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I. PAHWPER I #R & LREIB H

EEEERAGCS THERRAFDEE EIMDRFD %L

B 19 EEESRYOERRMNDEZDHh T, Global Harmonization Task Force (EEE R G EESES{LLHE GHTF) MRERIS

ht-, 2011%2A International Medical Device Regulators Forum (BB E B8R4 4 B 7+—5 L  IMDRF) AAGHTF D& E %R
ERFT8LLT. EREBRATOERESEISOVTHERO A MEERBRIT 57+ —3LELTIAESIT-, IMDRFIIHAZEDE
BRBATNLEBICISIERDEHNTHY . ERMNTCERBBATOESILLIMRERETHLDTHS

IMDRF#H #8548 RX

MANAGEMENT COMMITTEE

Regulators (rotating chair) AUS, BR, CAN, CN, EU, JP, RU,SG, US
+ Official Observers by Invitation

Affiliate 1
Organizations

SECRETARIAT
Administration tasks

Edition and maintenance of website
Branding

Promotion of Global Regulatory Model

MANAGEMENT LEVEL :Decision Making, Strategic, Direction, Work plan monitoring

e Regulators _ _ _ _
o Industr Working Working Working Working

y Group Group Group Group
o Other stakeholders

committees

OPERATIONAL LEVEL : Technical document development

(7)) IMDRF website (http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-150102-terms-of-reference. pdf)
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I. PAHWPER I #R & LREIB H

IMDRF&PAHWP O BE & 14

B IMDRFIFA—AYN, PO7REFERVIRGEDIDD B D MBE TSN TS, Ff-. IMDFROE:EHEREEL TAsian
Harmonization Working Party (77 ER#EIFRHEHESIESRE . AHWP), The Latin American Alliance for the Development of
the In Vitro Diagnostics (TTY7 A AERMIBFRHEESIERE  ALADDIV) B UPan-African Harmonization Working Party (7
JUHERBBFRNERILRE: PAHWP) D3DNDT—F2 5 13—T4—h8H 5. PAHWPIE T 7Y g F 115 E B2 R 6 0 E
AMEBMELI-EBTHS

IMDRF&EPAHWP O) B8 E

) Management
Committee
LA ' @, ...
atate on a 3 Al bz » Australia
» Brazil
Affiliate member » Canada
» China
» European Union
ALADDIV - Japan
» Russian
20 Countries 12 Countries 26 Countries » Singapore
(2013) (2013) (2016) » USA

(HiFT) IMDRF website D 1F#% EIZ/ERL
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I. PAHWPER I #R & LREIB H

T2)NiBNIZE T HEBEBISFRAHIDREEPAWHP 1/2

B PAHWPIZ T2V hibig 21T 2R GIFRFEEI = HAEZ BELT2012512 AIZERIINFER S, African Union/New Partnership
for Africa’s Development(72V)HEE/7IVHRED=H DEF/A\—rF+—vF: AU/ NEPAD) D#HADhTEHZEITOTLVS

W 20124, East African Community (R72VAXE:EAC) (X, HAHFAMEEC-ARFEOM LICBHIBEAGICEIE, EAC
N—r—HREICETERBBRUVERDHBBOATRKRE O TE~NOHFANROSE. REERUAMEOFMICOLTER

HEZREL TS

PAHWPRIEE A2 /X —

The African Union / New Partnership for Africa’s Development (AU/NEPAD)
Planning and Coordinating Agency

Pan-African Harmonization Working Party

(PAHWP)

EAC Health EAC partner The London School
Secretariat States of Hygiene &
Kenya, Uganda, Burundi, Ethiopia, Nigeria, Tropical Medicine
Rwanda, Tanzania South Africa (LSHTM)

