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I. WHO Prequalification#f 2

Prequalification®AhT3")—

B 2016511 A B T, WHOIZ&KYPrequalificationDATT)—EL TERESA TS DI L T OSEEEHEEREIN S

{8 Prequalification of Vaccines

Prequalification of Medicines

Prequalification of Diagnostics

Prequalification of Equipment and (Medical) Devices

sl Prequalification of Vector Control Products

3 Mitsubishi UFJ Research and Consulting (.) MUFG



I. WHO Prequalification#f 2

EHATI)—DinE-HE

B HEDPrequalification DEE (X 19874 ZVaccineshoBAEE . TD#20015F LYMedicine, 20104 &Y Equipment and Devices~
EBRAMERES I, 2017&E M 5[ Vector Control Products~a$®, IBWHOPESE#%5|EMC K TIERSNSFE

b

Vaccines

nE

19874 . UNSAZEI—S oM KD MEBEDRIEIZT
(B8R,

3 FA R sk

*BCG,CITTUT . AVITILIVY  AIBRIFF . BE
BB - H1=AR)A XK. BIER. F7
A EBR.OLS, FLEERE. B AR 2. BERE % . i
RIKFE, AFVAILR

Medicines

2001, TAXERICHIT-HL DA ILAD
WHOR# % B FEH5-06B, TDEIIIT.
. £HE. BER (NTD) . A1V 7L IS THIGE
DEAEEKREINT=,

RLAODAILRAEZE(FZLHETHIVIAIDSEER H
FE.MISUTE, #ERE,

B—OAI(EYHD) EOHTH A BHEITEK
BEHF|ILXER,

Diagnostics
(and diagnostic medicines)
XHFZin-vitro

Equipment and (Medical)
Devices

2010 LY ERZRIR, 1988FEIZ{ER SN HIVI=T
ARy BT OS5 LAER HIVIAIDS, <35Y)

7.BICEFXLBEDETSAA)TAREIZRITT=
RE -EEESINITER,

2R EERR T T SRS 2B E - #35 (in-vitro
diagnostics) , CD4+THIREIRE . VML AERIE.
ELISA, £f&RDT. Ei& - RIRELLE,

*A—)LRIL—L, BB AERERE. 7I9F U
EDRRERFE. RAM. EEBEKR. TD
ha—ILEF—2 B, TSR, aE AN &
EHER

Vector Control Products

WHO®D BB 5E (NTD) E8F9 T . WHOPES* T
HSN TEENBREEN K RBOFHEOLE 2 —%
PQTvcHEfE~TE1T,

IR, EERA . ERRATL—. DERFT
D, TINA RPN TIREDERZEFLVE R
L2,

*ERANR-ERLY
* PQEEGI AL EIZEEE
* WHOPES: WHO Pesticide Evaluation Scheme

4
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I. WHO Prequalification#f 2

EHATI)—DinE-HE

2013FFETHORR

BEE-/N)T— 3 B

BITHOLD

Vaccines o 129MPQEGEBY ., REEII21HE o 12O FFHM o 1540YhERTITERE
o 14D HOFUERATHE S o 448D /NI — 3 @D, o 15HEDIL—LIZDWTEEMAAES
o 20124 7D FIERE 2012 [F53 D A—H—D7 =2 IHDEEZTERHEHY, Qualityit
(2013F 1L AR A TOHBERT) T IV R—E R ES[ORI]ER: HE
o 2013F2BIZ/N\)IT—S 3 BESA o 119D A—H—EHKEENE
ARZAUEARLE 2 —(THEH o AUF, FETI8HDFHRA—H—&
DI—9avTENE
o 109D REELDEHKEENE
Medicines [FPPs] [FPPs] [FPPs]
KEMIERE . 20015 WBREBO7THICESE. 55 o 444EEEES o 150HVERFE i
3474 HEE - U A MEEL o BFEFPPO/N\Y)IT—S 3 HEE: o 2012FF (F82H-DFFHAEE, 2B73
o 20124F:48%FF (. >H161FTFHE 521 HIFRETZE
(2011 F FENE N 35, 20) o 80MAPITRA—% » Global Fund® 44 MMZ21MERPL
[APIS] Ex—&ahAEEHINT
o 20115 LARE R ET39M4 %1880 (FN31, [APIs]
7. {71) o 3BHMHREFEEZE

o 20114844, 2012F 1244 % 5

o A2{HNEHE
o 2013FEDFE:
- HEEAPI
- EABTILTIVZU(RSYT)

FPPs : Finished Pharmaceutical Products
APl :  Active Pharmaceutical Ingredients (ZE%ha %)
ERP :

5 Mitsubishi UFJ Research and Consulting

Expert Review Panel ...PQETHD RGN EEIZRET 5 RV M4 E DR SR (2009F LY E)

(HFT) PROGRESS REPORT JUNE 2013 WHO PREQUALIFICATION
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I. WHO Prequalification#f &

EHATIA)—DRE-HE

2013FFTORR ETHPDOED

Diagnostics o RE255EB(TATLETIONAE o 2010FLUERFTTIB0NHEER « [HFED2/3IL. WHOMNERET S5

BLY A MMEE, 55108 &L fast- B, 56774 ISR E M+, Al (B A ARSI TLVELVR

track’70t X% #E A 2013F EHAT21HFIRBEHY R

o 4B RITONVTHEENAEZTERE o 20124 (FTHBSAgITHCV ] CX$uik o EEATIUEL T, HIVIEERRDT.

Equipment (20114 (F21) BELHR) OFHATIIZDOLNT HIV/#EDREIFRDT. BICEIF XD
and (Medical) [2013% #48 (] B il PAARDT A ST
pevices - BHELEE « ERPICEHIEEEL TLYREL

- ARAHIVIREE(DMILRAE Ot RER e

E%E)

(HFT) PROGRESS REPORT JUNE 2013 WHO PREQUALIFICATION

6 Mitsubishi UFJ Research and Consulting (.) MUFG
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Il. WHO Prequalification B 555l Ot R

BiE-sMfnFOtERX ~in Vitro DiagnosticsD i ~

x5 B ETEE - #82% (In-Vitro diagnostic: IVD) [ZDWTHFAER(E, BEDTALRIZOWTRELAREIA TS,
F1-20145F &Y., E(medicines) $BEIZE A SN TLV-ERPIZ# L TERPD (Expert Review Panel for Diagnostics) ##{#L. &75
AT DBREICHLTEEBTELRLGDIIRIR—ATOREEE O R EH - ERALTLS

RAF—FPQEEIOELRADHE

ore. . o
re-submission m ERHESEDRY

Form
_ _ mEEEE
Dossier Review " RFIEA. R2ME e, THAL . WETOER BEUQUSHHE
B REWREEICKSQMSEE (ISO 13485:2003)
Site Inspection R HRENDES

_ " BEEERECESURAOTRES
Lab Evaiuation B L OEEA RSN AN ESNETRESE FIZSL TR

B 2 TOEHZHLEIGEICIIUNGRET S —~DSME 23

8 Mitsubishi UFJ Research and Consulting (KA WHOR—LA—Z (In-Vitro PQ) (.) MUFG



Il. WHO Prequalification B 555l Ot R

“Prioritized” st & 527 M $| BI| K #

W Prioritizeld. A FD5DDRAIZE I EESATINVS
o WRERB /FiTBIZHI1+3In-Vitro Diagnosys~DEE
o AVITMBESNI=HEICH 150 A
o WHOMBEADEE
o OETiERE. LLLTBELFEOPQEBEMK

(HAR) 201445R %417 “PQDx Overview”

LRRAIZEDE, 2014F9AKRTIE LTDISATITHAERIN TS,

9224TIF
WHODFFZERF—LIZADTLNS D, UNBEERZEMNBRIZAINTLVSED

RHL
HiatEREE DRER

THIV-LITHIV-2ITCRIFF R TS 7 1D ZEPE=F2UTIZETZED

BREBMEE. BLUREDBERR

TIEE (RDT) 4 E . 2EIRIS (Point of Care) ITEVMEFI TERTESHMD

O3 =T4DELIZHBIT A2 M D e

[& & »—H— (original product manufacturer) IZ&YEFESN TLNS

BISAF—2 DL, )V —AD LS O [E

BEHATI)OPQEBEAMNFLZELEN

SN TOENWEERE REITHIE

BHEILARE

WHOEREERTOY S LAD G

20149 BB BMTSAA) T4 CREFFXADME. D FHRE. ERRE,

(H{FT) OVERVIEW OF THE PREQUALIFICATION OF IN VITRO DIAGNOSTICS ASSESSMENT (May 2014)

