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. MINUTES OF MEETINGS BETWEEN
THE JAPANESE DETATLED PLANNING SURVEY TEAM AND
THE AUTHORITIES CONCERNED OF
THE GOVERNMENT OF
THE REPUBLIC OF THE PHILIPPINES
ON JAPANESE TECHNICAL COOPERATION FOR THE PROJECT FOR
PREVENTION AND CONTROL OF LEPTOSPIROSIS IN THE PHILIPPNES

Japan International Cooperation Agency (hereinafier referred to as “JICA”™) organized the
Detailed Planning Survey Team (hereinafter referred to as “the Team”), headed by Ms. Harumi
Kitsbayashi from August 10 to 20, 2009 for the purpose of discussing the framework of the technical
cooperation project entitled “Prevention and Control of Leptospirosis in the Philippines™ (hereinafter
referred to as “the Project™).

The Team bad a series of discussions ard exchanged views on the Project with the
authorities concerned in the Philippines.

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

Manila, August 19, 2009

s T # % AL st
Ms. Harumi Kitabayashi Professor Dr. Ramon L. Arcadio
Team Leader / f) Chancellor
Detailed Planning Survey Team University of the Philippines Manila
Japan International Cooperation Agency The Republic of the Philippines
Japan
Witnessed by
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Professor Dr. Shin-ichi Yoshida Professor. Dr. Niba G. Gloriani
Department of Bacteriology Dean
Faculty of Medical Sciences College of Public Health
Kyushu University University of the Philippines Manila

Japan The Republic of the Philippines



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 the Philippines and to make a cooperation plan (project
design) through discussions with the Philippine authorities concerned. The survey team
will also collect and analyze necessary information for preliminary evaluation of the
Project.

The contents of the survey are as follows:

1. To confirm the contents and changed points of the request from College of Public Health,
University of the Philippines Manila (hereinafter referred to as “CPH-UPM”) and the
research plan of the Kyushu University and to maich them as well as to discuss
measures to be taken against major problems for starting the Project.

2. To have discussions with the Philippine authorities concemed on the project design -

including Project Purpose, Implementing Structure, Project Design Matrix, Plan of
Operations, Inputs and to reach agreement.

3. To clarify policy and regulation on the system of approval of the pre-clinical and clinical
studies including the ethical aspect.

4. To confirm actions and schedule of the start of the Project.

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

I BASIC FRAMEWORK OF THE PROJECT

1. Project Implementation Scheme (Annex I)

Both parties confirmed that the Project will be implemented under the ‘Science
and Technology Research Partnership for Sustainable Development*’ jointly promoted by
JICA and Japan Science and Technology Agency (hereinafier referred to as “JST™),

JICA will take necessary measures for the technical cooperation such as dispatch

of Japanese experts, provision of equipment and training of persommel, and other supports

related to the Project in the Philippines. JST will support the Japanese research institute for
the project activities to be conducted in Japan.

CPH-UPM, as the Philippine counterpart, will take the 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.
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2. Project Title |
Both parties agreed that the title of the Project will be “the Project for Pravention
and Control of Leptospirosis in the Philippines”.

3. Term of Cooperation
The duration of the technical cooperation for the Project will be five years from
the date to be described in the Record of Discussions (hereinafter referred to as “R/D™).

4. Pre-requisites
4-1. Research approvals

Both patties agreed that R/D shall be signed after obtaining the official approvals
of the Philippine Council for Health Research and Development, Department of Science
and Technology (hereinafier referred to as “PCHRD-DOST”) and University of the
Philippines (hereinafter referred fo as “UP”) for implementation of the collaborative
research project.

4.2, Approval of the Project by ethics commiftees

All research activities of the Project involving human and animal subjects must be
approved by the ethics committees of Kynshu University, University of the Philippines
Manila (hereinafier referred to as “UPM”) and participating institutions, when necessary
and as applicable.

