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Yamunizetioa (Measles)
; . Vaccinatiop Coverage in childeon Natiorsl Vaccination | BPl Finapcial Summsry EP]
Regoried Cases wader 1 year of age Campaigas 1987 1987~1991 Evafuation
1985 | 1986 | 1087 | 1983 | 1989 1985 | 1986 Months External | Nalional ] 1980~1081
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. — SR SR i .
o 6,241.5 6,497.0 1980
. \“ N N + F]
Balivia NA ¥ NA 14 60 21 60 4R, 6A. 2H 0% 505 1983
Brozit 17,000 115,80 {23,135 52| 95 6 80 1312 SH. BA, N ¥4 1e83
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Argentina | 1,821 (gg‘j} soa| e2| 80 &7 70 M om W 1984
AN TN i R N A NN N S L]
| Chile es| 2040 el 0| ot | 100 ¥ VA N 1984
! (4,081) -
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1976
1977.

1978
1979
1980
1981
1982
1983

1984 -

1985
1986

I R
1977
1978
1879
1980
1981
1982
1983

au - #
1,974
3,453
2,899
6,158
4,720
4,288
784
3,882
7,962
4,569
6,026

M2 -1
At
14,057
12,205
17,733
14,623
22,882
17,068
7,152
16,931
25,409
44,697
45,923

W2~ 2

FE T

3,003
2,795
3,386
3,263
2,335
1,670
1,769

W IE JB 5 1 385 9 T 3
i 7 WO
25,866 27,721
19,415 14,811
10,334 13,864
19,293 21,239
29,339 35,810
14,660 20,236
17,723 9,096
14,630 15,408
21,814 20,410
10,472 13,177
44,267 23,279
B B SR TR
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3.3
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3.0

b E
4,013
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5,280
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8.7
83.8
87.2
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91.2

o
73,631
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54,410
51,345
65,552
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61,281
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58,2517
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TOTHIRD COUNTRY TRAINING PROGRAMME - TCTP

£y — STERILITY CONTROL (120 hours)

a - material/glassware washing, preparation - and
sterilization for sterility tests. :

b - usage and handling of materiadls and eauiements used
in sterility control.

£ -~ hacteriologycal medium culture! preparation and
sterilization. ,

d - sterility test of vaccine - direct and filtration
methods . .

e - discussion and evaluation of used methodology,
according  to WHO, NIH, DIMED/SNVS/INCAS, technical
_ requirements. - ’
£ —VTISSUE CULTURE POTENCY CONTROL (420 hours)

a — materialiglasswars washing, preparation - and
sterilization for viral wvaccines control.

b -~ uzage and handling of materials and equipments used
‘in tissue culture labpratories,

¢ ~ tigssue culture medium: preparation and
sterilization.

d ~ viral titration techniquest micro#iafe (TCI 50);and
plating forming unit (PFU) methods. '

¢ —~ Reed - Muench & Karber calculation method.

¥ < viral identity test.

g — thermostability test.

h — discussion and evaluatijion of used methodology,.
‘according to WHOD, NIH, DIMED, SNVS, INCGS technical
requirements.

3) ~ BIOLOGYCAL CONTROL (129 hours)

a -~ handling o?IIaboratmry animals and main inoculation
methods.

‘b - innocuity test.

t — animals imgnization to get inune-—-sera.



d - diaﬁusgiwn.anﬁ evplual lon of  uséd methodology,
according to WHD, NIH, DIMEDR, SNVS, INOGE technical
Feaguirenents.

4) ~ PHYSICAL -~ CHEMICAL CONTROL (89 hours)

a ~ fests of packing material: caps and label.

by - chemical teshs: p%mtaic nitrogen (KJELDAHL Method),
moistuwre content (Thermogravimetric test) and pH.

¢ - organoleptic teste: aspect and colour.
d ~ discussion and evaluation of used methodology,

according to WHO, NIM, DIMED, SNVE, INCOS technical
reguirements.

3y = VAGCINE STORAGE (49 hours)
Main aspects related to vaccine storage and its
distribution.

METHODOLOGY: The course will be 'adminiétered through
theorycal and practical classes. .
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INTFRNATIONAL TRAINING COURSE OR QUALITY CONTROL
OF THE MEASLES VACCINE

SCHEDULE - AUGUST - 1988
(MORNIKG)

SN 1§ I 74 ﬁrriva} of Trainees

Sunday ~ Dpening ceremony/Dficial Presentat jon _ :
T: Material and glassware waﬁhlnj ko tests in quality
control laboratory

T: Sterilization! Steam and oven

Ti Sterilization: Qualtity cantrol!@uwictg WﬂquranL€/CNP

T: Sterilysing Filtratinn: Membranes/Cartridges/Systens

T/ Usage and handling 0? materiatas and eguipwents
uaod in sterility control :

Baturday

Sunday

T: Ganeral microbioclogy .

T: Bacteriologycal medium culture

T: Bacterial isolation and identification

T: Bacterial inolation and identification: biochemistry

Visiting to the Oficial Quality Control Laboratory -

INGCQS :

KSaturday

Sunday :

TAP: Sterility test of vaccine direct method:

T/7F: Btrerility test of vaccine — direct method

TAP: Gterility test of vaccine - direct method

T/P: Sterility test of vaccine ~ direct method

T/F: BSterility test of vaccine - direct method

Saturday

Sunday - . .

Module above (i) - discussion and evaluation of used

methaodology

TA9 0 Material and glassware washina/preparation for
Potency Control Lahairatory

A/ Usage and handlina of material and eguipment for

Tigssus Culture Laboratory
T/P Hedium culture preparation and sterilization
T7P: Tigssue Qulture: primary and cell lines cultures
Saturday -
Sunday

Laegend: T:Theorycal P: Practical T/P: Theorycal/Practical

._14_.u



INTERNATIONAL TRAINING COURSE ON QUALITY CONTROL
OF THE MEASLES VACCINE

i r10 cauz
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SCHEDULE OF THE COURSE
AUGUST - 1988

(AFTERNOON
2 -~ -
29 — JULY/ Arrival of trajnees
3% -
31 - Sight-seeing to CorcovadosSugar Loaf ~ "PRo de Agucar’
@1 — P! taterial/ Glassware -« washing and. preparation -

quality control tests

92 - P! Bteritixation: autoclaves ans ovens

6% -« P! Bterilization: Chemical, phusical and biologycal
controlg/patterns .

@4 - P! Interpretation of results/evaluation of  used
coptrols

95 - Bibliography review

#6 - Haturday

@7 -~ Bunday

08 - P! Medium culture tor  hacteriologycal usage !
o TEC - preparation and sterilization
@7 — P Mediun culture for bacteriologycal  usage:
- Basein S0y ~ preparatijon and sterilization
i8¢ — P! Medium ciglture for bacteriologycal unage
Bleood Agar - preparation and sterilization .
ii - P o HMedium cuylture for bacterionlogycal usage:

L.owenstein—-Jensen — preparation and sterilization
# ~— Bibliography review.
13 ~ Sabtarday
i4 - Sunday

i% - T/p: Bacterial isolation ang - identification:
Zighl-Neelsen stain

& — T/P. Bacterial isolation and identification:

e Gram stain

i7 - P! Preparation/filtration of bacteriologycal stains

18 - P! Preparation/filtration of bacteriologycal stains

i$ ~ Bibliography review

2¢ ~ Gaturday

2L - Sunday.

a2 - Mpdule above (1) discussion and evaluation of used

' methodology

25 - 1T/P: Material and dlansware washing/preparation for
Potency Control Laboratory

24 ~ T/AP: dwuage and handling of waterial and equipmnent
for Tissue Culbare Laboratory

o5 - T/P: Medium culture preparation and sterilization

3% ~ T/P: Tissue Culture: primary and cell lines cultures

27 — Batwuriay :

#8 ~ Sunday

_.15._



3 210, MANGUINHOS §

!NTERNATIDNAL TRAINING GDURSE GN QUALITY CONTROL
OF THE MEASLEE VACCINE '

SCHEDULE oF THE.CUURSE
SEPTEHBER ~ 14988
(HORNING?