9 Mitsubishi UFJ Research and Consulting
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Il. WHO Prequalification B 555l Ot R

“Pre-submission document’IE B —& (2015F4 AR 74+ —L)

B REFER YT, BEGEOHETA, FEICETIRBEORRGELFHLIEHTEIHAX

1. Manufacturer Information
Name, address, phone & contact etc

2. Product = Information
Product name and product code/catalogue number
Current instructions-for-use and user manual
Transport, storage and operating temperatures

3. Product - Disease Category, Analyte and Method
HIV/ Malaria/ Hepatitis/ Other category (GE#R)
Assay format for serology and nucleic acid testing technologies
CD4 counting technology
Specimen type

4. Product — Operation
Assay controls
Product usage
Indicative Cost

5. Product - Performance Characteristics(sensitivity etc)
Performance characteristics for serology EIAs and RDTs
Specifications for CD4 technologies
Specifications for virological technologies
Independent performance evaluations

6. Regulatory and Commercial Status of the Product
Regulatory status of product

Commercial agreements and re-branding
WHO history of product

4

(HFT) PRE-SUBMISSION FORM - Prequalification of In Vitro Diagnostics Programme
10 Mitsubishi UFJ Research and Consulting

7. Manufacturer - Quality Management System
8. Manufacturer — Quality Management System Certification

9. Manufacturer - Sites of Product Manufacture
Sites of manufacture
Production
Key Suppliers

10. Manufacturer Declaration

11. Review of regulatory version differences to establish
eligibility for abbreviated prequalification assessment
Item by item

(®) MUFG



Il. WHO Prequalification B 555l Ot R

BiE-sMfnFOtERX ~in Vitro DiagnosticsD i ~

B EEOPQIOERIHHMEIHEET S0, LYRE-FABLEHIERAZTIRHDFTar LT, WHOMEREL TLVS (E 10HES
[Z8115) “BiEEZEE” (stringent regulatory) Z&EiBL TLAHEGZICTDULVT, HBE{E (abbreviated) EETOELANEHINTLVD

BHEPQDRN

MSFDOHARELEEZRF A -MHEIEPQ

(Abbreviated prequalification assessment)

(Full prequalification assessment)

Pre-submission form

Pre-submission form

v 4
Priority product Priority product
J,—> No s}r—> No
Yes Yﬁs
v Decision on
Full PQ >
Dossier screening B <  No abbreviated PQ
assessment
——————>  Dossier incomplete -
v J
Dossier complete Yes
‘ [
v | v ¥ __ |
- . ' L . Eﬁ_\b_b_rgv_ia_tgcysite Laboratory
Dossier review Sl 2 Laboratory inspection evaluation

‘ Prequalification decision

Prequalification decision

(H{FT) OVERVIEW OF THE PREQUALIFICATION OF IN VITRO DIAGNOSTICS ASSESSMENT (May 2014)

11 Mitsubishi UFJ Research and Consulting
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Il. WHO Prequalification B 555l Ot R

£2&)WHORTE DB ER” (stringent regulatory) xf &) A+

B 201455 AR DPre-submission74—AlIZ&NIE, BRRILEE (abbreviated procedure) &% 5= ICHELZWHORRTE O “EHEE
&E” (stringent regulatory) &lF. KTOERIZEITE—FEKELULDEBLEGZO TS, EXTREEEAICHFHEBIFBIZDOLT
HHREERHTHY., BB J&(Cabbreviated R ELZINESM LTINS LHEIND

(HAT) 201485 ROWHOT+— L&Y

WHOERBSE M Stringent regulatory authority (SRA) 1JXb:

B CE (European Union); List A, Annex I,
B FDA (the U.S.); PMA or BLA,

B Health Canada (Canada); Class IV,

B TGA (Australia); Class 4,

B Japan; Minister's approval

NODELRDEEIZKDAZIKRIIERXD“6. Regulatory and Commercial Status of the Product” [ZE& LN TEEk,
SHIZBAELTWAIEEIZIERZER “11. Review of regulatory version differences to establish eligibility for
abbreviated prequalification assessment”IZH LT, BERIEE Z DK RETE,

(HFT) PRE-SUBMISSION FORM - Prequalification of In Vitro Diagnostics Programme

12 Mitsubishi UFJ Research and Consulting (.) MUFG



Il. WHO Prequalification B 555l Ot R

£%) in Vitro Diagnostics® 7Ot X BADNZE (2016 FERY A H) ~

B REPQEEUEETNERALARLLT, 2016 F2EBHEELTRELNED LN TIVS, FITHREFH O RKMLAEHIZDLNT, KL
TOLFEEF2.&YA—D—IZ KB RFEVEBRBASA TN

B Option. 1. R IFEHEBEDRICEBRINA T -1EEEEEMEZ . WHODTSAA)T4REEZ =102V TIE. EEEELRFKICE
BICRAMRT S D> 3M(2V TR RFES, WHOREET S LBEIZFEL

B Option. 2. A—H—DEKENHL L., (WHOTIEG)WHODRBEZZ T-IREME I ICKYE=F1LREFT Mz EET S

(A7) 20164F5A 1T MREFFE DA L2 T T4TICETH LR

Pre-submission form

v
Prioritized ¥ ZMESH ., BIUE Prioritv product Prioritizedid & M E S (REEE LT
SEBBICEDE DLHRET ‘ L e et oy gor
OERBNBHLBIHNDLI—ER S WHOLY BB
H’é Optiqn 2: Performance ¥ Option 1: Performance =
evaluation scheduled by Mx

evaluation scheduled by WHO
and conducted by a

Dossier and conducted by a
Prequalification Evaluating screening Prequalification Evaluating
Laboratory. Laboratory.

‘ — I
e )
Dossier incomplete = €————
v
Dossier complete
v Vv

Dossier review Site inspection

Prequalification decision

NRTIE, RRICWHORRGIEEHE LG A IRMAEMEAZAFZLTLS,

13 Mitsubishi UFJ Research and Consulting (H ) Prequalification of in vitro diagnostics: an alternative performance evaluation mechanism (May 2016)
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Il. WHO Prequalification B 555l Ot R

BiE-FHEDTRER ~Vector Control: WHOPES/H S D#E#EFEIT~

B WHOPESAIRER L TLABEEIZZDEEHRFELDD. pre/post market inspections DHEEEE BINT BH T2017ELYPTHER T

[CBITTHFE
Pre-2017

Target: 2017 onwards

Submit
application

WHO Pesticide Evaluation
Scheme of Neglected
Tropical Diseases Dept.
(NTD)

Develop standards and
— assess product safety,
efficacy and quality

Evaluate new vector control
——| paradigms* (Vector Control
Advisory Group - VCAG)

Develop normative
- utilization guidance and
product listing

(AT WHOR—LR— (PQTvC)

14  Mitsubishi UFJ Research and Consulting

Submit
application

Prequalification
Team

Develop standards and
assess product safety,
efficacy and quality

|

Conduct pre- and post-
— market inspections to ensure
product quality

NTD/Global Malaria
Programme

Evaluate new
vector control
paradigms*
(VCAG)

List products and
- manufacturing sites as pre-
qualified for procurement

NTD/Global
Malaria

Programme

Develop
normative
utilization
guidance

() MUFG



Il. WHO Prequalification B 555l Ot R

<Z!)7RDTHEE D “Recommendation”h 5 “Prequalification” ~D 1T DLV T

B Vector/IVDREELIZR A3 ZRDTIZDULNT., fEFEDGlobal Malaria ProgrammefrE FIZH1+HRecommendation DX & A5, in-
Vitro Dx PQFTEXM AN DBITE AR (201555 1) . 2017FERFTICPQEIE I H A, 2018F LIRDUNBEFZES MO FH-&
ShTLS, RAARICENIEPQADBITICELBNVEERNBNEKRTH D, EMBEEZZ T TERATHIEERDTIVS

m H7E63HBMalaria RDT product®>5., 201655 AR R TPQZEEBLTLNVA DK 128 &

fEEDRecommendation D4 & SHEDOPQOHHA

e WHO Global Malaria Programme WHO PQT (PQDx)
AEx—L WHO Malaria RDT Product Testing Programme =2 @14 8E&XE& (Laboratory evaluation)
T —— E' O#Z# 0 5 514 (standardized dossier review) ‘E
|| OR i} 8% B & (manufacturing site inspection) |
SV EREEMES | FIND. CDC BATR7EL
NREFETIE. PQEEBLTVWS12E &N EICBFTRTI) T ADFHLI{E O TS OL7: BFETIVT D AHEH.

