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HADO< S 7 Wi o
EHIKDOBE L ZDADIE T AREE
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BAEDYS VU7 ZEikisORMOES &
TDHDIET > ADIESE

EZARAREARLERERAR Y 5 —
M #FER - Y5 PHRS BR

BE NCGM (EiiEREEMEL> 2 —) OREHRD
FHELBALET, ANTA. KFTAE—HITT 12—
T > CREZEAVWTEX Lic, LHLALE. NCGM D
MERAATCHEZ L TVWADT. FHEFRAOMLEIZEZ
ERSPOTWVWBDIFTIEH Y EEAe EDKDGHZE
ZLESRBWLH. ESVSMHERESRBLD. AIHL
BLHONEVWDS T EEEZGH L. BENEZ DL A
INRN=2 3V EVNINCEDT 1 —Ib FIZHF>TWT 5D\
ZLTZENALONNIRZ U7 DEEHZ RS L. HAEE
2030 FDZ V7 71 —ITEDFBH EWV DS ERHESF
BIeDICIET V AZERT HEERLITZLTHEYET,
F 7B, Proof of concept DEEZ LT THEVET, £
LT, ZDOIETVAAEN—ZIT, WHMTREICA N
I b EEZBDDENM) ZEZLHEVNDIHETHYET,

Spread of cryptic malaria under
low endemic settings
— Application of Flowcytometry and LAMP
to detect those prevalence

S h IgeyU kl KO no, MD, PhD (Gunma Univ.),
Honorary PhD (honoris causa) in Trop Med (Mahidol Univ.)

Department of Tropical Medicine and Malaria,
Research Institute, National Center for Global Health and Medicine

HROBAXEDZA MILEZED > T, Spread of

FENZHZE R PR N E L E BRI > 2 —
WIFEATENT RS « =5 ) 77 WS
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cryptic malaria under low endemic settings| (CDWNTH
FELLET., BROKTE Cypt ELEVWETH. 707
DOHITFITEBATWNAE L DRI T U T HH 2D TIFELDH,
LOERITED A > TELRIC, KETICRRZR >
TEANEHDNRIFRLWADTIEGWD ERIAEDND KD
ICGE>TCEE LT TNZMEDNLTRET SV RAT L
EEOTWVWERWEWD T ETT,

80 countries and territories are registered.

219 million episodes (90% in s-S Africa, 3% in S-E Asia)
435,000 death (92.6% in s-S Africa, 4.5% in S-E Asial),
estimated in 2017

overoer

S BERZUTHEENLEVSFEDS TR TV
TET, T UTIEKREIC80 AETERM 211,900 A
ADEEL. 4355 FADADFEATVNET ., TOHE
ERATEVWTVWIRELWERWE T, NCGM Dbk
TEMZHEAT L. T U7 TEBREAL SO
ADFEATOBZDODIETH EECE T50 6 AA
TIHhR?1 EVWSEMDBLE LTz, NCGM ERERR
NBDOFREICETEREDFIFAHZDTLELOID. <D
BOF—L—ZBIANTR O CWEEELVDTY,

WHO £ 2015 55 2030 £ & TD 15 F DRI 90%
DIZ VT DEEREFCERZHIRTSHEE2TVE
¥, £ETAH 2015 FOHADEELLKIT. 2148 1,400 HA
H5 218 1,600 HA21E 1,900 EAEEZ TWAHDTY,
2030 FETIC 0% BB TEB DD E. TDIRRISIER
ICHREICBDONE T,
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80 countries and territories are registered.

219 million episodes (90% in s-S Africa, 3% in S-E Asia)
435,000 death (92.6% in s-S Africa, 4.5% in S-E Asia),
estimated in 2017

9
chembe‘ !

FRUERICEALTEH. 77 ) ADFRTERITB TV
BZDTRLVDTI D, HhHEHIET 5T FHIHT
I 2015 £FIT 2,860 ADTL G2 TWeDhH\ 3,510 AL
36200 A&, TLBEOTWVWBEEDNFEABATVET,
TABZETRLDTL& DD,

TEHMTL&E DD, BOHBER BRIE. BEXFEZE
ELIEMCTEEHBRETLELA 2B 1HLSHEKX
FEMEEFRBRICRESNE Lic, KORIEDY VE
BRERIE. CORTERZIL 2020 FETD 3 FET 50%
HIRT2EEWE L, TBREEA. BIRN | 8 BXT
WBZ !l ET-)VEESRIEEY A,

Science and Technology Research Partnership for Sustainable Development (SATREPS)

Institut Pasteur du Laos (IPL)
Lao-Japan Joint Parasitology Laboratory

mReported malaria cases:9,333 (2017)

mReported malaria death:2 (2017)

m Reported outbreaks in south provinces caused by migration of people
m Emergence and spread of artemisinin resistance

EC BEHESNCGM TR S 7 OMRZT HET
RN T=IBHB0END & TORBRTICERIVERD
HVELT BRRIELYE2— (DCO 1EXZUTD
BETADERNTREBNZ<EESHNS5TT. BED
BMANZ U7 EERIZ. 2017 FIT61 AWK LT, AID
FIF50 ATLz, EFIF70 AKBWVWTY, ZORED
HTIHS. BATHRAMEZ T 2DIEIEREICHLLD
TIH TNTH. TDNEDMK % fE > T HreaHia
BOTEET, EolclE. FDZF AEIL/NAY — U
WFRDARITS5 FE. BADTRZFHFO>TVWEITDTC. Z
T2 THEEZTNIE. BETADABETVET,
e 2AMEYE FYKRFEENGM AMOU (BE) %
BOELTC 2ADEEEADMKZ D CIEREFTE
BRELETEE I, NCGM EXE RV RFELED MOU DT

TEEITNE. EBNBEETAZY VIL—FTEET,
SHADFEED LT TV E. BEIEN M AL
AVRIT, 24, v r<—, FEICEENBDE
WETY, HROEEIDEZAHKRGO>TVETH.
CZIIKERERZVT7DORTHAHYET, LhH L. 2017
FICTLHEBADED 2 ANICETITH>TELELT, &
EHIE9333AICE>TVETY, EEOALHEHL
T, BMEREE T ZHTIZIT7ICHDBDEET
gL, REME<Z V7DD BDEMETT, T T
SATREPS 7O = 7 b &L S JICA & AMED ORIz 7O
VIV b ERBEALTVET,

Challenges to elimination

B Asymptomatic reservoir
B Drug resistance
B Vivax hypnozoites

B Exophilic (outdoor) biting vectors

B Movement and migration
M Logistics in remote areas

TCHROIZVTDEDF vy LI E LTI
FTIEEIFEXRFTETAD TFHRA L 7z Asymptomatic
reservoir (EFERMES S 1) 77) ICDWTTY, MAAITE
RERFOTVLBITNEELHRITKGEL. RO EEWLA
EHSENZLVET, WHO X > THEIFIRBWEE S
TWBDTITH. Mo THEWT. FNTIYZUT7HEL
BolebEE>TRVDEASIHEVSIDHESDERTI
T T7IVTIZVEWVWD 2015 FIC/ —NIVERED
eI 2EREIMME< S U 7 AT TITHIB L TV 3R
ELhHYVET, ZThh 5. ZAEAT T ) 7 DRBRIEHRS
BT, YT T7HVDITESTEHBATERVRREH S
WEY, BBEEICEEE. HTAD=ZHRAISUTE
EHNHTWET,

THIC, TOEBFELHZHE LNFEAD. DK
MITEHEDL>TET. B ROFRTHIT 1T TxL.
Y. ATRITHEEZ TWVET, BROFTETWNS
R TIEHSTEEWVRRRTY, ThETAH. ALD
BENTHZLICK DT, —BIEFRGFHINE>TWET
Alc, BURBRAASTCERW T BT LEEHVET, B
LLWEZDIBEHIFTIE. IZ7 U 7ORENEFL
DEWHTIC, TOWVWSTEBEANEL > THEAETSIC
EFCOSTVEWNMIDEEEINE T,
MEDESTEF v LY IDHRT, BERET ST %M@
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EDT BIHDBREDHEE—EBRBHPLO>THIVET
DT, SEIETNITOVTEHAETE TV T T,

Z A A D ER I 1T o T APl (Annual parasite
incidence). DF Y 1,000 A&7V ERAADEBEDLH
BZNEVSHEEE LIERORBRESELLEY, AVR
IJTDEBRIGEWNE TATIE. APIA 103 &S, T74&
HEHKRZ 10% DEEHIZ U7 ITH DB EVDRT
EHhHYVET, TOEIBETHAATEHEEBHFTEDS
WEZTAIKITo T, 380 ADERATZTVE LI, R
ZEHC. BHEEEY T & &> £&E-7TC
FERDEVAICET > TESWVE Lz, W RWELE
T, mBEECHBVEVD NEICELE>TH5L, M
BERSHETE5VE LIz, £L T RDT £WSTE52
Bk, BEHERREA. PCRIAT. MR%E R T4 NEME
Fi. RDT A, PCREIZNIFT T3 DDHEEREZLLERLT
HE LT TOTHEAUTHTOWEVDICEREZF ST
WBAD. BEMBRERL ST S ) 7RHEFED 1
ANZ=ZBES U7 EBRBMED 2 AWE LIz, RDT %172
FESEBAIS U THEMEN 2 AL Z AR S U 7EHH
3 ANCLfce PCRIETIFBEEAT S ) 77 RED DNA M
D5 AL ZBET S U 7FERD DNA BHEDL 37 AD S H
RENF Lz, ENRETSRY. BEHhTRICLTW
BHDT. FEHMITUT7RERBZOARICHE>TWS EEFD
HEHEWDIFTT, BETEOh5GEVDEITNE, %
FOoTHRERZLTRSE. TTAKICH> O ) &
BWNDTY,

Asymptomatic individuals

H Unlikely to seek treatment
B Missed by passive surveillance

M Infectious to mosquitoes

e

SILENT RESERVOIR OF TRANSMISSION

Iwagami M, Keomalaphet S, Khattignavong P, Soundala P, Lorphachan L, Matsumoto-Takahashi E, Strobel M,
Reinharz D, Phommasansack M, Hongvanthong B, Brey PT, Kano S. The detection of cryptic Plasmodium
infection among villagers in Attapeu province, Lao PDR. PLoS Negl Trop Dis. 2017 Dec 20;11(12):e0006148.

ED2PS5WHORRZ U7 RBRBEDKILO—H
LARTIC. COAEZTZEITALTWFEVWTNT
ST DORITIRESBTDEE>TVET, TOAEIR
Asymptomatic parasite carriers & H*. Hidden malaria &
H\ Parasite reservoir £H\ BALAGERITHEIENTWE
TH. BEHOGHEREBICIEIRERA. GEGESERD GV
5T, MR TRHOTVWTC. BEETADRSBET

%, ZHIDLEVSHFHITEIRODM ERA. TIDS,
WHO DT —ZICH ER>TEFRA, WHZILIA

EDMER TS, RDOAICBTOHESIHH. 5. B
BCHBICEKRDHZETATT, ENDSSVDFRRD
BEHLMPICHNEANITET DL ? CORGIERERIT
HITBT L. FED TTTITERZUT7IEHEWVNTT 1l
EVWOT—HEICBTLTWSE, HHRBELHLT I'H
N?ETHBBIEAREA D] EBSKSBTEDEE
HHhE LNEHA. BORFEIRIE. [Silent reservoir of
transmission] SHETEWVWET, TLDDEICHTET A
#| TY,

ZOM@EZEES LIESRWLWTL & 5H WHO &Kl
DKEH S EDED % T BITEELTONE. LI
W EHNECBEDEE>TOVETH. TETFHKRENT
ITHSE, KILDORZATWRETAETHICES LTEF
WTLKBEDHREVNDS, WOETlE>THEENY
TLABDTIFEWLWHEBWET, ZDiZYIE WHO (T
BEDBVEHMAREBLZDLSICRBTHELTVLSDA
ENTARAAYYavELTEGHGHERLEVEE
ho T2 E. TOKE NZIBIET 240% L ULEI
B ICHRERZEED WHO 218 T BfcIcE b
BIIRVET,

SDeE%Z ]I L& LT PLoS Neglected Tropical
Diseases THZELF LT, BHF O\ TIT BN 1>
INT bHBZMFETT., TOESEHmIXEHL. TET
VADEBRINTLLC & WHO DNEIZSRX E5iA T
BETEHRDICE>TLBER>TVET,

The problem of the asymptomatic reservoir

H How big is it? Courtesy to Aj. Pratap Singhasivanon
B Does it cause disease?

B Does it contribute fo transmission?2

B Does it contribute to the resistant parasite pool2

B How fo getrid of ite__—_

.......

( Iceberg
Iceberg (

Size and characterlsﬁcs of asymptomat’ c reservoir would depend on the
local malaria epidemiology and diagnostic methods.

KENHDNEE TSV ADINRY —)VIZEFR CiEm
LB DI CHRARERICERIL CE 5 AF L, 374
HH. [COKETOANED. HRIWHESS )7 DRED
V—=RIZE2TWADTIEFHEWHL?E LA ZDKETD
NEDHEN LWBVEIETERMETS ) 7RRERFD
TWBDTIEGEWLWA? ] EWSREITY, TDRERZES
: AVETAONN 5 EEZTVET,

RZUTE RITHIHICFEMICEA B DT E L
ZDIEHDY & focal &D patchy THBEWNSEVWAEL
£9, FIRIEZDORITIER T T7DRITHH BTN ERE

EFRERER Y 2 — 201942 H
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ORITIEFITHNEVDIFEENEWVND & T ZIHE
WHS, IHAWGEWLHL S, AOBREMEVDLS, Lo
TERABREBENEAND T 77 2—HERX Y E> TRIT
ENREVET, TIH S, FERBICHNMIZTH>TE
AETEIE—TIEH Y T A,

TATHIUCTIE < Z ) 7 DKILD WD IEWNFENTWT,
ZIE T DXKILIE EHNNE S TTIHREL, THIEHEL,
ThigREVED. BLEKLUANRTHITZEVNTWNS
EEZTWRECEAMA=TVITESIDTIFEVHL ERE
BoTHBYET,

fAnicE L. KETHEDLSWEDHEET R
EWFE A, THowbigisit?] ICEZXEHEHLEWT
BELDTY, BBNKIUDKADTDAE THRETE
BDFEERREE LEVEWVTE LA

How much malaria can we detect?

RDT 100,000/mL

Microscopy 50,000/mL

PCR 20,000/mL
LAMP

1,000/mL

ZDF M E LT, KD LAMP ED, PCR Z% <
REZFHDOALE LTHREINBO TEVET, Zhik
Tml (Z 1000 D[RR, FHEbEFERMEKN 117
OYfzY 1ETY, 11 70%VIicds L& PRT
& 20 &, LD >TWLWBRDTETIED LERENEL
THEDLS 20B<S5WVWTY, Thbh o, BHMERLEKX
1470870 50BN RV EFRMBRDFITREGL
ERHNARZEHA. ROTIXESICECT, 11470
IT100 B 5WEWERBEICRERIAEEE A, BEHEER
DBENABWNMEETT L. TDBIEFEN Y THS
e DEHIHTEET,

T5VWADIFT. SOWHO &7 B—/\ILT7 72 FD
RZUT7HETIE. &ITH < ZErIEEMED RDT TY,
INSTEMLTHEEE R TERAERITEAEIRRL
DEEVIPUATY, FFRDEEBDELESEETAIC
BAaDFE. FRIERAT T ZIFENVESVETH
LAMP THEZAZY S &, EIRDE S ICEIFEBMED
BRHAHTELTT, 4. AfeBIEWHO T, TZDK57
KRATEITVT7REOENLIEEESIDTI D &
STVETY,

I [ Previous Research CONCLUSION |

* PURE-LAMP is sensitive on clinical dried blood spots
« Useful for diagnosis of imported malaria

* PURE-LAMP might be a valuable alternative to PCR on

the field for detection of submicroscopic infection

Vincent JP, Komaki-Yasuda K, Iwagami M, Kawai S, Kano S. Combination of PURE-
DNA extraction and LAMP-DNA amplification methods for accurate malaria diagnosis on
dried blood spots. Malar J. 2018 Oct 22;17(1):373.

fhizBldk. TD LAMPEDRVWMNIIRISGTHEZSEDT
HBHEWS feasibility study HiheE LTz, 1EaESTMET
Eld. NCGM THIHTH Y E£J . NCGM ITRBEBAT
SUTDEENTIATRITATDODAD6ANZHT 1
TDAD 53 AWT. RT-PCR TR B EESGE>feh &
X715 RT-PCR DFHEA BTN EWVWSERIAEZLIZDT
wmXIcLE LTz

T DX Tlk. PURE DNA extraction kit &L 5 &DH
HBDTTH. DNA extraction ZFICANTF 1 v —o>
ERBDEARA FDFTHS DNADKR IR MNEE T
WO REERBLE LI, 22572 LT TCHEAKTF
HELLBEVEY, COHEIE. ERICERET. AH#Mm
BEFEOTHERET, MAT T T7DEEDZRICIE
EBICRD 2REBWVET, ThH 5. PRICHKDS K
573D E LT, 71 —JU ET submicroscopic DG A
BHTBDICRWEA D EWDMNE TIES T EHHR
THBVET, T50WITEAEERTWVST. WHO ITERA
TWEET,

Field implementation of Malaria LAMP method
Luang Prabang province

/

Savannakhet province

CMPE & IPL
Champasak province *
Ty

S LAMP D> —2 & CDTZFARDYT T 45—k,
Fr >INty o Zh5 CMPE (Center of Malariology,
Parasitology and Entomology) & IPL (Institut Pasteur
dulaos) 2B, TNDOBILT7 VINN=2EIC 1 BE
WT. BfITODNEVBEFIROHSRTEY &9, 1
BRWINE, ZZICBWTEZASHESH. MDA
EICEZADHDEDID BUFITHHESHESH EXY
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FOFEWAHLERZHNESIHEWVND KSR TOER
HERTHEVET, SEHNSIEEICSBANT. EXN10
BZEALT. RFEITHIFTTT «—IU K applicability %
B L TWERWEEZTEBVET,

| omeerve 3 Field Evaluation of PURE-LAMP |
+ Study Area: Haiti

» Endemic (P. falciparum)
» Low transmission

» Elimination targeted (2020)

» Chloroquine (60 years)

+ Point-of-care diagnosis: RDT and microscopy

Vincent JP, Komaki-Yasuda K, Existe AV, Boncy J, Kano S. No Plasmodium falciparum chloroquine resistance
transporter and artemisinin resistance mutations, Haiti. Emerg Infect Dis. 2018 Nov; 24(11): 2124-2126.