2% — T/P: Tissus culture - Chlis transtn1*at:on (BPh)
8¢ ~ T: Yiral titration: Microplate method (AUGBUST)
31 -~ T Viral titration: Platting metkod .
01 ~ T: Regd - Hugach & Rarber caleoeiation method
@2 ~ T: Viral identity
23 ~ Saturday
@4 ~ Sunday
05 — T/P: Thermostability test
o4& ~ T/P: HA and HI tests
07 -~ Holiday: lLadependencs Day
@8 - P -~ HA and HI tests
99 - Visiting to Centra Panamerlcano de Febre A+t0§a
" 4@~ Saturdayg :
ii -~ Sanday -
i2 - Module ‘above (2): Discussion and evaluation of used
methodolony ' .
i3 -~ T: Control of protocols: Main inoculation methods
i4 ~ T: Handling of laboratory animal
4% - T. pnathom - pathology of laboratorigs aninmals
i4 ~ P! Innocuity test (adult mice}
17 - Saturday
48 ~ Bunpday o .
19 —- T: Obtention of imune sera {(anti-Heasles)
20 -~ Visjting: Central animal house of FIOCRUZ
2 - P: Dbsurvatlnn and wernh¥inq of tnacuiated an:mwlsi
' ‘Tare -
22 - P Pgrogen test *In Vive® and “In Vitro®
49 ~« P Pyrogen test
24 -~ Saturday
2% —~ Sunday .
24 - P! Remding and interpretation of innoocuity test
(anathom—-pathology) . . '
27 ~ P! Dbservation and weithing of inoculed animals/care
28 — T/P: Heurovirulence test

Legend: T:Theoryeal P:Practical T/P:Theorycal/Practical



INTERNATIONAL TRAINING COURSE ON QUALITY CONTROL
OF THE HEASLES VACCINE

- SCHEDULE OF THE COURSE
SEPTEMBER - 1988

(AFTERHOON)
29 = T/P: Tissue culture: cells teipsinization (BHK)
30 ~ P! Viral titration: Microplaque method (AUGUST)
31 = P! Viral titration: Plagque method
3 T/P: Reed Musnch & Karber Method: calculation and

Interpretation
@2 ~ P. Viral jdentity test
93 ~ Saturday
24 ~ Sunday’ : : ‘
05 ~ P! Tissue culture: cells tripsinization (BHK)D
046 ~ P: Reading, interpretation and titre calcylation
(Microplate)
7 - Holiday: Independence Day
68 ~ P! Reading, interpretation and titre calculation
- {plaque)
97 - Visiting to Centro Panamericano de Febre Aftosa
19 ~ Saturday

ii -~ SBunday
12 -~ Module above (2): Discussion and evaluation of used
nethodology . )
i3 ~ P. Handling of laboratory animals and main inoculation
methods

14 - P! Anathom - pathology of laboratory animals
15 = P{ Innocuity test (guinea-pig)

146 ~ P! Animals imupnization to get imune-sera (Anti-Msasles)
$17 - Saturday

18 — Sunday

i? - Bibliography review .

2¢ —- P! Apimals blgeding to gst imune-sera

21 -~ P! Pyrogen test

22 - P. Pyrogen test _

23 - P! Reading and interpretation of pyrogen test
24 - Saturday

2% — Bunday .

26 ~ P: Reading and interpretation of pyrogen test
27 -~ Pyrogen test

.28 - Pyrogen test

Legend: T:Theorycal P: Practical T/P:Theorycal/Practical



! 1o cauz
| 810. MANGUINHOS

)
Q3
QR

O3 -

Qi“}

25

26

27

P

!NFERHAT!ONAL TRAINIRG COURSE ON QUAL!TY CONTROL
tOF THE HEASLES VACCIHE :

SCHEDULE BF_THE COURSE
QCTORER -~ 1988

{MORNIHNG?
fFroinpnocuity tPht _ (BEPTEMBER
Fihd] repotrt e]wbmrat:nn rg%ulta .
Satuirday
Sunday B L IR ' _
Moditle mbove (3) - Dlstussiaﬂ_and svaluat fon of used
methodology A :

¥ Tests of Pauklnd mﬁtcrt11~% caps and label
T: Proteic nitrogen: Kjsldahl mrthud

T: Regidual moisture and pH

T/P Brganoleptic tests: aspect and colour
Saturday : -

Sunday

P Froteic nitrogen -

Residual moisture and - pH

P

P: Residual moisture and pH

P: Physical — chemical control of vaccine
P: Physical - chemlcal control of vacCine
Satuprday C
Siinday-

Module abave (4) Discucsion and evaluabtion of used
methodology . :
INCGS '
INCaB
INCQS
fNeas
Satbturday
Sunday : :
T: Generalities of packlng, storage'and vaccine
distribution
Imunobiologicals receiving and drstribution

T
¥: Storage condition and cold chain system
F‘

inal evaluation by Director of Bio-Manguinhos

Legend: T:Theorycal P:Practical T/P:Theorycal/Fractical



_FlO_?RU? INTERNATIONAL TRAINING COURSE ON QUALITY CONTROL
BIO, MANGUINHOS OF THE MEASLES VACCINE

SCHEDULE OF THE COURSE
OCTOBER ~ 1988
¢ AFTERNOON)

29 ~ P! Reading and interpretation of innocuity tests

3¢ - P! Reading and interpretation of innpocuity tests

i - Saturday

92 -~ Sunday

2?3 - Module above (3): Discussion and evaluation of used

methodology

%4 - P! Tests of packing material - caps, vials and stoppers
G - P! Proteic nitrogen

246 — P! Residual moisture and pH

@7 - P! Residual moisture, pH and proteic nitrogen

@8 ~ Saturday

2% - Supday

19 - P Proteic nitrogen

ii - P! Proteic nitrogen

12 - P! Proteic nitrosen

I3 - P: Physical - chemical control of vaccine
i4 -~ P: Physical - chemical control of vaccine
1% ~ Saturday '

i4 —~ Sunday
17 = Hodule abowve (4): Discussion and evaluation of used
methodoloay

18 ~ INDAS

19 — INECGS

20 - INCAS

24 — INCGS

22 — Saturday

23 - Sunday

24 - P: Final processing laboratory/CENADE (Bio—Manguinhos?