S54: BERTSTEFNLUNDTIUTEBAL TR, 551 T RTERHT BB TELRLY) SEAD, B
TS THEHRP2LN DB EICKDEESHREDL RIEELLDF “Prioritize”d 2 ZEMNEARBIIZERTRSNTLVS,

AN 5—E1g (PQTve) LTFIZEWNTIX, AT SY7RDTUSNDEBICOVTOEAKMGFHREIL, FLRSNTULAELY,

(HFT) WHO public announcement to rapid diagnostic test manufacturers, procurement agencies and national malaria control programmes(5 May 2016)

15 Mitsubishi UFJ Research and Consulting (.) MUFG



Il. WHO Prequalification B 555l Ot R

-l FTOtX ~Vaccines~

B VaccineshTIVIZDOWTIE. BOHTHMALTOEANBEBE IO LR ELTHRESNTINVS
B PSFORHICEERARETICI~47 A, PSFEELTAM MEHREET Ty ANKESINTILVS

Flowcharts of WHO Prequalification for Vaccines ~ Overall Process

Submission of ¥
application letter l

Vaccine has

unique};n’\sr'\)rg:vanve Yes -3 PiPCQ
Is vaccine N Reject —\ characteristics? process
a priority for o » application
PQ?

Mo

Yes +

1 Accept PSFfor | o v
summary Acknowledge acceptance review

Product

Programmatically
suitable?

flle (PSF) of intention to submit

osunnnnnnnaWunnnnnnnngy

Reject PSF Slte aUdIt Fee request .
{screening fee payablg‘.l/‘l & receipt *based on two rounds TeStII’]g
of PSF data evaluation

" ‘l
+ H Product summary H _
: file submission : » A v T process
H : SILLLLLY TLVITETS
e ; . | e S ] .
g D — ix months Testing Tree months
Additional evaluation process H
Yes . Trennns |
+ : Three months. m':I:t‘;s'
K
Additional J
Are critical action
No —» data missing? required by
manufacturer *
One month Yes
_ {or up to four months if ad hoc Review by PSF review,
( II:El Fﬁ') WHO PSPQ Sﬁ advice committee - es ad hucuf‘umm\llee <o h“:tfjir;dllsm
Technical requirecl Mandatory recommendation required? satisfactory?
Report Series ) PSPQ No
Ol characteristics Yes
R o . b
Yi
Procedure for i’ Letterto
assessing the Product UNICEF etc.
or- satisfactory —
acceptability, Critical —{
i inci PSPQ
n pr|.n0|ple, of characteristics Mo Process [ Listing of PQ
vaccines for met? termination praduct on web site
purchase by
f ; i
United Nations T ™, This shape indicates a process delay point where action by the manufacturer is required.
agencies + | The time between request to the manufacturer for information and its supply is not part of

the process time indicated

PQ, prequalification; PSPQ, Programmatic suitability for prequalification; SC, Standing Committee.

16 Mitsubishi UFJ Research and Consulting (.) MUFG



Il. WHO Prequalification B 555l Ot R

-l FTOtX ~Vaccines~

B Product summary filelX10DKEE DHE. 69ODFHMBENERIND, F-HUZEHOBFEDATEHELTOCRERE,
CHOEENDHT. HMIE3INA LS TNV

Product Summary File Evaluation

I/_ Accepted
. PSF

Product summery file (PSF) XIEE—&

A\
Manufacturer\
accepts . .
i Chapter 1:  General information
l Chapter 2:  Personnel
» Data
valuati . .
crelaton hee monts Chapter 3:  Premises and equipment
l (far each round of
resort data evaluztion) Chapter 4:  Vaccine composition, presentations and schedules
] i Chapter 5:  Production
Review by ad
hoc comm?ttee .
Iiz:fazed;tl:isigﬂ)llhli_vﬂ Adii:tgnal prgf:szncahlgrl. Chapter 6: Qua“ty C0ntr0|
data required? "“-.,E_gj_ril],f .
A Chapter 7:  Stability
No Yos .. .
v Chapter 8:  Clinical experience
Refe: . . . .
28> Mo < adnec accinerd Chapter 9:  Production and distribution data
committee?
Chapter 10: Update on regulatory actions

Yes

/_Sar.isractc-ry completi on\

of PSF evaluation
K process _/

This shape indicates a process delay point where action by the manufacturer is required.
_/I The time between request to the manufacturer for information and its supply is not part of

the process time indicated
PQ, prequalification.
17 Mitsubishi UFJ Research and Consulting

No

Process
terminated _/J

the acceptability, in principle, of vaccines for purchase by United Nations agencies

(HFT) WHO Technical Report Series 978%& %1 Annex 6 Procedure for assessing

() MUFG



Il. WHO Prequalification B 555l Ot R

-l FTOtX ~Vaccines~

B PSFDRIE. Testing process&B LU Site InspectionBNERTAERELD, B2, RIE3IH A DHARRELHE-TLNVS

Testing Process Site Audit

Satisfactory completion " N
Accepted " Satisfactery completion
'/— PSF N OfPSF review of testing process
» Schedule \1
site audit
Request samples/
reference/ Two months
reagents for Site audit
A -——
testing with
relevant /
dacumentation Draft report (delivered
at exit meeting) T
Samples sent . One month
to contract )
laboratories bnal{mplo:
Critical
A Process
dr_‘f'inclcr;l s Yes ——» terminated
un
Yes
Ii)
Further
Test data .
satisfactory? No —# testing Additional ‘o Satllsf_a(tmfy )
7 - " »
required? data required? C“;‘L‘L;‘:’r:;;'m
Three months A
No Yes
Yes P ) i
Refer to hn?::ﬁ ;‘!\:es Review by ad
ad hoc vam'm; PQ Yes— | e main hoc committee
; ;
committee? process chart, ) \see mar:"n
Figure 1) Review process chart,
of additional data Figure 1}
No satisfactory?
v | 1
L : Yes Yes
Sallsfaany 7 Process +
[ completion of terminated
K testing process ~ Refer b
) fer to
Yog — Follow-up site — No = ad hoc vaccine PQ No —

o 2 h
visit required? committee?

\ This shape indicates a process delay point where action by the manufacturer is required.
The time between request to the manufacturer for information and its supply is not part of
the pracess time indicated This shape indicates a process delay point where action by the manufacturer is requirad.
PQ, lificat | The time between request to the manufacturer for information and ts supply is not part of
prequalincation. the process time indicated

PO, prequalification.

18  Mitsubishi UFJ Research and Consulting (HFT) WHO Technical Report Series 978 %} Annex 6 Procedure for assessing (.) MUFG
the acceptability, in principle, of vaccines for purchase by United Nations agencies



Il. WHO Prequalification B 555l Ot R

RiE- S0+ X ~Vaccines~

B Chib0Standard procedure&lE B, LTFOTOERDEFENTLNS

1. REEOFHEBICESVIFUDERBEREL>T. WHODPQOTAOLRAD —ERIZEZHRAF—L
(Streamlined procedure)

2. BEMNEIIFUORER. N\OTIVIEDRERFICEWT,. BEDZIEEIIFUITHLT, PQEIITLT
WHOL ZT7 IR DAV LD EZEDHE, BRI ZEEITOAX—L (Fast-track procedure) WNEEfEIN TLVS, {BL.
RO OFY . BEUFHIEREICIEBASNTEAEWNIIFUIZOWLWTILBERN SN TNV

(HFF) WHO Technical Report Series 978%& %} Annex 6 Procedure for assessing the acceptability, in principle, of vaccines for purchase by United Nations agencies

19 Mitsubishi UFJ Research and Consulting (.) M UFG



Il. WHO Prequalification B 555l Ot R

BiE-Sln7O0t+X ~Medicines~

B FEDOIO—ELTIE. UNI—2 o Mo DBNAHFIZE TE, WHOKY A—H—IZHLTPOEMDEFEEITS
B HFHZOHHILEE. WHO Model ListBBAAMRSA4Y /LaArT—avIZBBEIh TNV

B A—H—IZKYEOI (Expression of Interest), H RIFHRERY . RERFEE. BEREELEOBEENTHONID

1. EOI by applicant to participate

f#tiDocumentation Dt —=X
(Stringent Regulatory AuthorityB2E RDBS)

A covering letter

A copy of the marketing authorization, issued by the reference SRA (Stringent

regulatory authority)

A copy of the current WHO-type certificate of a pharmaceutical product issued

3.
by the reference SRA
The latest SRA-approved product information
A list of the SRA-approved manufacturer(s) of the FPP
A list of the SRA-approved manufacturer(s) of the active pharmaceutical
ingredient(s) (API(s)) used in the manufacture of the FPP
7. If available, a public assessment report
8. Atabular listing of the batches manufactured for the market
9. A sample(s) of the product in market packaging(s)

10. copy of the currently approved FPP specifications

11. The quality information summary (QIS-SRA)

in WHO Prequalification of Medicines Programme

2. Receipt and processing of EOQls and accompanying
documentation by WHO Prequalification of Medicines Programme

/4

N

3A. Assessment of dossiers
by WHO in two parallel tracks:
— quality part
— clinical part

Communication with

the applicant

Results from dossier assessment
(including deficiencies found) are
communicated to the applicant.