ZLTEIIKIE N(FTT. BENAFLHDOHEFTL
FT L AMDETAITNAFADBZENNT, TDfTE
BENAFIFHOI>TWLWOTRYTEWEEScDTT, D
LABRDEBD OcDTIN. —RITITEE LT, N\F
I& 100% HAHEAT S U 7 TY . ZFRIEHFERUEN=
BE<T S U7 T HFEENMEVELEBRMERIBENTY
D BRI S U7 IFFERNMEC TEH. HRADIBE
BEFECADNETLEVNET, LHL/N\AFORITHY
DNEEHFVADNHEVDT, BEHAI T T7RERT
. BEREL Asymptomatic D/NTH A bF v 1) 7 —IC
BADTIEGEWHEEZF Lic, RBICRMICITO T
RRMEDZ U7 DRITHENT LIFHRELZDOTY
M RBICEDESICIET VY AZEE>TVH>TWVBD
EHELLET,

METHODOLOGY |

Study Sites |

BEORIV TSV ADREAEIC. OBHZEANE
Lfco 74—V FREMEIE. /\1 FORMRXDIEHD &
TATY, NIT—VPHEDHEEHLNVOEL. 1775
DFEWFAT LTz, AU 7BEITERTWS EIEBICHE
BETABDT, TABETAIIRZVTHHZDHE
BODTIH, RIGBEWDT VT UVRATLBDT

o ZOVOFITERBEICLAMP EEZEES>THE S EWLD
ZET 6DDETHZEYELIDT, RVl
FITLLODS

— T E——
FABRERAIHOBNZERTHEVE LTce NAFT
LHBAZERE L TCEBE/NSYA b - Fv U7 —Z&EH
TREEELTCEIET,

SAXYIADAT7FT)05 —
- IO AN -

WERBOMBATEE

= z- = Mon,
= R ymph
(A £ = Swialaria
#: 633nm G vwalara
AR —FERVE for Malaria detection

SAAYIRAENC

ZLTED 1 DKRELGA/RN—= 3k, 7O0—H1
AR —=ZISALIEY R A Y 7 AR TV /0O
J—TY, N ELOMBETIEsETHEEERZRK X
C. PMDA [CHREET AERICTY. HILLWERL—Y—%
BONET . INEFBNETEITUTREEDDHE A+ v
RIS LETREICRDITRTENTEEL T, BIC=H
ATV T7ERTEH, BLRGAT—IDERARF v v
2 S LDFTESITTRZZEVNSEHDTY,

77 COERKRMEMRD LN >TEFL LT, FEICHEE

FIRMERAD RCBMEREROANY Y Ml 2D
XN30 DFERHNEREMEE0.990 T2<FALTY, K4
DMNCGM DI BEZETP > TCHE<BALHFEERERLE
¥, TTITRT 121 DDORRHBERRMERT. ADE
F Y ORMERDBPICERN 1BEA>TWBYIVL—T £
DEE Y IEFRMERICERN 2BA>TWNB Y IL—TTY,
IRINER 10 FEICEED 23 ERELTNS I EWVS KD
IZ. ANVEEDIHETL BDIFTY, TOFERIF, FHL
DNEMBETHETS2DELFALER>TWVWEDTYT
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B FEBICEBS LVWTY, BICEEOEDHDICRIMEZHE T, EVWREZVZRVEWRT L fco2fc 1HTID
BFHNHTELT, TESTIMDAXT — (BEBEFELR) Z5|0VC X2/ —IVEDNFTEELTWSREIC. 3T
I XN30 TIRERDHTLEVWE T, E5ICIE. BEITCEALAREBDNHRET DT, REDRFZRE LG TR
BEBRWSERIIAREICERTHD L ENBFITRETELT,

TPP(Target Product Profile) £ Z DK DB TERA EHREINTWLWK TL L DD, LAMP EIFIERICHERET. <1
sy MUVERY 1B 78— A4 b XA—=2—F20E< 50, BERBIE 70— A bX—2—I& 1 9 THXEKT
LEWVWETH. LAMP (& 2 Bfil. EBD PCR (& 3 ~ 6 B <50 RDT 1 20 3 < 50N BBHERIE 1 BFRE58C 9,

Characteristics of the malaria diagnostic tests

Sensitivity

Time
required

Field
friendliness

R TOBEREZEZ S LT, BREZDUETEVAICIENS £ LAMP, PCR. 78— k. BEHEE. RDT DIE
IV EY, REGRERBZEZDEATA NORGIEEICE ST, bdRD@) 7a—4 1 b X FJ—=H 150 PCR
EERBICRWNINE 3ERENS 5 BECSVHDYEYT, ThHSIRDADMEZ 2D ESH (Field friendliness) &
WO RTIEFZRZGEDST7A—YA F XA M —(FRMICBEEDSVNTTRDT TCHNEEC TEHHETEHHRET, 71—
JVRICE D TIT BT ES WD RICEZ 5 VWD, ECTREAZHDENDI D, S EXTVWISLEVET,
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Characteristics of the malaria diagnostic tests

100,000

50,000 —__

20,000 — |

1,000

Sensitivity (Number of parasites/mL)

~15m  30min-1h 2h

Time required for the diagnosis

TREEDT 7 72— 3RTTEATHED EREEODTHDTID, HRENSE2EINHSEL (K)
EVWSDORRIRTY, BLEITGEDCEET KT EFFFHIICEDCEERVDTIN. TNENICRVWETHEE
WETBEHBHBDT. 5% XELTONMECTRGESHEVRHND LAY ET,

Public Private Partnership for developing innovative malaria diagnostic tools
FY18 FY19 FY20 FY21 FY22 FY23

Timeline O O O O O ©  Towards 2030
v PQ(Recommendation) 55 v PQ(Recommendation) g
STEP 1 STEP 2 ° STEP 3
E—lTl IEF>YZAES PQEVSIOtR ER-HEX
B-¥ [E|PREERIN S DIBERINE
* [EIRINE - TH7 =7 BRI LB HEIEPTOE RN
oeq>y * BEIOTARR{L oo 5 REOBERIRZ
E-¥ HEIT—X1 HFEIT—X2 MEIT—X3
YERVKE
“4FDA M
— LAMPEXN-30
— (NCGM, Mahidol) ABERADRIREE

LAMP / XN-30

o
THOFE
V4

| Pf/PvLAMPU)FieId'IiﬁE‘W;it%ﬁ

* BGHOWHO/PQEMSFAILT

SANBER
* TNSIEESDEERET0Y
BIN0IvE S

v

LAMPOSF izt 5a
(NCGM, Mahidol

EIPERAEENE
SAREIL
SARBERE LT L( NCGM EREEERFIZE 25— j

®
ESGRYTE
o ERIDIHES

- FINDBRE
) QRY-VEBRY NI -4 TATHEECHITS

ooyt ot
o IiTERER T ENRERREUS

-Global Fund

S& BLERNTEMZE > T.NCGM £ 24D MOU DT . ZNHETF AD T +—)U RTHRIAD LAMP, & X X
JREEPVET, KHEZATIYvFrE—E0S CRO E—HEIT. TOHEHED L SIMELPT LD, ADEED
TNBLEWVWDETADS—ERMERMDALEEZZEZTVET, WIFNTINESHD WHO ICFREEENT. ZLTY
O—/NIW7 7> RO avEY T ) A MMUEEHINSKSICTERY X,

R(EFLIZ Global Fund D ) 7HIMMBEZEZ P> TH W E T, RFZENET T, BOHFA T, BICHHAL
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T, WITREEEZVTEVWS 1BDOY A 2ILE, JIL
ZIW10 BECSWRTIVICEZS T E T, b7
S TY L. Global Fund D¥ikg - %% - SHIRBEDOEH
BRETHOTEELT. HTEEBHZRVEZISD
IFIZIEWLD G, ED > TRIZELEIC TGeneXpert #E
WEWTT ) ERBEEINTWED%ZE, [LAMP DAH &
WDTIE? ] EEEBZSDIFITE0ODEWVDTY, Bl
B, INSDEEDA /X— 3 AL R TEDN
BRI BICIE. BEICEN>TLBEICAED LEL
TlEiEY £8A. WHO OFERIEEE (PQ) ZERAEIFT
WA ATY, PQEERSIEZBIRMDAY M) —F— L,
WHO OBE. HEZEDORBEDNELGENTO—/NL
77V RICHET BRI, TIN5 PQRHEREZE > &
mEEBEAE)AMELT., FLEDFICH >TETLN
BEWE. ZOZMERICAIDMTIFSNGEVDTY, &IF
mEER > C. UAMCEHET, HROFEDOFTEREFK
FEERBWEEB->THYEY, UETT,



HRUCENTT 4 A1 a v

A& (BH) IFFLEE HIHESITETVE L, H#
RO ZV)T7HERET LA T RIV—IcE2 K D EHED
SETRTHRLEVD. FRICHRLEDHBHEFHET LT

¥E Z5TCdh. TLA7RIL—EVWS &Y, ¥—LA
FroIvy—TC9 1.

Fl& COMRICTER. IAY MBNELA LS
NN LETD,

BEE1 CER HUHNESTEVE LI, BERME
DI ZVTILDOVWTHREANLIEVLDTIH, 5%
TOERERET HEDBEDTLLOID, HED/NAF
DRERDE. RERHNERLTVWELSGHELCERITT
WBDTIH, BREHDHSAFEELGVEDEDH.
ThEbSE. BRITEZEDGHDGOH. BRI
EDEDH. EWDDEDHDEETHA W EiTn
REBUVET,

BE REPHSLHEVOTY, 7IY7HIBIEE=ZHAT
Z )7 OMEHEIFEND T, EBHRWC EREEINT
WTHEDARIZKLRT, §2&HMEL LTV TR
EED LD GRBRFNTIRAMEND T LiEFHnH > TWL
¥9, 77VHDOREBERIZ T RIFTDITIV—TTEZ
SWHZELBIET, 77UHTESBABDFES
ENMERDTZ ) FHREED 60% < 5WVEEDHETH.
EFITBREBEEINGEDL S, KAIKGDETICIZ Y7 ICH
DNUEBET 5. BRI HAHINEAET S, &0
STEEBZYRL. AEELHH > TVWBAICEREIND
WTW2 T, BRESCSWCGE2TLBENTYAH—LT
BATERLKEVWSRELCICEYET, BRI
TER. ZOVSEHBEIORREET S EANCREIND
LTEDRDHDTWVWBDTITH. TREZIWVS—ED/N
TV ADH R, HEAIEE ST 5ZF DAEDED
FORERRIEESTZDEADIHEVND. TNHSDEE)
DRHSENDTY, WA 7ICEALTIE. Z259
FHNMEZ TETC. PHATUERZEET L5ICEBHDTIE
HBOHERSTVWET, BEIHT 7 UATDOVEAS.
AFYR2FBFELTUR>TLBE, T UTIC
BANZEVSIKSBTELBHYET, BEHNEVLRRIC
BHhNBE. REIDNTH>T. PHTERIPHTLS
DTIEFEWHDERL>TWET, e, YARELTRE

. BENGAVINT b REOEFANEFHE S5 D
BEWS ETAEEREDHSBEWNTT, Th, DI
D7 RERDEEEIE TRLTAE (testand treat) ] T.
INZHAMFr U7 —EREDBVEMAETELT.
EENFHTART | EVWOAETY., 875K, &&S
HIZ/NZ Y RIS TR TWADTId R HBiEH
ITZS5VSANEDI TV T7EHELTO EVWSHEITE
BDTEFEOHER>TVET,

BRE2 1V FRVYTTIZVTDT 7 FRAFICHE
DOTWBDTIH., NI FICELBERTHRIMEED X &
TAIC3ABT2TWVWT., ¥BICENLLBVE LT
ERITEIFA YRRV T TEBILTVWADTIH. €2
H < BLY LAMP 7ED WHO DERA] Z BY - e R I SRIHME
DNRMTERDRECEREVEWVWSEEL,D Y F L .
B OMY EVDIRMDERRIC TB-LAMP ZE > T, IR
HWICH>TITEE LS. ThIFIEEICRLWEShNE
Lfzo FBEEDISVTEHEZSTIH. AT DITHE
LNIVTHE>TOKDIZFBLDTI A, EEICFENTZD
EEDONIERICRFDOR Y I hH ). ZNHERLEWL
EBRDBEHRMTHEZIGVEWVWSITRIRAH 2D T H\
ZORICDODWTIEESTL & DD,

HE &&ICBLTIEHEREZE ST, Point of care test
ELTHESEVWSHETHRIELTVWRBDTIH. 22U
EVELLBZONBADRBICVWETDT, B&o
ERDUET,

RHMEE CRBVWEEEELDOT, BBAHRLLEFS
T, AVFRIYTICODELLTCUR. FFEHLLTHR
WETETRE LEITNEGE S EVWERDENIEEICS
WEWSZTERBHYE LT, WHO DHERZR > fceT
DEEED FF 1 A2 b ZERME(CL THLE LT, &
DREBENDEVSBREVICGEY K LIcfcdlc, BEX
TRENGHRE. SR TUAEVEVWSIRRRICE TS
NET. RENRETHLRGLDTITH, PiE IR
DERBEICEDE7OLAZREEWNI LITE 2
B (Hes) ELTOEBHTILEVEWSHELDS
T ELETEBONRIThEEBVET,

TH. BE HE2~3BAFURICIIERLSDRE
BHICH L TOL2TORBENMHINVETDT, TORRT
ERHAICDLENIETT TEBDEEZATHY ET, #H.
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T LELIOSTEREIETWIILELT,

BRE2 HUDESTEVET, 2HCHVETICTARE
[EEEELE2DTIN ThEYLEDARDE
Do EbDTTHE. TORRICERVELTEREY
TWeleE&E Ll HYDNESTETVE LT

FH RMEFOLAMP &, 241 TOMREHE TR Tz
BEITADARME, BERICE S TR TRTERLDH
ERETHREZITNE. BADPMDALERELTAHY Y
LTNBEWVWSTETT, 4. ZDORVAT. 24T
BEITADOMBRER>T. Y 7IbE MTA ZiEA TH
B> CETHVET,

Bl& MOAIEOHHTL & SH,

BHE3 oHIUPTVTEREHUHNESTTVEL
feo BERME<Z)T7EWVWDSTET. BLAEDFAZED
HTERTEIEILS DD 2TcDTTH. RDT TH &I
BREDEDHAHTETCWAEMAVWTEYET, 10EH
520NN —RA70EVNSTEREBOETH,
RDT & LAMP ED LS IC 1 A RHETES LS GEBER
EDHDlE. REDT7 14—V R TEDK S GTEHFEDLE
TEEICEML TWIFSDTL & 5H RDT A 10 EH
5 20{E&EWND T ETLAMP &Y IEHE Y ENDTY H.
TNTESDRIT KUEHERWVWEWDS T ET. EAGHEH
BOEICLTT = IV FTHEOLN TN L DHICDWNTHE
SOCEREZBEELIEVWERVET,

HWEH Z>5CIh. TIDELEIADREETT, 21D
TA4—IVRTERMER Y F U EL—DHELEILT EE
ICIRIS CIlRMERGEZ LTS ETAICLAMPZEWLN T,
ZITCEABDLERGTELTEWNTEEA, BUVRIEY
RAVDHBETATHEZZDH. &P LRELR
HGHOEZZDOHDEE. RBRICBEVWTHRELZRTWE
¥, Fle. BROLDEDOELRLBEODTIN Z
292LB5&02ETLY R -BRRALCTY, TN THLY
e G3EDIH2flnE. RV LAHEVDT,
HEOIDIAHZEFURADRVDTIEGLHLLGE, FL
BFZRI2LELHIET, ToI ZIITBEETAD
BHEHNENCSVEEMFSSVOREDPADTLS
M TNUTE 2 TEDSBEVDAZEZ ZITDFeB LW
HDERFLET. TLT Fv FEBERSVLTY, £L
e 1Fy 1,000 S5 WEDDET, TAGBDHDIF
FEELETREAZDIIDH Y T, c<ETATN