25 - T: Elementary knowledges of refrigeration and stotrage
pirocedires . N
246 - T: Elementary knowledges of refrigeration and storage

procedures
27 - “Farewell party

Legend: T:Theorycal P:Practical T/P:Theorycal/Practical
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Am - ADRBHEHID. A Dr.Dalbon,Coosrdinator of Measles Vaccine 4l — 2D
Coordinator +ir b, '

BEMIL RS (2 05—9) OLEHFEZRTN B,
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Uin Ly PAHOW QAMEAMY 74—~ 75BN, HHAWREEORAL L CRBLTED. &
DM BME DR B THOOWAGEN A E 52 & LA,

MES (L

Quantity: 17

Lecturers: — Or. Akira Homma
. Divector. of Bio-Manguwinhos (8TO-MANGUINHOS/FYOCRUZ)

- Dr. Daiton Ffanca Brogliiato
Cpagrdipator TCTP/FIDCRUZ (BIO-MANBUINHOS/FIDCRUZ)

~ Dr. #ntonio Eugénioc C.C. de Almeida
{IMNCAS/FIDCRUZY

Dr2 Susly Soares Duarte
(Bio~Manguinhos/FIOCRUZI)

- Dr? paria Lucilia Peszoa Loureiro
{Bio-Manguinhos/FIOCRUZS

- Pbr. tarco Antonio Ferreira da Costa
(Bio-Manguinhus/FIOCRUZ)

- Dr. Geraldo de Oliveira Dias
{Bio~Manguninhcs/FIOCRUZ)

- Dr. Artur Raberto Couto
(Bio-Hanguinnes/FIQCRUY)

- Dir. Iguchi Talkumi
(ENSP/FIDCRUZY



- Drd Darcy Akemi Hokama
(Bio-Manguinhaa/FIOCRUZY

- Dr. JoEo Quental
(Bio-Manguinbhos/FIOCRUZ)

~ Dr. Carlos Mauricio de Andrade
(Bio-Manguinhos/FIOCRUZ)

= Dr. Marcos da Silva Freire
{Bio-Manguinhos/FIOCRUZ)

~ Drd Rita de Cdssia Elias Banedetbi
{Bio-Manguinhos/FIOCRUZ)

- B, Paulo Roberto de Carvalho
(Big-Manguinhos/FIOCRUZ)

- Dr. Luis Cesar Albernaz Ayrosa
(Bio-Manguinhos/FIOCRUZ)

- Dr. Repnato Sérgio Marchevsky
(Rio-Manguinhos/FIDCRUZ)

- Dr. Cesar de Almeida Rezsnpde
(Biro-Manguinhos/FIGCRUZ)

- Dr. Luiz Detdavieo Barroso Pereira
(Bio~Manauinhos/FIOCRUZS

2. Prégramme and time duration

According to each module and indicated lecturer/trainer
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o # 4 TENTATIVE ESTIMATE OF EXPENSES TO BE BORNE 8Y JICA

ITEM OF EXPENSES T HREAKDOWN ' AMOUNT (USS)

I. Invitation Expenses ' '
1. Alrtickets (round trip) 1,000 x 10 persons 10,000
o, Per—diem i5 % 16 persons x 90 days 13,500
3. Accoﬁmodation 40 % 1i® persons x 90 days 36,000
4. Medical Insurance 49 x L0 persons se¢
5. Transportation 49 x 19 persons 400
SUB TOTAL ' 69,59

II. Training Expenges

1. Employment Fee
(i) Secretary 50% x 1 person % 4 monthse 3,009

2. Material Procurement
(1) Articles ot

. Consumptjon 1,200 % 19 persons - 12,000

(2). Teaching Aids 509 x 10 persons 6,000

3. Transportations 90 x 3@ ’ 2.70¢
4, Textbooks 200 x 19 persons 2,000
5. Héeting Expenses 1% » 3¢ persons ¥ 2 btimes £20

Opening Ceremony
Closing Ceremony

6. Equipment - i9,00@
SUB TOTAL : 36,300
GRAND TOTaL _ 24,800
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BESCRIPTION

EQUIRMENTS LIST

QUANTITY

01

Electronic Asalytical

’1‘015- Loading Balance

Readability G.01 mg

Ref:  Thomas catatog/1351 —K 35

n

PRICE (US$).

2]

02

03

Micro-Kjeldah]l Rack
wtth six hotders {or 30 mi or

U100 ml flask

Ref: Thomas catalog/70583 —8 10

01

900.00°

Micro-Kjeldahl
Distilling Apparatus
Ref: Thomas catalog/7052 —J 10

01

1,100.00

Thermostatl for NAKAJIMA
QRE )]

yacuum oven

01

100.00

05

Auvtomatic dispenser for
bactericlogycat culture media
Ref: Cole Parmer catalog/R 7527

01

1,600.00

Vacyum filiratricm holders aad
manifolds {or sterility tests.
Ref: Cole Parmer catalog/R 2924

01

Digital pH-meter
pH range: 0.C0 to 14.00
Rel: Cole Parmer catalog/86

1,800.00

1,000.00

—

N

TOTAL

10,000.00




o # 8-
ARTICLES OF CONSUMPTION LIST
- - -
ITEM DESCRIPTION QUANTITY PR'C“{U?STARY TOTAL
o1 Glassware (lubes,pipets) .
Potri dishes,bobtles,ete. — — 3,742.00
02 Culture Media for Tissue T T
- Cullure (M- 199/81GM) 10%50 1b 60.00 600.00
03 Culture Media for Fungl and : )
) Bacterial Control 02 1b. §0.00 120.00
04 Phoeta! Boving Serum T B
i ' 05 1b. 150.00 750.00
05 Micra_plates —96 wells
(Flow Lab.) 02pkg x 500 us. 500.00 1,000.00
06 Multichannel pipets
| #f (Titertek/Flow Lah.)_ ‘‘‘‘ 02 us. 530.00 1,060.00
07 Microplate—24 wells
_ (Flow Lab.) | 02pkgx 500 us. 565.00 1,130.00
Pipette tips )
A 10pke X?(p us. 22.00 220.0{)“
Membrane filters—@GSWP,~ .
. 0.22 v pore size ) 02 pkg _ 160.00 ) 320.00
10 Drugs for physical chemical
control - - 800.00
11 KJELDAHL FLASK/100 ml
capacity - 24 us 10.00 240.00
12 Micro-buret 5/0.01 mi
capacity 05 us 70.00 350.00
(13 Seringe —0.25 ce in 1/100 . ‘ '
(12 -us./pkg) 01 pkg . 1&);00 130.00
14 Needle 27¢g X 3/16 ianch
. (1000 us./pkg) _01 pkg 92.00 92&
15 Needle (B-D 26) for
i) intracerebral inec. )
(1000 us./pkg) 01 pkg. B 96.00 96.00
116 Membrane filter GSWP 04700 .
A 0.22 v Millipere lanc.} 02 pkg. _ 100.00 200.00
17 Pre-fiiter AP20 04700 .
Millipore lne.) 02 pkg. _100.00 200.00
18 Silicon stoppers— '
4.3 % 2.0 x 1.5em) 500 us. _07.50 250.00
19 Hydrographic pen—Pentel
Pen (glass marker) 10 us. 10.00 100.00
&, 20 Certified Sccondary
| A { reference glass thermometers 04 us. 150.00 600.00
' o TOTAL 12,000.00




TEACHING AIDS LIST

DESCTIPTION

QUANTITY

4

PRICE L1ST

Copyhooks -

Pencyl

Pen

identification cards
folder

500.00

02

Dispansable
Uniforms

600
{(10x60)

