), as Co-Chair for Tuberculosis Research
Group Meeting
Non-communicable diseases Specialist, MoH, as Co-Chair for Trypanosomiasis
Research Group Meeting
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2) Members:
A. Tuberculosis Research Group

<Responsible members>

Leader of Zambian Research Group

JICA long-term expert

Japanese Chief Advisor and/or Representatives from Japanese researchers

<Advisory members>

National Tuberculosis Program

Representatives from Chest Disease Laboratory (hereinafter referred to as “CDL”)

Representatives from Tropical Disease Research Centre (hereinafter referred to as
“TDRC”)

Zambia AIDS-Related TB

Representatives from World Health Organization (hereinafter referred to as “WHO™)

B. Trypanosomiasis Research Group
<Responsible members>
Leader of Zambian Research Group
JICA long-term expert
Japanese Chief Advisor and/or Representatives from Japanese researchers

<Advisory members>

Non-communicable and Neglected Tropical Diseases Unit
Representatives from Ministry of Agriculture and Cooperatives
Representatives from TDRC

Representatives from WHO

2-2. Monthly Progress Report

For effective monitoring of the research progress and timely feedback of the technical
advice from the experts, a Monthly Progress Report including administrative affairs will be
submitted in English by each Zambian and Japanese researcher engaged in the Project. The
reports will be shared with the Project Director.

2-3. Ethical approval of the Project
All research activities of the Project involving human and animal subjects must be
approved by the ethical committee of Hokkaido University, UTH or UNZA-VET, as applicable.

2-4. Biosafety
In order to secure laboratory biosafety of research activities, Zambian and Japanese sides
agreed that biosafety is maintained according to a laboratory biosafety manual.
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3. Contents of Collaborative Research
Both sides confirmed the contents of collaborative research covered in the Project are as
follows:

(1) Development of rapid diagnostic tools for
- Tuberculosis
(*including Drug Susceptibility Test: this is to be carried out on the conditions that
Biosafety Level 3 Laboratory shall be established after site investigation)
- Trypanosomiasis
(2) Screening of candidate compounds for new drugs of
- Trypanosomiasis

4. Project Design Matrix and Tentative Plan of Operation
A basic framework of the Project is as shown in a Project Design Matrix (hereinafter
referred to as “PDM”) in Annex III. The Plan of Operation is as shown in Annex IV.

5. Special Issues
5-1. Collaborative Research Agreement between research institutes

Both sides agreed that the research institutes in Japan and Zambia should reach an
agreement to execute the collaborative research in accordance with the Master Plan of the
Project. The document (e.g. Collaborative Research Agreement) should contain necessary
conditions of the collaborative research which are agreed upon by the research institutes in
Japan and in Zambia.

Both sides agreed that UNZA-VET and UTH are the representatives of Zambia side, and
Hokkaido University is that of Japanese side.

5-2. Intellectual Property Rights
Both sides confirmed that matters on intellectual property rights should follow the
Collaborative Research Agreement to be signed between the research institutions.

5-3. Exclusion of Clinical Trials

Both sides agreed that clinical trials shall not be included in the Project.

JICA is indemnified for any and all liabilities, losses, and expenses on claims for injury or
damages arising out of or resulting from, the actions or omissions by the Zambia and Japanese
research institutes or of any of their officers, agents, employees, or subcontractors with respect
to the clinical trials.

Therefore, JICA will not bear any expenses or honorarium for implementing clinical trials.

5-4. Specimens and Strains
Both sides agreed that clinical specimens and isolated strains derived from human and
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collected through the Project activities shall be used only for research activities in Zambia, and
shall not be exported from Zambia.

5-5. Observance of the Co-investigation Protocol

Both sides confirmed that in compliance with the co-investigation protocol in Zambia,
research progress of the Project shall be fed back to MoH periodically through Joint Coordinating
Committee, and final results of the Project shall be disseminated in Zambia prior to publication.