4.3, Biosafety
In order to secure biosafety of research activities, Philippine and Japanese sides

agreed that biosafety is maintained according to laboratory biosafety manuals (National
Committee on Biosafety of the Philippines guidelines).

4-4, Approval of the renovation of laboratories
For renovation and set-up of laboratories, UPM will secure approval from UP and

City of Manila if necessary.

4.5, Financial support from PCHRD-DOST
In order to ensure enough budget in this Project, UPM is applying for a research
fund from PCHRD-DOST especially for the cost of Philippine research personnel. The
financial support from PCHRD-DOST will be crucial for implementation of this Project.

5. Administration of the Project
5-1. Administration (Annex I)
The administration of the Project is as follows;
(1) Project Director (who will bear overall responsibility for the administration and

3 /_9,54, 761/4\,



implementation of the Project):
Chancellor, UPM or designated representative
(2) Project Manager (who will be responsible for the managerial and technical matters of -
the Project): ' -
Dean, CPH-UPM
(3) Project Co-manager (who will be responsible for the managerial and technical matters
of the Project, supporting the Project Manager):
Chair, Department of Medical Microbiology (hercinafter referred to as “DMM™), o
CPH-UPM N
(4) The Philippine researchers: as shown in Annex I11. “
(5) The Philippine Administrative officer (who will do administrative management and be
a counterpart of the Japanese Project Coordinator)
(6) The Japanese chief advisor (who will provide necessary recommendations and advice
to the Project Director, Project Manager and the Project Co-managers on any matters
pertaining to the implementation of the Project)
(7) The Japanese experts (who will give necessary technical guidance and advice to the
Philippine 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 (hereinafter referred to as “JCC”) will be
established whose fimctions and composition are described as follows:

(1) Functions
1) To approve the annual activity plan of the Project
2) To monitor and review overall progress and supervise the Project
3) To discuss major issues arising from or concerning the Project

(2) Composition

1) Chairperson:
Chancellor, UPM or designated representative

2) Members:
Dean, CPH-UFM
Executive Director, PCHRD-DOST
Representative(s) from National Economic Development Authority
Chair, DMM, CPH-UPM
Assistant to Dean for Research, CPH-UPM
Leaders of working groups
Representatives from National Epidemiology Center (hereinafter referred to as
“NEC” and National Center for Disease Prevention and Control (hereinafter
referred to as “ NCDPC” ), Depariment of Health
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Japanese chief advisor

Japanese project coordinator

Representative(s) from JICA Philippines Office "
3) Observers: v

Representative(s) from Embassy of Japan

Representatives from JST

Representative(s) from World Health Organization, Western Pacific Regional

Office @{/)
5-3. Working Groups _ «

Working Groups are established whose functions and composition are described

as follows:

{1) Functions
1) To formulate research protocol and plan
2) To conduct research and report to the Project Manager and Chief Advisor bi-annually

(2) Composition
Group A: Microbiology Working Group
Al) Bacteriological Surveillance
A2) Development and Evaluation of Diagnostic kit
A3) Development and Evaluation of DNA Vaccine
<Leaders>
Dr. Nina G. Gloriani- Dean, CPH-UPM
Dr. Shin-ichi Yoshida- Professor, Kyushu University (Al and A3)
Dr. Toshiyuki Masuzawa- Professor, Chiba Institute of Science (A2)
<Co-~Leaders>
Dr. Yasutake Yanagihara- Professor Emeritus, University of Shizuoka (Al)
Prof, Lolita L. Cavinta- Chair, DMM, CPH-UPM
<Members>
Member of working groups as shown in Annex IH.