If corrective actions are required,
WHO will postpone its decision
on the acceptability of data and
information presented.

4

3B. Inspection in three parallel
tracks:

— manufacturing site of FPPs
— manufacturing site of APIs
— clinical research sites

Communication with

the applicant, manufacturer

and CRO

Results from inspections are
communicated to the manufacturer
or CRO, as applicable. If corrective
actions are required, WHO will
postpone its decision on the
acceptability of the respective sites.

N

4., Final decision on prequalification
In the case that the product dossier and inspected manufacturing and
clinical sites are found to be acceptable (i.e. to be in compliance with

WHO-recommended standards).

MedicinesfBig(Z#&I1THSRAIX, LIFEEN TLVS (Xin-Vitro DiagsE L RES)

4

5. Listing of prequalified product

ICHD A2 /\—[E: EC(EU). US-FDA. [E554 (PMDA)
ICHA D H#—/\E: Health Canada. Swissmedic
ICHAVN—EEEMHRDDOHIHERIMENELTLLE:

Australia, Iceland, Liechtenstein and Norway

and manufacturing site(s) on the WHO web site
Publication of WHOPIRS and WHOPARs.

6. Maintenance of list of prequalified products
Sampling and testing, handling of variations and complaints,
re-inspection, requalification, etc. WHO may suspend or remove

20 Mitsubishi UFJ Research and Consulting

products from the list.

(HFF) PQ Medicines Annex 10
PQ_medicine_guide_Presentation 2013

(®) MUFG



Il. WHO Prequalification B 555l Ot R

BiE-Sln7O0t+X ~Medicines~

B WHORIDEBEHH ELTIX. HEDStringent Regulatory Authority&DE#EICEYEHNTLVS, ChoZEESRAL D XBFRH A
WMEFITHS—FH. R LEDOBEEEN40%ESNTEY. REICOVWTIIRERTILELNDHDS

ER B
5V ER 17 HEHY9EI T, E(=Stringent Regulatory Authority#%BE M A & THERL, BA E L5044,

FEE HER FEOEE T H40%,
EELE aORUN—FUIZEW TR A TR (BE5HR)
EHBBTIRE22ULEDBEEEIZIVEEREINSG, TNODEERL . SHIZELFEEEEICKYLEA—SND,
BEEXIOLR
(LEEEE:354)
T D& BEA—D—S—T4UJ IFERICRHESN TS,

(HAF) CPTR 2013 Workshop% % (Washington DC), Head of Assessments, PQ Medicines Dr M Stahl K & &Y
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BiE-Sln7O0t+X ~Medicines~

B 20055 LI, 2013 R ETHOPQRH " BEXMNEMADFMIILUT
B R 2 BERARETICEEZ T LTS —XHR DAL

Product Dossiers Submitted and Accepted for Assessment — 2005-2013 (as of 30 August 2013)

HIV 67 42 40 52 31 21 33 42 32
B 17 9 20 17 18 16 21 19 22
Malaria 3 5 11 17 12 6 8 10 13
Rep Health 0 0 19 5 10 7 3 11
Influenza 0 0 0 1 0 0 2

Diarrhoea 0 0 0 0 5 1 2 2

NTD 0 0 0 0 0 1 0

Total 87 56 90 92 83 51 68 82 82
Accepted 59 63 39 35 44 62 72
(submitted

same year)

Accepted 5 14 18 4 11 9

(submitted prev

year)

(HFF) PQ_medicine_guide_Presentation_CPTR_DAY1& #}
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BiE-5MlnTO0tERX ~Equipment and (medical) devices~

B AHTIYIEFTE. VaccineDPQIZHHEL T, BUILFPHEROZXRICHELZI—ILFFI—> ., FERM. IFHBE. BERLKTOI
DIHELRITITZIVEDREEZERTA=-HICHRESNT-FEE, “PQS"tfMiah., —EHEDEGAMNRPQFRFELTHEAOS LN T

(A

“PQS”HEnJ DURHTII—E

HTES AT

E001: Cold rooms, freezer rooms and related equipment 4
E002 Transport - buyers guidelinefsz{

E003 Refrigerators and freezers 73
EO004 Insulated containers 43
E005 Ice-packs, cool-packs and warm-packs 17
E006 Temperature monitoring devices 32
EO007 Cold chain accessories;(not yet active)

E008 Single-use injection devices (ISO#EHY) 38
E009 (not in use)

EO010 Waste management equipment 10
EO11 Specimen collection equipment

EO12 (not in use)

EO013 Therapeutic injection devices (ISOE#&&HY) 92

(HFF) PQ_MedicalDevices_Catalogue & #}

23  Mitsubishi UFJ Research and Consulting

X
//.\ PERFORMANCE QUALITY SAFETY
‘:h- \

E001 E003 E004
Cold Room Refrigerator and Insulated containers
freezer

LogTag TRIX8 LogTag in Irterface

j

4
E005 E006 E008
Coolant for Temperature Auto-disable syringe
Insulated containers monitoring

o

= | 4

y ; i

3 i

E010 E013

Waste management Hypodermic syringe
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B0+ X ~Equipment and (medical) devices~

B T OEX(EGeneveDPQ secretariat AUl &G>T, 4BV ILAL MABO SR, S8R (X Gates FoundationlZ&Y 77
YRNYOTYTENTLBEDN RN ELES>TIVS, POQSHEFEIEICOVNWTHORMBEH MRS UIE. ChoEBARIICIIABTADEE
NRENEHEIND

“PQS”FT{lifE# AR
B TLAC (Technologies and Logistics Advisory Committee)

Hoproved Etemal 20084 [-Gates FoundationD Y R—KrZkYEIFK, 7U9F DER

e, R IZ851N\—K, YTk FAL—as £, BRLREOF vy
? [ TLAC } E=41)25 L. WHO®MDDepartment of Immunization, %
L [ veass | [ewr || [aac| [rsc] | sace | Vaccines, and Biologicals (IVB)7T4L 23— E%#1T-oT
—_ —— . ' L35, SAGE (Strategic Advisory Group) =L THLR—b giGN
Esg:s"gv;ﬁ < SeZSl:n‘al SleerT:;sGroup il LTL\% ° 3’£.Tmm

—_—— Testing

@ ® SIGN (Safe Injection Global Network)ﬁ ]

database RISV —AR—XADEFRERINT—0, EHIEEICIT
— T WHOB{R# . A——. CDCXUSAIDHH#E. £ EREEH.
\.-pgocs_r Working Group || Stsggiaersds I EEEZRELGLENAEELTINS

Faedback SIGN B TechNet21 (The Technical Network for Logistics in Health)

: 1989F [CWHOE E TRIE SN, TXR/X—MKDRERK,
lT:t—:er:l:;?1= Funding...Gates Foundation
Key — Planning... John Snow Inc, PATH, People Deliver, GAVI
----------------------- dialogue it I F ... WHO, UNICEF
<t——  output
(HFT) WHO pgs_202_overview_final_090223%& #4
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TERER

B FEATIY-2LIC. BEERALREINTINS, 20155 R TIE. PQOEADKE 7 [EBEMGFE KUUNITAIDD 2  {&H 5 D 1R Bh
NI, 2014F A SMedicinesIZ, FNLLBTLY VaccinesE & UDiagnosticsZA—h—ERASIENRBASNTIVS, 2014FENDT71—&
ADFI#TMedicinesfRlBIADBERRICHEN LM -2 D, HHEIFA—H—ERAEHIEERE TS5 M (WHO Drug
Information Vol. 29, No. 2, 2015)

Vaccines Medicines
Traditional Combinations and Criteria Fee
Vaccines novel vaccines First application accepted for evaluation in relation to an Eol medicine (FPP) | No fee
] Second application accepted for evaluation relation to an Eol medicine (FPP) | USD 3,000
Screening fee US$ 500 OR
Eval i f US$ 25.000 USS$ 66.500 Application to prequalify a medicine that has been approved by an SRA
ETEUIRINES ’ ’ Third application accepted for evaluation in relation to an Eol medicine (FPP) | USD 6,000
Annual fee US$ 9,600 US$ 16,800 All other applications to prequalify an Eol medicine (FPP) USD 8,000
In-Vitro Diagnostics Criteria Fee
i jj (= [ij*f @i?hb‘@*&%']b§$EEH#I’%?%{T[TB*L%?ﬁ§7{ ) First application accepted for evaluation in relation to an Eol API No fee
= — =" b Second application accepted for evaluation relation to an Eol API i
£EEITDOVTIZBERAL - USD 3,000
T &HI< T~
Mo Third application accepted for evaluation in relation to an Eol API USD 6,000
201642 A MTReportable Change =39 % 71— USDS$ 3,000 All other applications to prequalify an Eol AP USD 8,000