LIST OF ANNEXES
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HMETEREREGEESE (M/M)

MINUTES OF MEETINGS BETWEEN
THE JAPANESE DETAILED PLANNING SURVEY TEAM AND
THE AUTHORITIES CONCERNED OF
THE GOVERNMENT OF THE REPUBLIC OF ZAMBIA ON
JAPANESE TECHNICAL COOPERATION FOR THE PROJECT FOR
DEVELOPMENT OF CONTROL METHODS
AGAINST EMERGING AND RE-EMERGING DISEASES IN AFRICA

Japan International Cooperation Agency (hereinafter referred to as “JICA”)
organized the Detailed Planning Survey Team (hereinafter referred to as “the Team™), headed by
Dr. Mitsuhiro Ushio from February 7 to 18, 2009 for the purpose of discussing the framework
of the technical cooperation project entitled “The Project for Development of Control Strategies
against Emerging and Re-emerging Diseases in Africa” (hereinafter referred to as “the Project”).

The Team had a series of discussions and exchanged views on the Project with the
authorities concerned of Zambia.

During the discussions both sides agreed that it is appropriate to modify the original
project title indicated above to “Establishment of Novel Diagnostic Tools for Tuberculosis and
Trypanosomiasis and Screening of Candidate Compounds for Trypanosomiasis in Zambia”.

As a result of the discussions, the Team and the Zambian authorities concerned
agreed on the matters referred to in the document attached hereto.

Lusaka, February 16, 2009

N

e

Mr. Shiro Nabeya

Resident Representative

Japan International Cooperation Agency
Zambia Office

Witnessed by

TR K7

~ Dr. Mitsuhiro Ushio

Team Leader

Detailed Planning Survey Team

Japan International Cooperation Agency
Japan

Dr. Velepi Mtonga o
Permanent Secretary
Ministry of Health

The Republic of Zambia

r. Victor Mukonka
Director of Public Health and Research
Ministry of Health
The Republic of Zambia



MR R,

Professor Yasuhiko Suzuki

Research Center for Zoonosis Control
Hokkaido University

Japan

SO

Dr. Peter Mwaba

Managing Director
University Teaching Hospital
The Republic of Zambia

Professor Stephen Simukanga
Vice Chancellor

University of Zambia

The Republic of Zambia

Dr. Aaron Mweene

Dean, School of Veterinary Medicine
University of Zambia

The Republic of Zambia



THE ATTACHED DOCUMENT

I OBJECTIVE OF THE DETAILED PLANNING SURVEY

The objectives of the survey are to confirm background and contents of the
request from the Government of Zambia and to make a cooperation plan (project design)
through discussions with the Zambian authorities concerned. The survey team will also
collect and analyze necessary information for ex-ante evaluation.

The contents of the survey are as follows:

1. To confirm the contents and changes of the request from the Government of the
Republic of Zambia and the research plan of the Hokkaido University and to harmonize
the two.

2. To have discussions with the Zambian authorities concerned on the project design
(including Project Purpose, Implementing Structure, Project Design Matrix, Plan of
Operation, Inputs and so on) and to reach an agreement.

. To confirm the current situation on ethical aspect, structure of approval, implementation
and compensation for clinical studies and development of new medicines. (Even though
non-clinical and clinical trials are excluded from this Project, it is of importance to
understand the overall framework of those clinical trials)

4. To confirm actions and schedule up to the Project’s commencement.

5. To sign the Minutes of Meeting so as to confirm the result of the discussions.

(U8

I BASIC FRAMEWORK OF THE PROJECT

1. Project Implementation Scheme (Annex I-1)

Both sides confirmed that the Project was implemented under the ‘Science and
Technology Research Partnership for Sustainable Development®’ promoted by JICA and
Japan Science and Technology Agency (hereinafter referred to as “JST”) in collaboration.

JICA will take necessary measures for the technical cooperation such as dispatch
of Japanese experts, provision of equipment and training of personnel, and other supports
related to the Project in the Republic of Zambia. JST will support the Japanese research
institute for the project activities held in Japan.

