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UNICEF Supply
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i UNICEF Supply Division is
i UNICEF’s supply & logistics
i headquarters located in

i Copenhagen, Denmark

It is also home to the largest
: humanitarian warehouse

i Other UNICEF warehouse
i hubs are located in Dubai,
¢ Shanghai, Panama, and

¢ Djibouti

UNICEF’s supply community

i of 1023 supply and logistics
i staff serve children in 94
i countries

Supports results for children with an effective, efficient supply operation

Helps meet UNICEF’s Core Commitments for Children in emergencies by
providing rapid response to emergency supply and logistics needs

Contributes to influencing markets to ensure sustainable access to essentials
supplies for children

Serves as a centre of expertise and knowledge on essential supplies for children
and supply chains and build capacities of national governments

Provides procurement services to governments and development partners on
strategic-essential supplies

Establishes policies for supply chain activities

Uses product innovation to increase results and decrease costs

B UNICEF Procurement Overview

F9. A TDFEDLIRICOVWTHEFELLET, IZETJDFERIZT I—7DARVIN—FIcH YU ET,
ARVN=HFUVHRADSA R —=FH—=IC 203K 5WVES T, ZTHEHENTDLLITFKE. BEALGEBERRATE



1. UNICEF

IBEITOWVT

£9, KEGBENBICELEECAICHBVE LT, ZIHSEELTASEHICHE>TVET, SHIFEEHZL
DTITH ZESLLELVWBETIDT. TELODHBAIEEVTRA Y FERO>TWefeE, ERICGEBRLTE
PIDFREIELE BRI E L WK DEIEBICEMN ERVET, ZTORIE. 1=t 7 DRREBAHEBD
EEAZEIVAICHY ETDT. TITTHAWRS ZLZEMB LIEVWERNET,

PRESDREIL. OARNVN\—=TUDIEMNCE. FINA BB N\FT ITFILHYET, WIThEEBIGEWNE
CAICRBEDGH DT AV FNATRELTHEVE LT, ABZBEPXELGEDRERIZERICEHE T CITHISTESD L
DHAEFNCHE>THEYET, BEICDOWLTIE. 1,000 AZBASBENTREICEDL>THEVET, FICREEZHR
ELT A AHEICREETO>TEVET,

U N ICEF expendltu re of supplies and services

(2015, by major material groups)

of supplies and services

+ 85% of UNICEF procurement is in collaboration with other UN agencies ($2.9b)
* 90% with UN agencies and other development partners ($3.1b)

Vaccines Pharmaceuticals Nutrition International freight
$1.725 billion $151.4 million $150.6 million $104.3 million
Gavi, BMGF, WHO, PAHO WHO, UNFPA, UNDP, GFATM WHO, WFP,, MSF, CIFF UNDP, UNHCR, UNOPS, WHO
100% " 100% AN 100% 100%
Medical Bed nets & Construction Cold chain
supplies insect. $102.3 million $75.6 million
$110.4 million $58.7 million ) Gavi, BMGF, WHO, PAHO
WHO, UNFPA, UNDP, GFATM WHO, UNFPA, UNDP, GFATM SAVE, WB 100%
95% UNITAID, CHAI, MSF, CDC 100% UNITAID ~30%
Water & Education
Sanltatlo.n. $66.1 million in procurement on behalf of
$96.4 million SAVE, WB

102 governments and partners
WHO, Oxfam, SAVE, UNHCR

30% 30%

EDESBHLDERETHHNEEVET L. EREEMOENCHLERVPERICEDEIEMGLEEHVET., SFEN
ITIFEREMIIKE < K30 RADTFZEZTTO>TVET,

AZCT70REESES E. AL TDFEHDLDLFREEENENS T ENZVDTIH, EDDENEHEEIICH
DOTITOFEEHBLHVE T, EEMFRIESE (WFP) TIRERICET 25EE—TTNICITO T LITE>TEY
FIH TNUADET AT, L ABRERATFEERGEDOANERBOFEICREAL TE. 127 DFERHE
AR CEELTVET, 2FW. 12 I7HRELT2MRUMNMCE. OEZEKEIP. NGO THBERKR+F
LERBENVELTDMRLAET S LIBEO>TEVET,
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Supplier countries with procurement > $10 million

(by invoicing country) (2015)

: In 2015 Japan was among
i the countries UNICEF

: procured from for a value

: higher than $10M

. (ranked 39th)

: UNICEF has development
: programmes in two thirds of :
: the countries where
: procurement exceeded $10 :
: million :

ZE5F AETINROAEDELNSRLEDH ZRLTVET, 10 BAULOMGZEEI TR TV W E
ZEIFTCVWEY, SBEDCY T 7HRENIC—BREVDHRAY FTYT, TLT NbF— 7UX—7 TIVAN
EEd, TLTAAICEBVRTEATWSDNEARTY., BADLSIE 10EA SV OM@ITEENTOET,
INZZVWERSH. DPHEVERSIHTEVETH. EEE LTIE. BERDEHFNGFERZS > LFREETL
RRERWEBSTENEIDT. BUOCELZERLTWEITNEER>TVET,

UNICEF guiding procurement principles(1)

o Fainess, integrity and transparency through competition

i Each UN organization has . . . . .
: . i (clear & appropriate regulations/rules applied to all suppliers, fair process, equal
a different mandate treatment of suppliers, transparent system)

but « Economy and effectiveness

. . (meet requirement in terms of quantity, quality, timeliness at the right place.
a“tfllJN organizations Shatre Economy=minimize cost, Effectiveness=meet end-user interest)
€ same procuremen :

rinciples
Lernerserasssseneeses PInCIReS ol Best value for money

(Consider the optimum combination of factors in meeting the end user needs;
BVM does not mean lowest cost but best ROI)

» Promotion of objectives of UNICEF

(fulfilling the mandate, goals and objectives)

B UNICEF Procurement Principles and Processes

THSIEFPDLEESIFVWSEEICEY £TDOT. EEMICOVTIFRE. ERE Lo Y TEITE > TWRITFNIE
c‘:,.,\l,\i?'o ZZT. WK OO BFIRERIDNHZDTI D, AEETSEEHOH@ERHE LTEO>TWBRANCD
WTTTY,



1. UNICEF i DT

UNICEF guiding procurement principles(2)

UNICEF:

+ only purchases goods and equipment to implement its mandate;
purchases primarily from manufacturers and authorized representatives;

+ evaluates and registers suppliers with which it does business;

+ uses competitive tendering for all procurement;

* invites an appropriate geographical range of suppliers to tender;

+ purchases products that comply with recognised technical standards;

+ does not purchase from companies employing child labour, nor manufacturers of
land mines and their components

- does not purchase from companies found to have undertaken unethical, unprofessional
or fraudulent activities

« If your company sells items of interest to UNICEF, complies with our
procurement policies and has export capabilities, you are invited to send your company
profile following the steps described below. If your profile matches our needs, we will
contact you for further information

EETIE. ETADERHTYEEZIBSHEVESGRADNS DDHNET., EAE TREFHBICEDS &K
DIHEREFIBEGEIZ LBV THAMEICBEDD L SBEREEBEEIZ LEWN] GETT, EFHDICEHBHICET
BRAGELHVE LT BEEITEERICOVTIBINEED DV ET ., 1T ELDEE|IZHEZICEO>TNS
PEEIBFMEEERITTCVRELDTID, RAITEDTWA I EHHEERENETDOT, RAIOARICDWT LoD
DRIV RITNIEEBVET,

UNICEF guiding procurement principles(3)

........................................................... UN Supplier Code of Conduct

: Children’s Rights and
i Business Principles

All UN and UNICEF registered suppliers sign on to the UN Code of Conduct. (rev. Sept

: 2013).

: No Child Labor, No g

: Landmines : * Based on the UN charter, the principles of the Global Compact and ILO standards;

: : v The UN expects that these principles apply to suppliers and their employees,
UNICEF’s Policy on Conduct parent, subsidiary or affiliate entities, and subcontractors; that they are seen as
: Promoting the Protection and minimum standards that suppliers strive to meet and exceed them.

: Safeguarding of Children
: * The code addresses:

: UN Supplier Code of : . L )
: Conduct : » Labour conditions: Freedom of Association, no force or compulsory, no child labour,
: discrimination, standards for working conditions.