Group B: Burden of Disease Working Group

<Leaders>
Dr. Maridel P. Borja- Professor, Department of Epidemiology and Biostatistics,
CPH-UPM

. Dr. Shin-ichi Yoshida- Professor, Kyushu University

<Co-Leader>
Dr. Mitsuyasn Yabe- Associate Professor, Kyushu University

<Members>
Member of working groups as shown in Annex 1.
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Group C: Epidemiology analyzing Environmental factors Working Group
<Leaders> -
Dr. Yasutake Yanagihara- Professor Emeritus, University of Shizuoka L
Prof. Lolita L. Cavinta- Chair, DMM, CPH-UPM
<Members>
Member of working groups as shown in Annex [IL

Group D: Advocacy Working Group @\:
<Leaders> <
Prof, Jonathan P. Guevarra- Assistant Professor, Department of Health Promotion
and Edueation, CPH-UPM
Dr. Jun Fujii- Associate Professor, Kyushu University

6. Centents of Collaborative Research
The contents of collaborative research covered in the Project are as follows:

(1) Determination of situation of leptospirosis through epidemiological studies

(2) Development and evaluation of rapid diagnostic kit for leptospirosis

(3) Search for DNA vaccines to prevent leptospirosis in animals

(4) Enhancement of advocacy activities regarding prevention and control of leptospirosis

7. Project Design Matrix and Tentative Plan of Operations
A basic framework of the Project is shown in a Project Design Matrix (hereinafter
referred to as “PDM™) in Annex IV, The tentative Plan of Operations is shown in Anmex V.

8. Inputs
The inputs from each side are as follows:
8-1. Japanese side
(1) Chief Advisor
(2) A Project Coordinator
(3) Other experts: as shown in Annex IV
(4) Equipment: A tentative list proposed by Philippine side is attached in Annex VIL The
equipment to be provided in the first year will be decided by the signing date of the
R/D.
(5) Renovation of the laboratory
(6)Training in Japan: Philippine counterpart personnel to be trained (Microbiology and
Biosafety).

8-2. Philippine side

(1) Counterpart researchers

(2) Office space and furniture in CPH-UPM

(3) Space for BSL-2 laboratory and other rooms necessary for research in CPH-UPM
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¥ Isolation and characterization of leptospites, specificity and semsitivity test for

diagnostic kit, development of inactivated and component vaccine and any preclinical
studies with laboratory animals will not be conducted in CPH-UPM until renovation
and installation of necessary equipment are completed, or temporary measures are
secured for purposes towards biosafety.

(4) Approval of renovation from UP and City of Manila

(5) Approval of the establishment of the Leptospirosis Prevention and Control Center by
UP Board of Regents

(6) Utility charges for research activities such as electricity, water, gas, telephone bills, and
salary for Philippine researchers

(7 Maintenance and repair of equipment including replacement of transformers

9. Special Issues
9-1. Documents necessary between research institutes
‘Both parties agreed that the research institutes in the Philippines and Japan should
reach an agreement to execute the collaborative research in accordance with the Master
Plan of the Project. The agreed document, ie. Collaborative Research Agreement
(bereinafter referred to as ‘CRA”) should contain the following items:
a, Objective and Plan
b. Implementation
¢. Confidentiality and Intellectual Property Rights
d. Access to Genetic Resources
e. Publication
f. Dispute Resolution
g. Duration of the Agreement
h. Compliance with Laws and Regulations
i. Other items concerning both institutes
Both parties agreed that UPM is the representative of Philippine side, and Kyushu
University is that of Japanese side.

9-2. Intellectual Property
Both parties confirmed that matters on intellectnal property should follow the
Collaborative Research Agreement o be signed between the research institutions.

9-3. Exclusion of Clinical Trials

Both parties agreed that clinical trials shall not be included in the Project.
Evaluation of diagnostic kit utilizing hurnan urine and serum samples is not considered as
clinical trials.