NEELBYVETH. 770 2—HBLHVTET. B
BIEEADSIEEVDTT, SAREINHHS 10E6E
BEET, SARDBZEIEF. 21K VEBICT 7
TA—DRBEHE>TVWEWE T ATERERICEZZHNE
DHZETCVWET, RHICHEA T, ARERZIBETAE
LAMP OF v b THRE LT, BEFERODAENRETE
BZOTHNE. ZTOEREES>TTAABATE. #HFgD
WHO DA 7 4 —ICEWVWE T, EEICEHITIHIR T+ —
IV EDOBERAMEPLFEVCEFECNALSRTVWCSEEST
WEYT, IBRELRDTI ICEDICIEES LESERLD
& 5. CTEREDBEY EDTIH EXROMELH Y ET,
YV —Z— I\ EFES> TONIRFICERIRTLEUL
THARLKIEED., BLHBET LA CRO ERMERALD
ZEATWET, TNThOREICEITEY VXX b—
J—%FE>T<NE. ARTALSEEDONE LIz
WHO D5 EZ5EDbNTVWET, 505 E£A55%
POTWVERVWERS>TVET,

BRE3 HEL O BIREELSHE ST ETI,

BE IV T2RVET,

=L

BIR TNTIE. BRISBEZRTLET, HUHEST
TWE LT
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N7 Z—ar ba—)VBO WHO HESED S diiaRak & FEFEEEM & il $ii#1T & NPO ik AN DfeHl

2 o TEKIE#DIFVT, NI Z—aY bua—)ILEHO
WHO HESED 5 Jriifagab &
Il F SR & O FifilfnsT & NPO {E AN OB

PE NPOTEATZ U T

e SIS AN

xR K ER

[ERABFDTS YT, RyvX—a> bOo—LE8G
DWHOHEREH S EFIFREE]
&

= BRAEEE & IS EHIB AN
ENPOTEA DIKRE]

2019%42A13H
RENPOIEA RFVT/—ET T vV
FHEEREHRR KHES

KE HMREREISV7-/—F7
NPOEATCEHEEZL CHEVET. KFLBLET,
SHIE. BEFEEDSWILEL LILERREENDE
TR ) 7B DRI OV TDELE T %
NCWKHT, BEBGRZTHBALTEEX LD, #hb5
BANTE2—37 bA—ILOMARTELGEREEZ LTETW
BTEEHFELLET, BOOFHLVAZE - RERREDE
PEHYETDT, S TBICHEBER > TIT<HIC
EDLSICEBFHEEEEHRZTR > TWTERWLWHIEESH
CTHAETRTCWEEE Y, HAD. F& NPOEAD
EDLSBREZRLL TV OB RUVDN FADRELS &
IALBHOTHEFEETETWITNEEB>TEYET,

TN EWVND

Contents of Presentation

1. WHOPES(WHO Pesticide Evaluation Scheme)
with Sumitomo Chemical Experience
2. PQ& New technology (New pass way in PQ.
system) for Vector Control
3. Trends of Malaria Issues and New movements of
Vector Control Tools in both Africa and Asia
4. Our Challenges and activities/roles as NPO/NGO
in Japan as Malaria focused

254 FIZHEEBEBCTHEIETCWLEEE LA, &H
DARBIFADDEBICHITTHELEE TV RREET,
N7 %2—2> bO— VOB TlE. WHO DA WHOPES

(WHO Pesticide Evaluation Scheme) &WL\5. EBRIEREEY
AT LI DB Y AT LDBRCTEWVE Le, LB F
RICZICELDTEEE L T etEIE. WHOPES & W5 7 = —
ZITR>T WHO h SH#RARF T, ZOHEICEDWTE
EOMERE®., 70—/ U7 7> R A2t 7EDOEEFEES
DEFET R EICH>THYE LT, ZOHBRFELENT,
EDKSICEFRREIDNE D> fcDh EWVWS RITH Ligh
THEWERBSTEVEY, £L T BREEDSDTE
MlicEHofe kDT, BRERINEEHFDE D>z &I
KOTEDLSEETADEDLODH Efee FAEHIE
SMIAR LAY 2—O2 bO—) VAR TIE. FRIEREHCH
WC ATV EEVWEITHNEZAICEEVDHSERES
THYVETDT, ZOTYVEDLANTHEWERSTH
WEYT, SHOFEICWHO DT Z2—T7 h—LDAH
BABDT. BEFEeEDF LW &EFZ I TTHBEWER
CELT. RRICEAEE NPOEADLF YL VILTWNS
Z& NPODEDLSGEEZ LTVBHDMIDNTEH
THNEBTVEREERVWERVET,

WHOPES as a case of ITN/LLIN (Sumitomo Experlence}

«Phase |

1. Basic efficacy test
(GLP Labo in France WHO suggested. Closed )

2. Risk(Safety and Quality) Assessment
*Phase Il
1. Experimental hut Studies

=> Interim
recommendation

in both Asian and African region Almost 2 Years.

2. After 20 washes, volunteer sleeping under

the bed net. => efficacy trial B

+ Phase lll =Full

1. After 3 years has passed since its commercialization. {— recommendation

Collecting the remaining nets from the field, and then wash At least 4 Years.

and test for efficacy and chemical analysis contained. Or More

s STmg N NS S

EIIFHEWVETI O 2007 FH5 2012 FE TELRIL

BTN Z—02bO—)VEEEPLO>THEY ELIEKIC
l&. WHOPES EWSHIEDOHTT T —X1H571—X3
FCHEAREL>TEVE LI, TEMOAHZNER
WEITH, ITUTDBEREDIHIDTORY F2ATH
HVET, REMEH EHSTcHEE LT WIRHAKEL
ERLfcCE & ROT DERDEATEZ EDNT T T DK

FEIREEE R ER Y 2 — 2019 4E 2 H
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ZETRFTCWADTIN, XoZ—2> +O—ILTE. 2D
IIRASMTE S 1 D0 IRS &V D BARTREEFRRFEZ &L
SEAMIHB Y. D2 DOHERT BT LK >TRICHIE
NBANDEHDKRECHSTETENR ST T DRDITED >
TWEY, TD2DDHFEICDVWTTHALIEVLWERW
ESE

FTT71—X1E R—=2 v I BRBRRNBROAERE L
T NRITEAA Y b 2T HENDEDT. TNIEEH]
SREECODRTY TTICADTVWET, REITTIT7PT
71 ATRE/NE (Experimental hut) %1fF> CTalER% L
F Ll WIRDBZEIK. KT VR —DHICEERICHIE
DARICADTETWERZWT, #EDOBUCRIENSHDEWN
SHEErA LA S5 lE LE Lice ThITIEE 2 EHhD
WE L, ZLT. 20 REDHECHEZL. HE
DZDHRERBMRLDHAHHE DD RBBIKDHFE >
TWBDLEIHLEVSFERDHZITVE Lc, BEH
$Z (Interim recommendations) & W3 X TFLDHY F
LIcDT. TORERZTIC. EBRICTERICHEETHDT
I$7 <. MEENEERICED > DEDT. FHEICE
LET K] LE—BETREINE T, TDE. ERIC
MBI T3 ENMR O OMIBICHIBIREEDHTET
FMEELET, REMRLHET L& TDOHRICKERE
HE D THHIEIEDDIE>TVWT. SEEMRLEBF
TEBTEDFHRENTERIET. Y1 TREETHE (Full
recommendation) AE5Z5EWVWD VAT ALIKIES>TH
WE L, chucliE W el 4 EBDDWE T, /o Tl
REGHRZNAETITEDET6ELSLHH B EWL
SOH BIRICEIT B5HEm AT LTLT

WHOPES as a case of IRS_(Sumitomo Experience)

+Phase |

1. Basic Labo Efficacy Studies on several conditions at surface of wall
(GLP Labo in France WHO suggested, Closed )

2. Longevity at least 3 months, results by the conditions, etc.

3. Resistance to the current IRS products such as Pyrethroid

4. Risk(Safety and Quality) Assessment Recommendation

“phase I .

1. Experimental hut Studies in both Asian and African region in at least 3 years
field conditions  => Rate and Longevity is determined

within 6 months

2. Atleast 3 months, but, most cases

Monitoring by
WHO

2. Field evaluation within 6 months : Efficacy and Customer acceptance

BLC&L S, IRS (Indoor residual sprays) &MERERTE
BEBEVOIEMDHZDTTH. TIUICDWNTILEERH
ICD LR TERE LTc, RBRICT R, RtEER
DBEURITEAAY P EEGHTIELLVTRDYEL
feo ZTNEN1 DT DDT—ADHEEN3I~6 BT
BHZH05TYT, 7x—X 1Tl TRABRTHREIIE
&, 7T—X2 Tk, BHIODT «—)VFEBETEDI SN

DEEDBREFE PSRV EDLBSVRIICHZ,
SEFORMEER T EW W6 HBEREITSDTELT
TBHEWSTETY, 7I—RA3TIEFESICZDEDHSN
EREBTESICLIRMERZ R, T DRRTHED
BN TIRFDFIBEICGE D EWVDI VAT LD EiH T
WHO OFHBED AF—LT LT,

Conversion Package... within Syears since 2017
(Total 71 products have already transferred into PQ system)

« Withdrawing/Update the products in the transferring
As an Example of Sumitomo Chemical

Olyset

Sumithion

Olyset Olyset Plus
Olyset Plus VectoBac G
VectoBac G VectoBac WG

VectoBac WP VectoBac FG

PNONRWNE

»

LRNOUTA W

Smilarv G
\S/;ﬁi(;?\?CGFG SmiLav MR
Smilav MR Gokilaht 5EC
Gokilaht SEC +
9.  SumiShield WG

FRACRGS AZF A ZBDHELTAH Y by (IR
1R GEZDEEHHIELTe, VY N TTREVNDD
& ALY bRy MFHLOEAZEIAHDO T ELXO
A FIERMEOIICEIM<IMET T, ZNH'5 4 DDEGRIL.
Larvicides &N, RO T SZBRT R HFITT, Thid
AT, AN—=RRATL—EWSZERICETR T 23R HREINGD .
SETCIODEGBIELfc, AR—ATTL—IERZUT &
WKWK, TUIBDPIARGE. BHRICRIERARY
BIcDDET T, TSk WHOPES DERRE ClEERalcix>
TW bl TIH, 2017 FEIC WHOPES EWNS YV R TFLDS
FEAIESE (PQ) DY AT LICHBE T BT EOREY. OV \—
VavEWINY =TI BAEYIREL ] & WHO H' 588N
REINE LI TZhZThORttE 2022 £ TO5EM
T §F T WHOPES [CE > TWeRREF LWAA RS A
TR T — 27 RAZEWL EWSFLLIL—IVHH
RIEDIFTY, FAH 1 BICEGHREILTEERC. FRIEREEDHIC
N7 %= bA— )V EF T B WHOPES TERRIENT
WeEDHE DL SWERIEEEY AT AICBE TN fcDh %

saLE iz, 2017 &% WHOPES TOR A ERissE> A
T T TED. BRRELF — LADRADEEZ>fz& W
STETLRDT, TEDLBWBYELIED EEEXLE
5. 71 BEHLBHCERERRIDAICE > TWE LTs, 5SS
FREY AT LATETHFHES N TWAEWNSTETLT . F
RILER T EFICRL EFBE. REFAVEWVWSRGIEH
<HOSFBEONTWASERVROMSD T TOWEE, (RS) T
FFFEDONTWVEVRDGEDTRIE L THREMDRRE
D4, FFEREINDBEDOERIHRLTWET, Fflc
AZV—=)VREVSHFH LWL TOBIM S & AN aa
EAERALICRREE L. RICRRAIE RV REHBIF T,
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Current Intervention Type in PQ/Vector Control Products

Let's end Malaria in our ifetime.

8 Product Classes/Types

ITN/LLIN ML PP
(Insectici
de-

5 (Mosquit ss AS
osqui
il o (Personal (Space ( Aircraft Molluscicides Rodenticide

e :
treated jesidual Larvicide Protectio Spray) Disinsection)

net) Spray) s n)

5. BV AT LICIE. 8 DD 7OLY FDYZAHHYET, Insecticide-treated net lE, WP ZRREIES
ATERIRE TS, Indoor residual Spray (&EAFXEEFR. Mosquito Larvicides i ML EMATEVE T, ZhhH 5. Space
Spray B Y £9, ZNLUC, Personal Protection EWSZET, 74— Ma& REBIEANICRIENEDEE S
SO EWSATIAUDBYET, Efe. Aircraft Disinsection &, §% FO—2 & FofcBifmixEHHETLBhE LN
FHAD., ZEDLEVEICEETHEDTY, TN, R XIDREED. G C. FIRREEICHIST HEHD
EEHT. NJZ—02 bO—)UVELEBT 8 DOEFIFINDAHT I —hNERTNTWVWET,

Within WHO,VCAG accesses PH value of new product classes

Let’s end Malaria in our lifetime.
PH value
. confirmed
Product class with ~_

WHO policy Assess product safety, quality and efficacy

Safety, quality and
efficacy confirmed

recommendation

Inspect manufacturing facilities to ensure quality

Submit
product
dossier or

Pre-

submission PH value WHO polic
proof of - ) Pre-
" Coordination confirmed recommendation lif
concep Committee quafity
data Assess public Develop policy Product

health value recommendation

Product class
ithout WHO policy
recommendation

Inspect manufacturing facilities to ensur
E:j Outcome

I Academia, developer, manufactures

B v [ | rq I GMPandNTD with

support of MPAC/STAG

Assess product safety, quality and efficacy

lity

Safety, quality and
efficacy confirmed

FEEER R 2 — 2019 4F 2 H 15
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Summary of the pathway for New
Vector Control Products submitted to WHO

Let’s end Malaria in our lifetime.

Entry Portal
Pre-submission coordination committee
GMP/NTD/PQ

New Product
claim inan
existing product class
that have no policy
recommendation

New product class
with no policy
recommendation

VCAG assess the data provides guidance.
Makes recommendations on efficacy & public
health application

STEP 1 : Proof of concept
STEP 2 : Entomological efficacy
STEP 3 : Epidemiological efficacy

WHO, advised by MPAC/STAG, sets policy on
public health application & develops
operational guidance on development

WHO policy recommendation is based

on evidence of epidemiological efficacy

that substantiates public health value (proven
reduction in human infection &/or disease)

* After policy recommendation further
assessment within that class or claim will be
done by WHO'’s Prequalification program

Vector Control Advisory Group

MPAC/STAG for policy recommendation

Tl EFEMICEDL SR TERRGRINED SN T DO EWS TOLRE, 2MOF+— b EE>TTHEAL
FEWEBWET, RiE. SHOFEDSOERICD LEITBETENIEA—DEDOHH Y £TDT. T TEBEICTO
CTADLBMREER T ETHALTVELVWERVET,

A=H— TAHTI7. 7ROY/N— EOLSIGHRBTLREEEDOTIH. T DEBDEA - BRITBIT S proof
of concept DT —2ZEHLET, YT UT7DIFAIFITO—/N\IL-ZUT - TOT S L, H2BLIENTD DIFETHNIE.
Neglected Tropical Diseases DY JV—TF& BHIERGEF —LDEE ST A~ T4 Xx—2avAIvTAIIBVT. 5%
TOWHO RUY—ICEENTWAERAT IV —ELTRAELTRLVOL. HHWVEFHLWLWATIV—ELTREE
EFNEWFEVDH EWND 2 DDBICHDNE T, BHT WHO DR — #RITEZE>TWBEWDS T ETHNUL
RRFETOMEL T TFHAETNTNDEWDSTETITDT, BRIFREEF — LD RSN, BB, RRMRICOVLTEHE
ZLET, TNHOSRBICTHARRLUTCTHEE T 5T &ITK > T RAEMICEREED BN T FZE!) X FOHICEY £,

—AT. WHO DR ¥—, HRITHEWEEIE. SRORRTADTHBICES YT LN <ZU7Eo7a—/\b -
U7 - 7a9Z L (GMP) M%)b—7H MPAC (Malaria Policy Advisory Committee) &3IT<S 1) 7 DR > —1E
WHDAEITEY F 9, MPAC DX >//\—%, STAG (Strategy and technology advisory group) ZEDHR— %S B
FNGR) Y —HHDETOED T Ot R % 2 DBEFITNUEGEY T A, 1 Dld. RREEL LTOMELARHICH
BOESIHTIRIETCIN—BRELFFEICEVET, ZOBRICE DL T WHO & L TOEFGENICAREE _EDOMIE
HEERDIH M - BRI ITHERE (Policy Recommendation) T EWS T EICAYEYT, ZL T £5—o0 70O
TR F BEORBOREM. REOFHEIC. MEHBOEREZ TEREE. List ICHBADEAST LITHEVES, TniE
ERIREEF —LAEYELET, o T TD2DD/V— b EMA - LT, M THLUES - BRIEERIEnEd, <h
BT 2= bA—ILOEREREDF LLIL—ILTT,