Zambian counterpart research institutes will take necessary measures for technical
cooperation, such as research facilities and utilities, personnel, and other support related to
the Project.

#»Science and Technology Research Partnership for Sustainable Development” aims to
develop new technology and its applications, and also aims at capacity development of
researchers and rescarch institutes in both countries.




2. Project Title

Both sides agreed that it was appropriate to modify from the original project title
indicated in the application “The Project for Development of Control Strategies against
Emerging and Re-emerging Diseases in Africa” to “Establishment of Novel Diagnostic
Tools for Tuberculosis and Trypanosomiasis and Screening of Candidate Compounds for
Trypanosomiasis in Zambia”, which reflected the agreed contents of the Project.

Both sides will propose the title modification to the authorities concerned of each
government and, if approved, the title will be changed officially through diplomatic
procedure.

3. Term of Cooperation ,
The duration of the technical cooperation for the Project will be four years from
the date, which will be mentioned in the Record of Discussions (hereinafter referred to as

“R/D?’)‘

4. Pre-condition
4-1. Research approval

In accordance with the notification on “Conducting Research in Public Health
Facilities” by MoH, both sides agreed that R/D shall be signed after obtainment of official
approvél by MoH for implementation of the collaborative research project.

4-2. Ethical approval of the Project

All research activities of the Project involving human and animal subjects must be
approved by the ethical committee of Hokkaido University, University Teaching Hospital
(hereinafter referred to as “UTH”) or School of Veterinary Medicine, University of Zambia
(hereinafter referred to as “UNZA-VET”), as applicable.

4-3. Biosafety
In order to secure laboratory biosafety of research activities, Zambian and

Japanese sides agreed that biosafety is maintained according to a laboratory biosafety
manual.

5. Administration of the Project
5-1. Administration
Both sides agreed the administration of the Project is as follows and shown in Annex [-2:

(1) Project Director (who will bear overall responsibilitj" for the administration and

implementation of the Project):
Director, Public Health and Research, Ministry of Health (hereinafter referred to as

“MoH”)

(2) Project Manager (who will be responsible for the managerial and technical matters of
the Project):

3 ¥



Deputy Director, Public Health and Research. MoH

(3) Project Coordinator (who shall be responsible for day-to-day running of project
activities from Zambian side with the Japanese Project Coordinator, supporting the
Project Manager):

Principle Surveillance and Research Officer, MoH

(4) The Japanese Chief Advisor will provide necessary recommendations and advice to the
Project Director, the Project Manager and the Project Coordinator on any matters
pertaining to the implementation of the Project.

(5) Japanese Project Coordinator will coordinate the Project on Japanese side with the
Zambian Project Coordinator, supporting the Chief Advisor.

(6) The Japanese experts will give necessary technical guidance and advice to Zambian
counterpart personnel on technical matters pertaining to the implementation of the
Project.

5-2. Joint Coordinating Committee
For the effective and successful implementation of technical cooperation for the
Project, a Joint Coordinating Committee will be established whose functions and

composition are described as follows:

(1) Functions
1) To formulate and authorize the annual activity plan of the Project
2) To endorse major achievements and products of the Project
3) To monitor and review overall progress and supervise the Project
4) To review and discuss on major issues arising from or concerning the Project

(2) Composttion
1) Chairperson:
Director, Public Health and Research, MoH
2) Members:
Representative from Directorate, Public Health and Research, MoH
Managing Director, UTH
Dean, School of Medicine, University of Zambia (hereinafier referred to as
“UNZA-SOM”)
Dean, UNZA-VET
Leaders from each of Research Groups
JICA long-term expert and Japanese Chief Advisor and/or representative(s)
from Hokkaido University
Representatives from JICA Zambia Office
3) Associate Members:
Representative from Ministry of Agriculture and Cooperatives (hereinafter
referred to as “MACO”™)
Representative from National Science and Technology Council




Representative from World Health Organization (hereinafter referred to as
“WHO™)

