MINUTES OF DISCUSSIONS
ON THE BASIC DESIGN STUDY
ON THE PROJECT FOR CONSTRUCTION OF
THE MEASLES VACCINE PRODUCTION FACILITY
IN THE SOCIALIST REPUBLIC OF VIET NAM
(EXPLANATION ON DRAFT REPORT)

From March through Apnl 2002 and May 2002, the Japan International Cooperation Agency
(hereinafter referred 10 as "JICA") dispatched Basic Design Study Teams on the Project for
Construction of Measles Vaccine Production Facility (hereinafier referred 1o as "the Project”) to the
Socialist Republic of Viet Nam (hereinafier referred to as "Viet Nam"), and through discussion, field
survey, and technical examination of the results in Japan, JICA prepared a draft report of the study.

In order to explam and to consukt the Vietnamese side on the components of the draft report,
JICA sent to Viet Mam, the Draft Report Explanation Team (hercinafter referred to as "the Team"),
which was headed by Mr. Hisashi Noguchi, Deputy Director, Grant Aid Division, Economic
Cooperation Burcau, Minstry of Foreign Affairs, from August 26, 2002 to September 3, 2002

In the course of discussions, both parties confirmed the main items descnbed on the attached
sheets,
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ATTACHMENT

|. Components of the Dratt Report
The Government of Viet Nam has agreed and accepted in principle the components of the draft
report explained by the Team.

2 Reconfirmaton of the previous Mimses of Discussions
The Victramese side and the Japanese side reconfirmed validity of all the comtents in the three
previous Mimnes of Discussions concluded at the Prepamtory Study on 21 June 2001, the first
Basic Design Study on 1 Apal 2000, and the Second Basic Design Study on 30 May 2002,

3, Japan's Grant Aid Scheme
The Vietramese side understands the Japan's Grant Asd Scheme and the necessary measures to be
taken by the Govemment of Viet Nam as explained by the Team and described in Annex-2 and
Annex-3 of the Minutes of Dhecussions signed by both parties on | Apal, 2002

4. Schedule of the Study
4-1. The consultant members will proceed to conduct fiirther study in Viet Mam until 3 Septernber
2002,
4-2. IICA wall complete the final report m accordance wath the confirmed item and send it to the
Government of Viet Mam by February 2003,

5. Recent Condition of Mational Regulatory Authority

The English version of the Guidelines on GMP for Vaccines and Biologicals manufacturing in
Yict Nam as revised on 6 — 8 Awgust should be transkated mto Vietnamese before the end of
September 2002, (The English language Code has been forwarded to Viet Nam WHO
Representative and WHO Headquarter for information.) [t must then go fo 8 review commifiee
The committes decision is expected mid October 2002. | should then be presented to the Minister
fizr Health, for her endorsement who will have final decision as 1o whether it becomes law It is
recommended that the National Center for Quality Control of Medical Biotogicals (CENCOBI)
stress the importance of adopting this Code of GMP into the legal framework of licensing.

6. Contents of the facilities
The Vietmamese side and Japanese side agreed about the contents of the Facilibes, which are
indicated in the Annex-1 to 4, Both side arreed about the scope of each responsibality mdicazed 1n
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The following items are mncluded in the scope of responsabulity on the Viemamese side.
« Allotment of 8 500 sgm of land in Thanh Tn Destnict for the Project

- Levelimg of the sile to the proposed level indicated in the detailed design docurment.
* Consfruction, procurement and other works

- Administration building

- Parking Garage

- Site works

- Camtesn

- Wells

- Incmerator

= Mechanical Building {Architectural and structural works, Detailed Design, and supervision

works)

- Eqpunpment (see Annex-4)

7. Mecessary measunss
The Vietnamese side confirmed that the Ministry of Health of Viet Mam will be resporsible for the
operational costs and the allocation of the necessary personnel as descnbed in Annex 5 and 6 once
the facilines enter into production.

8, Technology wpiradmg scheme and “Soft Component” of the Grant Aid Project
The Japanese side confirmed that total four persons (two “Bulk Suspension Preparation™ and two
“Quality Control™) could be accepted for counterpant training in Japan in Japanese Fiscal year
2002. The Vietnamese side and the Japanese side confirmed that other technical transfer will be
discussed further among the Vietnamese side, the lapanese sade, and WHO, and that a part of
validation and facility maimtenance would be included in the Project as a Soft Component of the
Project.