If clinical trials are executed out of this Project, these will be subject to separate
agreements between UPM and Kyushu University or another party, and JICA shall not be
involved in such agreements. Therefore, JICA will not bear any expenses for implementing

-
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I Timeline
Before starting the Project, necessary actions below will be taken.
< Target Month >
September 2009 - CRA between research instifutes
- Approval of research project from ethics committee from UPM
- Submission of revised proposal from UPM to PCHRD-DOST attaching
CRA, annual plans, estimated budget, etc
October 2009 -Approval of the results of the detailed planning survey of the Project by
JICA
November 2009 - Approval of research project from PCHRD-DOST
- Signing of the R/D between UPM and JICA
-Receiving official request for Japanese experts and equipment (Forms
A-] and A-4) from the Government of the Philippines
- Open recruitment of Japanese Project Coordinator
March 2010 - UP Board of Regents resolution on establishment of the Leptospirosis
Prevention and Controf Center
- Commencement of the Project
- Approval of the renovation by UP and City of Manila

LIST OF ANNEXES
Annex I Project Implementation Scheme
Annex I Implementation Structure Chart
Annex HOI Member List of Working Groups
Aunex [V Project Design Matrix (PDM) Version 0
Annex V Tentative Plan of Operations (PO) Version 0
Annex VI Tentative plan for renovation of laboratories
Annex VI Tentative List of Machinery and Equipment
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Annexl,
Member List of Working Groups

Microbiclogy

*Lolita L. Cavinta (DMM)

YeShin-ichi Yoshida (KU)

Al) Bacteriological Surveillance | Rubelia Baterna *Yasutake Yanagihara
A2) Development & Evaluation | Edwin Buentiempo (CPH) (Us)
of Diagnostic kit MaryAnn Sison (CPH) Nobuo Koizumi (NIID)
A3) Development & Evaluation | 1 Research Assistant Sharon Villanueva (XU)
of DNA Vaccine 1 Laboratory Technician -Aé) -----------------------------
1 Laboratory Aide ¢ Toshiyuki Masuzawa
(CIS)
Takashi Fukui (CIS)
a3y
¥¢ Shin-ichi Yoshida (KU)
Mitsumasa Saito (KU)
Group B: YeMaridel . Borja (DEB) rShin-ichi Yoshida (KU)
Burden of Disease 4 Field staff *Mitsuyasu Yabe (KU)
2 Data encoders
Group C; YLolita L. Cavinta (DMM) | ¥ Yasutake Yanagihara
Epidemiology analyzing 2 Technical Assistants {US)
Environmental factors 2 Research Assistants Sharon Villanneva (KU)
Group D: ¥ Jonathan P. Guevarra | 3¢ Jun Fujii (KU)
Advocacy (DHPE)

Note: YrLeader *Co-leader

DMM: Department of Medical Microbiology, CPH: College of Public Heaith, DBE:
Department of Epidemiology and Biostatistics, DHPE: Department of Health Promotion
and Education, KU: Kyushu University, CIS: Chiba Institute of Science, US: University
of Shizuoka, NIID: National Institute of Infectious Discases
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Annex VI. Tentative plan for renovation of Jaboratories

LARA HALL 4th FLOOR RENOVATION WORK

Scope of work
I Dismantling work
2 Interior renovation work
3 Electricity repair work

4 Built-in furniture work
5 Plumbing work

6 Machinery work
7 Generator instal] work

Phase 1

Phase 2

Schedule

Existing Wall, ceiling, Door & Windows

Floor, Panel wall, Painting, Ceiling, Door & Windows

Switch board, Electricity wiring, Lighting equipment, Telephone,
Network wiring, AVR (Automatic Voltage Regulator)

Couonter, Shelf j ~

“

Water supply, Drainage
Air-conditioner installation, Ventilator installation, Duct installation
Generator installation and foundation work

Animal RM

Autoclave RM/Washing RM
Reagents storage

Serology Lab

Culture RM

DNA Lab

Pure water/Cold RM

JICA expert RM/Lepto epidemiology/Data processing RM
Clinic

Epidemiology office

Microbio/Lepto office

Microbio Conference RM

Detail design and Tender work 6 month
Renovation work Phase 1
Renovation work Phase2 2.5 month

5.5 month

st nd k| ith Oth fich b $h W 10 11h 2%
Dy Pt Tods Resortined Prna Revcrsin kP2
Yotk |52
b Essien |17 b | Pogsaondt _
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Annex VH. Tentative List of Machinery and Equipment

