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1. Malaria and funding landscape



Cases

Worldwide malaria progress: 200071 17
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ITN ownership and coverage (Sub-Saharan Africa), 20101 17

Percentage of population at risk with access to an ITN and sleeping under an ITN, and
percentage of households with at least one ITN and enough ITNs for all occupants, sub-
Saharan Africa, 2010-2017 Source: ITN coverage model from MAP-°

100 — Households with at least one ITN — Population with access to an ITN
— Households with enough ITNs for all occupants  — Population sleeping under an ITN
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Figure: World Malaria Report, 2018

ITN: insecticide-treated mosquito net; MAP: Malaria Atlas Project.

@ http://www.map.ox.ac.uk/



Barriers to progress

A Biological challenges
0 Insecticide resistance
0 Drug resistance

A Tools challenges
0 Durability
o Efficacy
0 Residual transmission

A Systemic and contextual challenges
0 Health systems
0 Economic environments
o Climate and climate change?
o Insufficient funding for full needs



Stagnation in funding levels since 2010

FIG. 2.3.

Funding for malaria control and elimination 2010-2017, by channel (constant 2017 US$) Sources:
ForeignAssistance.gov, United Kingdom Department for International Development, Global Fund, NMP
reports, OECD creditor reporting system database, the World Bank Data Bank and WHO estimates.
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NMP: national malaria programme; OECD: Organisation for Economic Co-operation and Development; USA: United States of America;
WHO: World Health Organization.

Figure: World Malaria Report, 2018



2. ITN policy landscape



WHO Policy Guidance

A WHO Guidelines for malaria vector control
A New document published in mid 2019

A Combines all guidelines on different vector control
Interventions in once place

GUIDELINES FOR MALARIA
VECTOR CONTROL A

Operational manuals remain separate

World Health
Organization




WHO vector control guidelines: Insecticide-treated nets

MALARIA BURDEN REDUCTION AND
ELIMINATION A

Universal coverage with effective vector control using a
core intervention (ITN or IRS) is recommended for all
populations at risk of malaria in most epidemiological and
ecological settings.

Good practice statement

Priority should be given to delivering either ITNs or IRS
at high coverage and to a high standard, rather than
introducing the second intervention as a means to
compensate for deficiencies in the implementation of the
first intervention.

Conditional recommendation

A

Universal coverage of populations at risk with
at least one core intervention

Core vector control interventions:
o IRS
0 ITNs

Supplementary interventions recommended
only in specific defined contexts

Combining ITNs and IRS recommended under
specific conditions only



WHO vector control guidelines: Insecticide-treated nets

INSECTICIDE-TREATED NETS

Pyrethroid-only LLINs prequalified by WHO are
recommended for deployment as a core intervention in all
malaria-endemic settings.

Strong recommendation as an intervention with public health
value, high- certainty evidence

Pyrethroid-PBO nets prequalified by WHO are conditionally
recommended for deployment instead of pyrethroid-only
LLINs where the principal

malaria vector(s) exhibit pyrethroid resistance that is: a)
confirmed, b) of intermediate level, and c) conferred (at least
in part) by a monooxygenase-

based resistance mechanism, as determined by standard
procedures.

Conditional recommendation as an
intervention with public health value,
moderate-certainty evidence

A Pyrethroid-only LLINS recommended as a

malaria control tool in all areas

A Pyrethroid-PBO nets recommended in
areas:

0 with specific IR context

o where I ncreased
coverage gaps

A No policy recommendation yet for dual ai
nets

C
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3. Global Fund approach



Vector Control

General guidance given to countries:

All country requests for funding should be grounded in a national
vector control strategy which is:

’/\35 A Evidence based: entomologic and epidemiologic data

A In line with WHO global guidance

o or with clear explanations if local decisions differ

Vector Control A Aims to ensuring universal coverage of at risk populations with
at least one core vector control intervention (IRS or ITNS)

o While embracing the flexibilities needed to appropriately
allocate limited resources to maximize impact




Vector Control

Intervention specific guidance given to countries:

Insecticide treated nets

A
A A
7 N
e Sa A
ey
Vector Control A
A
A
A

Strong focus on maximizing coverage and use in at risk populations
Pyrethroidonly LLINS:

U procurement will continueo follow WHO guidance
PBO nets:

U procurement will continue to follow WHO guidance, specific IR and
operational conditions to be met if price is higher

Other prequalified nets that do not have a WHO policy (e.g. auaéts):
U continue to be available through the New Nets Project pilots only

Countries deploying PBO nets (or daahets as pilots) are recommended
to not revert back to pyrethroibnly nets in future

No change to net characteristics policy (size, shape, celolufrom
current cycle

More funding for net durability and efficacy monitoring likely



Vector Control

Intervention specific guidance given to countries:

Indoor residual spraying and Insecticide treated nets:
A IRS continues to be supported as an effective malaria control intervention

Countries recommended to maintain coverage in previouskg@@iported IRS
areas

A
A Must demonstrate sound insecticidesistance management strategy and
A

AKX
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routine monitoring of the quality and coverage of IRS.
TGF will considdunding ITNs and IRS in the same geographic areas if:

1. Universal coverage of at risk populations with one method of vector contrc
IS ensured

2. High coverage and utilization/acceptance of the first method

3. Combination is proposed for the management of insecticide resistance an
proposed as a part of a national insecticide resistance monitoring and
management plan.

Vector Control



Questions?