TlE. EAFMICEDKSGT L& LRITNEGSHTEWLDTIH. FHTLLEA - RO EBRFEINS ERD L3I, Entry
Portal D& T ATFHBE SN, ESIT3DDRT Y TZRBUEHHVET,
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FOEMT—2ERA T TOVOEI - BRE LTFEZZDOTIHGWLHEWVSHAZESH. 1~ 2 RX—JDEBRFES
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TOHBDTL—LIEFTEDLEZALDTED, DFY
SETOEREBCARETNEERINSW (R) ©
BEAZED e, HWE BINETN Bk BEEILK
EWSEDEITHT. FNFND)L— FTEHEAES SN
£9, ZFITEINZZ—O2rO—)LOT7 KNAH1)—
JIV—THFHEL. ZDHE. MPACDRY Y —AALF2 Y
DAT—IV%ZRRET . TOFI - MMl =ERNICEH]
FRAEDERPEICAY . MmEPVR I T AA Y b, BIEZD
EREFEDFMECANET, cNSH. PQYRTLDE
EIRITZD T,
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&7 7 ) AT 2 g S0 TYT T I HEC S0
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1) 7 TES. Step 3ICHEGTENTEE T, 2L,
—BRERFEIL. D Step 3TY, RRMEITFHEL.
BN T HEREDRD FIRMOEADEDRREE LD
fifE) ZFEBRAT 27 —2ZRBICEMLEITNIETYF
Yho ETHLEHELZETATRENGHEE LITN
EE5EGVET, DEY CNTEIEEICTR MHAHD
WEY, FRIEFEDIHFE. WHOPES D 7Ot X DIRERTE
& MEnE. BRI 2FR5EERBSTCLI., BERZS
B8 WHO (B LT, WHO H\&Hilix L T < 555, >
RCRERFALTRMELE Lic, WIRDFERTIE, RE
ICHERFNR Do eI, ETTENKHLVDEREFRE
fEoeOh DEREHEL L. ZOHMIFTOY > T > T
ZIFCHETHLTDFERE FHMEE WHO DIsE L1 i%ES
MTIWE LTz, ZOEREETA—H—RAINEERLEHS
T50T. BRI DBEZBELE LT, 7HTITP
INEBRESUDNTDTEEPS S ERS EAZELGEIIC
BYEY, LHL. SEIOEFESEEY AT AIKG2THS
IEDUEPNCESTEVE T, KUEZOEBHRENT
NS DOBRFHGI/MEAROEEOERZEIEBT HFH L L
AF—LHOEFNICER. FWIERENMEFTEINTNE
¥, INH AR TOEFERGE FHlcy 42— bO—
IWZDWTDEFIFRGEY AT LEEBEL TWEITN
XEBWET,

WHO Summary of Global Malaria Report in Last 3 year

Number of Malaria Case :

© 2017
* 2016 :
* 2015 °

219, 000,000
216, 000,000
215, 000,000

Number of Malaria Death :
* 2017 © 439,000

* 2016 : 445,000
* 2015 © 446,000

CTTREM>THBVWTWEEERLEWERS DK 7
FRELTHAINE LD, TT3FELSVOR-, 7
D7D BADEETLEBEADHEIEBICRELTL
FOoTWBEWDTETY,

Trends in Malaria Control in last 15 years

Malari; ith

Unit: Million Unit: 1.000

-)

Total Fund for Malaria Control

FEHT T 7 DFRBEICAEIGHITE Y #1886 Fo AL
2000 FEiCiE. 3 EBADTZUZITHHY. #9100 A A
ALK EBEEOLNTVWE LTz, ZOEEDL. 2017 FD
WHO DT 212 2000 FADREY. 435 5FAHT
IEBETILHEO>TVEY, fefel. TT3IFELBWER
W (FIFIEEY) LDTY,

CZETHFNTOoLEBARIE, LRERL EFIUR
P ROT ERDIEFDL R IV T =0V ER—
Yav. MIXRSUT7ED3I Rty b DEY. FBHLTE
ML TRET L0 D 3 mtzy bAN HVx W RUMEAE T
ENMEGTEICK>TECERLIETETY, £,
JO—/N\IVT7 7> R&ERe, USAD DT LI T vl -
RIVT ~AZITFTELEDH T BEHEAEAMR
ThTWEEEHLNHYE L, LHLSTTICETREET
WBDIE. ZOERDLELEN (BEITL) IKE>TETWS
TETY,
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R Mapper : Resistance in Anopheles spp.

2017

BRI 22— bA—)LOFRTHEAMMICREICE > T
WADIE. ELAOA FEVWSERINZLDETATHED
NTWBZETY, WRTEHS WHO DFEFIFREE X M
HoTWBRIMEWVWSDIE, 28T 17 BEHZDTIH\
LER—RITE>TWVWBDIEELROA FEWD 1 1E88D
BREITY, ®>T. ThICHT BEREDREEN S Y
£9., . BREZEEGICOVWTHEONEENH S
DTIH. ZLDEDHRELRAOA FEFALEDTY,
DFEY 1 DOFEFTH L TIANEREERBHRO TS
EVWDSKELGBELDYET, L7 7 HTREICH
BICIEO>TWBETATY, 7IV7 THREREICE YIRS T
WET,

Challenges for Zero Malaria 2030/2040

1. Shortage for Malaria Funds : $6.5 Billion needed

45% (3Billion Dollars) of Needs and stable

1) For Insecticide Resistant Management in both Africa & Asia
* Integrated Vector Management (Rotational use for IRS,
New Nets Introduction such as combination product)
* New Active ingredient => Increased R&D investment
2) Innovation, New Tools are required for Asia
=> New platform, VCAP ( Vector Control for Asia Pacific )

WOT. AN 2030 FICTITHBITV T =ESZ
SEDN 2040 FXTICHANICIZUT7HELZSEWVD
FTIE BEL2D2HVET, 1DlE Ee., ¥TUTIE
PR S B1ICER WS ERIVOBRNRETHS &
WO KRELGBEIZRFENH ST FEELTIC 1 FRTED
SNEERIEHNI0ERILT LI, #2950 LHIRER
PEDNEF>TVETA, ITUTICEINETRE, i
RICTIETNRIFRE, HV ITiETNRETRELE, SRILOXT
REBICHEESHIUELGDT. 2COLDEHEESEONG
WHITTIH. BADRDTWB LS ERBICITIBHENE
BOESLHEEF>TVWETA. BHEINFLIESHE
FBABEUDEHHETOENEVNSDHERIRTT,

£S5 12k 77/0V—DBETY, FRBEFITHT

BI|IMEDT VT THERETCVWSB L. 77UATEHRET
WEY, TTTEDHESNTWVWBDIE. HEHERRE D
RAXTIAYVITY, TBICIURTZN THRT 25D Tl
<. BREBEAIT THRT 55D THEL REMIC
MABHEEESTHRLELL S, EHFEO—FT— 3
VLTHEWELELES] EVWSTENESHSNTVET, [
Fic, ELXOA FEVWSERNZfEDONTVEER
BT FLAMEREEF T DZEBRRE LEITNIEGESE
WEWSFLLBRENETUVE T, ThEEstt. Al
I& BASF, N1 I, NI VI T 2ERIEER
E. ZLDEEREDF LOER S DR ZESH T L
BZDOTIH. FELAZTDRAFEICHHBZIAR A LELAD>TL
£9, HLDBERTHNIE. 30 EHS 50 BHT LA,
S1E 100 EAZBA 5B EIENE 1 DOERH G
REINGFEWEWVWDIIRRITHE>TETWSDT. ZZlcHl
L R&D JR DI EBICZ SOOI ET,

. SETOWIR. HDWIEERTZEEAIE. BT
BATI U7 ZBNT BWERRT 5 WD FERD
TeDTYI DO TREFEFLEED S AN H Y T LK DI,
WOTEHNEDL>TETCVELT. BATICRITNS
EWSTENRETETCBYET, Ko ZOVDST
HFEA DL OEHF LA - REZERELGITNEEYE
Bho FILWY—IUDRAEICHE D TETWVWB EWVSBEED
HY. TNEESPO>THELTWKOODAREEREIC
O TWVWEY,

New Movements in Vector Control tools for Malaria

1. Co-Payment Program for IRS by “Unitiad”
and “IVCC” from 2016, collaboration with PMI
(Presidential Malaria Initiative/USAID).

2. New Net Program for LLIN by “Unitaid”,
“IVCC” and “Gates Foundation”.

3. New platform for Asia region for Vector
Control by “Unitaid” and “APLMA”. (VCAP)

Working with International Organizations as an Example

ZTDXSGRRMITREZRY B4lc. WHO 213 T
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. AT A FIZZF Tz UNITAID, APLMA ¥ IVCC I3 EH
EBILTWEY, UNITAID I&Y 22— T ICH AR T. FF
ICWHO 7 B—/\ILT 7> R EBVBMRERBGH 5.
FHEBZEATAGZRICEDIMRNICT 7 ERTEHHE
WOREICHRYEATOE T, JBRICK TR IhEK
PETHNIFTEARROREZ—HEICPYEHE, X2—

R77y TRRT—IVT7 v TLTWK ETAEEZ R ZHEIBIC
ToTHYETI ., APLMA 1L, Asia pacific leaders malaria
alliance T. 7V 7ICFHEL TR Z U7 ZES PO THES
LTWKHDEVWSREICERYEATOET, YV HR—IV
[CAEREFEF>TULT. UNITAID SHBATHLW O S A
ZERBIARLTWE T, IVCCIEAF 1) RIcH B, Innovative
Vector Control Consortium &WS T, NU2—3
Y hO—IUIZEHEL T LW RREORRE PR IR
REIIBICT 72 AT B AWV ERA SR HEE -
HEBLTCZEDNTERDE>TVET, TOTEDLTHE
NLTHEERVWERVET,

Co-Payment Program for IRS EW\SDHB W ETH. T
NIXERFZRB BRI LT UNITAID & IVCC A 2016 £EIC
B LETOTSLTY., XS54 FiE ZDED WEB
YA MTHEERETY, IVCC & UNITAID A —#&lcim > T
FLCHTLKBR I T7HOERZD LR RELET &
EONNTVET, Thid. RBETSHEVSTETIEG

« SETRLEVERFHRERAAICH LA ML
T HLOERDETLKBELES LTEOAR MELES
DT, ZTOEE—FNIHET AT LICE>THERZE K
DEOPT L, WMOBMEICHT 28REHHL D EWN
SENTIT>TWA 7O S LTY, ADGEEE. KiET
BALELREAZY—ILREVWSERILZDEGD. H—
FTCHEMMEICH T ZEFNETOI S L 2RELELR
EVWSEDTYT, Z2WVWDTEN HBEHKRA—H—D
WRSREDOA VT4 TEBHDTY., ZThhodb
2120 EREADLSDFHBICEH Y T LIzH . New Net
Program WD DORSENSHFH L HTWET, BE—0D
ELZAOA RIEFZEEATWIIRICTZALT., ESF
D EANTEDHNHTWET, —flid. BASF HBEIF
LTW3EDTIE. Interceptor G2 (generation2) TY,
ICEHEBRZIERTRITTHL. TOEFHEICEWL
THEZI> FO—-ILT2EFZANT, ELROARE
BELELOEFESHALEHTETCVWET, TNoHLLE
Bl & ANTIREDFHREA DT R— b %& UNITAID & IVCC
IO TVET,

FZEE1BICY 2% =TT 2B LVERE

BLTEZF L 7Y B EHD Minimum Volume
guarantee program EWDDEFEFEL T, A—A—IlTxL

THBHEDWIREVED T NBDTHNE AT SEIFEH.
—EDR) 1—LBAZ—EDME TEDBZRAELE
FTEWDIEKDEZE%E, IVCC & UNITAID &7 4 VEIFT
X E LGOI SEDHTWEEWNDTETLIL, ThEBE
BT BT TIBEYEY, SEOTOT
SLDOHETERT —2ZTITREBENRPLREE LD
Impact [CDWTERZFHNGEHRRZFHRT 52D TIH. TD
ST 1< (& IVCC %> London school of hygiene and tropical
medicine AW, @HRNGRY T2 70OV 1S
FOXSGRTROTVET,

THIEEREL EFEPQ Y RT LDRT Y T 3 DRER
BEICHITBMELBPRBICLELLDEVWDTETT, T
DK D ITHEBOEFHEEO BB H L UL D - B -
FEPR 22—~ 7 v TICESNGIEREE T R @EEE D
TEDDHYEITDT
FLORSZEHOPITH L TOS T EDAREICESTET
WET, FhED. SBRZOVITEABELTVERLE
BoTHVET,

ES 1D T7I7IEE<{HFHLLVVCAP L WS Za—TF Ty
b7 A —LHHEE LTz, Thik APLMA & UNITAID A —
IO TEOTWABEDTY, 7V 7RBEDNYZ2—1
Y hE—ILOBEEESBRL TV DO EHICER. R
BLEO2LEWSBDTY., SFED4H23~25HICRTY
TIOA—IBTIT THHNBDTIH. T THAEL
HREINET., HLLERINTHETELEDEVHICE
CHBTRHERAATHOL D, ZhITH L CEBEENE S
PR—FLTWLKDEWDS T EEERT AERITHEVET,

Our challenges and Roles/activities as a Malaria
NGO/NPO in Japan

1. Coordinating between potential Japanese manufactures/tech. and
International organizations such as WHO, Unitaid, APLMA and IVCC.

2. Continuous commitment of Government of Japan for Malaria Control.
Especially in Asia as well as Africa.

3. Increase awareness of Malaria Issues in Japan
Global Malaria Case and death : “Child dies in every 2 minutes !”
“India is # No. 4 in World wide” and “Serious Issues in Resistance for
Malaria drugs and Insecticides” .

HEIZVT - /—FT - Vv /)\UlE SEL BEEFHEH
BOTEHBREWEWTZDRLICBBELE LD T
BHELT. L NPO X TICBIFE LIz& 31, WHO
I THi<. ThhH S UNITAID ¥ APLMA, IVCC £L0ho
FeEBHRE. HDWNNESKEGNERBIBO TWET A
VEBHEDOI—T 42— a3 vELTVERVWERSTH
WET,
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https://www.malarianomore.jp/

Let's end Malaria in our ifetime.

Zero Malaria 2030% ¥ »~<R—> WEBY¥A F
http://zero2030.org/marala/
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Prequalification of in vitro diagnostics

February 2019

73y b B ChAlLBlE, SE. BkET—HETE
FTLZHBIEBLIEODTEIET, DAV D
OIS LEYR-—bTBHIENTE BLIESTEY
£9, SAE2DDREY ZILDWTTLEYERB TV
EEY,

Update on Prequalification of in
vitro diagnostics

Introduction to the
prequalification
assessment of IVDs

IVDs QA activities within WHO

WHO has been assessing IVDs performance and operational
characteristics since 1988

HIV assays since 1988
Hepatitis B assays since 2000
Hepatitis C assays since 2000
Syphilis assays since 2001
Chagas assays since 2002
Malaria assays since 2002

CD4 technologies ad-hoc in 1996
& 2003

£31&. IVD (In-Vitro Diagnostics ; &SNS FERR)
ICRIT BEFIERALIC DOV THEEL LIEWERWVE T,

WHO (&, ®mBEREDESN % IVD DNREFT 80 FREBF
HEWmHTHYET, BEC 30 EFETDDHF CTERITE

T oCHYET, 1988 F HIV ORED St E LT,

FRN—RDFHHEND A A—TE LK L TIE, HEAET NI A
DEEGDHFELHN-ENELDITHY & L, BRIFTA,

CERAbEENSLOICBVELT

Trends in IVDs

Globalised industry sectors with
outsourced production

Rapid emergence of new technologies

Increasing expectations on quality,
safety and performance

Increasing workload for regulators

Easy to operate tests/methods facilitate
near patient testing, hard-to-reach
populations, non-lab environments

LHOL. VDIZHBITB LY RIFRRICELLTET
WET, BrTEDLSIC. EELESIC/7O0—/NUE
Th, £EONFLITONT. BLAGETEEEINS K
DITIE->TWET, ZL T HILWREAIBETETWE
T, Fle. BRIHLOEMPRELNTIZICHTETL
¥9., mE. 22 HElICEI2HFEREE > TV
9., InlF. BETAICESDTERBVWI1—XTY, £
LT, FREIEBOIEXEPEMMER T >TVET, #
LOEMARBETEZAZEDICE>TETVWSEHLST
T, Ffe. RPEFEHRELFELTUE. PYBLAED
BEICK > TEREETADELS TRELAREICEY.,. N
MEEESND T ETY, (HER - FENGEDEBET)
BEZZITAHTEHHELVEBETAPERICELIETE
FI L. FRTREVRECOLREDNERS L SITED
TWEET, ZDEKSIT. 2008 FIT IVD DEFIFRAH
WHO lc& > THIEEhE LT,
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PQDx: aim, scope and impact

HIV

The aim of PQDx is to promote
and facilitate access to safe,
appropriate and affordable IVDs
of good quality

Malaria
Hepatitis C

Hepatitis B

Focus is placed on IVDs for
priority diseases and their
suitability for use in resource-
limited settings

HPV

G6PD

Cholera

Syphilis*

AZA FOERITTEWRITET LI REDTOT S LOEELHEVIRNDIFTTY, BEOBVEED TR
ICGEDTWVWEY, BRREGEDEFEREOFMENRELDDIE. HIV, <Z U7 CEAEFR. BRERFA. £ h/\EO—<Y
AIJVA. G6PD. OLZ. ZLTSE BEDONDELEENBTLICHEVET, BFEHIO 70T S LDOENIE. Z2T
BYICFEGEMED ND D7 7 A ZRET ST LT,

PQDx: aim, scope and impact

The findings of PQDx generate
independent technical information
on safety, quality and performance
of IVDs, principally used by other UN
agencies, WHO Member States and
other interested organizations.

The PQDx status, in conjunction with
other procurement criteria, is used
by UN agencies, WHO Member
States and other interested
organizations to guide their
procurement of IVDs.