Zero-tolerance for all forms of

 fraud and corruption * Human Rights: No Harassment, Harsh or Inhumane Treatment, no manufacture or

: sale of mines.
i Information disclosure policy . . . . )
i « Environment: Compliance with regulations, manage chemical and hazardous

Zero tolerance policy on gifts materials; waste and air emissions, Minimize Waste, Maximize Recycling.

i and hospitality from suppliers . ) ] ) ) ) o
OSSR ; « Ethical conduct: No corruption, conflict of interest declaration, no gift and hospitality,

post employment restrictions.
q

5% L <&, “UN Supplier Code of Conduct” EEWE LT, EELBOYGRFIERXEICRET ARATICTLOHONTSE
V&9, FEARBIE. Y E?‘:@J%a@ﬂ@] JUFE RE. RMEOMELRLETYT, BEICEALTIE. BATIRESZRE
BOBLHETITO T EDNZVERBWVETH. BEFGEDRAERZ D) 74 PEBERICOVTELWRAZE ST
BUET., TOLSEFRBIIC C‘ﬁEE%L\T:f:‘L\'Ca“Sﬁ BLOLWRITNEERWET,
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Types of competition

* Open
o Open competition / Maximized access

o Public advertising of a tender
o All qualified can participate

* Limited
o Open Expression of Interest (Eol) or pre-qualification process

o Predetermined qualifications for participation in the tender
o Short listing

+ Direct procurement

o Waiver of competition as per exceptions defined in Financial Regulations and Rules (FRRs)

3
|

SIFERLEFELIEY. BFEA (Pre-qualification Process) Hdp Y £ DT, A REH BT AREIC
Bho>TWEWT EDRESREAD Y ET, LT, BDEE (Expression of Interest) & L TWefeK TEHEE(|CE
WET,

LHDORRETIT O, 77 FVEELLE TR, HABRERAOZNAZFEOET, . I 7I0EE. BEREED
SIEDFEEZ L TWE T, COMRIGRIATAE T, BEEICK > TREMDD 5 EMNFTITITEHTL B E
WS, TV T FBRDHDIIRTYT, EEEIADTHITIREE L TV edITIETIEFAHIDETIH, &
S LIEgAIcik. 85 (MOU) UK T, Z<DEEIEMMTI DT, Purchase Order & WS E#HTTHNE T,
ZNLANCEER T EDRKEH Y £T,



1. UNICEF i DT

Familiarize yourself with UNICEF Supply ...

B How to Become a Supplier to UNICEF?
EDKDNCAZETDFEICBML TN MNCDWTHELLET, A= T7DR—LX—=JICiE, “Supplies and
Logistics” EWOINR—=IHH W E LT, TTHSHEMER TWERITET,

Familiarize yourself with UNICEF Supply ...

AT DFREEICOVWTERNGZ I EZRUTWVEWVWSIEEZITLES. BF. FERHEITLTVIERRES
BHNET, INER—LRN—IDSPDF 77 )VEA DY O— R TELEITDOT TNERTWRITNEERBVET,
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10

Find out how to become a supplier to UNICEF ...

Find out what UNICEF procures ...

ZESICAHZOTHhHBINET., EOLDGHEHDBENICTFEZETNTLEHL EWVDIF]WOE > TLVS "UNICEF
Supplies Catalogue” &EWSEDTY, RTWefeK &0 EDKSBEMRICTHEDZ— XD H2DHDERHVITHEY
FIODT. BHOEOBRBICEDILDHAHZDESHZRANTWRIFNIEEBWE T, BEANICE, REELDE
EEEl. H5WVIERREBELOBMEEVICEZHNEBVETH. fINEHY 9. BREBDZEIE. BETH
S5TRHEWVTREELTONS . AR2O7IEE > TOE A



1. UNICEF i DT

Find out how UNICEF procures ...

SFHREDT T ZHIVEERDICT DWW TR, A2 0% Technical Standard DX—IZBTWeRITNIEEBRWE T,
EROBEICOWTE, R—LR—IICHTWETOTCTHIRELEETL,

Become a supplier and express interest ...

CESICRALKRBET D ECADPHTVEY, TIHSBELKRAE LTV T EIBRYET,

EIRSERER Y 27— 2017 4E 11 H 11



12

Register & Subscribe ...

WWW.UNGM.ORG

INETIZETDR—LR—IERTELF LA, RIZEERMAELE L TOREICET ZERIE TS UNGM
EWVWSR—LR=IBHBYET, UNGM I&. United Nations Global Marketplace DT & TF, M@REFHEL LA,
HBVEEBOREITHE I ZVADVNS > L2 2L BVETH, FEICREET 2H5DBHEAHNERE LTHTL
£9, THESICBBRONTERETADHVELT. BRIBZEA—U VTR MIE>TERIA—IVTRHINS
KBV ET, £fee TESTERLT. BOKRBEETEVWSFIBICEY ET,

Regularly check procurement opportunities ...

FRIAZETDR—LNR—JICRVETH, ALICET AL VA —8HYET., EBEMICF v 7 LTV <
TEPEEREBVET, &< I—AOv/NNICBWTIEERNICTHEEZELZ F—HH U ETDT. L ALERDS
HOZTHAI—Ov/INILHBHEIE. SHOBICELIF—ITBMLTWEREWY . ORI\ OFFER =5/
LTWREWN T3 EET8NERVET, WAWAKET. EEDFESICOWVWTERZ RO TWLITNIE
ERVET,



1. UNICEF i DT

Participate in tenders ...

Other useful tips...

v Keep up-to-date information on your company and its products

v Subscribe to the Tender Alert Service to receive automatic email alerts when tenders of your interest
are published in UNGM

v Check procurement notices in UNGM regularly

v Familiarize yourself with the UN Supplier Code of Conduct and with UNICEF’s General Terms and
Conditions for the Procurement of Goods and the Contracting of Services

v~ Company profiles should be summarized in one page and presentations should be brief
v~ Respond promptly to an inquiry or to the Request for Proposal from UNICEF

v If you are not interested or unable to participate in a tender, inform UNICEF in order to keep your
organization on our list of active vendors

Other useful tips...

v Always respond when invited to submit an offer, even if you should not be in a position to participate,
in order to keep your organization on the active list

v Study tender documents carefully, ask for clarification if there is any uncertainty

v Ensure that your offer meets ALL requirements, including quality certificates, financial statements,
catalogues, submission forms etc., in requested format and language

v Meet the submission deadline
v Attend public bid openings when invited

v ...and don’t give up: developing and establishing contacts and business with UN agencies requires
the same time as dealing with another new market

CESEBTL2CWRTVREITNEERVWE Y, BEL T BOXRBAZ LDE, 777 —HH o581,
WTIREZT S, EVSODRRENTZEY b T, A—IVDREEHCEERD GO 2 E5M2THELEVSDE—DD
PHATIN BEOFHEICENTE FEIFEKD D EEAI E—BRTIEDEETT, X—ILT7 ATV D

FEFRERRER Y 2 — 2017 4 11 H 13



14

TIOT47THBHIEDERICHYET, BHOBMICBERAGEVERDNTH, BREZTSLYIE ISEIFEZEL
FHhl EBBZLTVESADN TDA—IWTHIYNET T4 TTHRERHDIETDT, BEZTZI L
EHHBNLET,

Product Innovation Ecosystem

Fit for purpose and value
for money supplies for

children in UNICEF’s

program areas such as

Medicines & Vaccines, Need Development Scale
Nutrition, Water,

Sanitation, Hygiene, and

Education | '

Bl UNICEF Product Innovation Process

A/ R=23aVIDOVWTHEFELLET, TTICHEDSHRHEDYG THEICBMT 22 LN, Thbhs#FHLL
Z—ADHBBEDEEFHIMEOTNTSEVNDSTETY, DRREBFAICVL BT, SIEESERLTOVERTH
FERICFZEDORBFEMNEOBIRDE RICH Tz > T WHO DHRE WK FIlICTH#ZRZ T T EDHYET, RE
E1Zt70AZO7ICE > TWEWINESIRIBZTCZ—ADHBEVN580%, EOLSHHETHADEEIC A/
N—=2 37 LTV WD T ETT,

Product Innovation Process

Identification of Bottlenecks

- Program inputs (CO/RO/HQ) gathered at Regional meetings, programme network meetings,
end user feedback etc.

- Feedback from partners.

Define and Communicate Potential Solutions

- “User” research to inform design requirements.

- Target Product Profile for articulating needs, alignment, and establishing dialogue.
- Expression of Interest, Request for Proposals for market information, prototypes.