3,000.00

03

Slides

Piojection sheets
Projection screen
Final arts

2,500.00

6,000.00
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JAPAHNESE SI1DE

i) Personnel neets:
A T Y T o e

Gpecinlity. &)Y fuality Control of Biological Product

By Guality Assurance Systan

Prooramms and tiws duration

]
-

&) Qualits Conzrol Binlogical Product (L8 hours)

i. Introduction to guaiity control of biclogical product

- Beneral amspect of auality control of bislegical
product )

- Gtandard prezparation and biological unit

~ Sowme problems in bioassay

- Consideration on benefit and risk of immunization

5. Gterility test for biological product

~ fntroduction of sterilily Laat
a) Limits of sterility test
h) Gampling preparations to be tested
c) General precautions aganist microbial contami-
nation in sterility testing




- Sterilitd.dest for hacteris and. funad

a) Preparation and sterilization of cultire media
(TGO, B8CD, broth agar, etc.) for use in steri-
lity test o

b} Procedures for testing the guality o culture
mediam prepared

£) Sterility testing
~ Test procedure for direct transfer to culture

med i um o :
- Test procedure using menbrane Ti1ltration .
d) Interpretation of test result

- Evaluabion of teaching and training

B) Quality Assurance Systen
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SETUEEN THE MINUTES OF MEETINGS

: © JAPANESE PRELIMINARY SURVEY TEAM AND THE
AUTHORITIES CONCERNED OF THE GOVERNMENT OF THE FEDERATIVE
REPUBL.IC OF BRAZIL ON THE THIRD COUNTRY TRAINING PROGRAMME

i. In response to the request made by the Government of the
. Federative Republic of Brazil for cooperat jon in
implementation of international training course in the
field of quality control of the measles vaccine, the pre-
Jiminary survey team- organized by the Japan International .
Gooperation Azency (hereinafter referred to as "JICA®) and
headed by Mr. Hideo Takei visited the Federative Republic
of Brazil from 31 January to 41 February 1988 in order to
conduct preliminary surveys for implementation of the
CouPse.

2. The team has conducted surveys, held a series of meetings
and exchanged opinions with the authorities concernsd of the
Government of the Federative Republic of Brazil regarding
the course. '

3. Through the meetings, both sides shared the view £that the
course will contribute to the control of the measles In
South American countries. - :

4. Bath sides worked out the draft of the Record of Discussions
attached a5 APPENDIX II, and agreed that further studies
should be  made for future appropriate - arrangement to
complete the Record of Discussions in order to ensure
the successful implementation of the course.

5. A list of attendants at the meetings is attached as
< APPENDIX I. : )

Rio de Janeiro, B February, 19885.

e il Bt Bt e L

A g M i ey ey b i Y

Hideo Takei o DR. LUIZ FERNANDO FERREIRA DA SILVA
Head of the Japanese President )
Preliminary Survey Team Oswaldo Crux Foundation
Japan International Ministry of Health

Cooperation Agency



. APPENDIX I
LIST OF ATTENDANTS
BRAZILIAN SIDE
niossighi S

Director :fb?. Akira Homma. : . o _
Coordinator oFf Measles Vacaine Laboratory: Dr. Balton

Franga Brogliato - § _
Coordinator of Quality. ﬂssurance:-D#. JoBo Lulz de San
Thiago Dantas Barbosa Quental o '

Coordinator of Quality Control Laburaturs Dr. Marco Antdnio

Ferreira da Costa A
Coordinator of Microblologicai Cnntrol:‘Dra. Darcy  Akeami

. Hokama _ _ . . :
Dr . Pedro Thoms de Arruda Filho - Chiet of ACI

{International oordination OFtice/FIOCRUZY

JAPANESE STDE
_

tir. Hideo Takei/JICA
Head of the Japanese Preliminary Surves Team

Mr. Saburo Iwasa ~ Chief Dgpartment of General B:ologics
Control National Institute of Health

Mr. Takashi Yamanaka/JICA

_ 5

Mr. Hidetaka Tsujikawa - Conéul

Mr. Toshiro Kamo - Director
Mr. Yasuo Kaneko
MK . Norisnsh} Nishijima



APPENDIX I1

(DRAFTY
RECORD OF DISCUSSIONS
© - BETWEEN . .

COORDINATOR IN BRAZIL FOR TEGHNICAL COOPERATION
OF THE JAPAN INTERNATIONAL COOPERATION AGENCY

- o AND - | - -

PRESIDENT OF OSWALDO CRUZ FOUDATION
ON THE THIRD COUNTRY TRAINING PROGRAMME

The Japanese Preliminary Survey Team on the Third Country
Training Programme had discussions with the authorities
concerned of the Government of the Federative Republic of
Brazil iIn February 1768 with respect to the Jframework of
the  training course in-the field of quality control of the
measles wvaccine under the Programme, and to desirable
measures to be taken by the authorities concerned of both
Governments to ensure their successful operation.

Based on  the above discussions, the Coordinator in Brazil
for Technical Cooperation of the Japan International
Cooperation Agency and the President of Oswaldo Cruz
Foundation agreed ta reconmend to their respective
Governments the matters referred ke in the documents
attached hereto.

Rio de Janeiro, ,1983.

Akio Busuki

Coordinator in Brazil President :
for Technical Cooperation Oswaldo Cruz Foundation
of the Japan Internationzail Ministry of Health

Cooperation Agency



ATTACHED DOCUMENT

The Bovernment of Japan - and the Government of  the -
Federative Republic of  Bramil will .cooparate with each
~ather - in organizing tvalning course inthe field of quality
control  of thu measles vaceine (kereinafter re?errud to as
“the Course™) -at Oswaldo Crux Faundation iander ‘the Third
Country  Tralning Programme of  the Japan. Internatlanal
Cooperation ﬁgencs (hEFEIHaFtEF re¥erred to as_ SJICAT) .

Dswaldo Cruz ﬂFaundatlon (hereana?ter' re?arred to as
"FIOCRUZ") will conduct the Course with - the support of
technical cooperation schemg of the Gavurnment of -Japan.
The Course will be held once a 5ear from the Tiscal year of
Japan 1988 to 1972 subJect to annual consultatimn hetwedn

the authortttes concerncd 0? both ldes.-

The Cnurse will be aperated in accordance wsth the folluwtng
items; :

i. IILILE
The Course wnli be entitled
*International Tra:nlng Course on Quality Control of the

Measles Vaccine’

2. PUREDSE . s :

The purposg of the Course is to provide participants from
South American countries with an oppartunity to update and
upgrade relevant techniques and knowledge in the field of
Quality Control of the Measles Vaccine, =and thus to
contribute to the control of the measles in South American
countries.

8. OBJECTIVES

By the end of the Course. the participants are expected to
be able to: : g : : ' :

(1) Gain the fundamental knowledge in the field of aquality
control of bhiological product, including in-process
contronl of production,

(2) Function effectively as a team leader for testing the
quality of measles vaccine,

(3) Apply the gained knowladge and techniques to quality



tgstings tfor many other biological prodiucts, especially
live~attenuated virus vaccines,

(4) Play =a role in planning, 1+ svailable or intended in
future, Tor establishing Guality Control Laboratory and

for producing measles vaccine in  the participant’s
- country, _

(3) Gain the fundamental knowledge necessary for building
the ssste@ covering storage, shipping and distribution
for assuring the quality of measles vaccine.

(&) Cantribute to make ‘improvements of the national or
: tegional neasles wvaccination programme  in the
participant’s country, and

(7) Contribute to progress and development af biomédical
science in the countey.