FREREEDNT AT T LD SH TS BFED BRI LIERMBRICGOTWET Y, VD DRE. TeM. MY
BEHRTY, COBERESEIR. EEEELIMES LBV ET. ThHS WHO DINEREYZ DMDBILDH 5 EEhE
HBIEES LIV ET, FAESEIDRRZ SV oD REREE L —HEICEO>TVWET T, ThIcE>T. #
EICBITHEMBIRDCHDDAANZVAELTVEET,
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Prequalification components

PQDx undertakes an assessment of individual IVDs through a standardized
procedure aimed at determining if the product meets WHO
prequalification requirements.

« PQ reviews aspects of particular relevance for resource-limited settings

+ The prequalification assessment process includes
three components:

Review of a product dossier

Manufacturing site(s) inspection

Performance evaluation

Tl BRERELEIFEDLSBHLDHEDTLLIH, WHO X, B4 D IVD DFHEICH . B E NI FHiE.
FIBEE>TITVE T, ZOHEH WHO D—EDERIERDEHZiEcL TWAHE IO EHIMT B8 DEDTY,
WHO ($i& EEICHHCBEE L TOBAIEICDOVWT L E2—LE T, BEitDiHEciE, 3 DOBREHLH Y ET, 1 DIk,
BUSHICRIY % Dossiers T. BEXZEXRLE1—LEYT, £5 1Dl WENRDERTY, 3 DBIE. IR LI MHREST
(i

WHO prequalification:
Full assessment

ERIFAE AT LOBETY, MHOVWEBDIEELETH. BOHODA Ty THFHMEO 7O ADHRICHY T, £
TEEDERHESD. WEDRI—TITA>TWVWABHEIH. BFREEDRRICEBZHNESIHEFHELET, 5T
H1UE. Dossiers DIREAKRDE T, HEHIBEHNETHI O TWABH AT —Z2T&TUV fi>oTLWhUELEa1—IT
HEHF T, Dossiers DL E1—&W1TL TV ENRDERETTVVHEEDFTHMELITVE T, REIKIE. INILDOLE21—
LITVWEY., ZLTERERIOYIME LE T,
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Product dossier

Subset of technical documentation held by
manufacturer

«  Demonstrates that the IVD conforms to the “Essential Principles of
Safety and Performance of Medical Devices"”

«  Provide information on the QMS (informs inspections team)

«  Demonstrate the manufacturer has considered the safety and
performance in WHO Members States

« Information to determine regulatory version

« The dossier reflects the status of the IVD at a particular moment in
time

Dossiers &lk. E2WVW2EHDTLE DD, A—H—HMR
B LTV AEIIMMIERZ TTIER T ARG XETY,
Dossiers TR T B1BERICE T, VD HEFEERELT
DR, MEODEAXRRAIGESG L TVWAHESIH AR
TRHREHHVET, TN EMDRRITY, ERERERE
BIBELE T+ —T LIMEOTWVBEDTY, Ffe X—
H—ld. REBEEYXT L (QMS) (CEET 2 EHRDIR
HIBTELIBIET, COBRIIBEENRDERDF—
LITHIEAE Y, Z LT Dossiers T. X—hH—IE WHO @
MBETRE. Z2M. MeZRIALIILETI L

IKEVE T, Bz EETESIZEDY A7IOVTH
EBAERELE T, REOBRES, REMGEZRE

EDRECHRIIL TRd TENBELHERICEVET,

%7z, Dossiers TIRHETNZ1ERIE. HEHNHRDET
DHEBITDERDZDZEITHEVET, DFY. HAKG
RELEBICHS T BEICGVE T, A—hH—HEEET X
DADHE CHLIEWEWSTEZEITIE. 77 X ADFRH)
ROBRITHENET, & LA—A—DI—0Ov/\TEREAE
HLIZLDTHNE. CE—7 DIREIXSHRICE Y E 9,
BRO/N—T 3V, JO—/\IVEBICHISIC LIzEDiE
ERIERRED AT T LIV ETH. FRGEEDITE S5
BHHBHDT Dossiers & L E 1 —F BEICEB A LEBR
LG NEEY A, EDRFBIADE DA FEFIFRAEIC
RBHELELSELTWBDH. Z LT Dossiers D7—24
P OEFERG T O—/VHIBORFICHR L TWSH %
MERT BT EIBEVET,

ZNhH ST Dossiers (&, & 2REDERBICHITS
VD DI R Z R LTEY . 5IEHE. BFEREDESZ
WIET TEDREITHYE T, BIFEKEFEREHRICT
SV feERE ED KD ICFHMET O TEHBALZLE R
ES

Manufacturing site inspection
« Fully implemented quality management system (design &

development, manufacturing including quality control,
storage, distribution)

+ Risk management to meet ISO 14971:2007
« Robustness of the Product

+ Products undergoing prequalification have to be in routine
manufacturing

- Sufficient capacity to ensure reliable delivery

FRIEREEDFHED 2 DEHDERIE. HEWNRDEET
To EDVDREHCBEOTVBDEETVET &L X—H—
HRLelcmBEEYATL (QMS) ZEELTVLEHE
W EHRT HHDTY, EFEHERD QMS £S5 DI,
IRAERR 1IS014971 TRESNTWVWE Y, A—H—DmE
EEYAT LD Kt BE REEE RE AEz
BOTCETEINTVEITFNEGVEEA, MEEEVX
TLICHIZA T, A= A—IFVRIIRIAY bEEZIRT
NEEYEEA. Z LT, 15014971 DRA&Z iz LT L
ZRENDHIET,

TNHDS5HS 1 DDERELT BERTHICEELT
R350IF. HmOREE, BMEMETY, chdUVRXIX
FIAVNELEELTVWET, TLT HENR EET
EoNs&M4ZE A —H—DEYEHRICK > TRIEL T
ZEERBIINREGRYEEA. BEETES EESHZD
DR L TWRREDHYET, EDOKSICTOREE
EODHOZRELE T, £ ALBDHBKENMENG
BEHVETL. FL—ZVIERIFTTVBELTHER
BHBZRITTWEWGEEEHYVEYT, BERIEEEHEL
BEBZELTIVEHEDLHIEIT L. BEDKR ZREGE
RENGRELHVET, ERREENEBLLGEBZL
HITNRESHVBEICE. BLGEREICHIGLEITN
BHEVEEA OV DFIRRTREDNS LB HVET,
CNIFEATOTREELES ERVET L. FBMFATLS
VAX—TORRELED ERVE T A—H—E LT
EDVSRBTHMPMEONZDHOZEEZGITNEEY
FBA, BBIWIBIS—ILDVWTHLEZABITNEBY &
Thl, VRIRRXIAV b Z2EZ T, BETOHRZT
SUEHDIET,

e, BENRDERZ T SRRV —F TR
BENTVRRELNDHYET, RROBENDTOLR%
BRLIVDIITY, BL2E@ECIT TG RERICH
EENTWBREERCVDIFTY., MBEEICLOT,
EDLSICEEBEINTWVBDL. T L TEREmZRM
BELOBEEMIFTEVWERS>TWEY, TIDT. KA%E
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mEEEY AT LOERZ, HEEETHLRERTVWELT,
ZLTRRICRLICEDTERLGRELTE A—H—H
THRNZFRE DTV, FRTESRMDEHILES
EVWSTETY, TNIREBEY AT LOAFICHYE
¥, T LTSz HARaN R CEEZ/LLTVS
WEHDIET,

Performance evaluation

« Independent verification of the performance of IVDs submitted for
prequalification assessment.

+  Assays are challenged with a focus on their use in resource-limited
settings and in the context of WHO guidelines (SRA review has
different priorities based on local populations and product use)

+  The dataset obtained complements the verification and validation data
submitted by the manufacturer in the product dossier and finding in
the Site inspection

«  Currently takes place in a WHO Collaborating Centre (CC) and/or a site
otherwise designated by WHO

«  Does not replace V&YV data in a product dossier

3HEDERIE. MEEFHMETY ., OFHMEIEIRII LT

HDT, WFEREZITVET, RBICERDRSNo&E
FHIZBWTEDNS T EITEE LT, Assay #1725
WEET, WHODAHA RZAVICEBS LEDETRT
WEET, B5NT—2EVSDIE. A—H—H51R
HENREET — 2 2@ 20D EBEZDIFTY, TIH
5. Dossiers DFRDIFIET — 2 EZBEMRZ BEHDTIEH
WEHA, BEIE. WHODISKRL—YavtEri—,
HBNEWHO BMEELTeS A TT DK S HFHEETT
TVEY,

Prequalification: decision

Final prequalification outcome depends on:
+ Results of dossier assessment and acceptance of action plan
« Results of inspection(s) and acceptance of action plan

« Meeting the acceptance criteria for the laboratory evaluation

WHO PQDx Public Report is posted on WHO website and
product is added to the list of WHO prequalified products

Product is then eligible for WHO and UN procurement

Z L CEREREDREZITODIFTIH. ZDshs
DId Dossiers DT, FLEWRDERER. ThH 57
RTOFHETY . TDORRICERLIBEIT. o EFdH
TEREDMTONA T LIV E T, ZLTNT Uy I LR—
FEWSEDE WHO DMEWNE T, THIKEHMEAERDE &
BHTY, TOFHEDE & sHlE. WHO D WEB 1 b T—
RRICREENE T, ZLTEFREINETNSE. WHO &
ZDMDEEHEDTIREDEREFT LICTHEIET,

Update on Prequalification of in
vitro diagnostics

Maintenance of the PQ
status

Maintenance of PQ status

Change reporting

«+ Guidance available

what changes must be
reported, what does not need
to be reported

Changes are assessed, may
trigger a special inspection

« Not all changes will be
charged an assessment fee

PELLELREKSIT. A—H—DHRHT % Dossiers
IFRFEDRR COBERERMT 2 LITHYET, 1ThE
b, ZTOHEGH) A MIEEHEINTOWSREICIFEELEL
BEEHHVET, A—H—&ELTHET 14—V TDREE
HERATW T EILEVET, BRERIDIREZHMHEIFL T
WK ZTENEEIHEYET,

A—=H—IKBEODDEBEDHVET, RYDEHLE
LTI BEDZATDEEMTONCOREET S E
WSTETY, EDKIBEDHIREMBELTIE. A1
AUADHVET, BEOBHICIE. ANBETHZH
EMNTHEIVELT. EDEOBRATOERERET S
DhH. |MEDAREBLEDIEFESWVSEDDHEBEHINT
BUET, BEOBMICELTEHRHINTHEYET,
few BBEDRATICKY ELTUE. FIGERIMfTHNS
BELHVET, A—H—WEEEHZIFANSNIHNES
N BHIERFBTEITEVET,

Maintenance of PQ Status

Annual reporting

- Sales data
«  Number of complaints

« Number of field safety
corrective actions

!

« Assists with re-inspection
scheduling

e, BRIEREIOMBDIODAY TF Y AD—RE
LT 7Za7IVLR— b DRED A —H—ITROSNF
-a—c 7:1/_])[/l//—,]—'\3_ I\(’i\ J:'_"I:JJ:?_Q\ i@i 1 EFEE@7
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BRIKRT CHIIFS, & MO — T AV A KT I L TR O A S Wi R 0 WHO JHiiaRakic D0 T

L—L#. ThH SRS THONRENKROB G LEZ
FLDHDTY,

INSZAVT, WHO RERDRA Y 1—LEREL
Y, FIZIRFTEDNRECHEAIGE. HEDXT—IL
Ty TMIONcEWS T LBV ET L BRHIELT
PNBTLEBVET, RT—IVT7vTT5E RBEERE
VAT LICEEDHBHE LNEVHD ST,

Maintenance of PQ Status

Post Market Surveillance

Rols ilities of different
, NRAs, NRLs.

+ End users, manufacturers,
Forms

+ IVD complaint report

+ Manufacturer complaint investigation report
+ Field Safety Correcti i

- Lot testing data collection & rt
Notices
- Field Safety Notice

£5 1 20&FHIE. FHEDHREFEDT —2 = HIE
TBIETT, ZTORBDAHAZVAEHVET, X5
A FOMFIIE. BIET BRT—7KRIVE—DEEPE
HINERABRLENEINTVET, T L THRERAR
DT —RZRHET DUEDNHBHEEDPNTVET,

Update on Prequalification of in
vitro diagnostics

Eligibility for
prequalification
assessment

Prequalification scope

I
1
Cholera |
I
1
1
1
1€
1
1
1
Expansion of PQDx scope over time

BRIESEY AT Ld, FERICPRNEETE>BIRE S
TWaEHFELLE LT, TOERIGREEDEE DS
ELT EDLSICEDOTEDZETRTDH. DK
TY. 2008 FIIFRIFRLZIRDTCELGDTIH. HElE
FEDOFEN—FBREVLOLSIHOE LIz, ThH HV
EXZUTDND TY, ZLT2ERIMIFMA DD

HCV & HBV D IVD TY, D& . b \EO— AV R,
Point of care technology HFHFINZ. & 51 G6PD 18
AF LI, Thid. x5 )7 BEOK 3755 LUOEIC
BAELTWRENDTY, O T & HPV T ARN—IDHE
MCd. CORIMNIMAZDFELNDZEDIIEETT,

Consultation on PQDXx eligibility

+  Closed on 31.01.2019

- Gather input from key stakeholders in order to determine the types of in vitro
diagnostics for which prequalification is most needed and for which it will have the
greatest benefit:

+  burden of disease;

+  health interventions associated with particular IVDs;

existing WHO guidelines;
« EDL listing.

. Basedo recei edfeedbackap iority level for inclusion on the prequalification scope
will be assigned for each type of IVD based on the above criteria.

«  The priority level will be used to determine timelines for inclusion in the prequalification
of IVDs scope.

BODDRAT—VRIVE =D SMDOEREIDATT
D—=IANTHRLWNEVSEREBE LT, TNTER
BEEROE LT, ATV RIVE—IEH LT £ED&K

STV T DEEDNBENZBE. BRI CH/N—T
BTVT7ELTEDELSBLORRDBONS D ZHERL
feco B&OEERBEN 1A HICKTLE L . ZL
TH. RUTEROFHEZTOCLBERETY, TLT
BREGLICMABSHLWI U7 ZREL TN Z &ITEY
£Y, FEDHEREDEIEDIVD LERLTVSNTARKE.
PZET I F 5 EZ. BIFDQOWHO DAA RS A 24,
WBRRESMT) A by EDLDY R T 4 Y J1REICEDNT
BREZTVET, TLT 9F. BTEHCETDEFACS
WZEDEKSETUT T, LWL VD BERIEHEECAS E
LWORRDMTOND LR THEYET,

TAVADA—=H—ITELTIE. TORI—TEHENE
DESINCEDLODTWKHERT B EHERLDT, 5
3~SERTHLWT SAA )T ZR/RLELDEERT
WE T BRI CERRZ R O TUVNB A=A —ITRAL T
RBRENLBLDZERSTLEICLOT SBESWVDIEHDH
AOA—TDEEICA D TL BHDTERBEN T2 2 LB
7.

Update on Prequalification of in
vitro diagnostics

Product dossier:
assessment
requirements
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Increasing transparency for applicants
and increasing likelihood for success

HOW: publication of WHO requirements, revision of WHO
documents and alignment with other organizations.