1st 2nd { 3rd
Room Name Equipment name Supply | Supply | Supply

Animal RM Isolator unit 2

Safety cabinetfhood

Autoclave

Bunsen burner
Dissection instroment set 2
Shelf unit 1
Vehicle (pick up type) 1

Autoclave Autoclave

RM/Washing  |Dry sterilizer

RM Distilling water apparatus (lerge capacity)
Shelf unit

el el BT )

Reagents Storage|Analytical balance |
Top-loading balance 1
pH meter 1
Experiment table (side) ' 1
Shelf unit

—

Serolopy Lab Safety cabinet/hood

Autoclave

Waterbath

Low speed centrifuge, swing-type
Microscops

Refrigerator(4C) 1 3
Liquid nitrogen tank and accessories i
Bacterial/cell beads disrupting apparatus uUPs 1
pH meter

Electronic pipettors
Bunsen bumer
8-multichannet pipettor
12-multichannel pipettor
Refiigerated/rm temp micro centrifuge |
attachment 2
Inverted microscope 1
Rotary shaker 1
Spectrophotometer UPS 1
ELISA reader UPS 1
{ELISA washer UPS 1
Hot stimring plate i
Jarfermenter System

High speed refrigerated centrifuge

Lyophilizer UPS
Filter Sterilization unit for media

Cabinet ) 3
Experiment table (side)
Experiment table {center) 1

ot | vt | ot | e | s

] | | G|

vt | ot |t | o

Culture RM Incubatos 30°C  300L 1
Incubator 37°C  300L 1
CO2 intubator 170L 1




Annex VIL. Tentative List of Machinery and Equipment

DNA Lab

Safety cabinet/hood

Autoclave

Waierbath

Low speed centrifuge, swing-type

Microscope

| o | e | | e

Refrigerator{4°C)

Oven

Thermal cycler for PCR

UPS

pH meter

Micro-pipettors (10u),100u,1000ul)

Bunsen bumer

8-multichannel pipettor

12-multichannel pipettor

Refrigerated/om temp micro centrifuge

Tnverted microscope

Aparose gel ¢lecirophoresis appamtus

UPs

Standing type electrophoresis apparatus (SDS-PAGE) UPS

‘Transfer blot machine (Westem blot}

UPS

UV transilluminator with gel photo

UV eye shield

Mini centrifoge tabletop type (up to 2.0ml)

Cabinet

Experiment table (slde)

Experiment teble (center)

ot vk | G | omn ] et b v [ Y ] B ] et | e | e | B | G e | B o

Pure water/Cold
RM

Freezer (-20°C)

Ice maker

Ultra-pure water apparataus

Distilling water apparatus {small cepacity)

ot { det | v | e

Experiment table (side)

Cold RM

Deep freezer (-80°C)

JICA expert
RM/Lepto
epidemiology/Dat
a processing RM

Computer

Prister(inges)

GPS

Projector with screen

Photocopy machine

GIS software

Vehicle (Mini bus)

i |t s | et | R | o | D

Desk & chair For PC

Desk & chair For JICA expert

Clinic

Examinatior Table

Instmiment trolley

Desk & chair For Doctor

Note:

ist supply

2nd supply
3rd supply

at the time of project start
at the time of renovation work phaset end
after renovation werk phase 2

UPS: Uninterruptible Power Supply

e al A
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COLLEGE OF PUBLIC HEALTH

UNIVERSITY OF THE PHILIPPINES MANILA
THE HEALTH SCIENCES CENTER

SEAMEO-TropMed Regional Centre for Public Heaith,
Hospital Administration, Environmental and Occupational Health

DEPARTMENT OF ENVIRONMENTAL AND OCCUPATIONAL HEALTH

RESULT OF PHYSICOCHEMICAL TEST FOR WATER
DOH Water Laboratory Accreditation No. 224