Representatives from JST

Representatives from Embassy of Japan

5-3. Research Group Meeting
Research Group Meetings are established to meet quarterly. Their functions and
composition are as follows:

(1) Functions
1) To review progress and outputs of research activities
2) To coordinate and exchange information among the counterpart institutions
3) To discuss issues including technical, ethical and safety matters, arising from or
concerning the Project

(2) Composition
1) Chairpersons:
Managing Director, UTH (Chair for Tuberculosis Research Group Meeting)
Dean, UNZA-VET (Chair for Trypanosomiasis Research Group Meeting)
Tuberculosis Specialist/ National Tuberculosis Control Program Manager, MoH
(Co-Chair for Tuberculosis Research Group Meeting)
Non-communicable diseases Specialist (Co-Chair for Trypanosomiasis
Research Group Meeting)
2) Members:
A. Tuberculosis Research Group
<Responsible members>
Leader of Zambian Research Group
JICA long-term expert
Japanese Chief Advisor and/or Representatives from Japanese researchers

<Advisory members>

National Tuberculosis Program

Representatives from Chest Disease Laboratory (hereinafter referred to as
“CDL")

Representatives from Tropical Disease Research Centre (hereinafter referred to
as “TDRC”)

Zambia AIDS-Related TB

Representatives from WHO

B. Trypanosomiasis Research Group

<Responsible members>
Leader of Zambian Research Group




JICA long-term expert
Japanese Chief Advisor and/or Representatives from Japanese researchers

<Advisory members>

Non-communicable and Neglected Tropical Diseases Unit
Representatives from MACO

Representatives from TDRC

Representatives from WHO

5-4. Monthly Progress Report
For effective monitoring of the research progress and timely feedback of the

technical advice from the experts, a Monthly Progress Report including administrative
affairs will be submitted in English by each Zambian and Japanese researcher engaged in
the Project. The reports will be shared with the Project Director.

6. Contents of Collaborative Research
Both sides confirmed the contents of collaborative research covered in the Project

are as follows:

(1) Development of rapid diagnostic tools for
- Tuberculosis (including drug susceptibility test)
- Trypanosomiasis

(2) Screening of candidate compounds for new drugs of
- Trypanosomiasis

7. Project Design Matrix and Tentative Plan of Operation
A basic framework of the Project is as shown in a Project Design Matrix
(hereinafter referred to as “PDM”) in Annex III. The tentative Plan of Operation is as

shown in Annex IV.

8. Inputs
The inputs from each side are as follows:

8-1. Japanese side

(1) Chief Advisor (Short-term expert)

(2) Long-term expert: A Project Coordinator

(3) Other Short-term experts: Researchers to be dispatched for each research topic
(4) Equipment necessary for research activities

(5) Training of counterpart researchers in Japan

(6) Necessary expenses for the collaborative research activities




8-2. Zambian side

(1) Counterpart researchers

(2) Office space in department of laboratory services, UTH.

(3) Research spaces in department of laboratory services, UTH.

(4) Research space in UNZA-VET
(5) Existing equipment for research activities
(6) Daily expenses for electricity, land phone bills, etc

9. Special Issues
9-1. Collaborative Research Agreement between research institutes
Both sides agreed that the research institutes in Japan and Zambia should reach an
agreement to execute the collaborative research in accordance with the Master Plan of the
Project. The agreed document (e.g. Collaborative Research Agreement) should contain the
following items of the collaborative research:
a. Objective and Plan
. Implementation
. Confidentiality and Intcllectual Property Rights
Access to Genetic Resources
Publication
Dispute Resolution
Duration of the Agreement
h. Compliance with Laws and Regulations
i. Other items concerning both institutes
Both sides agreed that UNZA-VET and UTH are the representatives of Zambia
side, and Hokkaido University is that of Japanese side.

@noe pe oo

9-2. Intellectual Property Rights
Both sides confirmed that matters on intellectual property rights should follow the
Collaborative Research Agreement to be signed between the research institutions.

9-3. Exclusion of Clinical Trials

Both sides agreed that clinical trials shall not be included in the Project.