Technical Specification Series

Technical Guidance series

transparency

Consultation with international experts on
requirements for new eligible IVDs

Participation and alignment with international
harmonisation efforts and standardisation bodies

¥51C Dossiers ICEAELTHL EIFE T & HREDGVDHFNZNTTHFEEICE>TOFERRZEHLIO>ELTW
£9, e, FARBHCHBITIRINREZZOHEIOELTVET, ZDRDHICKLDA TE O DXEDEEEIRD TL
£Y, TNCE 2 TA—H—ZFBFLSIELTVET, 1 DBLRMIEOEETY, 2 DELRMMHA X ADE
BTY, 2 DELERMNAERREDOAVYILT— 3 VITE > TESN TV EE T, SEBEERNEREEN—XIC
BE L TWEET,

Dossier assessment: 2018 — 2019

PQ continuing to review and improve processes based on
experience and feedback

+ Continued publication of Technical Specifications
outlining the performance study criteria for eligible
IVDs:

+ Transition to TSS requirements as part of dossier assessment
and prequalification follow up

+ Implementation of IMDRF “Table of Contents format:
* Dossiers
» Dossier reports

* Technical specifications and Guidance documents

Dossiers DFHEIC DV T, BIEHETOLRAELE 21— LTHEL, SR EEDLSELTWVET, ZLTHA
DERFEENMRELTERBROT 4 — PNy I ZR—XILT2>TVET, TITDT, 5IEHMERLEHMAREELF
LTWEY, Ffew RERVBATOSHLWTOI L7 b TTH. TEMDFEWSH ERWE T HEREERER
#2457 +—= L (IMDRF) @ Table of Contents D7 4 —< v F&EWSEDHEH Y F, Dossiers DIEEICE>TLET,
WHO £1R&QICZDT #—< v MT Dossiers DigiExE> 7 L TWT 3 ERB>TWET, 5. Dossiers Z{EBEDA >~ X
bS02a2EHEFELTWEY, Dossiers DLR—FEBREZEALDELTOVET, el BAOEMAREREZICON
T%H. TD Table of Contents DIERLICL KD ELTWET, X—H—& LT Dossiers Z3 DO\ DEEX CHIET 55
ITlZ. Table of Contents Ik >T. 1 DM Dossiers DIEMICT DT ENHRE T, BERELNEZ Z2HEHLNH Y T A,
IO ZE D> THUNEZ ZHRENELBEDEVNDITET, A—H—ILE>TELEETY,
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Update on Prequalification of in
vitro diagnostics

Technical guidance,
technical specifications
and sample dossiers

Technical specification series (TSS)
- published -

http://www.who.int/di
series/en/

ics_laboratory/quid ical_specification

+ TSS 1: HIV RDT for professional and/or self-testing
« TSS 2:1VDs to identify G6PD activit:
« TSS 3: Malaria RDT

« TSS 4:1VD used for the detection of high-risk HPV types in cervical
cancer screening

« TSS 5: RDT used for surveillance and detection of an outbreak of
Cholera

FffrtigE (1SS) Y —XICDWTTY, SETLR
LIebDTY, ZfBBELEFREKESIC. TN5DXER
WHO DHfFE A—H—ITEBALEBRLTESL, (B
THHDEDTT, FitrftsRE S LTI HIV O RDT (R
HZWTAR) BHYUET, BEREDEHAEZENTL
9., TNH 5 G6PD D IVD, <> ') 7D RDT. HPV D
Assay. L= D Assay £V £7,

Technical specification series (TSS)
- in development -

- TSS 6: Syphilis RDT_(Consultancy meeting 2018 Q3, publication in Q4 2018]

- TSS 7: HCV RDTs _(Consultancy meeting 2018 Q4, public consultation in Q1
2019;

+ TSS 9: HCV Enzyme Immunoassays (Consultancy meeting 2018 Q4, public
consultation in Q1 2019)

« TSS 8: HIV Enzyme Immunoassays

+ TSS 10: NAT to detect HCV (quantitative)

+ TSS 11: NAT to detect HIV-1 (quantitative)

+ TSS 12: NAT to detect HIV-1 & HIV-2 (qualitative)

ThhSEEHLNHYVET., TESIE 2018 FEF 4 M
lcRRENEDYTY, JRE. BREEHTTDATL
BDIE2DHVET, 1 DHHCOV., BOREZHT AT
To HD1DHHWEATY, £l HVADEIA, TSS
ICEBRUBATVEY, ThH S FHGHETESED
BEICHTEET, OV RBERERFBENERALT
Dossiers i L THS5 DT EHHFRE T, Dossiers DA
ICADTWBIEHRD. HLDHFERITELDTHBLD
ICLTWLDIFTY,

Enforcement of new TSS documents

« Date of effect: 3 months after publication.

« Prequalified IVD products: 3 years to ensure compliance
(after notification).

« New submissions (> 3months after TSS publication date):
assessed against new requirements.

« New submissions (< 3 months after publication date):
assessed against ‘old’ requirements and if successful have 3
years to ensure compliance with new TSS requirements.

COFMERED EDL D ICFEONTVENETVE
TE RRENBEIHAURICRITLET, Thd5
RERENSHNCT TICERREIER T TS RMEICDOW
TUEF A=H—E3FRETITENT BT LIBVET,
HOERIZENED O fRE—H#TT,

Technical guidance series (TGS)
Final

. TGS 1 Standards applicable to the WHO prequalification of IVD.

. TGS 2: Establishing stability of an IVD for WHO prequalification (TGS2 Annex
component stability).

. TGS 3: Principles of performance studies of an IVD for WHO prequalification.
+ TGS 4: Guidance on test method validation for an IVD.
. TGS 5: Designing instructions for use’ for IVD.
. TGS 6: Panels for QA and QC of IVD.
- TGS 7: Risk management for manufacturers of IVD.
In development
- TGS 8: Use of biological reference materials in the development of IVDs.
- TGS 9: Precision and robustness.

+ TGS 10: Accessories.

ZhHoE5 1 DOBEDHA 2L ADEELH Y F
T, FHMiAAE Y AEBEFEDHDINE>TVET, 77
ZHAIVAAE VA ) =ZXEVDEDTY, NS
HAREFEEFNTZEDTIEHVEEAD. X—H—IC
HEIT 57 70—FHENNTWET . 7 —2ZEUH L.
WHO ICIRHE T BBDBE|ICEVE T, RPDEFHEITDOL
THLETRE 77ZHIV - HAZVAD 1 BlE. FL
HERFEL TVWBLTDA—H—HEZ ZRBIZLED ) X
MZGLOTWEY, BHIRADEHNOES YA TRT 2
HDEHLDTY, 1SO DIMSIZHE, J—0O v/ \DFFE. CSI
GHTF. IMDRF, ZDMDIEFHILEFD FF 1 X2 bHdHh
£9, ERBICRVWIRANT, A—H—HEBALEBRTE
BEITEHTVET, ENEFES> TEEEZ TR HHD
DBEDITHEOITVWET, DA ZVADEELH YV F
. REMICEATIED, HeeERICBET 200, BE
EDZ LRSS, IAREHBAE. BRI MBEEED/N
Kb VRAVEBELHVET, el 3DDHAE VR
SRZIRE. ERPTT, 1 DHOEIFNZTEMR DR
ICET5ED. £5 1 DHEE. EE%ICRET5E0., 3
DEMIBRICETSEHDTT,
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Sample Product Dossiers
« Fictitious IVDs:

- CD41VD.
- Qualitative NAT for the detection of HIV1 & HIV2

- Quantitative NAT for the detection/measurement
of HIV1 RNA.

. IVDintended for HIV self-testing (under review).
- Provides examples of:

. formatting and reporting details required.

= how to complete an “Essential Principles”
checklist.

. risk assessment.

T oRBOBEONELLELT. FHEZHITS
febDEDTYI D Dossiers DY TIVTT, 4 DRFL
TVWET, 125 M4DIVD TY, £5 1 DHEMMNKE
NAT GLBUEIRRE). ©5 1 DHEEME NAT (LEE
IBIRE). 4 DEHHVDBEEREDSHD VD TY, &
NSIELEZED Dossiers [CEWNE T, X—H—HARBEZ
DEFIE—FTZDTIHEL EDKSIBHDICZEZDHN
ENCSWVEDWVERZHFEINTLEDHLHDH B K
STEBIEBFEOTVET, £ LT, WHO IZRIF ANBIBES
T TA—FHDDBEDIEO>TVET,

Update on Prequalification of in
vitro diagnostics

Alternative performance
evaluation pathway

Alternative mechanism for WHO PQ
performance evaluation
Manufacturers free to choose one of two performance evaluations pathways:

+ Option 1: The performance
evaluation scheduled and
coordinated by WHO

+ Option 2: Performance evaluation
commissioned and paid for by the
manufacturer

+ Both options require use of a WHO
evaluation protocol

ZhbhoE5 1 D0fIEmE LTSHBEEL LWL Dby,
REBNGMREEHMEDRE T, X—AH—Id. BRIEREEIC
BT BIEICIE. 2 DOMBETHEDZEEO S 1 DZES
TEDHRET, 3 DDOFHBEDEEINH Y FF, Dossiers
DlEa— WENRDER. ThHhSMHEEFME T,
MREFHMAICRAL Cldk A 7> a1 ELTWHOAO—T «
2= aVIBFME. HAINNEA T3 2EW0WSTET
REBEWEADZZXLICEY) TITHA—A—HBE5E CHE
HEA—TA4x—aVTBEEHERET, EBE550F

23V THRELC WHO OFHEZ O b O—)LhMEHNE T,

Key requirements for Option 2

« Manufacturers may contact a WHO Evaluating Laboratory to
commission an evaluation for the purpose of WHO Prequalification,
however the following key conditions must be fulfilled:

Manufacturer must apply for WHO Prequalification assessment prior to beginning
of the evaluation

Laboratory must be audited and listed by WHO at the time of the evaluation
Laboratory AND manufacturer must inform WHO of the upcoming evaluation

Al evaluations carried out following WHO protocol
Evaluation must be conducted independently of the manufacturer

Use of WHO report templates

Report submitted to WHO directly by the laboratory to ensure independence

HELA—A—DA TV 3V 2ZRIFBEITIE EOD
DERUD BV ET, 9. A—H—IF WHO DEFIFREEIC
LT, FHEDFEIICRLIAKZ T ZUED DN ET. T
NZT57RE WHOAEEEL. VA MIABHELD
WEY, ZTLTIREA=D—IE TDKIGFHIEZEIRD
% &% WHO ISBHI T 282D S Y ET, WHO DT A
h A=V K > TEHEAM TN, A —H—&EIFIRIT LT
MEHMTONDRED DI ET, DEY. A—AH—DRERIC
T—ROFBRICBES L THEWNTEWNEWSTETY, ZL
TWHO OHEDT > 7L — b ZE>T. B WHO IR
HEEDELONE T,

Implementation
« Assessment process started in September 2016:
o 17 laboratories submitted expressions of interest.

o 15 laboratories audited.
> 11 laboratories successful and listed.

« Location of listed labs:

o Australia, Belgium, Kenya, India, Nigeria, South Africa (2), Tanzania,
United Kingdom (2), USA.

+ 4 laboratories will be re-audited in Q1 2019.
« The call for expression of interest is still open.

« Evaluations using option 2: HCV RDT: 1 (Completed) and 4 molecular
technologies (3 HIV, 1 HCV) ongoing in three laboratories, 1 HBsAg
being scheduled.

FT2av2R@BHBEVHLVEDTT., ENCSLME
DNTVBHEEVET L TOTROFHET ORI
LELTIE BAORBHLEEC 17 DZRTHY. TDA 15
BEEZLTC MTOIRBPERLTYAMIADTVE
¥, 2016 F 9 BLERDFERTY, 2019 FDE—H+HA
ICBEDEENMTONESFELHYET L. BEOKRED
FRZIIMITVET, WOTELEOKRBETSHIEDT
TEY, ERICGHEA 723> 2 ZEoFHELEA T
ECVTC SRLIND S EONDLSICBEBEERS
nEy.
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Update on Prequalification of in
vitro diagnostics

Abridged
assessments

Resources optimization:
full Vs abridged assessment

Intention: It is a harmonization initiative which:

. Leverages existing evidence of prior regulatory review (i.e.
stringent pre-market reviews).

+ Avoids duplication of efforts already undertaken by RAs
who conduct a stringent assessment of the same IVD.

+ (Recognition limited to stringent assessments from USA,
Australia, Canada, EU and Japan).

« WHO PQ compares existing evidence and country
requirements with WHO PQ requirements.

« WHO PQ makes an independent decision based on this
evidence.

TND5. DK 5% T IVDOEFEEHTIIA CEZROFHEL D) £, 7ILDIHEI Dossiers BAEITHE Y EFHN
BRRDHBETIILETIEHY EH A BRI LEICEHBEAERZ LI TET Y AICEDWTITO T LBV E T,
TNIIERZETBTHTT, WHO HEEZZDDDEE LELTUE 7AVA A —X U7 AFH EU BETY,
INSOEDEBDFHEIFFRD B EWND T ETY, WHO OEFREDES EEEDEGZLER TSI LICHVET, 5
DOEBXDEHLLEETHENSTETT,

WHO prequalification:
abridged assessment

Ne dessier

ZDAZA RIFEEFMED T O—TY, ZITlE Dossiers DIRBIFA D TWEHT A, X—H—ITHT 2ELEMEDE
RigHVET, MBEEVRATL (QMS) O—BIFESNF T, Z L THEETHEAN TONE T, BEREMRESHEICED
WTEHAEREEDRENMTOND EWNS T ETT,
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Abridged assessment review

Current procedure in place since 2014:

+ Need to reflect changes to regulations;

« Introduction of MDSAP;

« New jurisdictions participating to IMDRF.

Revision planned on 2019:
« Will include a consultation with stakeholders.

BEZEHECI O IREDRRITE DFeDH 2014 F£TI,
£ 5FBICADTVE T, £ BICK>TREELH D
feEERH>TVWET, Zhh 5. Single Audit Program
DEATNTVWET, Z L TEENGRBRICELT. #Fil
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Update on Prequalification of in
vitro diagnostics

Prequalification
financing model

PQDx financing model

PQ fees structure changed in 2016 for medicines and vaccines
For IVDs: consultation of proposed model, closed on 30 April
Model went live on 1 August 2018

What has changed:

« the type of assessment: whether a full or abridged assessment of a new
application, or assessment of changes;

« an annual maintenance fee.

New application | New application Annual fee |Change
full assessment | abridged assessment assessment fee

5,000 + 12,000 8,000 4,000 3,000
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Update on Prequalification of in
vitro diagnostics

International
harmonization and
convergence

International harmonization and
convergence

IMDREF - related convergence
«  EPs: new version published 31.10.2018; to be reflected in PQ document its
+ ToC and dossier restructuring:

« Shift to ToC structure planned in 2019
« Transition period
« Assessment report restructuring

- GRRP:

+ Labelling

+  new reliance mechanisms
MDSAP

AHWP

Labelling
- Changes
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Emergency authorization processes for
in vitro diagnostics: experience with the
EUAL

Irena Prat, Group Lead
Prequalification Team — Diagnostics Assessment
World Health Organization

Tokyo, February 2019
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Outline

. EUAL background

. Ebola EUAL: successes and challenges
. Zika EUAL: successes and challenges

. Overall experience and next steps
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EUAL background

« EUAL for candidate IVDs for use in the context of a
PHEIC was set up as a response to the Ebola outbreak

« Risk-based approach to expedite the availability of
IVDs needed in public health emergency situations

« Set up as an extraordinary process intended to
provide guidance to interested UN procurement
agencies and NRAs of WHO Member States on the
quality, safety and performance of IVDs
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EUAL background

* Intended to be used both for UN procurement decision-
making and to support highly impacted countries in
their regulatory decision-making

+ EUAL is not prequalification, but a time limited
procedure — essentially a risk based approach

« Listing under EUAL is based on eligibility criteria, a set
of quality, safety and performance data and benefit-risk
assessment

* Inclusion in the EUAL should not compromise further
development of the product
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EUAL background cont’d

+ WHO may elect to open the EUAL procedure to IVDs
required for the diagnosis and surveillance of any disease
that has been declared PHEIC or for other emergencies if
authorized by WHO DG

« 3 key components:
1. Review of technical documentation relating to safety and performance; and
2. Review of the documentation relating to the manufacture of the product and the
manufacturer's QMS; and
3. An independent performance evaluation

« Products that are reviewed favorably are listed as eligible for
WHO procurement
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EUAL background cont’d

1. Technical documentation relating to safety and performance
«  Product information
«  Product performance specifications
* Labelling
2. Review of the documentation relating to the
manufacture of the product and the manufacturer's QS
« Basedon ISO 13485

+  Evidence of the implementation of a QMS
3. An independent Iperformance evaluation coordinated by
WHO

« Evaluation of limited scope to verify critical analytical and clinical
performance characteristics
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Ebola EUAL

EUAL launched in September 2014 to assist UN procurement

to affected countries

25 applications received

5(+2) IVDs listed by WHO:

+ OraQuick® Ebola Rapid Antigen Test Kit (Cadaveric Oral fluid and
Whole Blood)

+ SD QLine Ebola Zaire Ag

« FilmArray™ Biothreat-E

» Xpert® Ebola Test

« Liferiver™ - Ebola Virus (EBOV) Real Time RT-PCR Kit
+ ReEBOV™ Antigen Rapid Test Kit

+ RealStar® Filovirus Screen RT-PCR Kit 1.0

TlE IRZDT7 T MT AT DE, FAIHDEERDT
L&D BB LE LK SIS &EAID EUAL HitaE -
D TRZDT7IRTLATDET, 2014FD 9
BTLf., EE8ERITTELANOEEDFEZZET
fedDEHDT LT, TRZHMALSFEE LIEETIE K
LEBOBVDNELNVZDICHMD GV HBWVIEHMDME
DD 5ENENDIKRRT LI, ZTORENMTHER
2t MEZR O TWADICDVWT, TOXHZX L%k
HTIBHILICLE L, 25 0HENHYE LT, Th
S5ZERZIFHFTT. W7 DFE WHOHL U X McHEELEL
feo TNSDHEmMIE. VA MIFE >THY A,
HEORUEICTEOTHEYET, TWEE CORAID LT Y
T7—bMTONTVE T, TSN &NIE1FE
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Ebola EUAL cont’d

Experience with the Ebola EUAL:

Major difficulties with access to
specimens; poor validation data,

Ethical clearance

Submissions quality

Assessment funding secure
BMGF

Post-listing changes and PMS d through

Workload for staff

BLDEBERET LBV ERITAEBVET
N FILWREZET DL, EAAFENDVET, K
ERBETIN HAITELTH, A—H—It&>TH
HLODIE. BENDT 7 ELATY, TNHSRAE%ETH
ETHDOHIEBICHLVTT, BAEDEIFNISRIEIE
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IZHBYET, TIDT. W&k (Validation. Verification)
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e, MEBHWEI VTSV RAGFETC LI, 7OMT
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BDIFTTY, Tfe. TDA—H—D Dossiers DT A1) 7«
LENOETY., HILWKRTHY . BRERTIDT.
FEBICRLPSGVEWTEWRT. T—28IEEICD
BODTeDT. REFv LY IV IHRIKRRT L