Laboratory Report No. ; WB9-08-001 Date:  August 12, 2009
Mame of Requesting Office;: College of Public Health OR Noa
Amount: Php
Date of OR:

SAMPLE DESCRIPTION

Sample collector:  not specified Sample coltected from:  CPH building (4th floor}

Date of sampling: not specified Description of source: not specified

Time of sampling: not specified Type of water treatment: o} specified

Date sample received:

August 11, 2009

Date sample examined;

August 12, 2009

Parameters Acceptable Limits Values Obtained Remarks
{(PNSDW)
Physicaf
Color 50 TCU 00 TCU
Odor unobjectionable unobjectionable
Turbidity 50 NTU 0.5 NTU
Chemical
pH 6.5-3.5 7.44 gt 28.2°C
Alkalinity e 17.80  mg/L CaCO;
Calcium 5.0 mgll <0.08 mgl
Chioride 250.0 mgll 425 mgll
Conductivity —m 63.892 us
iron i.0 myl Fe 0.06 mglFe
Magnesium 50.0 mg/l 6.83 mglL
Sulfate 250.0 mgll S0, 8.75 mgl S9Q;
Tolal Dissolved Solids 500.0 TDS 57.38 TDS
Total Hardness 200.6 mgll 28.00 mg/k CaCoO;
CaCO,

Calcium s <0.20 mgfl. CaCO,

hardness

Magnesiuim - 28.00 mgl/L CaCoO:

hardness

Remarks: Routine chemical analysis of the above water sample showed that the values are within acceptable limits set
by the Philippine National Standards for Diinking Water (PNSDW),

References: Philippine National Standards for Drinking Water. 2007, Depariment of Health
Sla ndard Methods for the Analysis of Drinking Water and Wastewater. American Public Meakih Associalion (APHAY,
16" ag. APHA, Washington DG
Analyzed by: Certified by: . Noted a ved by
AFTC do C%fj
Marian Fe Theres Lomboy, BSPH, RMT Ruby D, Tambifoc, BS Chem Romeo uizon, MS Eng’g
Research Associale University Researcher/Registered  Faculty Ggrdinator/Chair

Chemist

Address: 625 Pedro Gif BL, Enmita, Manifa 1000 P.0. Box EA-460 Manlla, Philippines
Tel Nos: (632) 5247102, {832} 5265966 FAX Nos: (632) 5237745, {632) 5211394
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SUMMARY OF EXPENSES
PERICD PARTICULAR EXPENSE TOTAL
Jan. to June 2005 [. Electrical power PhP1,241,685.75
ian, to Dec. 2008 2,744,619.26
Ian. to Dec. 2007 2,808,931.30 _
Jan. to Dec. 2006 3,015,217.80 8,572,768.36
Jan.to june 2009 [l. Water 476,869.95
Jan. to Dac. 2008 895,876.50
Jan. to Dec, 2007 822,379.82
Jan. to Dec. 2006 979,316.55 3,174,442.82
Jan, to June 2009 fli. Telephone 136,946.50
Jan. to Dec. 2008 268,104.60
Jan. to Dec, 2007 22852029
Jan, to Dec. 2006 222,442.74 633,571.39
Jan. to lune 2009 /. Security Services 810,865.00
Jan. o Dec. 2008 i,731,110.00
Jan, to Dec. 2007 1,508,862.00 _
Jan. to Dec. 2006 686,862.00 4,737,699.00
Jan. to June 2009 V. Janitorial Services ?73,091.00
Jan. to Dec. 2008 1,409,287.00
lan. to Dec. 2007 1,217,788.00]
Jan. to Dec. 2006 844,752.00 4,244,518.00
Jan to Dec. 2008 V. Physical Improvements:
1. Reroofing of Lara Hall 1,730,082.00
2. Renpvation of Lecture
_ Room {Rm. 407} 200.900.00
3. Replacement of Overhead 426,600,00
Water '_i'ank {Lara Hall)
4, Exterior repainting of Lara Ha 788,161.50 :
5. Room improvements 200,500.00 3,145,350.50
Vil. Purchase of Equipment 895,343.00 255,343.00
Vill. Supplies and Materials 291,261.00 291,261.00




iX. Maintenance and repair of:
Jan. to Dec. 2008 1. equipment and facilities 223,600.00
Jan. to June 2009 136,000.00 358,000.00
Jan. to Dec. 2008 2. vehicles {including insurance| 3150,060.00
Jan. to June 2009 and registration) 65,000.00