(HiFT) IMDRF website D 1F#% EIZ/ER

5 Mitsubishi UFJ Research and Consulting

(®) MUFG



I. PAHWPER I #R & LREIB H

T2)NiBNIZE T HEBEBISFRAHIDREEPAWHP 2/2

B A5 2 ETEZE S (In-Vitro Diagnostics: IVDs) D3R EIBEAEN TINVS

B ERRICEATIEERBIFEAEDETITONTLSS, ERESBFEANZSHEEROFERRF IOV TIE—EDKE (HIV/AIDS, #&
BREORIITHFE)ERVTEF+7THS

B —HOETEERREREEVERERERFBRTEZES (NRA) ORI THEARN TR

B ERLARLIZETHEREEESERTIZE R (NRA) DIFHREF TV I+ —LAFEL TR

6 Mitsubishi UFJ Research and Consulting (.) MUFG



I. PAHWPER I #R & LREIB H

PAHWP®D;E &1 B 84

B 7OUHMRICE T HRAMDEN-EREBERT TSV IA—LORER VAN BHEERO-OOBEREIL—LT—VEHRET
HZE

B 7OUNMMBICE TAERESERVCRNZSHERRORFIRVREETEDODAMERERBA ISRV Fr—ERETHL

B EEEBOHRFIEVANZCHEERLZOERRFIZELT. 2 TOMNEERP/NN—,F—#EAT7 I AA GG T I AMS S ERE
BORTLEEETLH L

B 7OUNMBICETOEREBRRVENSHEERORRRVUNARORRERAE ST H-ODBRISV I+ — LEHILEILT D
&
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PAHWPIIEE [E (2013FIR1E)

B 7OUAhRERN23AENMBLTILNS
East African Community (7 2'JA$E{k: EAC)5hHE :Kenya, Uganda, Burundi, Rwanda, Tanzania
East African Community Partners (87 2') A El{A/\—b5—5&[E : EAC Partners) 34& ; Ethiopia, Nigeria, South Africa
Southern African Development Community (FIEB7 2 hEAF H E{A: SADC) 154

Angola, Botswana, DRC, Lesotho, Malawi, Mauritius, Mozambique, Namibia, Seychelles, Swaziland, Zambia, Zimbabwe,
Madagascar (Tanzania, South Africa)

FDH2AE :Ghana, Sierra Leone

W7 IUHERAE

Z Dt

~ SADC:FE72") hEaR L REAF

EAC Partners: R7 2V A RE{E/—rF—EEE

(HiFT) PAHWP websiteD1E#RE EITIERK
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Il. PAHWPIRIR 5> 47

EEETOTLNASDDT—F55 )L —7

g 1) Risk classification (Y X92448) )
2) Common Registration file (F—4Z&27/IL)
3) Convergence on inspections and manufacturing sites (&R UVBREXNRDH—It)
4) Reduction in number of clinical trials (EREREE& D HI#)

L 5) Post-marketing surveillance (RFE&DI— T4V JRE) )

African Regulatory
Harmonization
Advisory Committee for
Medicines, Medical
Devices & Diagnostics

African Medicines
Regulatory

Pan African
Harmonization Working
Party for Medical
Devices & Diagnostics

Harmonization (AMRH)
TWG Medicines Policy
& Regulatory Reforms

IS R ST ¢ TWG Quality Audit & TWG Clinical TWG Post-Market
Common Submission . . ; Subgroups...
Dossier Inspection Performance Studies Surveillance

(HFT) Dr. llonze Chinyere . NAFDAC. 2015 (http://www.globe-network.org/en/system/files/en/network/resource/1_ilonze_pahwp.pdf)
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EEESRFO=HDT7IVAIZEITE100E KFE

ERESFECENZHAERROFERRFIALZIELOT L,
ARICEDFTOBRENTEATH S,

AR BRICHKERVERSDNDERLHS.

FRAREBHICEVWTBELREENH S

ARBEICEVWTEDRIENSN TV,

BETEEOTODVNHEIZ B ELIRERDI—T T4V RMEMNEILSN TV,

o o~ w0 NP

fBRELTELTLSHERE:

7. BRERBREORUNTHABRETERASATNS,

8. HOEWERKRMREMEIZISHMKHBRNLIN TV,

9. EEMBRUVANZHAERESERRGIOZEIHINEGERNEEZERIBLLO TS,
10. /MREMZOEAR TREBEENRERMEW-OBHEFHREEZTHLEMERLH S,
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. PAHWPS DA TE