4. DURATION .

The First course will be held from August to November i?88.

S. CURRICULUM
The tentative curriculum of the Course is attached as
ANNEX I.

6.  INVITED COUNTRIES

The  Ffoliowing countries will be invited to apply for the
Course by nominating their applicant{sg):

Argentina, Bolivia, Chile, CGColombia, Ecuador, Paraguay,

Peru, Urugiuay and Venszuela.

7. DNUMBER OF PARTICIPANTS

The number of participants for the Course shall not exceed
ten (i®) in total for each year.

8. GQUALIFICATIONS FOR APPLICANTS

dpplicants for the Lourse are;

(1) To be npominated by their respective Governments in
aceardance with the procedurs mentioned in L@~ below,

{2y To be wuniversity graduates in medicine, veterinary
medicine, hiology or pharmacy, or to have the equivalent
academic background,

{(3) To bhe pfesentlﬁ engaged in p(oductinn or contral of
medicines related to imunology or hiology, .

(4) To have the experience of three (3) Yyears in the
related field,



(5) To be under forty (40} saars of age in prlnaiple,

(6) To have the ability to follow the Course conducted in
Portuguese and some knowledge of Enalish, and .

{73 To. be in good health.-both phgs[calls and menta!ls' ko
complete the Course.

. mmmmm&s

Oswaldo Cruz Foundation (FIOCRUZ)

i@-1. The applicants for the Course shall forward five (3)
copies of the-prescribed application  form JFor sgach
nominge to FIOCRYZ through Brazilian diplomatic .
channels not tater than two (2) months before the
commencement of the Course.

ie~2. FIODCRUZ will inform the applicants through
Brazilian diplomatic channels whether  or not the
applicant(s) is/are accepted to the Course not later
than one (i) month before the commencement of the Course.

14« UNRERTAKING OF BOTH SIDES

In organizing and implementing the Course, in compliance
with the Tentative ‘Schedule  of the Course Operation
attached in ANNEX II, both sides will take the following
measures in accordance  with the relgvant laws . and
regulations in force in each country. :

ii-1., FIOCRUZ _ e
(1) To formulate the curriculum based on éNNEX I,

(2 To draft and print the Beneral Information hrocheres
(G-In)' . ’

(3) To ?orwa%d. the G.I. to the Government of the invited
countries through Brazilian diplomatic channels,

{(4) To = receive application farmns thkough Brazilian
diplomatic channels, .

(3} To asgsign an  adeguate - number of - its staff as
lecturers/instructors for the Course,



_(6) To provide lts tralning facilities and equiipments foar -
the Course,

(7) To select participants in the Course,

(8) To notify the result of the selection to the respective
Government and to the Embassy of Japan in Brazil through
Brazilian diplomatic channels,

(%) To arrange accommodations for participants,

(10> To arrange international air tickets for participants
from the invited countries and to meet and see them off at
the airport,

(£1) To ‘take budgetary wmeasures to bear the expenses
necessary  for conducting the Course excluding the expenses
tinanced by JICa,

(i) To - f[ssue cerfi%icates to the successful parficipants
at the end of the Course, o

{13 To  submit =a course report and =a statement of
expenditures to the coordinator in Brazil for technical
cooperation of JICA (hereinafter referred to as "the JICA’S
cogordinator”™), ‘and,

(14) To coordinate any matter related to the Course.

1i-2. JILA

(i} To dispatch short-term expert(s), following the regular
proceduras af ite technical cooperation schemg, who
will give advice to FIOCRUZ and deliver lectures for the
Course.

(2} To. bear the Ffollowing euxpenses through JICA as ths
Tentat ive Estimate of Expensas attached in ANNEX I1l.

a) Such  expenses trelevant to participants From the
invited countries as international esconomy~class
Flight fare, accommodation, per—-diem and medical
ingurance premiums.

b} Such expenses relevant to FIOCRUZ as arrangemnent
of neetings and study  tour(s), teaching =aids,
expendable supplies, COpiEs and reprints and
gsecretarial services.



2. PROCEDURE DF_ REMITTANGE. AND_EXPENDITURE

The remittance and expenditure of . the funds for the
expenses  to be borne by JICA will be arrangsd in accordance
with the Tollowing procedure:

12.4 FIDCRUZ will open a bank account in the Federative’
Republic of Brazil to receive the fund remitted by JICA,
and inform the JICA's coordinator of the name of the

. bank, the account code numbsro, and the name of the
account holder.

12.2 FIOCRUZ will submit to the JICA’s coordinator a bill of
estimate for expenses to be borne by JICA not iater
than sixty (469) days before the conmencement of the

Course.

12.8 JICA will assess the bill of estimate and rémit the
assessed amount of expenses to the account mentioned in
i2-1 above within thirty (39) days atier the receipt of
the bill of estimate. : ‘ '

i2.9 FIOCRUZ will submit to the JICA’s coordinator — &
"statement of expenditures within thirty (30) days after
termination of the Course. S '

i2.%5 In case any amount of the fund remitted by JICA remains
unspent, FIOCRUZ  will - reimburse the unspent amount to
JICA in accordance with the instructions given by JICH,
The "fund allocated For the flightfare, accommodation
per-diem and medical insurance premiums shall not - he
appropriated for any other purposes. : :

i2.46 By the request of JICA , FIOBCRUZ will make available for
JICA‘s reference all the receipts and other documentary
gvidence necessary to certify the expenditures stated in
i2.4 above.

i3. This attached Document and the following Annexes attached
hereto $hall be deemed to bhe part of the Record of
Discussions: .

ANNEX I - [ Tentative Curriculum of the Course
ANNEX II : Schedule of Course Operation
ANNEX III : Tentative Estimate of Expenses



ANNEX I

Tentatlve sessions of the course

1.

Introduction of guality control of

bhiological product

a. General asp=ct of quality gontrol
of biological product

h. Standard preparation and biological

: unit

. Some problems in bioassay

‘d. Constderatian on bene?;t and risk

' of inmuni=zation

Cleaning and sterilization af

implaments and glassware for use  in
quality control

2. A brief lecture of a gujide~line
“Good Manufacture Practice™ {GMP)

b. Procedures for cleaning and
sterilizing (steaming and dry
heating) glassware - {bottles,

Fflasks, pippets etc.) and implements

. Evaluation of teaching zand training

Sterility test for biological product
a. Introduction of sterility test

£)Y Limits of sterility test

2) Sampling preparations to be
‘tested :

3y GBeneral precautions against
microbial contamination in
sterility testing.

b. Sterility test for bacteria and fungi

it of session

[
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i) Preparation and sterilizatton of
ciultupre media (TBC, SCD, broth agar
etc.) for use in sterility test

2) Procedurss for testing the quality
. of culture medium prepared

3) Sterility testings
a. Test procedurg for d!FQCt trans?er
to eculture madium
b. Test procedurs using membrane

filtration

4) Interpretation of test result

c. Evaluation of teaching and fraining'

4. Potency test using tissue-culture

method -

Cleaning and sterilization of mnaterials
‘and glassware For use in cultivation of
tissues and cells

Procedures for manipulating for use
in the laboratory room of tigssue culti-
vation )

Preparation and sterilization of tissue
culture medium

Nasntenancn and stnrage of culture-cell
1ine

Signi?icance'd¥ a reference material of
live virus for determining virus content
Titration of v}rus using both microplate
(TCIDZ2) and petri-dish {(plaque~forming
nnit? tissdue rulture methods