215,000.00

TOTAL PhP27,296,019.82

Prepared by:
{13 fee

Mrs. REYNALDA €, LOPIDO
Supervising Administrative Officer

NOTED:

10w Wi

" NINA G, GLORIANI, MD, PhD

Dean
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(1) FFo[E4 (Republic Act) 3720 D £ i « 5 - &5 8% « L ¥E 1% (Food, Drugs and Devices, and
Cosmetic Act) |Zi%, ERO@EFEZRHET 2 HIYT, ERIZEZAE, IR, 2 om i E 72235 Ok
ERRET DI DEZ FE D/ REI TS (KFEES Executive Order No 175 (2K > CeEE L

TW%), EO Nol75 TiE, 5 21 4t #F AL UVRER) LWOSREDNBINSAL, 5 21 4 B T, [
AR ER AR A B IRGE, R AN AR AT, B 10X o T BRAD ICB LR TIEARD
IRNERIESL TS,

(2) PREEE NS R H L7218 %E E 0O Memorandum Circular No 4-A s. 1991 J1285E, 2wk
VREE KT ClrE7< Medical Device IZ43FESIL TS, Y A~DBEEN L E/L2Z2Wr%~ k([ Diagnostic
Reagents Required to be Registered|) &L TiX. HIV ¥afrrv b, B BIAF ATy b, mMikA B,
ﬁiﬁ)ﬁ?*ﬁﬁ*/]\@ 4 OPFETFHINTND, KT BV 27N CHFETHL 7 RAEZREDIRIEZ B M

IZHEC DD D EHER TEDHY, EDORERREW] (P45 & U THRIE T DR O AT REMEA RV Y) S8R D
M\E@ ZOWT, UPM Zili U7z RN E LY,

(3) Bureau of Health Devices and Technology (BHDT) 73 P& 32514 - e 5 RE 8 ga i 2 3R ) 95 =70 BE
Tohb ({THE A4S Administrative Order No.2007-003 : Policies and Guidelines Governing the
Registration and Licensing of Establishments Dealing with Medical Devices &¥) ., BHDT 1% 1999 #®
KRS (EO) No.102, series of 1999 |ZXo CRENLEAUZHEBIC, BHDT IXEEFRAHIZRE 92 %
fik - BUEFF AT BIL T BFAD OEARERM D& |2 RT3 L LT,

4) — R TARTANILL FDOEBYTHD,

o [EHREEICRE 9 DGk RUEFF AICBI T D HREIL, R - BFAD OHFARTA ]I T BHDT 23
R L = — AT,

o JBREA®BU TBHDT (77 LA S (MEHS) % BFAD BRI 3%, $7- BFAD JR b [REEICAT L&
25 (M) 2 BHDT (28 H 95,

o [EHRA R BN ER A - P AR - i A - IR - P - TR - BRI 2B 95 FF FTRIEIL, BFAD R
DAEBBIONBLRUIIRITTHI8ETET, BHDT IZHZ DB LA RE L2 U7 breu,

e BHDT /R EI%. HHDOHEEEA TIC BFAD REIVKZRLIZ A TOE RS GRIE S ZF T FRc LT
EHEEFFO,

(5) [E PRI IR 75 1% F3 (post—market monitoring and surveillance of medical devices) iX. BFAD &
BHDT 23[R TR RAID DR ERANE i 2L L7225 TS (EO No.102 X0),

2.DNA D9F> (BREREER)

