






















Annex 3. Master Schedule of the Project

Technical Cooperation Project for Strengthening Capacity for Measles Vaccine Production

 20 Sep. 2007
H18 H19 H20 H21 H22 Rev.-5

Project Schedule

Long term stability test in Lab of Kitasato Institute, Japan

Japan：Kitasato Institute

Vietnam：Licensing IQ、OQ
Using 3 lots of PV

Clinical Trial-1 Using 3 lots of PV

    Clinical Trial-2 (Bridging study)

PQ, PV（10,000 Vials/Batch x 3 Batch)

Launch of QC OJT

Protocol ImplementationReport

Protocol Implementation Report

OJT

SOP OJT

Protocol Implementation (MFT, PV) Report

Production (10,000 Vials/Batch x 2 Batch)

Case Study Scale up Study

Long term stability test in POLYVAC

Preparation by POLYVAC Study for SPF egg, Preparation PQ, PV（30,000 Vials/Batch x 3 Batch)

Launch of QC OJT

Assay Validation Protocol ImplementationReport

Protocol Implementation Report

OJT

SOP OJT

Protocol Implementation (MFT,PV) Report

Revision of SOP＋OJT Final Development of Prodcution Framework

Production (30,000 Vials/Batch x 22-25 Batch)

INTEGRATED PRODUCTION PROCESSBULK PRODUCTION PROCESS

Master Schedule
Remarks2010

Release
30,000

Release
20,000

QC for
Bulk Prodct

PQ

9

PV
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ITEM 2005

B. Intregrated Production
  (From Seed Virus)

2006

QC

PQ

PV

7 8

Release
90,000

2007 2008 2009

Facilities License Marketing License-1 Marketing License-2

4 512 1 2 3 2 3 4 5

A. Final Production Only
    (From Imported Bulk)

Pr
od
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tio

n

10 116

Assay Validation

Case Study &
Scale up study

FINAL PRODUCTION PROCESS ONLY

12 1 126 7 18 9 10 11 2 3 4 5 6 7 8 9 10 11 12 1 2 3 4 5 6 7 8 9 1 2 310 11 12

- 71 -



 









 



Annex 5. List of Dispatched Experts

9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30
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1. Setsuo ARAI Project Manager
10