Test procedures for identifying virus
Procedurss for testing hemagglutinating
activity of virus and its hemagglutina-
tion inhibition

Procedure for testing stability of virus
in a test material

Evaluation of teaching and training

5@



9. Safety testing using experimental animalsg

a. Maintenance and handling of experimental

animals (mice, guinen nlags, rabbits,
nankeys ete.) _

b. Anatomical examination of experimental
animals
t. Procedures for injection and bleading

d. Beneral safety test (abhormal toxicity
test, innocuity test)

g&. Test for neurovirdlence (Test for com—

tirmation of attenuation of virus)

4. Production of a specific antiserum for
use in identification af virus

7 Chémical and physical control of +final
prodiuct

a. Dispensing a final bulk into containers
and feeze-drying

b. Sealing cqntainers with metal

. Labelling pakage (Lot N2 of prndﬁct;

Indications and Usage, Storage condition,

Expiry date)

d. Test procedures for measuring protein-
nitrogen content (Kjeldahl method), re-
sidual moisture and pH

e. Inspection of final containers by obser-~
vation with a naked =ye

§. Evaluation of teaching and training

8. Control of shipping and distribation

a. Storage condition to minimize reduction
in virus titer

b. Lecture of so-cold "Cold-Chain System’

c. Lecture of vaccination programme

459
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d. Final evaluation of teachings and
trainings

#* an unitage indicates 2.0k e e et 2 e o s et 2 i e e
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ANNEX I1I SCHEDULE OF THE COURSE OPERATION
MONTH .BRQZELiaN SibE JEPANESE SIDE
- Earig_ 1. Signing of Recovrd of i. Signinyg of Record of
March Discussions Discussions
1988 .
2. Preparing of G.I.
Late 4. Distribution af G.I. and
Mawrch Application Form
1988 '
. 2. Submigsion of Forms A-2,3
Early i. Subnission of Forms a-1 1. Recruitment of Euxpertcs
Hay
1988
_ . Dpening of Banlt Account i. Submission of Forms B-i
Middle 2. Submission of Bill of
June Est imate
is8s 3. Receipt of Appiication
. Forms
Late i. Motification of the i. Remittance of Expenses
June Selection of the '
1983 Participants
Augnst {i. Impicmentation of Courss i. Digpatch of Experts
Novamber
1985
j., Submission of Statement
Early
of Expendifbures
December . . .
2. Submission of Course
1988

Report

-
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ANNEX TII

TENTATIVE ESTIMATE oF EXPENSES.TD BE BORNE BY JICA

ITEM OF EXPENSES

BREAKDOWN

AMOUNT (US$)

Y. Invitation Expenses _ ‘
i. Airtickets (round trip) 1,000 % 10 persons 13,000
2. Per-diem ' 15 % 40 persons x 9@ days 13,500
3. Accommodation 40 % 10 persons ¢ 90 days 36,000
4. Medical Insurance 49 x 19 persons - 609
3. Transportation 4¢ x 1@ persons . 4009

SUB TOTAL 140,500

IT. Training Expenses '

i. Employment Fee
(13 Secretar; D9¢ 1 person 2 & months 3,009
2. Haterial Frocurément
(1) Articles of
“Consumptiion 1,200 x 19 persons 12,0@9
{2) Teaching Aids’ 400 x 19 persons 4,000

3. Transportations 9@ x 39 2,700
4. Textbeooks 200 x i0 éersons 2,000
5. Meeting Expenses 1¢ % 39 persons « 2 times 400

Opening Ceremony . .
Closing Ceremony

6. Equipﬁent . 19,009

SUB TOTAL 34,300

GRAND TOTAL 94,800




mas 7 — 2

Sy DR MR G = 00 & D B3k 2 b #5500 Lo m%) MINUTES OF MEETINGS
BETWEEN THE JAPANESE PRELIMINARY SURVEY TEAM AND TME AUTHORITEES
CONCERNED OF THE GOVERNMENT OF THE FEDERATIVE REPUBLIC OF BRAZIL
ON THE THERD COUNTRY TRAINING PROGRAMME
S(DRAFT)

1. In response to the request made by the Government of the Federative
Republic of Brazil for cooperation in implementation of international
Llraining course in the field of quality control of the measies vaccine,
the preliminary survey team organized by the Japan international
Cooperation Agency (hereinafier referred to as "JICA") and headed by

Mr

.ideo Takei visited the Federative Repubiic of Brazil from 31 January

Yo 11 February 13988 in order to conduct preliminsry surveys for
implumentation of the course.

2. The team has conducted surveys, held a series of meelings and exchanged
opinions with the authorities concerned of the Government of the
Federative Republic of Brazil regarding the course.

3. Through the meetings, both sides shared the view Lhat lhe course will

contribute to the,eradkeatinn of the measles in Soulh American

countries. control

4. Both sides worked out the draft of the Record of Discussions altached

as APPENDIX Il , and agreed that further studies should be made for

future appropriate arrangement to complete the Record of Discussions in

order to ensure the successful implementation of the course.

5. A list of attendants at the meetings is atlached as APPENDIX 1.

Rio de Janeiro, B February,1988

lHideo Takei

Head of the Japanese President
Preliminary Survey Team Oswaldo Cruz Foundation
Japan Internaltional Ministry of Health

Cooperation Agency



APPENDIX T
LIST OF ATTENDANTS

BRAZILIAN SIDE

7 B0 —MANGUINIOS /F [OCRUZ

Direclor : Dr.Akira Homma _
Coordinalor of Mecasles Vaceine Laboralory. ¢ Dr.Datlon Franca Brogliato
Coordinalor of Quality Assurance : Dr.Joae Luiz de San Thiago Dantas

Barbosa Quental _
Coordinator of Quality Contrel Ladoratory © Dr . Marco Antonio Ferreira

da Costa
Coordinatar of Microbiological Control : Dra.Dercy Akemi llokama

Dr.Pedro Thome de Arruda Fitho—Chief of ACI (lntcraational Coordiamalion
'_Office/FIOCRUZ)

JAPANESE SIDE
survey Tean

M. Hideo Takei/d1CA _

! Head of the Japanese Preliminary Survey Team

! Mr.Saburo Iwasa —Chief Departmenl of General Biologics Control,
i National lastitule of Health

[ Mr.Takashi Yamanaka/JICA

Japanese Consulate

-
T

Mr.Hidelaka Tsujikawa —Cansul

JICA Rio de Janeiro Office

( Mr.Teshiro Kamo —Director
I Mr.Yasuo Kaneko
i Mr.Noriyoshi Nishijima
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APPENDIX I
{DRAFT)

RECORD OF DISCUSSIONS
BEFWEEN
COORDINATOR IN BRAZIL FOR TECHNICAL COOPERATION
0F THE JAPAN INTERNATIONAL COOPERATION AGENCY
AND :
PRESTDENT OF OSWALDO CRUZ FCUNDATION
ON THE THIRD COUNTRY TRAINING PROGRAMME

The Japanese Pretiminary Survey Team on the Third Country Training Programme
had discussions with the authorities concerned of the Government of the
Federative Republic of Brazil in February 1988 with respect to the framework
of the training course in the field of quality control of the measles
vaccine under the Programme,and to desirable measures to be taken by the
authorities conceraed of both Governments to cnsure thelir successful
operation.