(1) RA3720 [ZHEL T, Wi AD D WITE N TRIES LD 7 F o LA F R O KGRI, 1T B &
(Administration Order (AQO) No.47-a, series of 2001) THHSILTWD,

(2) AO No.47 1TtV B R BR A S hi 3 5720 121%, BFAD O [ bR 52 fi X 58 51 11 52 (clinical trial
protocol) DHAGRNMEATH D, D+E£@7¥<mu FEIE, BTl BRIRRBR O T o — X LI T
HVEENRHSH, (AO Nod7 Section I, 1 General Standards and Policies @ 1.1)

(3) HFEEA L. GCP, GLP, GMP D45 FEHEZ S | 28T L7a< T e brevy, (A 1 1.4)

(4) BFAD THIFEED KR INIZH AL, BARBRA B IG T 2R R D~ & fmBEZ: B2 (Institutional



Ethics Committee &5\ X Institutional Ethics Review Board) 7>H& 841552 . BFAD 7>5 PCIU
(Permit for Clinical Investigational Use) Z 437217 AU, AR RERZ B 15T 72\, PCIU iX, BFAD (Z
Lo TRITENDBEFETHY, 74V EWNTHEYFH B OB RRIERE2 BT 57 = —X
LILIT OEFR RO FE 47 7] 755D Th o,

<FRIRRBRDT = — X |ZONT >
Phase [ Clinical Vaccine Trail /D3O NEREE | RilIXEBE TP OV 7T 2803 D09
TANTHY, BV, AN, N, EEREZITIZENF R A THD,
Phase II Clinical Vaccine Trail V35| D B X G L BN EFNARD Z & | B BRUSHEZ T+

HZEEHBEL TV,
Phase [II Clinical Vaccine Trail: %3 DVAY BEZX R, B, ettt sl aF =y /3
Do

Phase IV Clinical Vaccine Trail : 3B Gk 7= W FHBEISCBHFE 5 FEDNRAET I T L NIZO0 T,
PRI T 1R TR A (PMS) EL TEERDFRAETHY, VI T URIBRE VI TF U N RIE T A%
B DAL RIS T HZEA HEEL TUWNVA,

3. BMAEEMDEHEIZONT

(1) BFAD @ JsjNi# iz (Bureau Circular No.2006-015) {2z auiE, B H o E 3K G4 D8 8k H 55 D
Sk FHix L, RA3720 &, BFAD-BAI (Bureau of Animal Industry) T 1991 4E12 A8 & 72 MOA 12
PN TND,

(2) BAL IZBEKL TV DO 3L, BFAD CTEIEMOYIHIBERAITZ DL HEEEL RN T20NENRH D,
(LZICBITHFEN TV BFAD ~DE 72 L Ebins, )

(3) ThissicEY = 3K 2 iAa 45 7= 1213, BAI TERKLOBRAFH EE ., FD#% BFAD 12k-T
Conditional Certificate of Product Registration (CPR) 2331 T&NAMERH 5,

KKk

LEa— L7 iEas:

e Republic Act 3720: Food, Drugs and Devices, and Cosmetic Act

e Executive Order No 175

e Memorandum Circular No 4-A s. 1991: Amending list 1-A and list II of Memorandum Circular No 1 s.
1991 Dated 03 January 1991 Subject: Registration of Medical Devices and Diagnostic Reagents (1991
1 H 23 H)

e Administrative Order No.2007-003: Policies and Guidelines Governing the Registration and Licensing
of Establishments Dealing with Medical Devices (2007 & 1 H 8 Hf})

e Administration Order (AO) No.47-a, series of 2001: Rules and Regulations on the Registration,
including Approval and Conduct of Clinical Trials, and Lot or Batch Release Certification of Vaccines
and Biologic Products (2001 4£ 8 A 30 H{¥)

e Bureau Circular No.2006-015: Guidelines for the issuance of a Conditional Certificate of Product

Registration for Veterinary Products with Initial Registration with the Bureau of Food and Drugs (2006
10 H 18 B
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