PAHWPS & DA A4

TIUN#BIZE TS ERERRGE D= DEEER

D mEOERKS . AN ZHRAERLREUVEOMBRHIN-ERREAOANRE, B, RERVERASNSEIIICTHIETL
EEZERIET D

mE
3

B SRETREGMRNDHAERGRUVRERSBNIDELSATND

B BERQHEEERVAEGHARSAODERATARTHS

B ERESEVCHANSHRAEEROEARGICOVT, HFAFRECH>-AHEYARELESN TS

B RECSNEERARFEAMERTOTSLAOREDOVLERLHS

B AHRUEMHVY—REERL. 7I7VHBRATHEREAZTS
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V. FERHEBEEEELWHOPQEDENHY

IMDRFH KU AHWP

B 19924 (CRIER SN T=. B. KE. EU, h T4 . A=A TICKSERB BRI ERESIEESBCGHTFOSMAV/N—IZXY, ERH#E
RHEADSSLLEREBSIEERS-HDEHEHE

B A—RNSYTZ. IS AFE A EU, BER, OV 7, SUAR—=IL RENRAKXSIMAL /\—E5>TEY . WHOR AT HF—/\8
M. E/ICIFWHODPQIELNEFEMRS ML, PQOTYIT—FEE{TOTLVS

IMDRF AKX & E#H LU HEES < > ARATH—/

Australia Therapeutic Goods Administration WHO APEC LSIF Regulatory Harmonization
PQ3E L 4R 45 Steering Committee

National Health Surveillance Agency

Brazil (ANVISA)
BARTI1UTAMEHE
Canada Health Canada
China China Food and Drug Administration
European European Commission Directorate- Asian Harmonization Working Party (AHWP)

A 4

(BRIEATSm. 1EIFSm)

Pharmaceuticals and Medical Devices

Union General for Internal Market, Industry,
Entrepreneurship and SMEs o TUT26MEMNSM A. P

Japan Agency and the Ministry of Health, Labour Zm
and Welfare
Russia Russian Minstry of Health
Pan African Harmonization Working Party on
Singapore Health Sciences Authority Medical Devices and Diagnostics

%
United States o WHO3S M

. US Food and Drug Administration
of America

(HFr) IMDRF website
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V. EERHEZESEREBEEWHO/PQLEDEHY

IMDRFH KU AHWP

B 2016438 MIMDRFEETIE. WHO PQIEZE (irenaK) IZ&Y . PQORID X T—EXIZDNWTHAN TN T=,
—H—~DFERDFEERNEHONT-PODXDZEH([ZDLVT, F-WHOMNEE F D Technical Guidance
Series (TGS 1 - 2) [ZDU\T, IMDRFIZ &K 1HAEE K
o ZikaZEDIVDEZ M FERIZDULVT, EUALIRHIZ DL\ TDEOI (Expression of Interest)a A—h—IZH17(2016/28)
o 2016/3/14-16MD T ar—T THORFEZEL TZikaZIVDNDEUVALDEHZRTE

International Medical
Device Regulators Forum

| Téchnlcal Guidance Series and
Sample dossiers

WHO developing a technical guidance series (TGS) for manufacturers
U pdate on WH O woO I’k on issues considered of critical importance when developing and
gathering data to support manufacturers’ claims.
Published in 2015 for public comment
+ TGS 1 Standards, TGS 2 Stability
+ To be published Q1/Q2 2016
Instructions for use, Test method validation, Principles of performance
studies, Kit component stability
Irena Prat WHO developing additional sample product dossiers for WHO
prequalification of IVDs
+ Published in 2015 for public comment
Sample Product Dossier for an RDT intended for HIV self-testing.
= To be published Q1/Q2 2016

Sample Product Dossier for a Qualitative NAT for HIV and a Quantitative °
NAT for HIV.

International Medical
Device Regulators Forum

World Health Organization
Brasilia, 8-10 March 2016
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B ARERE EETEIERDLNEIBET —RIEIVTERSNTOET A, BHIFZOEMHEME, TEMERIIETILDOTIHYFEEA
B Efo, KEMIL, Access to HeathTA RS EHRB D RBIEDEEHSN-LDTHY  HHOHE—HERBETTLOTREHYEEA

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

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

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