Based on the above discussions, the Coordinator in Brazil for Technical
Cooperation of the Japan International Cooperation Agency and the President
of Oswaldo Cruz Foundalien agreed to recommend to their respective
Governments the matiers referred to in the documents attached heretlo.

Rio de Janciro, ,1988
Akio Suzuki
Coordinator in Brazil President
for technical cooperation Oswaldo Curz Foundation
of the Japan International Ministry of Health

Cooperation Agency



ATTACHED DOCUMENT

The Government of Japan and the Governwent of the Federalive Republic of
Brazil will cooperate with each other in organizing training course in the
field of quality control of {he measles vaccine (hereihafter referred to as
"the Course") at Oswald Cruz Foundation under the Third Country Training
Programme of the Japan International Cooperation Agency (hereinafter
referred to as "JIGA™) . '

Oswatd Cruz Foundation {(hereinafter referred to as"FIOCRUZ™) will conduct
the Coursc with fthe support of technical cooperalion scheme of the
Government of Japan.The Course witl be held once a year from the fiscal year
of Japan 1988 to 1992, subject to-annual consultation between the authorities

conterned of both sides.
The GCourse will be operated in accordance with the following ilens:

b TITLE
The Course will be entitled:
"International Training Course on Quality Control of the Measles
Vaccine”

2. PURPOSE
The purpose of the. Course is to provide participants from South
American countries with an opportunity to update and upgrade relevant
techniq&es and knowiedge in the field of Quality Control of the Mecasles
Vaccine, and thus Lo contribute to the eradication of the measles in

South American countries. control

3. OBJECTIVES |
8y the end of the Course, the participants are expected to be able to :
(1) Gain the fundamental knowledge in the field of quality control of
biological product, o
{2) Function éffectively as a Leam leader for testing the quality of
measeles vaceine, 1nC1uding in-process contvol of production,
(3) Apply the gained knowledge and techaiques to quality testings for
many other biological products,especially tive-attenuated virus
vaccines,

(4} Play a role in planning,if available or intended in future.for

/ﬁgrodncing measples vaccine in the participant’s country,
establishing quality coag?gfigﬂgfﬁ

tory and for\
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(5) Gain the fundamenlal koowledge necessary for building the system
covering storage,shipping and distribution for assuring the
quality of measeles vaccine,

B) Contribute to make improvements on the national or regional

measeles vaccination programme in Lhe participant’s country, and

1) Contribute tg progress and development of biomedical science in the
country.

DURATION Aungust November
The first course will be held from September to December 1988.

CURRICULUM

The tentalive curriculum of the Course is altached as ANNEX 1.

INVITED COUNTRIES

The following countries will be invited to apply for the Course by

nominating their applicant (s)

Argenlbina, Bolivia, Chile, Colombia, Ecuador, Paraguay, Peru, Uruguay

and Yenezuela.

NUMBER OF PARTICIPANTS

The number of participants for the Course shall not exceed team (10) in

total, for each year.

QUALTFICATIONS FOR APPLICANTS

Applicants for the Course are:

{1

To be nominated by their respective Governmenis in accordance with the
procedure mentioned in 10-1 below,

To be university graduvates in medicine,veterinary medicine,biology or
pharmacy, or to have the equivalenl academic background,

To be presently engaged in production or control of medicines related
to immunology or biology,

To have the practical expericnce of #mere--than: three (3) years in the
related field,

To be under forty {40) vears of age in principle,

To have the ability to follow the Course conducted in Portuguese and
some knowledge of English, and

Te be in good health, both physically and mentally to complete the

Course.



9. FACILITIES AND INSTITUTIONS
oswaldo Cruz Foundation. (FIOCRYUZ)
10. PROGEDURE OF APPLIGATION _ _
10-1.The applicants for the Course shall forward five (5) copies of the
prescribed application form for each nominee to FIOQCRUZ through
Brazilian diplomatic chanaels not-later than two (2) months before
the commencement of the fourse.
10-2.FT0CRUZ will inform the applicants through Brazilian diplomatic
channels whether or nol the applicani(s).is/are-accepted to the
Course not later than one (1) month before the commencement of the
Course.
11. UNDERTAKING OF BOTH SIBES

In organizing and implementing the Course, in compliance with the

Tentative Schedule of the Course Operation attached in ANNEX 11, both

sides will take the following measures in accordance with fhe relevant

laws and regulations in force in each counlry.
11-1.FIOCRUL

(1) To formulate the curriculum based on ANNEX I, -

{2) To draft and print the General Information brochures (6.1.},

(3) To forward the G.I1. to the Government of the invited countries
through Brazilian diplomatic channels, '

(4) To receive application forms through Brazilian diplomatic channels,

{5) To assign an adeguate number of ils staff as lecturers/instructors
for the Course,

{8) To provide its training facilities and equipments for the Course,

{7) To select participants in the Course, '

(8) To notify the result of the selection to the respective Government
and to the Embassy of Japen in Brazil through Brazilian diplomatic
channels,

{9) To arrange accomodations fer parlticipants,

{16) To arrange international air tickets for participants from the

invited countries and to meet and see them off at the airport,

(I1) To take budgetary measures to bear the expenses necessary for

(12)

conducting Lhe Course excluding the expenses financed by JICA,
To issue certificates Lo the successful participants at the end of

ihe Course,

.__5 0.___



(13) To submit a course report and a statement of expenditures to the

coordinator in Brazil for technical cooperation of J1CA (hereinafter
referred to as "the JICA's coordinator™), and

(14) To coordinate any walter related Lo the Course.

11-2.

(1) To dispatch short-ternm expert (s), following the regular procedurcs

JIGCA

of its technical cooperation scheme, who will give advice fo
FIOCRUZ and deliver lectures for the Course.

(2} To bear the following expenses through JICA as the Tentative

Estimate of Expenses atlached ia ANNEX it

a) Such cxpenses velevant to participants from the invited
countries as inlernational economy-class flight fare, accomoda-
Lion, per-diem and medical insurance premiums,

D) Such expenses relevant to FIOCRUZ as arrangement of meetings
and study tour(s), teaching aids, expendable supplies,copies

and reprints and secretarial services.

12. PROCEDYURE OF REMITTANCE AND EXPENDITURE

The remittance and expenditure of the fusds for the expenses to be borae

by JICA will be arranged in accordance with the foliowing procedure.

12-1

—_
o
H

?

12-3

FIOCRUZ will open a bank account in ihe Federalive Republic of Brazil
to receive the fund remitted by JICA and inform the JlCA'g_cgqfdinator
of the name of the bank, the account code number, and the{ggﬂérof the
account holder.

FIUEﬁRﬁ will submil to the JICA's coordinator a bill of estimate for
expenses to be borne by JICA nol later than sixty (60) days before the
commencement of the Course.
JICA will assess the bill of estimate and remit the assessed amount of
expenses Lo the account mentioned in 12-1 above within thirty (30)
days after the receipt of the bill of estimate.

FIOC@@H will submit to the JIGA's coordinator a statement of
expenditures within thirty (30) days after termination of the Course.
In case any amount of the fund remilted by JICA remains unspent,
FIOGRUZ will reimburse the unspent amount to JICA in accordance with
the instructions given by J16A. The fund allocated for the flightfare,
accomodation ,per-diem and medical insurance premivms shall nof be

appropriated for any other purposes.