JICA is indemnified for any and all liabilities, losses, and expenses on claims for
injury or damages arising out of or resulting from, the actions or omissions by the Zambia
and Japanese research institutes or of any of their officers, agents, employees, or
subcontractors with respect to the clinical trials.

Therefore, JICA will not bear any expenses or honorarium for implementing

clinical trials.

9-4. Specimens and Strains
Both sides agreed that clinical specimens and isolated strains derived from



human and collected through the Project activities shall be used only for research activities
in Zambia, and shall not be exported from Zambia.

9-5. Observance of the Co-investigation Protocol

Both sides confirmed that in compliance with the co-investigation protocol in
Zambia, research progress of the Project shall be fed back to MoH periodically through JCC,
and final results of the Project shall be disseminated in Zambia prior to publication.

I WAY FORWARD

1. Based on this Minutes of Meeting and the draft R/D as shown in Annex V, the
Zambian and Japanese sides will prepare for the final version of the R/D.

Before starting the Project, the research institutes of both sides should take necessary
actions such as to apply to the relevant ethical committee, to allocate the budget and so

o

on.
3. Based on the mutual agreement reached, the R/D will be signed by both sides around

XXXX 2009 (after the clearance of Research Approval by MoH). The schedule is
subject to change in accordance with approval process of the Project.

LIST OF ANNEXES
Annex I-1 Project Implementation Scheme
Annex I-2 Project Implementation Structure Chart
- Annex 11 Research Contents and Organization in charge
Annex III Project Design Matrix (PDM) Version 0
Annex IV Tentative Plan of Operation (PO) Version 0
Annex V Draft Record of Discussions (R/D)
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ANNEX V  Draft Record of Discussions (R/D)
(Draft)
RECORD OF DISCUSSIONS
BETWEEN JAPAN INTERNATIONAL COOPERATION AGENCY AND
AUTHORITIES CONCERNED OF THE GOVERNMENT OF
THE REPUBLIC OF ZAMBIA
ON JAPANESE TECHNICAL COOPERATION
FOR THE PROJECT FOR <Project title>

In response to the proposal of the Government of Zambia, the Government of
Japan has decided to cooperate on the Project for “<Project title>" (hereinafter referred
to as “the Project”) in accordance with the Agreement on Technical Cooperation
between the Government of Japan and the Government of the Republic of Zambia
signedon (Month) , (Day) , (Year) (hereinafter referred to as “the Agreement”) and
the Embassy of Japan’s Note No. xx/xx dated xx xx, 200x and the Ministry of Foreign
Affairs Note No. xx/xx dated xx xx, 200x.

Accordingly, Japan International Cooperation Agency (hereinafter referred to as
“JICA”), the implementation agency responsible for the implementation of the
technical cooperation program of the Government of Japan, will cooperate with the
authorities concerned of the Government of Zambia for the Project.

JICA and the Zambian authorities concerned had a series of discussions on the

framework of the Project. As a result of discussions, JICA and Zambian authorities
concerned agreed on the matters referred to in the document attached hereto.

Lusaka, <date, month, vear>

Mr. Shiro Nabeya Dr. Velepi Mtonga

Chief Representative Permanent Secretary
Zambia Office Ministry of Health
Japan International Cooperation Agency The Republic of Zambia
Japan

Witnessed by

Professor Stephen Simukanga
. Vice Chancellor

Professor Yasuhiko Suzuki
Research Center for Zoonosis Control

Hokkaido University
Japan

Dr. Peter Mwaba

Managing Director
University Teaching IHospital
The Republic of Zambia

University of Zambia
The Republic of Zambia

Dr. Aaron Mweene

Dean, School of Veterinary Medicine
University of Zambia

The Republic of Zambia



ANNEXY Draft Record of Discussions (R/D)
THE ATTACHED DOCUMENT

I. COOPERATION BETWEEN BOTH COUNTRIES

1. The Government of the Republic of Zambia will implement the Project in
cooperation with JICA.

bO

The Project will be implemented in accordance with the Master Plan which is
given in Annex I.