Product Development & Testing
- Field trials in UNICEF context to prove value & inform scale.
- Convening of partners/advisory committees for feedback

Z—XBHoT BELT, ThEXT—IL7y7LTW EWS TOLRICEYETH. 7 THA MIIEEE
TR DK EAHOTVET,



1. UNICEF i DT

Target Product Profiles

Purpose is to communicate requirements for
products which are currently not available

Less prescriptive than an RFP to allow for
creativity and innovation flexibility. Not final
procurement specifications

Useful tool to gain understanding of UNICEF
and partners’ product needs and to gain
internal buy-in for driving R&D

In 2016, 7 Target Product Profiles were
published

Available online here:
https://www.unicef.org/supply/index_91816.html

Target Product Profile EWW5 & DA B Y EY, I T7EZCEEDRIFT 5. TOLIBEDEROTVET
EWVWDIBERTY, lcERE. D0FOABEICELT. ENAMIVEATEETEDREDHIRETHBENS Z—IH
BBIcHVET, BRAEWVBFATTARRY IV ADRICT I F o E2 ANTEATLWSIHFEEL SV LHMRELNED
FNEWVWSHBEIC. RBEDT IV FVAEBAY VADMLNEWS Z—IHhHBHIF T, ThITHLT. BHODS
HTE>THESHEBLEEDTELAHDHEBWVET, ZDedICiE. BBEDZ—XEHMSEIFNIEWFEVDT
IH. TD Target Product Profile” & W5 ETAER TV EBERAETVE T, THIERBEDHFIFTEL.
BESHFICBLTEHYET,

Product Innovation Projects

BITDA / N— 3 /B8 Tl Explore, Concept. Field Trial. Scale Up #1775 > T EWVWVS—EDFRNICE > TVET,

UEDKSBRTEBAGAETEEDTZEICBOL > TW TENTEERT., MRDFEICEHL T—FXREICT
TWADOEE#BIEII - 7OFEERTINDT. OV THA FETEICE>T. REEEBBVEDEW T
NEERBWE T, o REEHEFALHVEIDOT. EBLTVRITNIEERBWET,

METY, HUHESITETVFE LT
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A (BHl) INKVEBERISEOREEGYET, T
BREIDHHHIENSD2L2WETTLELE DD,

BREE1 ABEFERICERGEREHRA CWEER
LT, HUHESTTVE LT, BRTHTWREEL
WD, EFEOBETY, EXRPEREMESRIT/ Y 7—
IRINIVERR. IZAT7IVEHIEBICEERIBERIEE
BOETH IZET7DFEDRICCDKS>GNEDH
WBEREEWVDDIFHEELGDDL. TNELIEMNITKRDS
NBEELELEEHVEITTLELEOD,

BE CoSICBELTIE #IFEWHO DAL SBEELIC
BHEBVWETH BRNGAZYA—RHHD)ETD
T. BEREBLEITITIEWTGEWEWSDHRIRTYT, 0D
BT, H2BE. EREEICESDEED/I\Y I —
IhRHSNTL BHERVET,

SOBFIIETICZDEY TLT, 2004 FICRAT b
THAHE - BEROWENH >fc&ic. BRDA—H—
DEEHEFMLIEZVEVWSBELEHARROWLW DHD
XhshbELic, LHL. SNIVOBETTHELFES
25T EEZBHELVEVDIRKALHYE LI, EFE
DERRICEH. EFRNEZIZETINIVERREZ LT, EEA
HITHECENB K S G HEIHF AR L TWREWT
T, Ffe. BRA—A—E LTHEBIZEICE DN S
NIVERRZE TRV TENERICERICE >TL
BEBRVET,

Bl HUNESITEVE L, BONCTERD®HSH
WS 2L»WVWETTLL I,

BRE 2 %iF & Target Product Profile & ERBELN 12
WEBIC TZ—X EWSBELRB YL TDZ—
XEVWSDIE, IZETHh5DZ—XBEDTLELEOH,
TNELEEMBEHNSDZ—XHEDTL LD,

Bl chidEbonsnd EEEEDRFBICEVLT,
ZDESBEDHIRBETHDENDTETT, KIFED
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7 FBEDOBRICDWT, RENIEBEE ENBIRNEE L
WEWS T EZEBERE LTI BHLTWE L, &
TIFHEFIC—EOBUEBENAREFIR LHEH > T2DT
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WA= THEESNS T LITkY L, Thnich
D BEFEIX MIEBEEDGIDLSEHTWT., EiES
LTET7 RNAREFTVWE LTz, Ffe. RBEE 71 —Ib
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Tanzania Food and Drugs Authority
Medical Devices and Diagnostics
Registration

Regulatory and approval system for medical
devices and situation on the Japanese
medical devices in Tanzania

Prepared by: Mujtaba Ratansi & Haninu Salumu
Section of Medical Devices and IVDs Registration
Tanzania Food and Drugs Authority

P. O. Box 77150, Dar es Salaam, Tanzania

SRV HEEZVTZTOBRREERRBICH D EEE
BERDF T ATEHWNTEVET, £9. BEICEZY
PZT7ORGEERE. FICEREEKESIIEEE ANZ
A DEPUCDOWVWTHBEI TV elcEOERL
38

Objectives of the Presentation

* To understand the basic regulatory and
approval system for Medical Devices in
Tanzania.

e To be aware on the situation of the
Japanese medical devices in Tanzania.

ARIX2DDE T I VDT THELLET, D
S5FEFTHELIETCVREELZE LT, ZOERTIHLDORE
DOBRELEIETVWEEEEZT, RHOREBTIH, &
VHZTICBIT B EERKSRZT I BRI R UEREED Y
AT L. ZLTE VYT ZTICHBTZERDOERKEIRICD
WTTHBLET,

TJF X
TR

Points of presentation

¢ Introduction
® Legal Framework

® Medical devices regulation system in
Tanzania

e Japanese Medical Devices in Tanzania

KAHDOHERIF. RZ7A4 FIcdHBEL D4 DD/~ M
DFTERELLET, |RUICA> bOXT 3> EH
ITRERI. 2V ZTICHIT B EREIRICET S8RH &
VAT L ZTLTERVYYZTICET 2 BARDERKERIC
DVWTHFLLTEWIET,

Introduction to Tanzania Food & Drugs
Authority

* Health Policy, 2007: There is policy directive for
TFDA to regulate among other products, medical
devices and diagnostics.

* TFDA - Executive Agency under the Ministry of

Health, Community Development, Gender, Elderly

and Children (MoHCDEC).

Established under the Tanzania Food, Drugs and

Cosmetics Act, 2003, Cap 219.

¢ The Act;

— Provides for regulation of quality, safety and
efficacy of food, medicines, cosmetics and medical
devices.

4

TFDA(Tanzania Food & Drugs Authority) & PEIEN % #
VYT ORRERRBTI N, RE MIFHERE. D
VA— BEMEBRUVREOITHED TOHITHET.
2003 FCARENcBm - ERM - EEREICE DT
RIrEnE Lfc, 2007 FITiE, TOERICEDVTE
BIMESNE LTz, ThIdER - EXER - bits - EE
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Tanzania Food & Drugs Authority

¢ Head - Director General with 4 Directorates:
O Food Safety

U Medicines and Complementary Products

U Laboratory Services

U Business Development

= DMC has 5 sections, One of the section is
MEDICAL DEVICES & DIAGNOSTICS
REGISTRATION

TFDA[CHEEXLTIE. T4 DDHFINBVET., B
DEEICET S EXRRUHTNERICET S8
FI. REZDY —CERICET 28, T L TERRFEIC
MY 2EFICY. EXRMRUMTNRRICET 288 %
DMC EEVWE LT, 5 2DRICHAPNTVET, TDA
D 1 DHEREEBENCENSERICET 5EHR T

Legal framework

Section 5(1)(a) of the Act

¢ Mandates TFDA to regulate all matters relating to
safety and performance of medical devices.

Regulatory functions clearly stated:

¢ Assessment and registration of medical devices
¢ Import and export control.

* Licensing of manufacturers and importers.

* Post marketing surveillance including

¢ Adverse events monitoring.

B EER-bHRZEICS VLT IVD (in-vitro
diagnostic: AAZEIEE ) £ 38T, 27T TFDA HRTE L.
BELEITNEGY A, BAIE EEKESRICHT S
Y. EHADOIDY FO—ILEFTSI T EHKRDHESNT
WET, Fe. MEEXEERVEREROBMAESE T
LT G4V RVRTLERITT ST & PMS (post-
marketing surveillance : EH| %G EDOHREAR). EN
BEROEZZVVTETVET,

Tanzania Food & Drugs Authority

Medical device or devices:

* An instrument, apparatus, implement, medical
equipment, machine, contrivance, implant, in vitro
reagent, or other similar or related article,
including any component, part or accessory, which
is intended for use in the diagnosis of disease or
other conditions, or in the cure, mitigation,
treatment or prevention of disease, in human or
other animals.

* A section specifically for the medical devices (TFDA
organization structure) with assistance from the
Zone offices (PMS, licensing of premises and routine
inspection).