9. Other Relevant [ssues
9-1 The Vietnamese side will complete the official appraisal for the Project and obtain the
povernament approval for the implementaton of the Project by the muddle of Movember 2002,
-2 The Vietnamese side commitied that the legal agreement for the technscal transfer, the supply
of the seed vins (AIK-C stminy and the bulk vaccine between the POLIOVAC and the
Kitasato Institute would be completed by the middie of Novernber 2002,
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Scope of Responsihilities for both countries

Annex-2

Sevpe ol works om Japaness responsibilices

Soope of works on Victnumese responsibilities

1. Architectursl aed Strucournl Works
- YWaccine Production Bailding
= Animal Texl Buikling

Bk

Electnical Works

= YWaccine Preduction Budlding
- Animal Test Buikding

- Mechanscal Building

. Alr-condiioning, Saniiary and Plombing Woeks
= YVaccine Production Bulding

- &mnimmal Test Bailding

- Miechanical Building

Medical Gias Works

= Vaccine Production Bulding

Extemnal Works [x Production Building &
Animal Test Butlding

- Comerete slnks surrcanding buildang

- Drainage works upto first diversion box

&, Equipment lisied in Anpex-3

1. Landifill and grading of the site

1

Conssructon of the folbewing baildings including

Architectera!, Elecing] and Mechamical Works

- Mdmimistrain Buildngs

- Parking Garzge

- Canteen

- Becurity Cruand House

- Architectural  and
Miechanscal Building

Smochumnl  Works  of

Site Works

- Fences and gaies

- Lard=zcapang

= 811 of in=sile roxds and pavements

Lead-in Works and connection of utilines

= Canneclion of incoming ublities, electncul
power, llephome ling and city waler

- Sewer afier sewage tank.  Draimage after first
chversiom box

. Fumature and Fixture for Producton Bullding,
Bdechanscal Building and Animal Test Buslding
- Curiging and Blinds {(curtain mils and boxes
provsded by Japanese sidie]
- General Tumibare

Eiquipmeent lizped in Anmex-4
Wells
I ncimerainr

Chhers
= Relocatioms of exising fumabure and gqu.ipmen;l




Equipment List to be covered by the Japanese Side

Annex-3
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Mame of equipment

___1%_'#}1'4‘:11::]1“ for lab
[ o=y grometsr

3 Oty
i ‘Water supply unil i
T |Vial washang machine I
3 Diry stenlizing, cooling unnel 1
4 Fulling msachine |
5 Cupping machng |
[ Tray lomling machine i
¥ |Freeze dryer 1
5 nt & Labelling machine I
Bl Lamanar (kow unt 1
10 |0, Incubainy ]
L1 Histalor [or microlier plale 3
1 b meter 2
I3 |Safety cabinet L
14-1 oVEN A 2
Ta2  |Dry oven B I
151 |Incubator A (23,31, 35,37C) g
(13C*2, I1'T"4, 35C*1. ITC*3)

13- Incubator E {581 i
16 E:nmh!r: i I
16-F  [Cennifuge B 3
i7 Endotonin analyzoer L
181 [Auodave A E|
IE-E Auinclave B ]
-

5

1

3

i MoesTure comiend o pparanes
31 |laleghty wstmachane , ke
22 |Dryer

[ 71 |ELISA render
241 efri 41 3
24-2 M1 9
20-3  |Deep freezen-T0C) 10 |
25 Filbembon device _ﬁj
25 Clean bench 3
57 ell counter manuml) 10
1 [ e 4
ZH-2  |Fluorescemi-typed macroscope |
ZE-3  |inveried micnosoope )
il Water bath 3
30 Hard washer 15

[ 311 | Edectric dispenser A (S0cce 1, 1000 ) 5
31-2 |Elecine dispenser B (26 1
32-1  |Vacuam pamgp a3
121 |Pump Whing |
33 Cemomeler 1
34 Sbmer shnd 1
35 |leemaker 3
36 M. liguid siocker I
a7 Tewl mibe meser [
3E Ulrmvonic washer 1
ET Descroior 3
4)-1  |Elecine bxlance A l
41  |Ebectne balanee B 4
d-3  |Ebeciric hadance 3
A4 |Electnc kalance D 2
4% |Electnc balance E 1
ET] akee [or electne h.llu.r::e a
a1 |Weight lor calibmiion 1

|
@JI



Name of equipment Qy
|

Diral t chamber

Fipet washer

Pacding tank A { 100
Ing fank B .|

Pooling tank C (L]