II. MEASURES TO BE TAKEN BY JICA

In accordance with the laws and regulations in force in Japan and the provisions of
Article IIT of the Agreement, JICA, as the executing agency for technical
cooperation by the Government of Japan, will take, at its own expense, the
following measures according to the normal procedures of its technical cooperation
scheme.

1. DISPATCH OF JAPANESE EXPERTS
JICA will provide the services of the Japanese experts as listed in Annex IIL.
The provision of Article IV of the Agreement will be applied to the

above-mentioned experts.

2. PROVISION OF MACHINERY AND EQUIPMENT
JICA will provide such machinery, equipment and other materials (hereinafter
referred to as “the Equipment”) necessary for the implementation of the Project
as listed in Annex III. The provision of Article VIII of the Agreement will be
applied to the Equipment.

3. TRAINING OF ZAMBIAN PERSONNEL IN JAPAN
JICA will receive the Zambian personnel connected with the Project for technical

training in Japan.

III. MEASURES TO BE TAKEN BY THE GOVERNMENT OF THE REPUBLIC OF
ZAMBIA

1. The Government of the Republic of Zambia will take necessary measures to
ensure that the self-reliant operation of the Project will be sustained during and
after the period of Japanese technical cooperation, through full and active
involvement in the Project by all related authorities, beneficiary groups and
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institutions.

The Government of the Republic of Zambia will ensure that the technologies and
knowledge acquired by the Zambian nationals as a result of the Japanese
technical cooperation will contribute to the economic and social development of
the Republic of Zambia.

In accordance with the provisions of Article IV, V, VI of the Agreement, the
Government of the Republic of Zambia will grant in the Republic of Zambia
privileges, exemptions and benefits to the Japanese experts referred to in Article

II-1 above and their families.

In accordance with the provisions of Article VIII of the Agreement, the
Government of the Republic of Zambia will take the measures necessary to
receive and use the Equipment provided by JICA under Article II-2 above and
equipment, machinery and materials carried in by the Japanese experts referred
to in Article II-1 above.

The Government of the Republic of Zambia will take necessary measures to
ensure that the knowledge and experience acquired by the Zambian personnel
from technical training in Japan will be utilized effectively in the

implementation of the Project.

In accordance with the provision of Article IV-(b) of the Agreement, the
Government of the Republic of Zambia will provide the services of Zamibian

counterpart personnel and administrative personnel as listed in Annex IV.

In accordance with the provision of Article IV-(a) of the Agreement, the
Government of the Republic of Zambia will provide the buildings and facilities as

listed in Annex V.

In accordance with the laws and regulations in force in the Republic of Zambia,
the Government of the Republic of Zambia will take necessary measures to
supply or replace at its own expense machinery, equipment, instruments,
vehicles, tools, spare parts and any other materials necessary for the
implementation of the Project other than the Equipment provided by JICA
under Article II-2 above.

In accordance with the laws and regulations in force in the Republic of Zambia,
the Government of the Republic of Zambia will take necessary measures to meet
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the running expenses necessary for the implementation of the Project.

IV. ADMINISTRATION OF THE PROJECT

1. Director, Public Health and Research, Ministry of Health (hereinafter referred to
as “MoH”), as the Project Director, will bear overall responsibility for the

administration and implementation of the Project.

2. Deputy Director, Public Health and Research, MoH, as the Project Manager, will
be responsible for the managerial and technical matters of the Project.

3. Principle Surveillance and Research Officer, MoH, as the Project Coordinator, shall be
responsible for day-to-day running of project activities from Zambian side with the Japanese

Project Coordinator, supporting the Project Manager.
4. The Japanese Chief Advisor will provide necessary recommendations and advice
to the Project Director, the Project Manager and the Zambian Project

Coordinator on any matters pertaining to the implementation of the Project.