Z

ERERICIE. BRAGHRBONIENTEY EI., e
B#BE. EEEE. WHDSVEEEB. 1TV b K

DHEG EHTEN. BRI CRBIREOEE. A
B IERDOEN. BRFHICEHLE2E2TDHED. APE
MaRRE LTRRDZE - ARICEDELTDHLD%
WO TWET, FHADEFIE. FFICERMEERICRELT
W&,

Regulatory Framework for Medical
Devices and Diagnostics

Medical devices

Registration
(Technical files)
Import and Quaﬁty audit &
outine
Export Control ‘ Tt
PMS & Registration
Vigilance of Premises

BRI THRABREBRZTODIF TR, #IXKD
EHRBEDHDHY. TFDA DA EMXDEHEB THAL%E
DOEHBREL AtV AREEDRN ZT>THEY E
9, TESIRFIOT7 L—LT—7ERLTEVEITH.
MIB COFHNDLTICEDZEDICE>TVET, £
VD &S EEEBOBHEZTVET, REICETS
ERPERRE. mTREBEOBELIT>TVET, ZLT
WROERETVET, FIZIE. 27 LT
SHDEFEHSRZIRBE L TVWERWEEZSHIE. D
EEMIBROTHRDIENC, WRDOBHRD LEIThIEEY
FHho Ffee PMS EEVS VR (BEERICOWVWT., &
EZDERAPEREREH S BTBICDOVWTHRAELHEE
T, ERERIEESHETT L) BROTELTOTVE
T, MEADBERETVWEY, HREZVTZT7HOH
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HLIEWEEZ BRI, ERMESEE L TRHFFTZ155
DEDNBHIET,

Classification of Medical Device

Medical Device have four classes

Registration of medical devices i. Class A - Low Risk e.g. tongue depressors
ii. Class B — Low-moderate Risk e.g. suction equipment

* Requirements for registration as per Guidelines for iii.Class C — Moderate — high Risk e.g. Lung ventilator

submission of documentation for registration of
medical devices;

iv.Class D — High Risk e.g. Heart valves

* Less riskier of the products don’t require

¢ Submission of technical file (dossier) — Consists of registration (exempted) — Class A

section on Device details, Summary Technical

Documentation and Labeling requirements. * Always refer to the rules before confirming

class of a device
* Submission of Sample 10
* Payment of Registration fee
ERtaRE. ADSDDY SRR ELET, 75X
$ Alg. EREESERELTDYRIMEVEDTY, 75X
BIMEENSHZFEED)ATDEHLD, 75X CIFHL5

EEMSROERIE. 2T ZT7ICBVWTERS TIHN
B THHIET, BRFRELTA=D—IZLTDOL
EMEREL. BRLETNEESHEVDTIH, &
NIFETRIB Y EEA. HIZIE. PMSPEISVAD
VATLOGBY .. T TRFEENEABRICY Y TIV
ZHRIM L CREBEZICHKBAHK. mEPHRE. ZetzhE
BLET, TLTC TORRDERBITOCRNBLE
HIBDESIHDZHRBLET., HEPREDTFONTL
BRI B5DIFTT, BEADEERERITEESA.
FEICEME - BRETHHLBRVETH Z5EFEV
FLTH ZUY 7 TR—EBERELSRDY TIEE

WHEBEBWIRIDED, 75 ADHRRLUAIHEL
LDEBTVET, VIAAG VRAIMBEVNEWD T &
TERORFBIRILED ) Th, EEOERLITZ2EE

TORRE,

ML LTHERVNHESSZ LTt ET. &

ADFFEGFEDHE Y. VZ2AB V72AC 75ADIC
LTI BROMBEICHVET, JIHS5IEFFADRE
Do TLEYT—aVERTWEREEET,

Technical File/Dossier
Device Details

* Name * Alternative Use
. MERICRERL TN WS TOERAB BT | Deseription + Storage conditions

o C. . 1:
¥, £, BREACE. EFRBELLTERTEES | . el ey ¢

DORFEFHIVEICHVET, Thid. LDV TH

Intended Use/
Indication(s)

(where applicable)

Instructions For Use

A MTTOERNEBEHINTOE T, TSI EMTHNT 7 (IFU)
A1V (R¥ I dossier : —#&48) HEXRET BHED '$m#m“m“
. arnings
HYUVET, THICDWTIE, #E& L TOEEY, £l ¢ Precautions
¢ Adverse Effects

BROYT ) — INIWKRROERFEZLHLLED
THRIINRBGEYEEA, ERINIVICET ZEKREED
FBICEETY., RV UFBERURETEDNNTL DL
ENHNET, BERETENNTVLARLDTIEZATY,
oo YU TIVORELHEICHED ET, TNIFKRET
DFHEREBFD ET. T LT, HREICEDSIEREZR
O TV REDRDHYET,

FOFII R CAICBIE. FAORBEHSZ T
TICHBBEEESEORRTO LA ETERETE W
FEEXLIEDT. T SIEEMNEERLBREICDNT
EDXOTTBERIVELZHFELLET, TLT. 2V
HPZT7ICEITE5EADEREEDORRICDOVTEHEEL L
£9. BRDA—H—HRIE LT EEEER CBICZ
ZTV TEBRHOIRET LTLAERBICOWTTBNALET,
BEHL SFALND Y K LIcH. BaE2 27 TR
LIeWE TEBRANSHZBEICIE. FYI (—HEH) %
RBHELTWEREEE Y, ZOHRICILEZERESNSENT
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T, Bifi7 7 AIVD—EELTT/INA R (H25) DFFM
DREEICHDET . BRAMICHDBEREZT/\1ADEF
e LTHBLTWLRE, Thz R TICGH TV
RABEDSHVET, T LTT /N1 ADFEMELI 7
EERT HOL AR AHT I —DHREHEICEY
9, EDOATT)-—CHFET DO ZHELELET. £
NOSEAENGBEEICER L W BERD Y&
Y. FFERAMICEERDHZHDEID N TOHTHEA
LTVl BICRY &Y., T5Ic. ERHRAEZELLE
IKGNET, RLEBELGHNTT, EDOXSICBmHT
B CERAINZONEVDFGHAZ LT efc< Z
EIRBTVET, 1 DI DIEZE>THADEDK ST
BCREONDDHZEHRAL TWRIEEL T, E5IC. &
EDEHPERICOVWTHRHLET, HE/iERTN
BBRICEDKSBITHEALTUTWNFEND. EDKD
HTIRRTIRERTEGVDLEWS T EERH LTV
TET, TNLOMNCBHERLEDIE, BELGLE. ERIC
FRINZBICEDL SBESHHZDH. FEEED
HBEDHOZEHRFDOXEICTOTCWREET, ThD5
BEBRILELT. BEERDPHDVET, HELIDTN
A ADMADBIERZE CAHRRMDHZDTHNIE. £
Nz FYTICBRHELTVREET., ThUNDRE
DEWVALRHZHES D RERRICOVWTHEHLT
WlREET, 2T 2713 REEDB EWVWS &K
ICBLTVLWETDT, [UBED 30 EUT TCORE LEE
T5%UTEVSIETHHZHELHY ET . EEMET
HNRFLEMRBRZIT 2T 30 EUTHEDA. 30 B
tEobh. REMHBROBRZLH L CWOILELT,
e, HmBFEDRERMZELH L CWLEET., £
NEAD EY I TR HIERDOT ) —HEEH L TL
fefeE RERARICERETN2NBZIET Y ATEN
IF3ENSEIBNET . TNSZTIREWVREET T,

Technical File/Dossier
Summary Technical Documentation

Device description and features
Evidence of Conformity to Essential Principles
Materials

Device Specification

Device Verification and Validation
Biocompatibility (if applicable)
Software Verification and Validation
Devices containing Biological Material
Pre-clinical studies

Clinical evidence

Risk Analysis

Manufacturing Information 12

BMBEHORBERLTVEY, 7/\1 ADHE, 15
BITOWT, REURUHREOEAEHICHT 2EEMH
B L TWREE T, ThENOEEKSEHIERSN
BIZEICRE>TWAH. AIZIEISO DIRKICEEST
WAL EREH L TWEEET, FMliEAr 10 %
TELRETV, DT LEVDERBICTEBNLET,

ZTNLNDERE LTIE. BEMRL 7/NA ADTEX
Ny T, TINA ZADBEMEDHERGEER. 7/\1 ADEAK
BEMICOVWTHRH L TWEEEY, LERHER.
BARCHDIETVRICDWTIE, Yz v IBRIZE
ROIET Y ANRKEE Y EITH. FIEmEIE1/
RN—=7 1 TEEGEIE. KVEBALELEBEROIET Y
ADBELGVEY, BWERIIE) XV BTOBERD
BOTWERBELNHVET, URIVBHEEDKD
AT Tehh EWV DS IERP. BIEDRAFDEREMEIC
BmYET,

Technical File/Dossier
Labelling Requirements

¢ Labelling information shall be in English and/or
Kiswahili and shall be expressed in a legible,
permanent manner that can be easily understood
by the intended user.