Pooling wmnk O 100L)

Pooling tank E {20001

i“-ﬂ: tank F [ TH_ wasie)

EgR incuhators,

Ege incubaicrd

Incubalor [ egp siock

Flate washer

Hext pilnte

Formalin perfusion syssem

_"_H"El'ﬂ

odf =

Lin| LA

hienetic slemer A

Magnetic stimer B
alcohol splay

:-LHH—H----—----.JMMEE'.;-

Pamiche counten for ALy

Manual mimng devioe

Lausdry maching

Dirving machine

"T'otal arganic carbon analyzer

Conducuviy meler

Ar VeroCily meler

Equipment far :Lﬂinwmumg: shoam

F‘“‘Eﬂ-‘ﬂm':liﬂl:ﬂﬂthﬂl

Looling tower with pump

Specific iema|irypranEsnon, syphon dispenser, e

=

Sink ¢ ] IO TSR00

[

Sank 1 SOPTSIREN0

el

el s ] | e i e | e

Sink : 1,BO0°T50A00
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Annex- 4

Mo, Equipment
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I |PCI:|:ﬂIu

i3

-2

||-:|.=:nri: cleaners

ia

[Electnc cleaners (HEPA filter}

-3

Personal compuier

Carriage (flag)

Carmiags (3 shelvea)

A L] o=

Tuble & Lamp stand for vigual inspecion

Pipeses

W | | |

| Siminkess comtaingrs

18

mn [ Ciiassware st

L]

[l [Plastic maierials

LE]

| Metallic materials

[
(=]

[}

o

Chemicals
hixerials for clesn room

B

=
L

Jarments

hachinery mainssnance ioals

Air eondifioner marntsnance iools

Eleciromic Service wools

Candling sel

Allitems al eqmpment for ammal lab. excepl 2n agiociave

EHH|EEHIEEEEEﬁE
E

All of working hles
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Allocation of Necessary Personnel
Chael
Mame of Depanments Manager Engineer Seall Total
|i 1} General hManager Lo | |
i7) Mediam Adjusimens | Washing " =z ] 7
(3} Producion =) [
17 Bulk Production -3 Mz | 9 |
2 Final Product
- Vial Filling Freeze-drying b "1 +2 T
- LabelingPacking = 1,42 3
() Chashity Comirol = . 1
1) Mictobiglogical test = 1,42 5
2) Amimal oSt = il 3
3) Chemical test 5] 2 3
"4) GMPValidation = +3 T
5) Amimal Breeding = ] 2
{57 Admimistration e
[ 1) Management 1 a2 3
2} Aceounting 1l ®| #1 2
31 Production Plan | Procurement =] 21 2
4) Mainterance (Building | Equipment) =] =] +1 4 |
5) Becurily +l ¥2 3
"~ Toal [ =15, +1 15, +19 )
(Total 20) | ({Total 38)
Bemarks: * Tramsfer From POLIOWAC
+ Mew employment
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WHO-GMP WHO
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180 180
60 10 60 480
&)
D
WHO-GMP 750
750 1 240 2
240 480 5
720 /
750 /
1 2 3
50 * 750 *x
2)
NIHE EPI
1

% 10 10
1996 96 5,156 6.8 9
1997 96 6,507 8.6 0
1998 95.8 6,507 13.2 8
1999 93.8 13,511 17.7 18
2000 96.6 17,436 21.2 10
2010 95% 1 1

( : National Institute of Hygiene and Epidemiology (NIHE), Ministry of Health)




2001 2,200,000 9 10 ) 288,902 13.1%
2002 9,000,000 9 10 ) 6,640,859 73.8%
2003 11,000,000 9 10 ) - -
2004 1,000,000 9 10 ) - -
2005 2,400,000 95
2010 10
( : National Institute of Hygiene and Epidemiology (NIHE), Ministry of Health)
D) NRA WHO-GMP GMP
®
2003
(€)) POLIOVAC
4 NRA
@
WHO-GMP
&)
5
®
POLIOVAC (1Q)
(Q

(
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Public Expenditure Review 2000, Volume 1
Public Expenditure Review 2000, Volume 2
Health Statistics Yearbook 2000

A Review of Vietnam's Health Sector
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