(HFRr) Vaccines: WHO th—LR—
Medicines: WHO Prequalification of Medicines Programme — application fees
In-Vitro Diagnostics: REPORTABLE CHANGES TO A WHO PREQUALIFIED IN VITRO DIAGNOSTIC

WHOEL TIZ. #EmLEF+3Prequalification®=—XI=x L T. 100%D X [EIRXSEAMSELNEELE
(2013 EHLKR—F)
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WHORI D ~&{k~

B 20135 &Y. WHORTHE R A &4 > TLV=Medicines, Vaccines, Devices|ZB89 2PQfiix — D DE#R IS
® Prequalification Team Coordinator 3 R TDFEEICEA T SPTEMEET Sk

Essential Medicines
and Health Product
[EMP]

Regulation of Public Health,
Policy, Access and Use Medicines and other Innovation and
[PAU] Health Technologies Intellectual Property
[RHT] [PHI]

S DAL Atk e L Prequalification Team Safety and Vigilance Prequalification

Standards and Norms Strengthening e TR R
[TSN] [RSS] [paT] [sav]

Coordinator’s
office

Vaccines Medicines Diagnostics Technical
Assessment Assessment Assessment Assistance/Labs

Administrative team

(HFT) WHO/PQT Updates on WHO Prequalification Priorities and
Regulatory Systems Strengthening work
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WHORI D ~&{k~

B 2017 1ARBRTOHEHLSEFRIZLTORRELESTLNS
B WHORID#B# ITB/EICETEAH I D, #ENLT7YIT—FOERIADE

Head for Prequalification, :
Innovation, access and

use:acting

Directors’ office coordinator Safety, Norms and Regulatory
strengthening

Gilles Forte (Mr) Emer Cooke (Ms) Sue Hill (Ms)

Regulatory Systems

Norms and Standards Strengthening

Prequalification Safety and Vigilance

David Wood (Mr) Mike Ward (Mr) Deus Mubangizi (Mr) Clive Ondari (Mr)
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IV. WHO Prequalification&Recommendation

Prequalification&Recommendation @ B8 1%

B WHOIZ &%, “Recommendation” (¥32) (X, EXMICHEDH RIS URTIILL, HADERE, AR, 4. BIUEFTELGE
DRANLGEESICHLTERASh TS —ANNKE

okl Health
Organization

hl’ WHO recommendations on antenatal care [ GLOBAL
Re s

for a positive pregnancy experience

RECOMMENDATIONS
WHO recommendations Executive summary - onPHYSICAL
for the prevention ACTIVITY
and treatment of

. postpartum haemorrhage

FOR HEALTH

e - "
Goals (SDGS) y-related ‘
un

While substantial

., d and
jendas to go beyond survival.with a view to maximizing the health and
potentialof their populations.

Introduction
s s comprehensive WHO guideline on routine ANC
The simisfor
and

(&) World Health
S®¥ Organization

SBEREMPRAICET SHE: HARTRIRS 7ICET LR AEEERICET DR TILa—LFEEHEEH:
SRR DWERT T HEDHEE MBS RE ORGSO 42 U EBE DHESE EHRDHELE

() WHOR—LR—
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IV. WHO Prequalification&Recommendation

Prequalification&Recommendation® Bd{%

B JYRAFRHLGESARETEIEEONSIHRESTHOATVSDIE. BEERTIXIVILIVYIIFY | BLUBBRCEBHRAEST
FRHOEBOHAMRLNS

Recommended composition of influenza virus vaccines for use in the 2016-2017 WHO recommended |ong-|asting insecticidal nets
northern hemisphere influenza season

Product name Product Status of Status of publication

Influenza A(HINI1)pdm09 viruses., which predominated in many countries, co-circulated with WHO recommendation  of WHO specification

A(H3N2) and influenza B viruses during the period September 2015 — January 2016. The majority of

A(HIN1)pdm09 viruses were antigenically similar to A/California/7/2009, although there was a DawaPlus® 2.0 Deltamethrin coated on polyester Interim Published
notable emergence of two new genetically distinguishable subclades (6B.1 and 6B.2) within the 6B Duranet® Alpha-cypermethrin incorporated into polyethylene Full Published
clade. Some recent A(HIN1)pdm09 viruses within the 6B.1 and 6B.2 subclades reacted poorly with Interceptor® Alpha-cypermethrin coated on polyester Eull Published
human sera collected from individuals who received vaccines containing A/California/7/2009-like . - q o -
viruses = LifeNet® Deltamethrin incorporated into polypropylene Interim Published
MAGNet™ Alpha-cypermethrin incorporated into polyethylene Full Published
Influenza A(H3N2) viruses were associated with outbreaks in some countries. The majority of recent Olyset Net® Permethrin incorporated into polyethylene Full Published
viruses were antigenically related to cell culture-propagated 3C.2a A/Hong Kong/4801/2014-like Olyset® Plus Permethrin and PBO incorporated into polyethylene Interim Published
VIIUSES. PermaNet® 2.0 Deltamethrin coated on polyester Full Published
Influenza B viruses of the B/Victoria/2/87 and the B/Yamagata/16/88 lineages co-circulated, with PermaNet® 3.0 Combination of deltamethrin coated on polyester with Interim Published

strengthened border (side panels) and deltamethrin and PBO

viruses of the B/Victoria/2/87 lineage predominating in many countries. Most B/Victoria/2/87 lineage incorporated into polyethylene (roof)

viruses were antigenically and genetically closely related to B/Brisbane/60/2008 and B/Texas/2/2013.

The majority of recent B/Yamagata/16/88 /i I 4 ettt Royal Sentry® Alpha-cyﬁﬂmﬂmmmvethvlene Eull Published
related to B/Phuket/3073/2013. Candidate vaccine viruses YorkooluIN Deltamel WHO recommended insecticides for indoor residual
} P } spraying against malaria vectors
Parent virus v::;:ladv::is or Dm?ﬂ:s Available from ;?hé 3(":)] Et rl]E .
reassortant Insecticide compounds Cfa552 Dosage Mode of action Duration of
wild type virus WHO CCs P2 1 (g a.i/m?) effective
. - group "
AfChristChurch/16/2000 Classical | NIBSC, UK NIBSC, UK % *ﬁ 0) ?ﬁ > and formulations action
(HIN1) (months)

NIB-74xp Classical NIBSC, UK NIBSC, UK
) T DDT WP oc 1-2 contact =6

Brish. 10/201¢ Wild type virus WHO CCs
AfBrishane/10/2010 : Malathion WP oP 2 contact 2-3

(H1N1) IVR-158 Classical | CSL, Australia VIDRL, Australia B .
Wid e v WHO CCs, NIBSC, UK F?ljlmjufhluﬂ‘ we OP 2 contact & airbome 36
T New York T CDC, USA Pirimiphos-methyl WP & EC oP 1-2 contact & airborne 2-3
ew Yor!