By the request of JICA,FIOCRUZ will make available for JICA's

12-6
cefoerence all the receipts and other documentary evidence necessary 1o
certify the expenditures stated in 12-4 above.
13.  This Atlached Document and the following Annexes attached herelo shall
be deemed to be part of the Record of Discussions:
ANNEX 1 . Tentative Curriculum of the Course

ANNEX W : Schedule of Course Operation
ANNEX 11 Tentative Estimate of Expenses



Annex 1
Tentative sessions of the couse Unit of session”™
1. Introduction of quality control of hiological product o
a. General aspect of quality control of biclogical product
b. Standard preparation and biological unit
¢. Some problems in bioassay
d. Consideratioin on benifit and risk of immunization
2. Cleaning and sterilization of implements and giaséware for use in -~ 13
quality control
a. A brief lecture of a guide-line “ Good Manufacture Practice ” (GWP)
h. Procedures for cleaning and for sterilizing(steaming and dry heating)
giassware(hottles, flasks, pippets etc.) and implements
c. Bvaluation of teaching and traininz
3. Sterility test for biological product 40
a. Introduction of sterility test
1) Limits of sterility test
2} Sampling preparations to he tested
3) General precautions against microbial contamination in sterility
testing
b. Stérility test for bacteria and fungi
1) Preparation and sterilization of culture media(TGC, SCD, broth agar
etc.} for use in sterility test
.2) Procedures for testing the quality of culture medium prepared
3) Sterility testings
a) Test procedure for direct transfer to culture medium
b) Test procedure using membrane filtration
4) Interpretation of test result
¢. Evaluation of teaching and training
4. Potency test using tissue-culture method 60

a. Cleaniap and sterilization of materials and zlassware for use



in cultivation of tissues and cells
b. Procedures for manipulating equipments for use in the laboratory
room of tissue cultivation
¢. Preparation and sterilization of {issue culture medium
d. Maintenance and storage of culture-cell line
e. Significance of a reference material of live virus for determining
virus content
f. Titration of virus using both microplate(1CIDse) and Petri-dish
(plaque-forming unit) tissue culture methods
g. Test procedures for identifing virus
k. Procedures for testing hemagglutinating activity of virus and
its hemagglutination inhibition
i. Procedure for testing stability of virus in a test material
j. Evaluation of teaching and training
5. Safty testings using experimental animals 60
a. Maintenace and handling of experimental animals(wice, guinea pigs,
rabbits, monkeys etc.)
b. fAnatomical examination of experimental animals
¢, Procedures for injeciion and bleeding
d, General safty test(abnormal foxicity test, innocuity test)
e. Test for neurovirulence(Test for comfirmation of attenuation of
virus)
6. Production of a specific antiserum for use.in identification of virus 2
1. Chemical and physical control of final product 40
a. Dispensing a final bulk into containers and feeze-drying
h. Sealing containers with metal
¢. Labelling pakage (Lot No. of product, Indications and Usage, Storage
condition, Expiry date)
d. Test procedures for measureiné protein-nitrogen content (Kieldahl

method), residual moisture and pH



€.

d.

Inspection of final cotainers by observation with a naked eye

Evaluation of teaching and training

8. Control of shipping and distribution

a.

b.

Storage condition to minimize reduction in virus titer

Lecture of so-cold " Cold-Chain System ”

. Lecture of vaccination programme

. Final evaluation of teachings and trainings

* An unitage indicats 2.0h

total

20

240H



ANNEX 11

SCHEPULE OF THE COURSE OPERATION

BRAZILIAN SIDE

JAPANESE SIDE

MOGNTH
Eartly .Signing of Record of 1.Signing of Record of
March Discussions Discussions
1988 .Preparation of G.T.

“Barby Late
Adpritilarch

1338

Distribution of G.[. and

hpplication Form

2. 5ubmissonr of Torms A-

2,3

Early

X

June Mav

1983 -

.Submission of Forms A-1

f.BRecruiltment of Experts

Middle
July June
1388

.Opening of Bank Account

.Submission of Bill of

Estimate

feceipt of Application

Forms

| .Submission of Forms B-I

Late
-hugusk June

1948

Notificabtion of the

Selection of the

Participants

[.Remitlance of Expenses

August
Septenber

- -December
1988

Novembery

dmplementation of Course

1.Dispatch of Experts

tarly
Late
December
January

1485 1088

.Submission of Statement

of Expenditures

.Submission of Course

leport




ANNEX T(1

TESTATIVE ESTIMATE OF EXPENSES TO DE BORNE BY J16A

ITEM OF EXPENSES

[.Invitation Expenses

L.aictickets (round trip)

BREAKDOMN

AMOUNT (USS)

1,000 X {0 persons 10,000
2.Per-dien 15 X 10 persons ¥ 90 days 13,500
J.Accomodation 40 X 10 persons X %0 days 16,600
4 Medical Insurance B0 X 10 persons 600
S.Transportation 40 X 19 persons 400
SUR TOTAL 680,500
II.Training Expenses
l.Employmen: Fee
(1) Secretary 500 X 1 person X b months 3,000
2 Materisl Procurement
{tyarticles of L300 X 10 persons 12,0800
Consumption
{2) Teaching Aids 500 X 1% persons f.009
J.Transportations 0 ¥ 30 2,100
4. Textbooks 200 X 19 persons 2,000
5.Mecting Expenses 10 X 30 persons X ? Limes 508
Upening Ceremony
Glosing Ceremony
6., Eguipment 10,000
36,300
SUD TOTAL -Eh 30
96,800
GRAND TOTAL 86808
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Country report
1. Information of perticipant
Your name:
Name of organization you are working now:
Services of the organization:
Your position in the organization:
Your dufies at the organization: o
Your level of knowlegs in the field of quality conirol of bhiolegical

product

Please rate yourself the level:

2. The country and its information
Name of country:
firea of the country:
Total population: |

3. Vital statiscs

Birth rafe: per 1000 population in 19
Death rate: per 1000 population in 19
Infant mortality: per 1000 live births in 19

Five leading infectious diseases causeing death of infant
and children in 19 N 2. 3.

4. 5o
4. Health and medical facilities
Health service facilities Number
Regional health office:

Provincial (or district) health office:

Others:

_6 -



Hedical care facilities_(goverment,
voluntary and private inclusive)
Hospi tals
Hospital bed:
Clinic:

Dispensary:

5. Facilities for production of biclogical product

Number of facilities (goverment and private inclusive):
Name and amount{(doses per year) of products produced: _

6. Biological product (final bulk and final container inclusive) imported
from abroad

Name and amount(doses per year) of the product imported:
Name of the exported country:

T. Do vour country have facilifies orllaboratogaes for the national
quality control of biological product ?
If yes, number of staffs subjected to the control testings: _
name of product to be tested:

and the items of test:

" 8. Do you think that supply of experimental animals (mice, guinea pigs and -

rabbits) for use in quality testing is satisfactory fo you ?:



9, What of implements and glassware for use in quélity testing

is insufficient to you 9

10. Is the WIO-advocated BPI (Expanded Programme of Immunization) being
implemented in your country ¢:

If yes, is measeles vaccination included in EPI ?: _
11, Measles in your country
Reported cases: in 19

Percentage of infants recieved vaccination against measles: in 19

12. Bo you think that the cold chain of measlies vaccine through from storage,

shipping and distribution to vaccination is usually well maintained ?:

13. What do you expect from the international fraining course “ quality

control of measeles vaccine” in Brazil ¢
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