¢ The information to be presented on the label will
depend on the type of device. The minimum
information to be included in the label has been
stipulated in the Guidelines for Submission of
Documentation for Registration of Medical Devices,
2016. E.g. name of the device, manufacturers name
and address, batch/lot no., identifier of the device,

etc.
13

HIORBELHFEL LE LD TDOINY 2V TDEH
IKDOWTEHTHALIWERWE T, RIFELELRHD
BETNTOWE LY, EFOBHEVNSTET, 12
TTIEDOVWTEHELLBDY E L, 2P 7 TIdREE
ERATEVFETY, BFELATVEUEHNETESFHELLT
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ISV lE TEIRBNET, SNV VI TEBALSE
BEICOD B TREL TV REFT, ERMGFOR
EHPHRELE L TE IR VT DERMEEICRED
TOWEWEHITROTEWAD ENSAEELHZDT
HNE. TNFEELGVET, I—F—lcL>TEHE
BLHRTI. TNHOSERRFELITTHIBETAIC
HLTEEDLS ICHBmEE DS RV DL Z BRI
TRENDHVET, INSHFYIORBICBEVWTEE
BEDEBVET, INUYITDERIG. EOPFETH
FI2DLZHRAT 2RED DY ET, TESHERE
BERFFSENA P SA VDORICEHENTVET,
ZZIKIETINA RADRI A —A—DEFREHER AY
bV N—HRIES. TNLANDBREENSENE T,

Requirements for Registration of
Specialized Medical Devices

¢ However there are other requirements available for
registration of specialized medical devices such as
MRI, Diagnostic Ultrasound Systems and
Transducers, X-Ray Machines, ECHO and other
similar machines.

¢ The requirements have been stipulated in the
Guidelines for Submission of Documentation for
Registration of Medical Devices, 2016.

SHFEL LIDd. —REGERESRICE L TDBR
TLRA MR BETROBEZ RS, Kikds. T1—
ZOREDHRICEALTEINICEENET., ThoD
HMOBHICEL T, EREGBERPFAN 1
D 2016 FEMICEHEINTWET,

Medical Devices developed guidelines

— Guidelines for Submission of Documentation for
Registration of In-Vitro Diagnostics, 2016

— Guidelines for Submission of Documentation for
Registration of Medical Devices, 2016

— Guidelines for Importation and Exportation of Medical
Devices including IVDs, 2016

- Guidelines for PMS & Medical Devices Vigilance System in
Tanzania, 2016

— Guidelines for Good Distribution Practices of Medical
Devices, 2011

— Guidelines for application of permits to deal with business
of the medical Devices, 2011

RO ZT TR TOXOBERKSICETEAC R
TAVERELTEVND & LT, VD DBFEHFEHD

HA RS A2 2016, EFREBOBERFFSEDOAA L
Z 4> 2016, IVD DEHAICEET B84 K> 1> 2016
HREDBIVET, TNSDHA KA VIFERRKEEICE
THLDOT. —BREHPERINSEHEE LIzWLDHN
WAZ LT ZERERRLE T,

EREEEEICBIT A PMS EEDV SV RDY AT LITD
WTHHA RS VICEHENTWET, 22527 T
EEEEIMATN. TmiFICHcE. ZORDORFTERT
REDERD 5D, BRENEREENETICTHISIC
BT KD LTODABEITNRESHLDIFTY, &
EDEHADREICEY, —BEEFRINEEIREPR
2. MOV TERABTLERLILEDNES L ZE
HEERL&E T,

2011 FISRE ENfCEFREBR DI RWNICET 558
SERIED S Y 2016 FICHEENE LTz, FHRICEHL T,
BIL<. FEBITRVERD D ET, A1 K1 VFIC
DEELTCEODLHEADNEDLrWE LIS, &fc
BEHIFIREL,

Japanese medical devices in Tanzania

e Six medical devices manufactured in Japan have
been applied for registration. Very few ????

¢ All six products are from the same manufacturer in
Japan and have been registered in Tanzania with a
valid registration/identifier number.

* We expect to receive more applications for medical
devices and IVDs from Japan manufacturers in the
future...

2DBICBHEL LD 2 DD 2UYZT7ICEITS
AADEREEZDOIRN T, TRE. BERTHREEINIE
B C. 2T 27 TERBRBEMTONICD DI 6 4
HYET, INE 17 FPREELLERT 5 EFEICD
FLDE LNERBA. HIFICK O TIIFEICZDAR
DEFRESEHNFIAINTVELIAEHYETH. 2V
YPZ7ICEVWTE6 DTY, 2T 1 DDA —A—HEE
LIeeDTY, Jv FZa—XTIH. BICHREINT,
BERESHNOTOET, S&. IVD PHEAZITEFIC
DEELTCLHEADA—H—DALSEFRHFINSD T
EEHFELTVET,

INDSE YT TERENTV S, BEDERKE
J|MOWTHFELLET., 7oV M4, Bmb. ERMES
DY ZA, DRICDVTHEFELLTWELWERWVET,
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Japanese medical devices in Tanzania

Product 1:

Brand Name: FDR D-EVO
Common Name: DIGITAL RADIOGRAPHY SYSTEM
Class of the Device: CLASS C

T DEOEBE. TIZIVXBBEDOKETY., 775
>~ F%&I& FDRD-EVO. 75X CTY,

Japanese medical devices in Tanzania

Product 4:

Brand Name: DRYPIX PLUS
Common Name: LASER IMAGER, MULTI FORMAT
Class of the Device: CLASS A

www.tfda.c;r.tz

3DBE4DBIEE. L —AAXA—I%v—T79, &B
5575 ZADEDICHEYET,

Japanese medical devices in Tanzania

Product 2:

Brand Name: FCR PRIMA T
Common Name: COMPUTED RADIOGRAPHY SYSTEM
Class of the Device: CLASS A

208 OAVE1—2— XRREOKETT, 75
> F&IE FCRPRIMAT, 75X ATY,

Japanese medical devices in Tanzania

Product 5:

Brand Name: DI-HL

Common Name: X-RAY FILM, DIAGNOSTIC IMAGING
MEDICAL SCREEN

Class of the Device: CLASS A

508 XEREAD T AIVLT. 72 AADED
IZIEYET,

Japanese medical devices in Tanzania

Product 3:

Brand Name: DRYPIX SMART
Common Name: LASER IMAGER, MULTI FORMAT
Class of the Device: CLASS A

Japanese medical devices in Tanzania

Product 6:

Brand Name: FCR CAPSULA XL2
Common Name: COMPUTED RADIOGRAPHY
Class of the Device: CLASS B

REIF. IVE 12— XBREBEEOKIETT . 5513
VS ABILEOTHEVET,




2. AUV ZTITEY BB hRREE & AR S Wi+ v b 258) DRHOBHRICONT

SEDEIF—ZHIT. KYZLDA-H—DEERD
ADSZ VY 27 THRAERMINCBRICEATE
ERTLEERFLTCEVEY, — B2V 27 TOER

Tanzania Food and Drugs Authority

Medical Devices and Diagnostics HrbnE LS EIEIcsEE LTEBERH LYY <
Registration GBEBVET, BIELE VY7L HNRDE

Regulatory and approval system for medical TWHBTVEBLTHEYET, TN TRERITGEVET
devices and situation on the Japanese SZ) =5 L= . .
medical devices in Tanzania b *-[\b o) EKEET |—35 U b & jJ &Z:D*L%EE L/J:(/j—i L/
TEDVICEETVRERVWERVET,

Prepared by: Mujtaba Ratansi & Haninu Salumu
Section of Medical Devices and IVDs Registration
Tanzania Food and Drugs Authority

P. O. Box 77150, Dar es Salaam, Tanzania
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WHO O % ek
° (HIV - fFOighn, ks, iy )
B9 BRI DWW T

WHO @AZHE IR 38 5 N O L BE 9 % LY
HIV e O DR R2 Wi B O AR S Oy - HaiagaE T — L

FOZANAT 4 F— AT A ANLA dUYPFLA

dVY LR ik ChlCBIE XIETX XL -
VY LREBLET, Yax—TDWHO ICEFHELT
HY. ERAGRICEHTBEFEELILTHEVEI ., xH
37075 LOBEEFBTOVTTHREEE TV
EWERWET,

WHO Prequalification of In Vitro Diagnostics

Expansion of Japanese medical equipment through UN agencies in developing countries seminar

Mercedes Perez Gonzalez | Technical Officer | Essential Medicines and Health Products | 15 November 2017

The Prequalification Team

The prequalification team is responsible for the quality-assurance of IVDs, MCDs, FPPs, APIs, QCLs,
vaccines, immunization devices, VCPs and VCls

Diagnostics (Dx) assessment of Medicines (Mx) assessment of
in-vitro diagnostics (IVD) & finished pharmaceutical products (FPP) &

male circumcision devices (MCD) active pharma-ceutical ingredients (API)

) . U ) vector control products (VCP) &
vaccines & immunization devices (ImD) vector control ingredients (VCI)

of manufacturing sites

Laboratory evaluation & testing & Laboratory prequalification
of Dx, Mx & Vx of Mx quality control laboratories (QCLs)