X-179A Medical e, s Pirimiphos-methyl CS OP 1 contact & airbome 46
College, U | NIID, Japan Bendiocarb WP © 0.1-04 contact & airbome 26
VIDRL, Australia Propoxur WP C 12 contact & airbome 36

IVR-153 Classical CSL, Australia NIBSC, UK
A/California/7/2009(H1 NIID, Japan Alpha-cypermethrin WP & SC PY 0.02-0.03 contact 4-6

N1
! | xar | New Yok s Bifenthrin WP PY 0.025-0.05 contact 36
o M .
AIIVIOYIDF X181 Coens UsA NIBSC, UK Cyfluthrin WP PY 0.02-0.05 contact 36
- - Deltamethrin SC-PE PY 0.02-0.025 contact 6

MR FT B IMIVABOSYIR, TIOFURRDHELE Deltamethrin WP, WG PY  002-0025 contact 36
Etofenprox WP PY 0103 contact 3-6
Lambda-cyhalothrin WP, CS PY 0.02-0.03 contact 3-6

(HFT) WHOR—LR— TR B AR E -

AlDHESE
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V. WHO Prequalification 5B D F & & L LLER

Prequalification 5881 0 LL B F&

Vaccination Medicines Diagnostics (In-Vitro) Equipment + Devices Vector Control Products
(DOFV) (EXES) RO OMTEE - 3R (BB-T/(R) (WA Rl 3 )
E R 19874 20014 20104 20104 2017EDS (FE)
UNFREI—CIUMI&DRBEDORIEE TAXERICATIILIE 1988FEIZEBSNIZHIVT AL | VaccineDPQIZfHFEL T, 23— WHOZF RFIFHE R F—L
DAILZADWHOREADESF FyrHETOS 54, IWEFz—2 REHEMR. F5 | (WHOPES)GEERASIh TEL:
589 ZEMICFERESN. TO#%. ¥ HIV/AIDS. ¥3U7.B/ICHt# HE.REAMEORELTHE | EARPE K HKOFME oL
ST K% ETE. BER. A . BTIMAVTAREICE RISEHICHRESAIZE  Ea—,
VINIUY  THRIEDEAL | H-RE-EREHENINR, | H. Z58L. M SMmE-#EI1c
i/ N HIFHE,
1)ERIEREE LUNI—J DS DBN 1)ERTHE PQEBBATLLAGYNED 1) BRHE
DBF(BEIKYIY—T7/L:PSF) | FICEDEWHOKYA—  2)BEEE(NEFEM, et »FILEVMEBI(TLAC, 2) HAEROERE
BE A—IZHLPQE MO ENEE e, THAL, BiETO+  SIGN. TechNet21E) WS | 3)Z=sE=E
) MEEEER - MA RS 2) A—H—I= L YRR A, QMSE#) 1aRL. (Ret. RE. k)
4)UNICEFZEADLA—FEH (EONIZH 3) BB MR T T L HQMS 4) BB EREE
5)PQ I HAFROREH BE 5)PQ: L&E3). 4) DFERAD
B AHEEEE WERREER. H)ERBERRICEIGRK PQODYARMIANDNESH
7a+x * AT OERAEE, PSFI2H | ERRER EE (HreER) F#T (WHOIZ KUY AR &£
SERARISETLI~4M A, PSFE |5PQ 5)PQ ELBVEREDLNT=E
EAERERER BRI EE B TR0 (BHEEDHIELTEDHY DOHEIVAMIAND)
MAERE (TACERICThIE: | * MARROBRZEFWHOE =~ EOTHOFEMRLEL—
5E) FIYRNOEBEHES54 | EER(ERPD)ZHBLE
ViLarsF—iavicigs | EBEETOERE20165 &
* MEREERBR (2720 YERERIIERT)
% A = (Abbreviated) [$7% LAY, 42 | FTELSRARERDES (%  HY &% A = (Abbriviated) TI&%: | 2L (2017 F40EF )
ZUHNTELUTOARXHY, ARITEZDH??) WHOMRELTWAE-#E LA, S EREREE - BRF IR %D
1) A181bF % (Streamlined ° SRARTOREZNO ITBTAIEHEEL 1 Z@EBL EB/LZLIZIYNODMrDTR
procedure): F—ZpEEEsie | COARRITOVWTER AN a—bhykHY,
jLLreEe REEDRIMBEICEETIFID ) iISOBAZ, S EPAII= &
(Abbreviated)  zRiffE#%F>TPQTOERD— 1)ERIRE BQCREILE,
DHFETOER  #IcBz5 2)RBRAL L 1= B B A B
DHE 2) Fast-Track¥Fi%:

DOFUDRBAENDELE S,
BL.FHROIFU . FHEREICR
RSN TENRVWIIFUEBERMN

)TREE
4)PQ
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Prequalification 5#815 M L% (2)

Vaccination

Medicines

Diagnostics (In-Vitro)

Equipment + Devices

Vector Control Products

(T9F2)
EHEARIFEL,

IR A RIS BB
F# (Stringent
Regulatory) ZH %

(EHm)

Stringent Regulatory Authority

(SRA)

DICH DAV N—HE:
(EC(EU). US-FDA. BE5#&
(PMDA)

2)ICHA T H—/\—H:

Health Canada. Swissmedic

PSR A TE S
WHOZRTE M Stringent Regulatory
Authority (SRA) 5#E8
1)CE (EU): List A
2) FDA (USA): PMA or BLA
3) Health Canada: Class V
4) TGA (Australia): Class 4

(B8 7/3()
LB

(FENERFEHRR)
LEBSLL

R 3) ICHAY 1 \—ElEE M5 A D 5) Japan: Minster's Approval
HAHEEREZNELTLSE:
M. FARSUR, UEFL L | ¥ 2014F5ARSA
RA . JILT)T—
2F &I, 3F (WHO. JL—JLEIE. Priority Diseases|= | m 4R8I BOHFKATI)— (33— | ATIT)—DEHELGL
UNICEF. PAHOEI(:EE RBESNEBRITOBEERNDA | o feEs/maEicsak FV—L BRAIVTFE (2017598 R)
CA7 A A HIBER  APQOXRELYS5, NEWE~ADEE HBETIFURITHASLY) | WK, BOREAE O ZEXIGE
BA)IZ&Y REL > BETIEAL RE, o AUTSHRESN-HIGIZH [ZDOWTERMLERHY
1+ 51t F
22_:].5-20/:[\6?@@] ° WHOMBEMIDOEE
<ﬁ@ﬁf_ﬂvl . °© BEEEE BUFROPQE
° AL, TUITE, BEE
B, 757 I n LR ERI S h e —h s
BEPQRE Liv, KUA% it 2

. HATII)—IFEHMICREL.,

(20145 9A MK A)

® WHORZERF—LIZA-TL
Sh. UNBRESRZEABEIZSh
TWah

® HIV-1. HIV-2. CBIFF£. <3
U7 DEMOE=R)VTIZE
ERAETONE

*1:1CH: International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use

(ERARHRMERESZH)
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V. WHO Prequalification 5B D F & & L LLER

Prequalification 57813 M L% (3)

Vaccination

(P9FV)

Medicines

(EHm)

Diagnostics (In-Vitro)

PR S

Equipment + Devices

(B3R-TAR)

Vector Control Products

(FEHERGFHHZ)

° RETLREHY
° JL—LIZOEFHMRAE

EHHIIZWHO/PQPIZ &S

HENRTERE

tH. QETJOER, REE
BIZEELAHO-IHGE. B

EETL

12/ BIc—EI&ES BIESHL.
A—H—IEPQADBIERIEA
DFEERT O, FEREDE

ELEITOVTHRE,

EEDRIHESEELR
ZRPQ

c mEEHE

° ERSWOIL—LITHE

Bl Join 3 =
(Variation) #HE TS L,T:ﬁ*ﬁd)%ﬁﬁ
° EEMGEFEOER
* FHBEZE:$500 EOIAHEN-REHA  © A—D—ICFBAOKHL | R R 4ABA
o EME: $25,000(HEEE) (FPP) (M &l DERID PR ICETF (1T
$66,600 o 1\[EBOBE EH 5N% (BRFEEEIC DT
(RE&-#118) ° 2EHO®HEE or SRAIC L)
° FRE: $9.600 (FEEE) & B :$3,000
$16,800 ° 3EEMHIE:$6,000 | ex:Reportable Change (¥i&
(R&-#78) © ZOHh:$8,000 %@i"zﬁ?)k‘*{‘d‘é%ﬁﬁli
EOINH SN =SS $3,000(2016.2
(AP D FFAih
PQHFFE A - FH#E A ° 1EIBDmEE: B

° 2[E B OHEE:$3,000
° 3EIEMEEE: $6,000
° ZOHMDEEE: $8,000

*2:EOI: Expression of interest: 310> 3% 87
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B