Japanese Project Coordinator will coordinate the Project on Japanese side with the

jod

Zambian Project Coordinator, supporting the Chief Advisor.
6. The Japanese experts will give necessary technical guidance and advice to
Zambian counterpart personnel on technical matters pertaining to the

implementation of the Project.

7. For the effective and successful implementation of technical cooperation for the
Project, a Joint Coordinating Committee will be established whose functions and
composition are described in Annex VL.

V. JOINT EVALUATION
Evaluation of the Project will be conducted jointly by JICA and the Zambian

authorities concerned, at the middle and during the last six months of the

cooperation term in order to examine the level of achievement.

VI. CLAIMS AGAINST JAPANESE EXPERTS
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In accordance with the provision of Article VII of the Agreement, the Government
of the Republic of Zambia undertakes to bear claims, if any arises, against the
Japanese experts engaged in technical cooperation for the Project resulting from,
occurring in the course of, or otherwise connected with the discharge of their
official functions in the Republic of Zambia except for those arising from the willful

niisconduct or gross negligence of the Japanese experts.

VII. MUTUAL CONSULTATION

There will be mutual consultation between JICA and the Government of the
Republic of Zambia on any major issues arising from, or in connection with this

attached document.

VIII. MEASURES TO PROMOTE UNDERSTANDING OF AND SUPPORT FOR THE
PROJECT ‘

For the purpose of promoting support for the Project among the people of the
Republic of Zambia, the Government of the Republic of Zambia will take
appropriate measures to make the Project widely known to the people of the

Republic of Zambia.

IX. TERM OF COOPERATION

The duration of the technical cooperation for the Project under this attached

document will be four years from <date, month, year>.

ANNEXI  MASTER PLAN

ANNEXII LIST OF JAPANESE EXPERTS

ANNEX III LIST OF MACHINERY AND EQUIPMENT

ANNEX IV LIST OF ZAMBIAN COUNTERPART AND ADMINISTRATIVE
~ PERSONNEL

ANNEXV  LIST OF BUILDINGS AND FACILITIES

ANNEX VI  JOINT COORDINATING COMMITTEE
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ANNEXI  MASTER PLAN

Project Purpose

Research and development capacity of Zambian research institutes for rapid diagnostic
tools and screening of candidate compounds for new drugs for trypanosomiasis are
improved through collaborative research activities with Japanese research institutes.

Qutputs

1. Rapid diagnostic tools including drug susceptibility test for tuberculosis are
developed as methods for practical use in laboratories in Zambia.

2. A rapid diagnostic tool for trypanosomiasis is developed as a method for practical
use in laboratories in Zambia. |

3. Candidate compounds for non-clinical trials are produced with diversity-oriented
synthesis method for trypanosomiasis.

4. Research systems for the development of rapid diagnostic systems for tuberculosis
and trypanosomiasis and screening of compounds for new drugs for trypanosomiasis
are streamlined.

Activities

1-1. Collect specimens from Zambian tuberculosis patients for genetic analysis of

Mycobacterium strains.
1-2. Develop a rapid genetic diagnostic tool for tuberculosis applying LAMP*! method.
1-3. Test the rapid diagnostic system as a method for practical use in laboratories in
Zambia by weighing its specificity and sensitivity against conventional methods
such as microscopic examination, culture method, PCR*? method, ete.

1-4. Establish a drug susceptibility test on the basis of genetic information from drug

resistant strains of Mycobacterium tuberculosis.
1-5. Develop the drug susceptibility test as a method for practical use in laboratories in
Zambia by weighing its sensitivity against conventional method of culture method.

1-6. Introduce the rapid diagnostic system and the drug susceptibility test for
tuberculosis on a research-based trial to participating laboratories for feasibility
assessment.

1-7. The used specimens and isolated mycobacterial strains are stored for future

development of advanced method.

2-1. Collect specimens from Zambian trypanosomiasis patients for genetic analysis.

N

2-3.

2-2. Develop a rapid genetic diagnostic tool for trypanosomiasis applying LAMP

method.