10
10 10

2. Shuzo
ISHIKAWA

D. PM/Engineering
45

47

45

43

30

0
120 90

3. Tomio LEE D. PM/Product
Manager-1

30

30

30

30
60 60

3-1. Tomio LEE Final Production
0

16
0 16

4. Keiko SASAKI Product Manager-2
30

30
30 30

5. Shigemitsu
HIRAYAMA

GMP/Validation-1
15

7 12

15

0 10
30 7

5-1. Shigemitsu
HIRAYAMA

Final Production
0

18

0

7
0 25

6. Takanori
NAKASHIMA

GMP/Validation-2
7

0

31
0 38

6-1. Takanori
NAKASHIMA

Final Production
31

0 31

7. Hidoe OKUMA Organization
Management

10

10
10 10

8 Shinji
NAKAJIMA

Bulk Production-2
30

34
30 34

9 Kazunori
MIYAGAWA

D. Product Manager/
Final Productio-1

60

60

60

54

8

8
128 122

10 Shuichi BABA Final Productio-2
60 45

105 0

11 Nobuyuki IHARA Final Productio-3
15

15
15 15

12 Kenichi BABA QC-1
30

30

15

15

15

25
60 70

13 Fumio YOSHIDA QC-2
45

30 60

45

25
90 115

14 Rikio OIKAWA QC-4
15

15

21

11
36 26

15 Mitsuo NAOI Medium Preparation
30

30

30

30

11

11
71 71

16 Tetsuo
NAKAYAMA

QA-2
7

7
7 7

17 Shuzo
ISHIKAWA

Facilities Validation
39

0 39

18 Hirohisa
KAJIOKA

Process Water
Validation

15

15
15 15

19 Haruo HIROSE
Vial Washing and
Sterilization
Validation

15

11
15 11

20 Keisuke SUZUKI Filling Machine
Validation

15

15
15 15

21 Toshiki
YAMANOUCHI

Freeze Drying
Machine Validation

15

15
15 15

22 Kaoru
TOMIYAMA

Steam Sterilization
Machine Validation

7

7
7 7

23 Mr. Song Freeze Drying
Machine Engineer 20
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1 Mr. Ishikawa
30

15

17

15

13
30 60

2 Dr. Lee
15

16

15

14
30 30

3 Mr. Hirayama
15

17

30

24
45 41

4 Mr. Nakashima
24 30 8 24

0 86

5 Mr. Miyagawa
22

22 7

60

59 2
82 90

6 Mr. Shuichi BABA
45

45 0

15 Mr. Ihara
60

41
60 41

7 Mr. Baba K
9

15

11 22

15
30 42

8 Mr. Yoshida
 

22 12

60

49
60 84

9 Mr. Naoi
16

19 15

18
34 34

10 Mr. Ishikawa
21

60
 60 21

Mr. Hirohisa
KAJIOKA

15
15 0

Haruo HIROSE
15

15 0

Keisuke
SUZUKI

15
15 0

Toshiki
YAMANOUCHI

15
15 0

Yukihiro
MOTOKI

30
30 0

Kaoru
TOMIYAMA

21
21 0

11 Mr. Kaname
HIROSE 21

0 21

12 Mr. Takaya BAN
21

0 21

13 Mr. Sato F
15

15 11
15 26

14 Mr. Shinji
Nakajima

15
15 0

16 Mr. Oikawa
10

0 10
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Plan 617 (1486)

Actual 607 (1486)

February 2007

210
154
142

December 2006 Jan. 2007

157
224 210

179

869

As of 20 Mar. 2007Rev: 3
Total daysNovember 2006

160

August 2006

Technical Cooperation Project for Strengthening Capacity for
Measles Vaccine Production

July 2006
Responsibility

DISPATCHED RECORD OF EXPERTS IN FY2006
September 2006 October 2006

Total Days

No. Name of Expert

Daily Total

No. Name of Expert

Daily Total
228Total Days 136 206 154

617 607

111
198 109 82

Actual

April 2007 Total days

Plan Actual

191

879
121

March 2007
Plan
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Annex 5. List of Dispatched Experts
Technical Cooperation Project for Strengthening Capacity for Measles Vaccine Production

Date;

1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W 1W 2W 3W 4W Plan Actual Present
△