Technical assistance
to manufacturers, NRAs and other stakeholders

Facilitation of National regulatory approval
for Dx, Mx & Vx

| .
[ Inspections
[

[

[

Vaccines (Vx) assessment of }[ Vector control (VCx) assessment of }

18/01/14 WHO Prequalification of In Vitro Diagnostics 2

£9. BRIARTF —LOLAERZE BN LIEVWERWE T, BFIERF—LICIE. HRTEIT4DDTIV—THH
WET, 1DlE ZHrEE. IVD (in-vitro diagnostics : AAGZHIEE) . MCD (male circumcision devices : SR IFRDHE
#/GE) ERVELOTWSRYIV—TTY, 2 DBIE. EEZOFHE® APl (active pharmaceutical ingredients : EE3
SmAEMES) DFMEETO>TWBYIV—THHYUET, 3D8IE. 77F P ImD (immunization devices : F R
ERE) OMYRWETO>TWVWBYIV—TTY, B, NU2—02 bO—)LORGPZDOEMEHCETZ &%
‘O TWBITIN—THHIET,
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ZDEMNCBREY —ERADF— LR METHBOBEREZTOF—LEHIVET. TNSEIDADDIIL—TTiT2
TWEY, BVIV—TH SRS M) -TEBZITOTCVET., MR EER. 77 FVHICOVWTEHEPERE
T2TVEY, TNICET2EFARLITOTCVET. REDVIV—TIE. LEIREIESRDF — L2 cDTIH.
SIERDF—LEBVE L, TNDTIZAIL - TV RZY M F—LTY, TES5H WHO DERIFEZDEHICHT
ISl Y R—bLEYVIZERYVEHFZITOTVET, T LT BLNIVTOEFIESREHDORBDBRICG L
TWBF—LHHIET,

The importance of IVDs

Every year, hundreds of millions of IVDs are purchased for distribution
in resource-limited countries.

IVDs play a critical role in ensuring blood safety, surveillance,
diagnosis and treatment initiation and monitoring.

IVDs save lives, reduce suffering and improve health, but only when
they are of good quality, safe, effective, available, affordable,
acceptable and properly used.

18/01/14 WHO Prequalification of In Vitro Diagnostics 3

FEIEEDFHOROHMENZIIBERES (VD) LDHZEHFEL LIELWERWVET, ARHESVET &L
BEE2RHS5TY. BFE. @+H. @EELEDONDHBHIEY, T L GEREICERDZ LOWETORYEHDIZHY &
¥, TLCEFNGEBEOHKEL LT, IZ€ 7L >TWEY, AENIVEVSIESLEDOTVET, IVD I
HBICEELGRYZRCLTVE LT BITRBOZIIDOHITTEL. MRDE2MEDIBRP. FTREDFHFICES
THEZZVVIDBHITHIFRICEETY, EEALERITNRENRIENEVS RIETTEL. REHERLE
NG Y E8A, REPHERLBERLGTNREGY EEA, MERELHZETHEITINEGEY EEA, TLTZDOE
TREABDRETHIINREGEY A, FEBEBICORITANSNEITNRE GV EEA, TV FI-T—-ICEEBAL
EONGEIIFNEGEY A

WHO (&, IVD DmBRIEDE ) A ZERITOTEE

IVDs QA activities within WHO L7z HIVDRERE LT 1988 FH S # M8 F
LTCO %*LLX%T“@\ B ﬁ:I:IJ ° C H:I:”H?ﬁ’\b\ *ﬁ%\ :/‘\7 -
WHO has been assessing IVDs performance and operational 7] zZ fﬁ_ 7; t TD Hy U ,‘f‘ﬂgf :E) tﬁ&b TWw E 3—0 IS5 U 7
characteristics since 1988 : *
HIV assays since 1988 CD4 Hﬁ-‘it &Ojﬁm%?ij TVWET,

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
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Trends in IVDs

Globalized 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

18/01/14 WHO Prequalification of In Vitro Diagnostics 5

VD ZH W & ETRIRIE. 1988 FNE5KRELEDLOTVTC, LD VD NDFEMELTWVWEY, A—H—DH4EEE
MELTEY. REIDERDSE Y BETIILEVWEIAPA YT IIRAMIRVNE CAICTHIT TREZEELV T
BTENBATVET, A—H—ICKBHEBHARBIBATOE T REIZBAIEDPVEY OREBRND G &I
LERELHVET, TV FI—T-EREIE LB, EBAERBEMRIESNT VD NOEEMZIBIFT HUED
HBVET, ZOVOERTERHFLEBADHEENMEIXTVET,

ZLDETEEMDERY AT LDEIENTOVETH. VD, ZEIRICHT B BHIBE >IN TY,
EERDNLSPCREAINTEREVSRETT, RADEBED I RORBETRIGEWVWEIATITONSZ EHELS
EOTCEELDT. BEDBLB|ERLTODLEIFNEE Y EE A,

WHO’s response
WHO responds to a changing IVD landscape

Quality Safety Performance Quality Safety

2008 - 2014 Reliance

Post-2014

18/01/14 'WHO Prequalification of In Vitro Diagnostics 6

ZDESICELT BTRREDOHF T, WHO DEEELELLTWE T, LUFIDHETIE. BlcHam%zE 5 RTHET 5T
ETL, RERBZNZESIREINOTY TO—FICEZTWD GINEGEY £8A. FRIARDOD IOV S LZHE
LT BHCEER. 77 F 2 ERNHBBNTVEITDT, 2010 FICA—H—D5DHFFZZIFTFELDICBFEYEL
feo 2014 FE TR HAEHHBICHIRIDFNCT A —HALTWE LT, BHmOMEE. HeOmE. ReMem5
ICHTRIDERETIHHL TWE L. 2014 FEH5I3ESITENE LT, SREERDEEICENZANTVNET, VDI
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AINEELHOfeh. RBEBEY AT LICEREH ofch. BEFEICEELNH >eh G E. PMS (post-marketing
surveillance : G EOHRERAE) WS TETRVBATEY F9, 2014 FICH LW AT LZEALT L .
V2472 (BR) EVWDIYRTLT, BEICERZFECVWSEMP. BEDHBHLSEARZR/ CLE2HMICHT
BV EHEIRHTNE T,

PQDx: aim, scope and impact

The aim of PQDx is to promote and facilitate access my
to safe, appropriate and affordable 1VDs of good

quality Malaria

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

The findings of PQDx generate independent
L ) . HPV
technical information on safety, quality and
performance of 1VDs, principally used by other UN G6PD
agencies, WHO Member States and other

interested organizations.

Cholera*®
*As of January 2018
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.

18/01/14 WHO Prequalification of In Vitro Diagnostics 7

IWELDENE LT, RE2GNDICT7VERZEBRTZDEVND T ELBHYETH. BRIARICBVWTRTWSR I L
F. A PICRHEENTWALOGETICEEYE T, HIVICEL T, duREZH7T X b EIAI. CD4 &£ HIV
VAIWABICKBBEICHTEEZR U VT ZTo>CVET., FERDHVEZHOBMUEHE L TWET, Thhs
XZU7DIVD, BEFFR. CRIFFA. HPV (& b\EO—X V1)V R) KT ARUEHETO>TEYVET, X7
D7ICEL TR, 78AF Y TREINIBESAITT 200, 7)b3—X 6 ) VEEBKZEREER (G6PD) R %
FFELE T, 20184F 1 Alcid. AL 5 DRLEZETEAERICENY MO FECTT . JE. INSDZMICTEN S EFEHEE.
SRR ORBEZR I RO TCVWET, FHETIE. ZL DTS4 7 Y b SDERDIFERZEALET, EEHE
OMBEIERRZEHIHZICHTAIDOERZITO CEIFHEGEWEEICG >TWEY, . EENGEEZES T 518
BERITTVWET, BFERORAT -2 AZERICLTBEOERREZT>TCVET,

FRAG CII BN ZITOE T DT, RELE

PQDx components nNfe70exAnbYE9, aEREEICL T WHO
DEHICRE2 TV AL ZFHELE Y. 3 DDBHER
PQDx undertakes a comprehensive assessment of individual IVDs through a b(& U g 3—0 1D b\%l:'ﬁl:l D I\ :/ T (dOSSier : _{q:%;/g)

standardized procedure aimed at determining if the product meets WHO
prequalification requirements.

DlLEa— 2DEHZRTITO>HERD MRS M. 3D
« The prequalification assessment process includes .
three components: E b‘%ﬁl%@%ﬁ??o
Review of a product dossier
Performance evaluation

Manufacturing site(s)
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Reference documents

PQDx is aligned with best international practice for IVDs

International Organization for Certification of ISO compliance is made by an
Standardization (1ISO) independent agency.

Global Harmonization Task Force  Comprised on national regulators & industry.
(GHTF) Issues guidance on specific topics related to
medical devices including IVDs.

International Medical Device Comprised on national regulators.
Regulators Forum (IMDRF) - Maintains GHTF guidance documents.
replaced GHTF

Clinical and Laboratory Standards Issues guidance documents specific for testing
Institute (CLSI) processes.