Test the rapid diagnostic tool as a method for practical use in laboratories in
Zambia by weighing its specificity and sensitivity against conventional methods
such as microscopic examination, isolation method, PCR method, etc.
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2-4. Introduce the rapid diagnostic tool for trypanosomiasis on a research-based trial to
several laboratories for feasibility assessment.

. The used specimens and isolated trypanosomal strains are stored for future

o
w

development of advanced method.

. Plan groups of compounds with antitrypanosomal activity by svstematic structural

(V]
ek

modification of lead compounds.

3-2. Construct chemical libraries for trypanosomiasis by conducting diversity-oriented
synthesis of the group of compounds in short-step chemical transformation.

3-3. Establish in vitro study systems for the evaluation of activity and safety of the
groups of compounds. -

3-4. Evaluate the biological activity and cytotoxicity of novel compounds in the
chemical library of trypanosoma in vitro and accumulate the data on their
structure-activity relationship.

3-5. Identify the final candidate compound for trypanosomiasis by testing mouse model
with its activity and safety.

3-6. Develop mass production system of the final candidate compound for
trypanosomiasis.

3-7. Select the candidate compounds for non-clinical trial in trypanosomiasis by testing
large animal model {(livestock level) with its activity and safety.

4-1. Prepare and revise Standard Operating Procedure (SOP) in each research subject.

4-2. Convene research group meetings to discuss progress of the research,
achievements and safety management quarterly.

4-3. Researchers submit mdnthly progress reports to research group leaders.

4-4. Prepare annual plan documents for research operation.

Remarks: *1: Loop-mediated Isothermal Amplification, *2: Polymerase Chain Reaction
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ANNEXII  LIST OF JAPANESE EXPERTS

1. Long-term experts
(1) Project Coordinator

2. Short-term experts
(1) Chief Advisor/Tuberculosis Diagnostics Development
(2) Trypanosomiasis: Diagnostics Development, Candidate compounds screening

(3) Tuberculosis: Diagnostics Development
(4) Other researchers to be dispatched several times for each research topic according

to a plan to be developed based on mutual agreement of both sides
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ANNEXII LIST OF MACHINERY AND EQUIPMENT
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ANNEX IV LIST OF ZAMBIAN COUNTERPART AND ADMINISTRATIVE
PERSONNEL '

N

w

Project Director:

Director, Public Health and Researches, Ministry of Health

Project Manager: |

Deputy Director, Public Health and Researches, Ministry of Health

Project Coordinator:

Principle Surveillance and Research Officer, Ministry of Health

Researchers of Department of Laboratory Services, University Teaching Hospital,
Ministry of Health

Researchers of School of Veterinary Medicine, University of Zambia
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ANNEXV  LIST OF BUILDINGS AND FACILITIES

1. Office space in department of laboratory services, University Teaching Hospital,

Ministry of Health
2. Research space in department of laboratory services, University Teaching Hospital,

Ministry of Health 4
3. Research space in School of Veterinary Medicine, University of Zambia

HExisting equipments for research activities
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ANNEX VI JOINT COORDINATING COMMITTEE

1. Functions
(1) To formulate and authorize the annual activity plan of the Project
(2) To endorse major achievements and products of the Project
(8) To monitor and review overall progress and supervise the Project
(4) To review and discuss on major issues arising from or concerning the Project

2. Composition
(2) Composition
1) Chairperson: _
Director, Public Health and Researches, Ministry of Hedlth
2) Members:
Deputy Director, Public Health and Researches, Ministry of Health
Representative from Public Health and Researches, Ministry of Health
Managing Director, University Teaching Hospital
Dean, School of Medicine, University of Zambia
Dean, School of Veterinary Medicine, University of Zambia
Leaders of research groups
JICA long-term experts and Japanese Chief Advisor and/ or representative (s)
from Hokkaido University
Representatives from JICA Zambia Office -
3) Associate Members:
Representatives from Japan Science and Technology Agency
Representative from Ministry of Agriculture and Cooperatives
Representative from National Science and Technology Council
Representative from World Health Organization
Representatives from Embassy of Japan
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