[

o

3

EH D DEEA ~Global Ebola ResponselZ# (15 %&E| 5 4H ~

B UNEEJTREINhr-GlobalResponselE WL TI, FE - ERFHEANKREIZMELTHLADAORYIBAHEHE,

WHOIXY—CaF L e D, Case finding/managementZifth &9 BEELVEEICEE S

Case investigation &

¥=7

yRyy

|:| ...WHOME 5+ 2485

P2 | % 8

Global/Regional

. IFRC/Guinea Red Cross, WHO CDC, IFRC/Liberia Red Cross, UNFPA, WHO CDC, UNDP, UNFPA, UNICEF, WHO 'WHO
contact tracing
Community . R
surveillance (live & IFRC/Guinea Red Cross, UNFPA, UNICEF \(,:V?_'% (Citelze!) Cammiiies, MRSz Res Ciess, (e, CDC, UNDP, UNFPA, WHO WHO
Case finding & death alerts)
contact tracing . . . L
; . /Academic Consortium Combating Ebola in Liberia, .
I&;br;r:;)ig:s & ;Tgteerrt;?al;r;nce. WHO, WHO EDPLN deployed labs & Defense Threat Reduction Agency, e-Health, Riders for Il;’l\)lg*P‘ WHO, WHO EDPLN deployed labs & bilateral WHO
9 Health, WHO, WHO EDPLN deployed labs & bilateral labs*
Vaccination CDC, WHO 'WHO
. Handicap international, SMART (Social Mobilisation &
(EIERED SERTEEs Respectful Burials Through faith-based alliance), UNDP WHO
E0E i En Ee Alliance for International Medical Action, WHO |OM, UNICEF, WHO UNDP, UNICEF, WHO WHO
Case management centres
Iniizeien (RiavEniien & SYISNIER [FMRNCE, UNIEIEF, WR(O), BemEne Hestii UNICEF, WHO (+ education partners) CDC, I0M, UNICEF, UNFPA, UNOPS, WHO WHO
control Alliance International
Safe & dignified burials IFRC/Guinea Red Cross IFRC/Liberia Red Cross, WHO C.AFOD‘ Catholic Relief Serwces,l Cpncern Int., IFRC/ 'WHO
Sierra Leone Red Cross, World Vision
/Adventist Development & Relief Agency, Caritas, IOM,
Life & Change Experienced through Sport, LIURD,
Food & family kits UNICEF Liberian National Red Cross Society, Plan int. UNICEF, Plan Int., UNICEF, Welthungerfilfe, WFP WHO
\Volunteers to Support International Efforts in Developing
\Africa, WFP
[Pl Sa ) e AllEmEe ffor ifEmeiEms] Vsl Avim, HEm [, |OM, UNICEF International Rescue Committee, Plan Int., UNICEF, WHO WHO
Community & health services Premiere urgence internationale, UNICEF, WHO
support Social mobilization/ ) . . Carter Centre, Defence for Children Int.-Libera, IOM, ) I . )
community I0OM, Plan Int., Premiére urgence internationale, UNICEF, IREX, One Media House, Plan Int., UNICEF, Village Care I0M, Social Mobilisation Action Consortium, UNICEF, WHO
WHO . WHO
engagement International.
Social protection & ACC Int., International Rescue Committee, National
benefits UNICEF Commission for Social Action, Plan Int., UNICEF |wHO
Water & sanitation I0M, Plan Int., Premiere urgence internationale, UNICEF Plan Int., UNICEF, WFP I0M, UNICEF WHO
Alert & help hotlines IOM/E-Health, UNICEF WHO E-Health WHO
Incident command OCHA, IOM, WHO CDC, OCHA, IOM, UNICEF, WHO OCHA, NERC, WHO WHO
. Information . . -
Leade_rshl_p & management & I0M, IQM/Insmut national de la statistique, Measure OCHA., IOM, UNDP, UNFPA, WHO WHO
coordination - Evaluation
porting
. Expertise France, IOM, Médecins Sans Frontiéres, UNDP,
Logistical support UNFPA, UNICEF, WFP WFP, WHO UNDP, WFP WFP, WHO
Surv_lvor clinical Agence francaise dg développement, Institut de WHO, UNFPA WHO
. services recherche pour le développement, UNICEF
SRR SUEe Survivor screening &
counselling 9 UNFPA, UNICEF, WHO IOM, UNICEF, WHO 'WHO, UNICEF WHO

(HFr) Overview of Needs and Requirements for the Ebola Response Phase 3 Framework (1 November 2015 - 31 March 2016)
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ERBADERA ~EEDTE~

B 2016 QIHICHE TR ERBMEDETICETHEENDFAEBRRELTIX, EEMEICH L TIXCase management, TEREIZH LTI
Survivor supporthERERE L ST

HEBICHITEIREESELFT BRI (2016/Q1 Jan-Mar)

(Mil USD)

= Funding available = Funding gap (shortage)
RLER | FERE

Case finding and contact tracing _— 58.8 | 46.5%
Community support -_ 43.0 | 40.6%

14.9 | 7.9%

Leadership and coordination

Survivor support

(HFr) Overview of Needs and Requirements for the Ebola Response Phase 3 Framework (1 November 2015 - 31 March 2016)
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ERZIEDIRR (a3vk A2 k) Ebola Virus Outbreak Response in 2014-15

Flow Type: Commitment + Disbursement, Commitment (no Disbursement), Disbursement (no Commitment)

B EEZEORBA(Commitment) PZILMNITHI =10 (Disbursement) D& EHE#I3.97bilUSD
B US, UKZIEH LT 3K EBAFCKBTETTIEAL REFEIMSDEESMENAROND

Donor

d:United States

d:United Kingdom

d:Other

d:Germany

d:Japan
« d:Bill & Melinda Gates Foundation

- d:International Development Association

d:African Development Fund

(HiFF) Creditor Reporting System (CRS) - OECD.Stat
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Channel

c:Central Govenment
cNGO/CSO
c:Donor government

. c:Other

CUNICEF
cWHO

c:Bill & Melinda Gates Foundation
CWFP

c:Recipient government

Recipient

r:Africa regional

r.Sierra Leone

r:Other

r:Liberia

r:Guinea

p:Relief co-ordination; protection and support services l

p:Material relief assistance and services

pinfectious disease control

p:Reconstruction relief and rehabilitation
p:Disaster prevention and preparedness

p:Other

Purpose

[

1 bilUSD
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R&DE:EDM I H 8 & A&

® Bill & Melinda Gates FoundationD & &R #%EZ(HTHAALNEVERIOWMERAFEEREFAELTLVBNGOIPolicy Cures | (AEB:

IR=—) REFTLTULVAG-FINDERIZ&K S &, TR D RE&DIZHREEH167TmIlUSDA B EIN TLNVS
B AAROHIEEET—RIIIFEAEG-FINDERIZEHFINTELY . ARDEEMNARZLLLE-TILNVS

Funder Recipient

f:Pharmaceutical and Biotechnology Companies

p:Vaccines (Preventive)

FUS National Institutes of Health (NIH) r:Pharmaceutical and Biotechnology Companies

f:US Department of Health and Human Services (HHS)

f'Bill & Melinda Gates Foundation r:US National Institutes of Health (NIH)

f:US Department of Defense

fiEuropean Commission r:Other Recipients
f:French National Institute of Health and Medical Research (Inserm)

f.Other Funders
f:French National Research Agency (ANR) rinserm

(HFr) Policy Cures Rearch and development (R&D) investment report through G-FINDER tools
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Product

100
miluSD

p:Drugs

p:Diagnostics

p:Basic research
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ERREICEITHENY

B ITARSHGICETEEMBOFEIL., TRICHTEEFZEBEL-DELOTS

B RFICRBEORBREICHLTIEIWHORCDCHh oD XIFAKEL, BURHIMICKESRELTIV=EER

UN

!

International Govts

— WHO

Surveillance
Case Mgmt
Training
Reporting

—  WFP
Logistics

UNMEER —

Info Mgmt
Crisis Mgmt |_ yNDP

Staffing Finance

— UNICEF

Community
Engagement

— |FRC
Sanitation

—— Other UN

l

Affected Country

National Govt

\ 4

MoH

4

National/District
Ebola Response

Local Community
A

USA
CbC

HQ

R&D

Reporting

A

NGO

T

A

Country Office
Surveillance

Training

Community
Engagement

USAID

OFDA

{ US HHS
US DoD

— uSDC
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Global Ebola Response - Situation Reports

Humanitarian Data Exchange - West Africa: Ebola outbreak

World Health Organization - Ebola situation reports

(HFT) USHHS & CDC, CDC's Response to the 2014-2016 Ebola Epidemic — West Africa and United States
Overseas Development Institute - The Ebola response in West Africa
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RIBDINEZDEUALDTFWNERIBEDIT

B 2016538 . B7 2V AMB TOIRSBOINREZEEZ . WHOIZIRSEDPHEICREDKR TEE S, ChizkY. BEOEUALIZE

FKVOFURNVDREFEORFELZFTERT

B —5T. FNETICEVALIZHESN-ERBIVDIREDEUALIZE IKEBEITFDHIMETILLTEY., BICEVALBEEZ 2 +=-8 &
B(ZDLVT, Full PrequalificationZEG 9 5 EEHRL TS, IR, WIFThORHEPQEERELTLVALY