18/01/14 'WHO Prequalification of In Vitro Diagnostics 9

EFARDOEIE. REOEFNGEEZEICTVET, BIFEORERRITE > TITVWET DT, I1SO ZiE Lo,
GHTF (Global Harmonization Task Force : EfE# R REIERE S =) DM, IMDRF (International Medical
Device Regulators Forum : EREBESREGHEE 7+ —ZL) BEEZBBLTVWEY, IMDRF THLWAA RZ1 >
HBEITINET L WHO TEZNEZRMEGTRMETETWVET, £z, CLSI (Clinical & Laboratory Standards
Institute : BRIK - BREFERHSR) EBRBLTVET,

What does PQ do differently to
regulators?

Requirements are based on the
same set of standards — PQ is
aligned with internationally
accepted practice

BUT

PQ review is of aspects of
particular relevance for resource-
limited settings.

18/01/14 'WHO Prequalification of In Vitro Diagnostics 10

REICS CTEREREEE A —H— DRI T 52 EEH Y T, EFNEEREBICIINTERT HDT
I H\ LMK B RLS (resorce-limited settings: EIRHBR S N fzithis) A RFEICEWNTIT S T DB Y £J, B A IERLS Tt
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READFIFNEWNTEVDOD. HROEDERDREDFERAEDAFIVEEERFA T, RBICEDLSHRRET
FSOHLEEEB LI ETHEILTWEET,
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CTHESHERED 7O RITHEYET, BRASRITE2 DOEE/OLANHBYET, 1 DET7ILDOEE. £51D
(BRI LIeBE TY, MREBEICOVTIE. BIFEHBLIEVWERVET, WThOBELEFERT+ —L%E
RELTWEREEET, ZLTHADREBEEZTVE T, A—H—HSIEBRICETS FV I, RFESEAH LTV
EEET, INBICK>TEEDTALRICAY., FYIDLE1— WEDERETO>TVWEXT,

SEF. TOTACAEHEZTVE L, ZLT. INLVDLE1—:FVET, SANUVFTDLE1—I3EE
ICEETY, Z0%. RRNICEREREEIZT OO E DL DA TENE T,

A4 FEADERIEBEICEVE TN INEVATLELTEZIVOBETOCRICKBTVWET, LHL.
A—A—HDS5DFYIDRHP. FYIDLE1—RBHEHY T, BETHEOERIZHY. FYIPINIVICHE
LTHBEINDABICOVTIE. EEORETIHE CHEL TV LELH Y E T, TDENCEHKRLIEEFEE
DFEIHTONTVETH. FBIFEFLIBRELIETWLELT,

Determining eligibility for
abridged assessment

WHO will apply the abridged prequalification assessment process, in
accordance with WHO in the following instances:

1. if a stringently assessed regulatory version is submitted for
prequalification;

2. if a non-stringently assessed (rest of world) regulatory version
of the product is submitted for prequalification assessment but a
stringently assessed regulatory version also exists, and there are no
substantial differences between the two regulatory versions

Products will not be eligible for abridged assessment based on
anticipated stringent regulatory review

» Contact WHO to discuss before submitting pre-submission form

18/01/14 WHO Prequalification of In Vitro Diagnostics
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PQDx components

The prequalification assessment process includes 3 components:

Review of a product dossier

Manufacturing site(s) inspection

Performance evaluation

18/01/14 'WHO Prequalification of In Vitro Diagnostics 13

VD ICEELTIE, BBLBEZRITZ2 D20V FTUANEZSNE T, 1 DId. WRELGS VD DERGEEEZT
SEOHBICL > THERICEEMIODNTWSIHBETYT, EUTURNA 7AUATY SR, AFETYZRIV,
BATYZRINEBVET,

Review of a Product Dossier

The dossier contains a subset of the technical documentation held by the manufacturer
to demonstrate that the IVD to which it applies conforms to the “Essential Principles of
Safety and Performance of Medical Devices” as defined by GHTF

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

It should also provide sufficient information to inform the PQ Inspection team regarding:
» Sites responsible for design and manufacture to enable planning of inspection/s
* Information regarding the maturity of the manufacturer’'s QMS

It should provide sufficient information to determine the regulatory version submitted to
PQ and to ensure the data in the dossier is relevant to this version

It should demonstrate that the manufacturer has considered the safety and performance
in WHO Member States.

18/01/14 WHO Prequalification of In Vitro Diagnostics 14

21207 —RlE BRERZTOEUNDOEDL SERRIEFRFENMTIONIBETY. BREEZRIITRHEN
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Product Dossier contents

Product description
Design and manufacturing information

Product per i i & validation

and verification studies

Labelling
Commercial history
Regulatory history

Quality management system

wwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwww

HEORYIDLEI—ICDVWTRETVWERVWERL
F9, FUIIE. BN GEERDO1HEHTEDTT,
VD A\, EEHBOEZEMSLUREICET SEANG
HEICAI>EDTHBT & BEH QMS ITHEWTH]

AENTWBTEDHERTED I L EETT TR
%Eb\/Z\ELL Uig— 3571\ Fa‘imgﬂZEF' %?5'5 TL@@EE
FUDESEEDER. 7T — 2. HFEHE. 7 — 2 DRILH -

TD%L&#HEK’UETOX—t—i BRHRS
NI THEONE T EARBICBWV R THE T &
ZERREICEERE L TUODMRITNIE G £ A, BEELRER
ELTE. HREOABDHBL, REABKLUHIEICET
BIER. MEEMR. INIL. INFE THIHRFTDRERE.
B EOBREENMVBITESOTERT, BAEHED
FMEETRBEERICHEVET, INIITDODEFLTLHE
HLET., BENGEECRE LOBE. £ L TQMS
ICAT AL E2—ICDVWTEBERE LTIRRL TV
EET,

PQDx components

The prequalification assessment process includes 3 components:

Review of a product dossier

Manufacturing site(s) inspection

Performance evaluation

2 DOEDEBIR. HENRDOERICEAT2EDTT,

Requirements for Manufacturing
site inspection

+ Fully implemented quality management system (design &
development, manufacturing including quality control,
storage, distribution)

« Risk management to meet ISO 14971:2007

« Products undergoing prequalification have to be in routine
manufacturing

« Sufficient capacity to ensure reliable delivery
» Transfer from R&D to production completed
« Established and evaluated suppliers

14 WHO Prequalicaton of In it Diagnostics
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Requirements for Manufacturing
site inspection

« Validated processes (acceptance ranges
determined, in-process controls
established)

* Trained personnel (requirements
determined, training plan, records)

» Established "out-of-specification”
process

» Batch manufacturing records established
(include all manufacturing information,
full traceability of material and
equipment)
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Requirements for Manufacturing
site inspection

+ Evaluation of readiness for inspection (Stage 1)
» Desktop review of QMS documentation

+ Stage 1 inspection (1 inspector day to inspect QMS status,
facility, staff competencies, critical suppliers incl. outsourced
activities, internal audit and management commitment /
review)

* Onsite Inspection (Stage 2)
* Follow up onsite inspection
* Re-Inspection (risk based, after 3-5 years)

WENRDERICIF. RAGRBREOLDOHHY T,
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KA —H—DZDERDEREERITVENEDID
ZHRTHREICBTVET, A—H—DHHLDEXRT
BQAMS ICDWTER L TWAD ZH ETHELE T,
TA—LEHERTHENDSTETT, LHL, BfIcH
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Performance evaluation
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PQDx components

The prequalification assessment process includes 3 components:

Review of a product dossier
Manufacturing site(s) inspection

Performance evaluation

REOKREFEBIE. MEfHilIcEY &Y., HmEE
A EDRBITOVWTHERBERIIZTO EWDSHDICEY
ESERS

Independent verification of the performance and operational
characteristics 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

18/01/14 WHO Prequalification of In Vitro Diagnostics
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lE. A—H—DREEDT—2ETICLET, 2ERLT LIEFTVEEA. ZhH5 WHO it 2—%EB L TRE
IO CTVET,

Performance evaluation
pathways

Option 1: Performance evaluation coordinated by WHO at an earlier stage of the
prequalification process:

The performance evaluation will be scheduled by WHO as soon as the product is
designated as meeting WHO prioritization criteria.

Option 2: Performance evaluation commissioned by the manufacturer and carried
out at a Prequalification Evaluating Laboratory listed by WHO

The manufacturer selects a laboratory from the list of WHO Prequalification
Evaluating Laboratories

The manufacturer will bear the cost of the evaluation and be responsible for
coordinating it directly with the laboratory

The selected evaluating laboratory will inform PQ as soon as an evaluation has
been commissioned by a manufacturer

18/01/14 WHO Prequalification of In Vitro Diagnostics 22
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Performance evaluation

» Acceptance of Pre-submission form and prioritization

« Identification of WHO Collaborating Centres/designated site
 Protocol is sent to the designated site(s) and the manufacturer
« Ethical approval by the WHO Collaborating Centre

« Delivery of kits to the WHO Collaborating Centre

« WHO verify the Instruction for Use
» Manufacturer demonstration at the WHO Collaborating Centre/designated site

« Testing using approved protocol and manufacturer
« Draft laboratory evaluation report sent to WHO

* WHO review the submitted draft report and submit to the manufacturer
* Manufacturer submit comments to WHO within 30 days
« WHO send the final report to the manufacturer

18/01/14 WHO Prequalification of In Vitro Diagnostics 23

MREFHBDE i d. FEBICEMTY, SRZEIHEL. TITREZITVEI., 7O NI EA—A—|TE

FEFRERRER Y 2 — 2017 4 11 H 37



38

WET, TNHOSHEMICERZITVET, TLTXA=5

HEMNE L R—
HET,

Prequalification decision

Review of a product dossier
. Prequalification
Performance evaluation » e
Manufacturing site(s)
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Post - Prequalification Activities

Maintenance of Prequalification Status
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Changes to prequalified products

Manufacturers are required to notify WHO of
planned changes made to any PQed product.