ZTNHOLNEHBDEE (PMS) TIH. TNICELT
LHLIEBRBBLEED ETOFE. I#EEWS T EIC
BUE L, HREERLIHREFTH Y. BEHEIC
Mbh>TWEY LIEDT, 2014 FEITEWTIEHA X~
ACEALTHBICEZGHASHLTWE Lz, XERH
ICDOWCHRRTT,
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F Ll #EEZZI AL SO ABHY ELIEL/\—
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TlE Assay DFHEET S T EHAHERFELEL. ZDED
P CIBICRENGT—2 LHGH>flicesBEh 5.
A=H—ICH LTEFLCEVINEVWSTERBYF
LTze &leo . BRDOEERG ES. Bernhard Nocht
Institute &WND KAV DIRFADE NS TEESDHZ T EH
HRELfZ, BV AU VAT YREADADSETD
BRFRIOHFLT. FHMEDTHDIZIEEIFTD T EHHEK
F L1

Zika EUAL

Consultation in March 2016:

« 15 organizations + WHO

* Requirements for technical documentation

+ Performance evaluations protocols

33 applications received

4 (2+2) IVDs listed by WHO:

;DCARc%tPowe@ ZIKV (DENV, CHIKV) Multiplex Real-Time RT-
i

+ RealStar® Zika Virus RT-PCR Kit 1.0
« Liferiver Zika Virus (ZIKV) Real Time RT-PCR Kit
* careGENEwmZika Virus RT-PCR kit

ZTNHSSEIEFTY HRADED EUAL TTHL 2016 £F
IKRACAAZZILERITL. JARDT I T LAUD
RTHIST BT &Ik £ Lic, SEIEERD DY £ L
DT, DLEVE L, TRTBDEHIAHICHSHT
TLIDOT, FHiE. FlESL GO > TT L. Hentt
FOMHAFEHILL TWEWKRET LD, 2016 FE3 B
lKELEAVTIVT—YaryEF0E LI, £LTI5
DREBHA IV HIVT— 3> EVNWSITETWHO EEEL
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TEDHRFE Lz, BITXEOEMHFRE. TNH SRR
FMEOTOMI—IVERET S ENERE LI, 77
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FlRFTEERWET, IABDT T bT LA DB 33
DEFEHNZEINELT. TOWLDHPNREHICEYEL
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HBHABBICEVET, T, SEBREIIRNTS
WET, VHRDEVALDOFR T EREMEWNSTETT,
RT-PCR DEIGZE T DHRITA>TUVET,
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Zika EUAL cont'd

Experience with the Zika EUAL:

Workload for staff and funding
Ethical clearance challenges

IHBRATORRTIH., TRTZDEEMUTNSEETS
ERBZZLETADDBYET, HIAERENDT VLA T
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T—avIBRTENHEKE LI, EFLKEEBEELAH
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feo EleFA EN—FF—2y TDINRY — ) VIZEFR.
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AHOF—ITHE > TWHEICE B DEEOIHLH Y LT,
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FEWDTET. FICE &M% UFDA & WHO, EU 7
EITRFBEINTWT &ITK o T Dossiers DA _EF
WofesWSTébdb)E LTz

Overall EUAL experience: lessons learnt

The main challenge under the existing EUAL mechanism is
the access to specimens; very limited V&V studies

« Standard / benchmark

+ Biobanking

« Access to panels and laboratories

* Support to R&D

* Roles and responsibilities

Listing validity
Responsiveness
Sustainability

SEIERREE L TREAREIIE. X1 DEED
BIENDT 7 A THBT ET LI, EEEERENEY
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ZNHS5—FED/N— b F— BRI TS ICEH Lz
ETAEHYFE LI
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2y TEBRL. BEESHCOWVT WHO TSR A
I THBYET,



Where do we need to do more work?

Safety monitoring
» Roles and responsibilities
+ What information needs to be collected and who needs to do it
« Post listing change management and surveillance
Communication and coordination
* Across partners
Challenges and lessons learnt
» Poor understanding of EUAL process

« Lack of data, difficulties with access to specimens and standards
especially for IVDS

* WHO resources (staffing)

Tld. ETTEDEEEDNRELGDHEND &, BD
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1T5DT. EUALOU X FMBEEBICKESHAEEEZEAL
FeBa. VAVTARRIAV NI ATLO—ERELT
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ADMEEH Y E LTz, FITIVDICDWTTY, WHO
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W2ZT&ETLE, WHODRAZ Y JEEESHESHTIEU Y —
AEERITE>TRENEBELE>TWE L,

EUAL revision

« Based on the experience with Ebola and Zika the EUAL
procedure will be revised

« All product streams will be captured in one document, with
product-specific annexes

« The emergency preparedness phase will be strengthened; a
rolling submission will be established along with a pre-
emergency phase

* WHO will be supported by committees which will support the
decision-making

* The consultation closed, documents will be finalized in the
coming months

BEREN—XIC, TRZ, JHRDT I T LATD
BlcBAGHIZFZUELIDT, L& LTFEVAL
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Where to find information
Contact us by email
« diagnostics@who.int
Sign up for our mailing list
« By emailing diagnostics@who.int

Check our website

http://www.who.int/diagnostics lab
oratory/evaluations/en/
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Immunization Devices
Prequalification Process:
How it works

Isaac GOBINA
Meeting with NCGM
February 13, 2019
Tokyo Japan

JEF Bk CAlCER. DS FREERER R
DERFREICE L THELIELERWVE T,
FBICBIRIDIAHENZENTEVET,

Overview

+ ImD categories and brief History of ImD prequalification
* How does the PQS process work?

+ Performance specifications and verification protocols

+ Industry review of PQS standards

* PQS Target Product Profiles

* PQS dossier submissions

* PQS dossier evaluations

+ Field performance monitoring

* PQS Annual Review

HRENS GRERNINTVS) X514 RHRHR
TIEGHEWESTIN, SHBELITZIARIEETBED
KRDESFEofeh, BEEHFEL LEVWERWVET,
s 7ot X, MHEE ARICOWTHEELLE T,
FrhEEEERRICDEE LTIt EL DY ETD
T, TheBELLET, Tlee EDLIICLTERD

S5OYR—bZEHETVBH. REICHLTOLE 21—,
TPP (Target Product Profile) . f¥RHJICEF L L&A

BRICDWTHEEL LET, Zhh 5 Dossiers (FEE) D
RHIZDOWT, EDLSBTOCREZALTA VDS
50hEHELLET, 0% mREDT A —IVE -
NTF—=RXVAX+EFZRZYVJICOVWTHELET, £

LC7Za7)b LEaZ—IcDWTHELLET, Th
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Immunization Devices Categories

* Link: http://apps.who.int/immunization_standards/vaccine_quality/pgs_catalo

gue/

« E001: Cold rooms, freezer rooms, and related equipment
* E002: Refrigerated vehicles

* E003: Refrigerators and freezers

* E004: Cold boxes and vaccine carriers

* E005: Coolant-packs

* EO006: Temperature monitoring devices

* E007: Cold chain accessories

« E008: Injection devices for immunization

* EO010: Waste management equipment

* E013: Injection devices for therapeutic purposes
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5. PRIHFIBEE 0O WHO SHififiEic DV T

History of ImD

* PIS last hard copy revision: 2000

* PIS web format in transition period
* PQS concept in 2005

¢ Prequalification started in 2007

« E008; E013; E006; E001

+ 2008: E004; E005; EO10

¢ 2010: EO03

* First PQS web based publication: 2010

PIS (Product Information Sheet) &, 1=+t 7 DHEIEERFT (Supply Division) D71 TIEY EIF £ LTz, Thh
2000 ETCY, D%, COTOCAHNERLEELLTET L UENEAROTMFRE2ZOTIH, Sikvz 7
ETEITLTVWET, BLGEEBROFZEICEZ 25D T LIc, ZNHT T TRN—XIThHE W F LTz, PISIE 2005 &I ©
TETICEL LT, TSITERA 7O EGYVE LI, HILLWIAYET R TE. NT+—I VR - A2 V44— K%
RELE LI, ZORZVA—RFEEBRLTEMET 272070 FD—ILEE>TWET, 2007 FICERIERAET R
TLDBES>TWVWET, INGFIHEERERRS. AEE. BETZX) > J#%33Td, E008. E013. E006. E001
T, TNH5 2008 FITIEE SICEBEDNLO Y. RABE. 77 F VEEEBRNAODTVET, 2010 FiTik. BEE
BEHBA>TEF LI

How does the PQS process work?
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ROTWEEXT, GIZEEPI 7OT S LHDWHORTEICHWEITDT, ZZZNLTTA—FN\v I ZRIFET,
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EPI(Expanded Program on Immunization) D75 &4 (C. 4l
AR ZENZTNOENEABZ IOV S LEZERBLTWVWSD
O\ FRELEE AL, EALET/NA XICEEL S BD
HERTA— RNy I LTWeeEExd, 2L TZDE
HaTlic, IWRDAXNY JDEERZT>ZY. IELWA
Ny PZRELEY LTVWEE T, HILLREHSEHTL
NEF LV RIB EBRDREICE S TL &L D, TOHRT.
FZT7RELTREZYZ—FRHLOHY TETLNIE,
VYT =Y 3 v BERICELTITO>TVWEE T, fl
ZEFLWZA TOABEDHZE. TORZT MEX—
H—EHBLET, T—E2XN—XEELEHELET, ZL
TEDA=A—DST 14— FN\v I ZEBTEERT 515
BlE. TORRICEBLTOERMIMLHZEASEWNDT
ETAV Ty b (RR) 22F5EVOEPUERY DS
WET, £RHISEHLWA YTy BB ELHY
£9, JO0—/UWWEIFRNN—rDIIV—THhbUET
DT, TDANEELEZDARNY VDREZ LTWVWEET,
TNHS2DEDR T Tk, BRIFREEICEY E T,
HREODAL—FTRDFEELIFEAEEDY TEA, TED
BHBTEEXRBALET] LEVTHYETITH. ThiE
A=H—DEETEZEDTIDTELHLHBYET] &
A= )LPEEEFTREIT WK &RV ET,
2EELTHRT/INA RITE>TWVWBDOH, DO
T LORRICTE>TWVWADLZHEI LT, RICHEST
WEEY, TLTEHMEZE L. WHO @ PQS E#F/ & Hic
AR LTV EWS T &L £, Dossiers (&EH
BEZIBHDTIN WORET BDHICE 2T [
CRICEEINS DB o). RAIKEENS
EDHBoTEY LET, FLEWRHEBRT1ABLSWVWT
Dossiers DL E2—HfThbhEd, 7AOLRICKVET
D\ Dossiers B EEEE NS, & LLIFESICBRREFIEY
LE2—T7 O RDOFLSEBN LN >TEXT,
ATY 73DV TIE mREDEZ2U VI TL
TETE —FBBFVWIIHLERVET, FRIEREIOH
MDEZR—EEZBEZDBFODOTIH. IRKIET R
Ry I TALAEVWDIT, TREODEZ2—%17207T
WEY, R—ZILT T4 bHHY. ZTHBELCTR
BICEDADSTNA ADEREERASDIENTEE
9, fefes RN TOv AT RS Y T, TDT
Did. JEREEE LTOWEWEEZITVET,
ZhH 5 IVD (In-Vitro Diagnostics ; &2 T FBER
fh) ERICEKDICERTLELI—RTO2VATLEHY
£9. BRI ERITTVARBIE. FRLE2L—HH
5EWVWDTETY, FITKEREBHBEWNT & BAIC
HWLTEA—A—ZDEDICHEEEN TV & ZHE

TWEET, ZNHSBE|RICEDON TV ISO RN F
EHBHDNEIHLEHELTVET T, R mHREDE
ZRYVIICHEVNTY L—LEZII AL BEDE
BEISLCT, RAO—FHELEPZOMDIEEEHET 2
EHLHIIFET,

A7v 7T 4TI H. TPP(Target Product Profile) &MEA,
TWETHN RTYTTDRZVA—RFRETOLAE
BfebDIBENEY, 2—7 v MEROTOT 74V T,
CNUIFIRA LB HHENFRED LS ICEBAL TV D
DZEEZLETHEO>TVWELT, AIZEKRLAGEED=—
REfED HMORBES. I—Y—H5DT7 14— F/\y
THLB|HPTEOTVEFT, EDKDLUEBEHRETR
DHEEZTWEET, TN%&JTlc TPP(Target Product
Profile) ZE £ LT, X—H—ImATWVWEEXT, Fq]
ICHPBERESVT. FRIEGEA TV T EIKEYET,
TIDT. FEETCLTDERPEEKSLDICLTNL
EWSTETY, 4DEDATY NI RIDAZ Y Z—
FRELIEBICBRRT) I LTVET,

Performance specifications and verification
protocols

+ PQS performance specifications: lay out
functional and performance characteristics
required of products eligible for PQS
prequalification.

+ PQS verification protocols: ensure products
and devices comply with the performance
specifications.
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Industry review of PQS standards

* “Industry consultation” takes place systematically in the
revision of existing PQS standards or development of new ones.

* Relevant manufacturers are consulted for inputs and feedback
before PQS standards are finalized and published.

+ Several rounds of consultations may be required to achieve
alignment in the case of substantial revisions to standards, or
when new standards are being developed.
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PQS Target Product Profiles

* A “target product profile” (TPP) is a
strategic document that lists the principal
desired features of a product category for
future PQS prequalification.

* TPPs are intended to guide developers and
manufacturers, as well as provide advance
warning on upcoming specification
changes.

* TPPs are mostly informed by field-
performance feedback, and in addition
input from manufacturers and accredited
laboratories.

% 5 —[Z TPP(Target Product Profile) [IC DWW T HEEL
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PQS dossier submissions

* The dossier submission process is
straightforward when the dossier is
complete and all documents related to
the product are in order (required and
accompanying).

* When a field evaluation is required for
prequalification, the manufacturer must
submit a field evaluation application form
and evaluation protocol to the PQS
Secretariat for approval before a field
evaluation can take place.

RYIDAHITE L EIFF Lizh Dossiers DR 7 O0+4
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PQS dossier evaluations

* Product dossiers are currently submitted via
email but we aim to have an online
submission/tracking portal by 2020.

* Only complete and correct product dossiers
are reviewed.

* Complete product dossiers are evaluated on a
monthly basis.

* Dossier reviews are carried out by a team of
independent evaluators.

INEEBLIN—IGDOTIH. B7E Dossiers (EAXA—IVTRELE T, Yz TH A bERETE. TOLRDIE
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WD ZETY, TIDHE. ZORICBEVET L RODADLE2I—ICBBR T LICRYET,

Field performance evaluation

» Stakeholder feedback is
crucial for performance
monitoring and continuous
quality assurance of
prequalified products.

* User feedback supplies
valuable information on
equipment performance
under field conditions.

74—V RTOFHMETTH. FLWEMTHZIHEIET 1 —IU K TOMBETHEN C DEFISREDFIICITONE T,
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ZDRIE PMS (Post-marketing surveillance : G@ERFTEAE) T, RBICT 10— IV R TT/INA ADE S HEEHE
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PQS Annual Review

¢ Once prequalified, a product must be re-
evaluated annually to ensure that it
continues to be fit-for-purpose.

* Re-evaluation also verifies that
manufacturers have maintained their legal
status in their countries, and that licenses
and certificates are up-to-date.

* The annual re-evaluation exercise takes
place on an agreed date each year. All
products on the PQS database are assessed,
irrespective of the original acceptance date.

FEREETIN. ThEPQSOTOTSLORTITVEY, Btz T 28aBlE. EO5VIBETELE1—%
THEIRENHZENDTET, FIHRAUENTWEREXTT, EXHHYVET, ZLT. 12 HBURICH>HIE
Ee(EEHLEI . BETI. ATV —EHVELTERLY a3V TESICEFLLBRELTEHIENERET,
fzfz. IVD (In-Vitro Diagnostics ; ANZHAERR) ZEB<HY EFEA. HEIFEFNICELIEHY T A

Up coming changes to the Prequalification
ImD 2019 — 202 r
process 019 — 2023 Strategy
« Online registration and submission system GOALS for 2019 - 2023
for initial applications, variations and annual

. 1. Streamline the prequalification
reviews

process
« All communications about a specific product

will be carried out online through the online 2. Increase stakeholder engagement in

management system and no more through standard-setting

emails
3. Guarantee consistent post-market

* Going life Q1 2020 monitoring
4. Increase laboratory testing capacity

5. Strengthen Quality Management
Systems (QMS)

TRISOWTEDIDEHELLET, TENRERELTICA VA VRHEDVY AT LEEHELLEVWER > TVET,
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DEHCRNLT FIVETREDIFTC. BEZTHIEICBNET ., TIDT. SIEREOHADIEEICHMETT, A—
VTR BDIIIEBICRETCTDTC. DAV ZA RHEDY AT LA TENRFHREEINS ERO>TVET,
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Overview of the WHO evaluation process for Vector Control
Products

13 February, 2019

Marion Law, Group Lead
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Introduction

« Prequalification of vector control products (PQT-VC) is a
stream within the Prequalification Team of WHO

« These products include, insecticidal treated bednets,
indoor residual sprays, spatial sprays, larvicides, personal
repellents.