Total
△

Plan Actual Present
△

Total
△

Project Manager Arai 2
6 10

16 6 0 -10 2 1 0 -1

Deputy PJ Mger
/Engineering Ishikawa 3

0 12 34 34 27 27 24 12
146 80 12 -66 5 2 0 -3

Deputy PJ Mger
/Production Manager (1) Lee 3

13 13 14 13 13 13 13
78 53 1 -25 6 4 0 -2

Production Mger (2) Sasaki 4
10

10 10 0 0 1 1 0 0

GMP/Validation (1) Hirayama 3
15 20 11 18 18 20

53 53 0 0 3 3 0 0

Administration Mger (1) Okuma 5
6

6 6 0 0 1 1 0 0

Administration Mger (2) Tamura 5
9 6 7 12

22 15 0 -7 3 2 0 -1

Bulk Production (1) Sato 5
62 27 27 48 27 20

143 89 0 -54 4 2 0 -2

Bulk Production (2) Nakajima 5
27 0 48 0

75 0 -75 -75 2 0 -2 -2

Bulk Production (3) Katsuda 6
41 34 48 32

89 34 -7 -55 2 1 0 -1

Final Production (1) Miyagawa 5
48 34 48 34 48 27

143 144 28 1 4 3 0 -1

Final Production (2) Baba S 5
20 0 7 0 13 13 13

33 53 20 20 2 4 2 2

Final Production (3) Ihara 5
20 11

31 31 0 0 2 2 0 0

Quality Control (1) Baba K 5
34 20 20 0

74 54 -20 -20 3 2 -1 -1

Quality Control (2) Yoshida 5
48 62 27 17 0 34 20

130 99 -11 -31 3 3 1 0

Quality Control (4) Yoshino 5
19 18 12 27

31 45 14 14 2 2 0 0

Quality Control (5) Hisashima 5
13

13 13 13 0 1 1 0 0

Quality Control (6) Urayama 5
19 18

19 18 -1 -1 1 1 0 0

Medium Preparation Naoi 5
34 41 20 13

54 54 0 0 2 2 0 0

Quality Assurance (1)
/GMP/Validation (2) Nakashima 3

27 27 34 41 27 27 32 27 20 27
182 127 19 -55 7 4 0 -3

Quality Assurance (2) Nakayama 3
10 7 10 10

30 7 -3 -23 3 1 0 -2

Facilities Validation (1) Ishikawa 4
34

34 34 0 0 1 1 0 0

HVAC Facilities Validation (2) Matsumoto 5
21 22

21 22 1 1 1 1 0 0

HVAC Facilities Validation (3) Shibata 5
21 22

21 22 1 1 1 1 0 0

P Water Equip Validation (1) Kajioka 5
11 0

11 0 -11 -11 1 0 -1 -1

Vial
Washing Equip Validation (2) Takamori 5

13
13 13 0 0 1 1 0 0

Filling Equip Validation (3) Suzuki 6
11 0 ＾

11 0 -11 -11 1 0 -1 -1

Freeze
Drying Equip Validation (4) Yamanouchi 5

11 0
11 0 -11 -11 1 0 -1 -1

Freeze
Drying Equip Validation (4) Iwami 5

11
0 11 0 11 0 1 1 1

Freeze
Drying Equip Validation (4) Kasuya 5

0 11
0 11 11 11 0 1 1 1

Laminar Equip Validation (5) Motoki 5
20

20 20 0 0 1 1 0 0

Autoclave Equip Validation (6) Tomiyama 5
11 0

11 0 -11 -11 1 0 -1 -1

Calibration
(1) Equip Calibration (1) Hirose 5

21 9
21 9 -12 -12 1 1 0 0

Calibration
(2) Equip Calibration (2) Ban 6

21 20
21 20 -1 -1 1 1 0 0

Calibration
(3) Equip Calibration (3) Tada 5

0 9
0 9 9 9 0 1 1 1

1573 1162 -45 -411 70 52 -1 -18
Plan Actual Present

△
Total
△

Plan Actual Present
△

Total
△

Note : Number of Italic means actual dispatched days. 73.9% 74.3%

Oct 2007May 2007
Grade

Jun 2007 Feb 2008
DescriptionNo. PIC

Jan 2008
D
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pa

tc
h 

Sc
he

du
le
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f E
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er

t
Apr 2007 Nov 2007Jul 2007 Aug 2007 Sep 2007 Mar 2008Dec 2007

16-Oct-2007
18Rev-

Yearly Schedule in FY2007 (2nd Year)

Total days Total Trips
Remarks

4/23 6/9

4/22 5/6

4/23

4/23

4/22

4/23

4/30

5/18

5/5

5/19

5/26

5/26

5/13 6/03

5/06 5/25

5/17 5/25

5/13 6/03

5/14 6/02

5/14 7/14

5/14 6/16

5/14 6/30

5/12 5/20

5/21 6/9

5/28 6/14

5/28 6/14

6/04 6/16

6/11

5/28 6/09

6/4 6/12

6/03 7/13

5/27 6/07 6/25 7/28

7
7/18

7/31

7/09 8/25

7
7/16

7
7/26

7/16 8/04

7/08 7/14

7/21

8/13 9/08

7/30 8/25

8/05 8/31

9/18 9/23

9/18 9/23

9/18 9/23

9/18 9/27

9/13 9/25

9/03 9/15

9/03 10/06

9/04

9/15

9/14

9/05

11/26 12/22

10/2010/08

9/25 10/12
11/0910/21

10/15 12/01

10/22 11/24

10/22 11/17

10/01 10/13

10/10 10/16

10/269/25 11/25 12/21

10/23 11/04
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