« Clear guidance available as to what changes
must be reported

-+ Not all changes will be charged an
assessment fee

- Early notification to PQ team advised
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Annual reporting I, ZOHICIFEY FIFDT—%, HIEOEK., HIEICH
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required to report to WHO: £ LT WHO THEIELE . T CHEMTEN AT
+ Sales data WET, 25T BT ETRBLBEOTCVET,
+ Number of complaints £ < QETPMS BHIELETNTVE Y, BFIRAD
- Number of field safety corrective BDICELTH, HEIIEIRN—ZICEY T TOTEIC
actions £S>TRESTEETA. PMS DSIEE LTZNZND
ETEATEHEVND CENBEICEENTVET, *X—
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Post-Market Surveillance

«  Manufacturers are required to report:

Any serious adverse event to the relevant NRA
within their respective timelines, and to WHO
within 10 days.

Any moderate adverse event or any change in the
trend of mild adverse events to the relevant NRA
within their respective timelines, and to WHO
within 30 days.

All complaints (both administrative and technical
including serious, moderate and mild adverse
events) to the relevant NRA, and to WHO as a
periodic summary report, annually.
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Commitments to Prequalification

- Any non/critical dossier or inspection “non-

conformities” must be resolved within the agreed LISV &Y, ROSNIHRAICIREZ T 20BN H
timelines Y. ZnbfThnairnid. BiERORYIELEEY
Implementation will be reviewed at the next £9, L TZFOERICOVTIX. REDERDK |
inspection BLTONET
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Re-inspection

- Ongoing compliance with the requirements of WHO
PQ, including ISO 13485

- Timing will depend on

» Number and nature of non-conformities identified in initial
inspections/dossier

*  Number of complaints
» Number and nature of changes

» Production figures

14 WHO Prequaification ofIn Viro Diagnostics
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Guidance for manufacturers

Increased focus on guidance to manufacturers

http://www.who.int/diagnostics laboratory/quidance/en/
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Guidance for manufacturers

Qa Sample dossiers
Q Technical Guidance Series

0 Technical Specification Series

http://www.who.int/diagnostics_laboratory/guidance/en/

HAZVRE3DHBVET, RYITDH > TIb, &iff
HEHA R BfREARICDOWTEE L TVET,

How to ensure your dossier
meets PQ expectations

Sample dossiers
- Fictitious IVDs

«  Provide examples of formatting and reporting
details required

- Also examples of how to complete an EP
checklist

+  Good examples of risk assessment

FIDH Y TIVTITH, BBZED IVD ZREFELIEEW
SUT—RATREFAERLTVET, 74—< v FOFIP.
EDEOIBT—REEZDBINENGELERTEET,
IEHNCE CGO IR T BB VAV RAEICEET B1FH.
HBWIEHV OASBOFHRICET 5LDEH Y FT,

Technical Guidance Series

Greater transparency regarding requirements

- The Technical Guidance Series (WHO PQDx
TGS) is produced for manufacturers

interested in WHO prequalification of
their IVD.

« The series is intended to help manufacturers
in meeting prequalification requirements by
making process more transparent and
improving quality of submissions

Goal: to continue to create TGS in response to needs identified
primarily in the dossier assessment phase of PQ.

14 WHO Prequalification of In Vito Diagnostics
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HRERERE EDLSICRETW DL EE, X—H—D | Specifications Series (TSS)) TY, FixDERFIEIIXF
HRICEFRADEOHIHIFEINTVWSEDE+RICE | T5E5HEE2EH5BMWTIERLE L.

LW RIS &S ICARLE L. HIVIZDWTIE T 2 W o DRSS L& ITF N
EWNFHEWGEED WHO DERICDWTEEEE L TWLE T,
Technical Specifications Series WHO DERZFBIEAETBA LB LTV oD
(TSS) PR—MGBIRBICEO>TVET, EDOKDBEED
o . HBDH. EOLSGEEDEREZ LEITNIEESHWL

- Summarize minimum performance requirements for
WHO prequalification, to establish: DHIEE. A—H—& BRDBEREZXNRICLTAHAR

- appropriate performance evaluation and re-evaluation criteria, l./ 7—: iE) D L: 7; U E -a-o

- appropriate reference methods and reference materials.

- Specific requirements tailored to types of infections,
conditions, etc.

« Clarify requirements for:

« Manufacturers

-+ Assessors

Currently published or in draft

Technical Guidance Series Technical Specifications Series

TGS 2 Establishing stability of an in vitro TSS 2 In vitro diagnostic medical
diagnostics for the WHO devices (IVDs) to identify
prequalification Glucose-6-phosphate

dehydrogenase (G6PD)

TGS 2 Establishing component stability for new activity.

annex an IVD. Case study: single-use-buffer . L i
vials for rapid diagnostic tests TSS 3 Malaria rapid diagnostic tests new

TGS3  Principles of performance studies 5S4 In vitro diagnostic medical g

devices (IVDs) used for the
detection of high-risk Human
Papillomavirus (HPV) types in
cervical cancer screening.

TGS 4 Test method validation for an in vitro new
diagnostic medical devices

TGS 5 Designing Instructions for use forin new
vitro diagnostic medical devices

TGS 6 Panels for quality assurance and Ew)
quality control of in vitro diagnostic
medical devices
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WHO PQDx has a very narrow scope

Responsible agency WHO

Timing In response to a
declaration of a PHEIC
only.

1)

IVDs required during
PHEIC.

Desktop audit of
Qms

Review of available
documentary
evidence

Limited performance
evaluation.

SEL I GERG LT ) SN Steps are sequential.

Final positive outcome Time-limited risk-based
decision on procurement
for the duration of the

Components/steps

2)

3)

EUAL Prequalification Assessment Expert Review Panel for Diagnostics

Other IVD Quality Assurance (QA)
Activities within WHO

HIV RDTs, HIV ElAs, HIV viral load,
HIV early infant diagnosis and CD4
technologies, malaria RDTs, hepatitis
C assays, HPV assays for use at or
near point-of-care.

WHO

Rolling process; manufacturers are
able to submit at any point in time.

Review of a full product dossier

1)

2)  Desktop audit of QMS and
manufacturing site(s)
inspection(s)

3)  Performance evaluation.

Components take place in parallel.

WHO prequalification status. IVD is
eligible for procurement by WHO,
WHO Member States and UN

PHEIC. agencies.

w
<3
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Other IVD Quality Assurance (QA)
Activities within WHO

Prequalification of male circumcision devices (PQ Dx)
Prequalification of Immunization Devices:

Cold rooms, freezer rooms, and related equipment

Refrigerated vehicles

Refrigerators and freezers

Cold boxes and vaccine carriers

Coolant-packs

Temperature monitoring devices

Cold chain accessories

Injection devices for immunization

Waste management equipment

Injection devices for therapeutic purposes

Policy statements/recommendations for TB diagnostics (WHO TB Department)
Based on systematic reviews
Assessment of evidence
Development of policy guidance
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s High Low
Sensitivity (100 cfu/ml) (10,000 cfu/ml)
I Mycobacterium Tuberculosis Mycobacterium genus
Specificity Complex (MTBC) (TB + NTM)
Process Simple Simple
Detection Easy Difficult
Time / 1-1.5 hours 1-1.5 hours
Throughput 14 samples/run (Depend on the skill)
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The use of loop-mediated isothermal
amplification (TB-LAMP) for

the diagnosis of pulmonary
tuberculosis: policy guidance
http://apps.who.int/iris/handle,
10665/249154
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TB-LAMP WHOEAE

WHO-endorsed TB diagnostic tool as a rapid POCT as an
alternative to sputum smear microscopy

WHO's policy recommendations

1. TB-LAMP may be used as a replacement test for sputum
smear microscopy for the diagnosis of pulmonary TB in
adults with signs and symptoms consistent with TB.

2. TB-LAMP may be used as a follow-on test to smear
microscopy in adults with signs and symptoms consistent
with pulmonary TB, especially when further testing of
sputum smear-negative specimens is necessary.

The use of loop-mediated isothermal amplification (TB-LAMP) for
the diagnosis of pulmonary tuberculosis: policy guidance

http://apps.who.int/iris/handle/10665/249154
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