« This meeting is an opportunity to communicate with
stakeholders about the PQT-VC mandate and approaches
to the WHO evaluation of public health pesticides or vector
control products

N7 Z—=7 bA—)VEEDEFIFREEE LD DI
WHO DERIEREET —LDHD 1 DDEHTY, N7 Z—
YhO—VBEE L TIERAGRELSTENTVE
TomﬁﬂmEGME\¢Wﬁ®%%ﬁ®ij—\%
RERBRAL. BRERIFT 7AREETT,

REFEEE A L—F TS5v b

Outline of the presentation

+ Importance of vector control products

+ Implementing the new approach and establishing the team
* Mandate

» Regulatory Framework for PQ-VC

+ Collaboration with stakeholders and partners

* WHO evaluation of vector control products

+ Progress to date and products prequalified

* Priorities

+ Opportunity

D=7 V7 ERETIZT 22— vEE?
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DfEtn, ¥, /H EOREH. AT — 7RIV —P/IN—
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Importance of Vector Control Products

» Vector control products have played a vital role in reducing
transmission of vector borne diseases

« Despite this significant impact, vector- borne diseases
continue to be one of the leading causes of mortality,
especially among children under five years in specific
regions of the world

« Addressing this now is a global priority and vector control
products will continue to play a critical role in achieving
this goal.

 An efficient and transparent WHO evaluation process for
vector control products which is based on evidence is an
important and contributing factor to ensure timely access
to effective and modern products.
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Implementing the new approach and establishing
the team

« PQT-VC fully operational from June 2018.

» Harmonize approaches to product evaluation throughout WHO

+ Encourage evolution of the WHO regulatory function to
incorporate best regulatory practices based on experience in
regulation of pesticides and medical products

« Provide clear, transparent, and consistent evaluation of VCPs

» Conduct QA activities to benefit procurers and ensure quality
products to end users

« Maintain the validity of prequalification decisions throughout the
product’s life cycle — review changes and incorporate post
market surveillance feedback.
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PQT-VC Team

« PQT-Vector Control

- Group Lead

- 2 Case Managers

- Product Chemist

- Entomologist

- Inspector

- Administrative Support
« Assessors Group

- Experts in the areas of chemistry and manufacturing,
toxicology, entomology and material science.
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Mandate

Increase access to safe, high quality, efficacious vector
control products (VCPs)

« Prequalify VCPs that are safe, effective and manufactured to a high-quality,
and publish a list of these prequalified products
- Ensure prequalification validity of products throughout their life-cycle
«  Contribute to building assessment capacity of member states (NRAs)
- Training of assessors from Member States through the actual WHO
assessments

- Harmonizing quality and regulatory systems
- Supporting collaborative registrations
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Regulatory Framework Regulatory Framework

Foundation is built on Science and Policy Regulatory framework includes:

The PQT-VC framework is supported by . . .
— Existing guidance from joint work of WHO and Food and Clear policy and guidance .
Agriculture Organization on the regulatory approaches to * Robust pre-market evaluation procedures

pesticides for public health and agriculture + Appropriate inspection and quality assurance approach

— Utilization of best practices, established approaches and . : .
experience from other health products within WHO Active and relevant post market activities
prequalification streams.

— Information and decisions from other regulatory agencies
(e.g. OECD countries)

TS, Ny Z2—ar bO—)VEGRICET 3EH D07 REIDTL—LT—7TIH BEREGRY Y —EA00
L—LT7—V%ZRTVWEET, CORBREGIONRE | 4R %EFGHET, AREGERAENO7 7O0—F Z
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WHO. FAO (Food and Agriculture Organization) @< 3 | 74 A7 )L2&ICBALT. BIEmERET & mEREOEAIC
AV NT—ITHRIREDHA LV ATY, ZLTRR | LT, BOBWEEZERLTVEXT,
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Collaboration with stakeholders

* Member States

» National Regulatory Authorities

« Country and Regional GMP

+ WHO Partners

* Donors

» Research organizations and testing facilities
* Manufacturers

* Procurers

AT=URIVE—EDHBBICEBLTIE. BAGEEMBEEOIZTRL—2aryhbEd, SEORFHEE. E.
3D GMP (Good Manufacturing Practice : ERGNUEEEBAROMEEERUREEEDOELE), WHO D/\—
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WHO evaluation pathway for vector control products

Safety, quality
and efficacy

A " " i d effi confirmed
Product class with ssess product safety, quality and efficacy

WHO policy e i i
recommendation Inspect manufacturing facilities to ensure quality

Pre-

ieai Pre-quali
. . subm_|55|9n PH value WHO policy prgductfy
determination Coordination confirmed recommendation
of pathway Committee' (product
—
Product class
without WHO | —
policy
recommendation Assess product safety, quality and efficacy
Inspect manufacturing facilities to ensure quality
Efficacy, safety
and quality
confirmed
GMP and
NTD with
Il Academia, developers, manufacturers and PDPs [l VCAG [l support of PQ Outcome
MPAC/STA
1. Consisting of staff from PQT, GMP and NTD G
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Adwsory Group) DEFEHEEG>TVWET, RUI—#HRERETHEA. 70—/ -ZU7 - 70075
L®NTD 7Ib—7T9, ZLTReM. RE. BOEOFHEIEEFERF —LOEAHBEE TV T,

ZNTIEVCAG DRBNFED L SBLEHDHEFTWVET

The role of VCAG & THUFWHO IZHT BT RFINAH ) —RT 175D
TVWET, RETBHDIFFH LY — b B, Y —)by

" Aronhes for e Cheet oA vetios of mesan arc Siher vetsor befne

doeases. ZLT770-FTT, IZUTDNTZ2— 52L&
. '\I;%isélst WHO in dhevelogingﬁoll;:}/‘reﬁommfendanons on new tool[s‘ A

provides Guidanco of Jevelopng the eviaence base redured 1 inform DRI Z—@ENEREODY FO—ILDHTY, ZD

such assessments by the group
. g;leb\llgnr;ealth valuealzg/eoflrned as: proven protective efficacy to reduce or 7’: &b L: VCAG L'-:t\ %ﬁ L/ L,\ ,r ‘/ 9 _/\\ ‘/ :/ 3 ‘/ 0) 7’C MUD/A
« Cross-departmental collaboration of the WHO Global Malaria = =T N —n o S

D P T ) REENOMEEFHEL, TETYAN—AZFRT B

control products.

FedDHAZ Y AR LET, TORREFENDME
EVSDIF. RENRDFAEAETNTOZEDEFHEEN
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£, DEV . COFREDBREE RS T . HAHWVIEFHTHEWNDTETY, £ L TEPIERTHIIC. WHO D GMP (Global
Malaria Programme : ' 0—/\JL - <X Z U7 « 7O > L) ® NTD (Department of Control of Neglected Tropical
Diseases). PQT (Prequalification Team : BRIEREEF — L) DREDHHADITONE T,

Pre-submission /
Dossier
Development

v

Submission of
Complete Dossier

\_{\

Screening for
Completeness

Acceptance for
Assessment

Assessment Inspection

Ifl

Decision

Prequalification Pathway

THES5IFEREEIORKICEY ET, THUEAH IVD (In-Vitro Diagnostics ; ANZEBERSR) ([CDWTTHEL
7O RICERBIUMTOVET, 7OCREET. TV TIv a3y T+—LOERDNSAZ—MLET, ZD%T
Dossiers (F58) Z1ER L £ 9. Z L TIRHE Nz Dossiers h & F i > TO DD FTEDEIHDDRI V-2V T ENET,
RHEINTz Dossiers B2 ICHI > TR EWVWS T EThHNE, FHEDHICREINE T, Z L TEHMAPERDERE
DHESSNTOREETNE T, TT DT, Dossiers DFFH BLEMRDERDFHMED E L S5EBERREDTICEY F T,

TELIEF LAY 22— bO— VGO Dossiers B4 & B TORFIERICZY E T, MHVBEIEZLELA
B WKODEBESTI—ABBYELT, BEFOT7 T —X #HD 71 —X, Z L TERERIEO 7O AL HY
£9. REFINE A —H—CTEREBROZEEERLE T THSREEBIEO 7O VERELTVEET,
TNESIANTHERTETVBEWVNS T ETHNUE A—H—I&ZF D Dossiers ZHIRELET, INU VT EHRFET+—
LEEZEVNT, ZhobiRELE T, ZLTEHETZ 2 —XITAWE T, ZTDE. A7 U—Z7hH4). Dossiers DFF
mEERLNH Y. BRRAENMTONE T, ZThick>T TRV WS 2 &iThnid, FElebdTEAVE T,
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Dossier Format — The Module Approach

* Module 1: Administrative information and labelling
* Module 2: Discipline summaries

* Module 3: Quality dossier

* Module 4: Safety dossier

* Module 5: Efficacy dossier

* Module 6: Inspection dossier

Dossiers idT DK 2T+ —< v MTE2TVET,
EV2—INET7TO—FEEL>THEYVELT. 6D
DEIV2—IVEA—A—HRZATRET ST &LICES
TWET, EV21— V1 EEBHERREIANIL. £
A=) 2RRFORFEOHYI)—, EVai—)L3IFRE
IZBLTD Dossiers, EY 21—V 4132 MEICBELTD
Dossiers. €Y 2 —)b 5 (&B#ED Dossiers. € 1 —
)L 6 |FBELEHLRDEZED Dossiers TY o

Module 3: Quality dossier

« Compilation of supporting information:

< Physical/Chemical Data

< Declaration of Product Formulation

> Description of Manufacturing Process
> Declaration of Manufacturing Sites

= Confidential Appendices

T 21— )V3DREICEET % Dossiers I DN Tl X —
A—IETR—MERELT, MEBEET—2ZRAE LG
NG A, Tfe. ZTORBOREFORE, &E
TROHAE, MENSDOBRE Z0MOIV T4 T+
IWEERBAITET,

Module 4: Safety dossier

« Compilation of supporting information:

= Acute toxicology (6-pack)
- Acute Inhalation
- Acute Oral
- Acute Dermal
- Primary Eye Irritation
- Primary Skin Irritation
- Dermal Sensitization

= Product Risk Assessment (Occupational and Residential
Exposure)

> Al Specific Hazard Assessment (or summary of publically available
information)

EI 21— 4 DREMD Dossiers Tld. XA—H—IERK
DESEFEREAELET T, 1 DIFRUEHUTIH. &

MRA. 2EROKRS. [MEERE. —RWEEROREIE.
— R EEORBME. BERBIETT, 5. URY
THEAAY ML TIE 1EEFEAERICNT HBRE(IC
DWTEEEY, ZDLET Dossiers DFFHfA L. &REE L
TWEET, Tl —RAHADBERLED TRED/\ Y —
F7EAAY bDERERELET,

Module 5: Efficacy dossier

« Compilation of supporting information:

° Lab studies

= Field studies

TV 21— 5 DEMED Dossiers Tl
HEERDE L SDBEREMHEICITVET,

ZRERER

Module 6: Inspection dossier

» Compilation of supporting information:

o Site Master File(s)

ZLTRBICEV21—IV6DEENZDEERD
Dossiers Tl&g U4 cFRAZ—T7 741 IVHDREICHEY E T,
INZEHBE L THENROERERELTVEET,

Accomplishments

+ Established Single Point of Entry to WHO: PQT-VC
+  WHO vector control evaluation process established
- New intervention pathway
- Prequalification pathway
+ Website developed and information posted, eg., guidance, process, meetings
+ Data requirements determined and dossier format developed
+ Roles and responsibilities established with WHO partners
+ 4 products prequalified (+4 pending)
+ 71 products with WHOPES recommendation eligible for conversion to PQ.
+ Co-secretariat of Joint Meeting on Pesticide Specifications (JMPS), 9
evaluations completed. 2019 workplan initiated.
+ 3 Assessors Group meetings completed to date.
+ Label Improvement Plan initiated.
« Complaint process developed and initiated
+ Re-evaluation initiative pending.

SETIKEDK OB EZER L TEDEVDSRE
TIH. UFIONY 2 —2> bO—)VREGOFHEG ED
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Lfce TNAERIRIADF—LTY, NXoy2—a> b+
0—) V&GO WHO OFHE 7Ot AL I ENE LT
T DORITIFHF LN ADR RO ERIFRAEDREED B W) £
T, Ffee 77 MBEVE L, RHEEHLEE
EHBEROELALTVET, 7:!’(’;'/Z’\bj’EHZXO)I$
W RAGEI—T 1 HEDBERGEELH O TWVET,
T—R2DBEHEERE L. Dossiers DT+ —< v M EHAER

LE Lo WHODIN—hF—& REIEEFEITOWT
EEM L. I:I/§\ Lxg bfco i?LL 4 Owiunb\éﬁﬁnuu

EHEODTWET, FLTEDOBIRY T JIcE>TW
9, 71 OB WHOPES DEREEIF>TWVET, T

nti%ﬁ'qunIHL ?ﬁj%L&b\__[ ETCH B, ﬁ*ﬁf;;ﬁl’%
WRTT, WEAOERIETEI 1Y FS—7 1Y

TOHBEHKFBTIDOFHEEMLRZ T, 2019FDT —
VTS UHEBENTVE T, SETIGHEE YV IL—T
DE—Ta4VIH3ETFbNE LI, INIVOHEE
LRI NTVEY, oo BEOTOLXITDONTE
RELTHBINTOWE Y, BEMEDA Z 7 F 1IN
VTAVIIKIEOTWVWETY, BLETDORFTIEEESE
ToTVWET,

Application Statistics

Requests for Determination of Pathway
— 98 actions to date — result:
« 56 PQ Pathway
« 30 New Intervention Pathway
Protocol Reviews
— 23 submissions — 13 completed, 3 withdrawn, 7
pending
Post PQ Change (PPQC)
— 10 submissions — 4 completed, 6 pending

B ICAREEICRIT 57T — 22 R TLELLERL
£, BEBEOREDUIVIAMI. SETIC8HHY
Flfco ZTDOH 56 I HBFIFSDRREE GV T LT,
B30HFIFTLONADREEGY X Le, 7 MO—ILD
LEz—d 23H0RBENZMEN, BHEHETLT
WET, 3EFIEFEEETN, 78RV TV 7 ERBE2T
u$¢o$mm£é®«7& I hO—VEROESE

. N0HEDRFELHVE LIz, TD 55 4 HEBRFEED
ﬁ%kaLTm$To6#w«/74/7a oW
E
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Outputs and ing work from A 1t Session, Rome 2018.
New product applications

PrequaIified

Assessment initiated May 2018
+ Royal Sen lry2 0
+ DuraActiv
+ Autan
«  Aquastrike
Assessment initiated Nov 2018

+ RoyalGuard
. Syla indo 240 SC

. Mk Io Net

Other activities
- Post prequalification changes
+  Presubmission review
*  Protocol review

FEEO— CIIDONETEAA YV M -2y avh 5
DT ISy I*t‘ﬂit‘f“qﬂ@{’ﬁ%& LELTlE WHOIC
KE2HFLVHROBRBELHY T, BARLETNED
HEHYVET, T 2018¢5H T4 DOEBICDONT
MmN RmENE Lic, BID4WRICDNTIE 2018
FE 1 BICFHEAREBINTVEY, flcbtEhniE
LD ET, BREREIEDEEDOLE1— ThH 5
BRI 7O0rd—ILDOLE1—HRBYET,

Priorities for 2019

« Assessment of applications for prequalification
+ JMPS and CIPAC procedures and setting of specifications
» Post Market Activities

- Label Improvement Plan

- Complaint process

- Product reviews (non pyrethroid only LLINs)

SEDBAEBFELLELTL £ BAAERRE
D A 55 D 5F ff . JMPS (Joint FAO/ WHO Meeting on
FAO/WHO &RIBEREEIIR
£%8) & CPAC (Collaborative International Pesticides
EREFRRESTHER) OFIES
HELBYET, mlREDESHELTE 5
B, HEDNTOLA, BHEDOLE1—HDH

Pesticide Specifications :

Analytical Council :
HRRDFRE
NV DSEST
V£,
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Opportunities

« Understand the impact of vector born-diseases.
+ Advocacy in Asian countries

+ Support for capacity building in countries

« Encourage innovation in the vector control area.

FERAGHARE LE L TE N7 2—EBENMEORED
HEEBEIT AL TYTHBICBITAT RRAY—.
BHEEZLTWCZ E, LG WHO MBEICHSIT5F v
INITAa - ENVTavTRYR—bLTWN T E, ZL
TR 2= bO—)VDRBFTDA/N—2 3V %&H
ELTWCEWSTETT,

Appendix 1
Guiding Principles

Engagement with colleagues, partners, all stakeholders
. Practice openness and transparency

Opportunity

Build a system, ie., WHO Vector Control evaluation process, that is robust
and ensures access to safe, effective and high quality products
throughout their life-cycle and at the same time flexible enough to
encourage new product development, incorporate new science and meet
diverse geographic and population needs.

£S5 12082 ELTE. VAT LDEBETYT, WHO
DN Z—2> +O—)VOFHE 7Ot XICDWT., BE
BEDICLT. RETHRN CRRELGERICTATY
AOIWEETT7 I EATESLDITLET, FFEEIC
TRFEMEHH > T, HLVRBBEREEML. FLL
YA T RZEIAH SHRIGHIBHNG Z—XPAOE
HADOZ—XILESEDICLIEVWERS>TWETY, TEEE
HUHhES>TETWVE LT

. Collaborate, engage and listen through proactive/constructive 2-way communication

. Demonstrate integrity (judgement/confidentiality/tact/consistency)
. Be respectful and demonstrate respect

Process and Decision Making

. Action oriented, i.e., value-added processes which focus on end user access to products

. Evidence-based

. Adhere to established roles and responsibilities

. Transparent

. Timely

. Well documented policies and decisions

. Continuous evaluation and process improvement

Broader Impact
. Embrace innovation and creativity

. Apply a global perspective to meet varying geographic and disease needs
. Monitor and evaluate current approaches to meet changing global needs, i.e., remain relevant
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