B IRSOEBEYRIZHEZ TPHEICIZEIERMLIZEVALIEZ, RE¥—LA(ZETEPrequalification&(ZFEICERYFEHITINS

EUALIC&AEEREIVD BEERSH A—h—
OraQuick® Ebola Rapid Antigen Test Kit 2016/3A OraSure Technologies, Inc. (USA)
SD Q Line Ebola Zaire Ag 2015/9R SD Biosensor Inc. (Korea)
FilmArray™ Biothreat-E 2015/8 R4 BioFire Defense LLC. (USA)
Xpert® Ebola Assay 2015/5A4 Cepheid AB (Sweden)
Ebola Virus (EBOV) Real Time RT-PCR Kit 2015/4 R4 Shanghai ZJ BioTech Co., Ltd.(China)
ReEBOV™ Antigen Rapid Test Kit 2015/24 Corgenix Medical Corporation (USA)
RealStar® Filovirus Screen RT-PCR Kit 1.0 2014/118 Altona Diagnostics GmbH (Germany)

(HAT) WHO In vitro diagnostics and laboratory technology
http://www.who.int/diagnostics_laboratory/procurement/purchasing/en/
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IRSVIFUNZEITBHEUALFIHRE DH

B 2014FICRELB7 IUYHTARSHARKITHLICEVT, 7972 PRADEMERIRILUS FDA, EU REACTION project A3 51T
LTATLN, DEUALFHEERD & 5GFN ThRIESh =

B 2014-2015% : TRS D IOF ANEEMBE DB AEBEFENE B 20144118 :Horizon2020 (AR A /R— 3> EE£BRTOS
— N _ _ SL)AICEBESN-ITRSHETOC S (REACTION
B 2015%7H - BT “|ZFDAIZ&LBE 7 - Ty 1T
useﬁthiriiﬂﬁofé@%;;?/' I=&-5Emergency orojech) BT . THRSTHF  ERIE DBt HBEE
Bth

B 2015578 @7 7 AIRSHMEGR TS D= EUAL (Emergency Use Assessment and Listing) & % Bt
B 20154128 : A)LO% A Ebola Zaire vaccine V920 (rVSVAG-ZEBOV-GP, live attenuated) ZWHOIZEUALHE &
B 2016498 : o3>V -7UR-U3>yY 2t A Bavarian Nordic’'s MVA-BN Filo vaccineZWHOIZEUAL B E&

(HFT) Wellcome Trust. Plotting the Course of Ebola Vaccines: Challenges and Unanswered Questions. March 2016,
http://www.cidrap.umn.edu/sites/default/files/public/downloads/ebola_team_b_report_2-033116-final.pdf

Merck(MSD), World Health Organization to Review Merck's Investigational Ebola Vaccine for Emergency Use Assessment and Listing, December 23 2015,
http://www.mercknewsroom.com/news-release/vaccine-news/world-health-organization-review-mercks-investigational-ebola-vaccine-emer

Janssen completes WHO submission for EUAL for Ebola vaccine regimen, Sep 12 2016, http://www.janssen.com/ja/node/29271
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£ % )Emergency Use Assessment and Listing (EUAL)ZOka)L

B 20145 DEbolaD F{TERIT. REOFBEIR T4 T ORLEMMSEUALTORILEFR R, Vaccine, Medicine, Diagnosis(IVD)
DEBEICERA ENRENTLVS, EUALIZE, Prequalification & (XBAREIZBIBDHLDELTRE I IF5N TLVS (=EURLIZY R T4
T INTHPQEBIR &I DAELY)

B 20145 LIf%. EUALDSREILT=DIZEbolads LU ZikaDFiiT

EURLDARAk

LT DOEHRZEWHOIZIRE L. WHOIZ K A EREBEEEZ(T5,
<L Diagnostics >
o INJL, HBE. ARV A—H—QMS(Quality Management System)Z
o WHOKY A—H—Z(ZxtL T, EOI(Expression of Interest) iIZ2HE DIEEUMN TN ITHhNBIEELH S
L Medicines >
o HEREBET—H
o BRRBIVERRRLN DERERT—4
&Vaccines>
o HEREBET—H

o BRIRBIVERRLUSN DHERT —4

(HFT) 201547 A #1T EURLTRRaLKY
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%) EUALOFIELEDAEDIT

HITRARIL

1. WHO EUALEEE
WHO EUALIFX R EEDBRMRITEDIEESRRICK ITIEERDEBLEEEFHETHS
EUALEERIZENEL-15E . EEEE PWHOMBEE DR ZEXNRELSH . BELEELELTORYKZLNELS (PQFEEIFLELAELY)

2. WHO EUALIZHIT5HYEH
EUALTILEIRE/ZTEST. RR0OREE - RERE- AN -RESREHLBEEIND
EUALFHRETIXUTORYVEA ICKYBEFHEZIELELLTINVS
% I MAHBREE NHEHABRD M ITER
- BHEOHEEE
EEECRREEZERSE) LAEE (RERPEE)DFREFHE
RIE-RFLBHECELLIEHDAM

EUALFHRZIZHITETI9FUoREENDEEIIWHO Global Advisory Committee on Vaccine Safety, EFEEPI#E#E (US FDA,
European Medicines Agency, Health Canada%) . BAZE D RE-FHHBICLKYEESIND

& [ZWHO Science and Technical Advisory Committee on Emergency Ebola Interventions (STAC-EE)IZ&2E&EIN S
WHO Strategic Advisory Group of Experts on Immunization(SAGE) (X7 F % S 5HEIC DL THZEM - BB EE1TS

3. BER
ERBAIZITOOESZFEORFLEHTHY. thE OB IEHETHERIZBOERREDYR—NNIBFS
EUALDEE [T [FWHO® Prequalification¥*Recommendation & [E RS %R TH S
EUALER A R DD (X5 ZHEWHO Prequalification FIZA [T TE AT 2FEEHFIND

(HPAT) Wellcome Trust. Plotting the Course of Ebola Vaccines: Challenges and Unanswered Questions. March 2016,
http://www.cidrap.umn.edu/sites/default/files/public/downloads/ebola_team_b_report_2-033116-final.pdf

WHO. Questions and answers: Ebola ca suffit! Phase Ill trial in Guinea. Updated Mar 8, 2016, http://who.int/medicines/ebola-treatment/g-a_ebola-ca-suffit/en/
BBC, Ethical to use untested Ebola drugs, says WHO - BBC News, 12 August 2014, http://www.bbc.com/news/world-africa-28754160
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ZZ)BREXRORYMEA ELEFIXE

B J7EESEIL(FEARY)

2014F 118 - EUXRFEFBOBARAEBIREEWEZTI R (ELITMILLR—ILT12T R) BN E R E THFELI-RNAKEFE
RNARY AZ5—EREFIFavipiravir AV TILIVF oA RE BRATTEA V) DR EE - I ITRSBEMERERIEU
REACTION projectl2E W TIThi iz (750 RE M REEEMZEF INSERM@1AUTY)

20144128 : INSERMEUNGO (EiEAZEEME (MSF) . Alliance for International Medical Action (ALIMA) . {AFR+=FIzkYF=
FIZHEWT, BEHSOANIZH L TERERAERAFRIASNT-

201552 A I RAENDEWNVRENADEBEICHENTHSZENINSERM-MSFEYFERINT-

201638  HABAICKY . REREEEEHHDAEMELLT. ELITAMIWNLIYTTELA U EEI1F2,000 A0 HNF 7 BAFIZIR S
nit-

(HFAT) BEIM)L Za—RYY—R RAVILIVHEIAINREITEAVRIF=7OIRSHEN G FEBMELEZBABRNSORIEEESH HOFEMEICERMA,
http://www.fujifilm.co.jp/corporate/news/articleffnr_1080.html

MSF, Preliminary results of the JIKI clinical trial to test the efficacy of favipiravir in reducing mortality in individuals infected by Ebola virus in Guinea, 24 February 2015,
http://www.msf.org/article/preliminary-results-jiki-clinical-trial-test-efficacy-favipiravir-reducing-mortality
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ZHARICERLT

B ARERE EETEIERDLNEIBET —RIEIVTERSNTOET A, BHIFZOEMHEME, TEMERIIETILDOTIHYFEEA
B Efo, KEMIL, Access to HeathTA RS EHRB D RBIEDEEHSN-LDTHY  HHOHE—HERBETTLOTREHYEEA

B AEHIZEDI{Access to Healtht AR S TS MEGLDIRE. 1TA. RUZFDOREICOVWT, BHEF—VDEFFEVEH A, CHAIZH--TIX. &
BB TTHMESWET IOSBEULBLEFFES

B AEHE., EEYTHY ., EFEEXICEDEREINTVWET, EMEZDOEDIZHL., SIRTBEIE., 3. THET: ZZ2UFIY—F&IavH LT+«
27 (¥k) Access to Healthtf RSB IEBATEL TS

B AEHOENF(F—MEEH - BRI HRIEFEEBOHENDETT DT, AHETITER TS
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