&‘@\y World Health
‘*&! #Z Organization

WHO Prequalification
Vector Control

Update and Progress

Marion Law, Group Lead
WHO Prequalification i Vector Control
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Prequalification process: Application Statistics

Total prequalified products i 77
V Converted - 71
V Prequalified - 6

Requests for Determination of Pathway
V 116 actions to date

Pre submission meetings - many
New applications -23

Change applications - 39
Protocol reviews - 27
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Prequalification 1 VC applications

Prequalified

V  SumiShield 50WG
Cielo ULV
Fludora Fusion
Agquatain AMF
Royal Sentry 2.0
V Royal Guard

Under Assessment
Aquastrike

Sylando 240 SC

Tsara

MkitoNet

Axient 440EW
In2Care Mosquito Trap
Imergard
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Outputs and ongoing work from Assessment Sessions

Policies
V  Product Labelling
V  Accepting publicly available information to support applications
V  Re-evaluation of active ingredients
Activities
V  Risk assessment models review
Label improvement plan
Comprehensive Review of Chlorpyrifos
Product review of combination of active ingredients in bednets
Planning a re-evaluation program for PQ listed products.
Regulatory framework - for a gene drive mosquito interventions /products

< <K<K KL
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PQT-VC Assessment Sessions
Arusha, Tanzania 2018
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PQT-VC Assessment Sessions
Rome, Italy, December 2018
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PQT-VC Assessment Sessions
Rome, Italy, December 2018
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PQT-VC Assessment
Sessions
Dakar, Senegal May 2019

LLIN Supplier & Partners Meeting, 25-27 September 2019
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PQT- VC Priorities for 2019

Application assessment (new applications, protocols, changes)
V Assessorodos sessions

Post market activities
V  Implementation of label improvement plan
V  Complaint Process
V  Targeted oversight-surveillance & monitoring
V  Post-market product review

JMPS
V  Continue the integration of processes

Capacity building in countries- fact finding

Guideline review
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Opportunity

Build a system, i.e., 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.



&‘@\y World Health
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Thank You

Questions / Comments?
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Appendix 1
Guiding Principles

Engagement with colleagues, partners, all stakeholders
V  Practice openness and transparency
V  Collaborate, engage and listen through proactive/constructive 2-way communication
V  Demonstrate integrity (judgement/confidentiality/tact/consistency)
V  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

< <K<K LK<LK<LKKL

Broader Impact
V  Embrace innovation and creativity (Nick Hammon, Innovative Vector Control Consortium)
V  Apply a global perspective to meet varying geographic and disease needs
V  Monitor and evaluate current approaches to meet changing global needs, i.e., remain relevant
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Global Fund Mission:

|l nvesti ng the worl dos money t

40% decline in deaths from three diseases

HIV DEATHS 0%

32 million - =
lives saved

100%
100%

100%

& TheGlobal Fund 33



Ending the epidemics & promoting human rights:

Considering the total cost to human well-being

Source: www.cfp.cn

Source: davidmixner.typepad.com Ghildor forcedYabour
Unfairworking conditions

Source: Human Rights Watch (www.hrw.org)

& TheGlobal Fund
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Dignity and respect

Working conditions:
Labour rights

Fair bargaining
Health and safety
No slavery

No child labour
No discrimination

To Do Bo o Do Do D>

A No harassment

A No exploitation

& TheGlobal Fund

Gender-consciousness:

Environmental respect:

A Protection from hazards

A Waste management
A Emissions scrubbing
A Waste minimization

A Re-use and recycling

Inteqrity

A Taking the total cost
No corruption

A Managing conflicts of
interest

A No anti-competitive
practices

A Sustainability

Accountability

Fair, honest and correct
information

Rules-based
procurement

Continuous
improvement

Third-party
management

Prompt disclosure

Supply chain visibility

Duty of care

A Full and accurate
records

A Performance &

compliance systems

A Access and audits

We will invest in suppliers who share our values and who in turn invest in meeting these standards

35



Making Ethics work at the Global Fund

& TheGlobal Fund

Advice

S —

(e

Support
services

a N
Ethics &
Integrity

Framework
o J

Ethics Team

A Accepted in 2014 by the Board
A Defines values and assigns roles

A Unifies codes and policies

A Ethics Officer
A Specialists:
A Conflict of interest
A Counter-fraud & anti-corruption

A Integrity due diligence

36



Taking responsibility for LLIN manufacturing

@sponsible Procurement \

Market-shaping Global Fund: Suppliers:
strategy

A Revised codes of conduct A Environmental and occupational
health certification

A Clear direction

A Accountability for full supply chain
A Strengthened monitoring

A 6Ratthet opbd i nnovation
A Enhanced disclosures

A Responsiveness to raised issues
A Material encouragement

Integrity pact

A Continuous engagement

. /

& TheGlobal Fund 37




Specific steps for procuring LLINs responsibly

STANDARDS &
CERTIFICATION

SUPPLY CHAIN DISCLOSURE

ENHANCED DUE DILIGENCE

& TheGlobal Fund

Suppliers encouraged to take proactive steps to obtain the EMS and
OHS certifications, or work towards fulfilling specific criteria

Each supplier must demonstrate the extent of ownership and
flexibility over the entire supply chain, which allows to effect change

The Global Fund will be aligning with partners to conduct site reviews,
undertake testing and strengthen integrity risk management

38



LLIN QMS: collaborative expectations

Stuart Turner & Jennifer Wray
on behalf of
The Global Fund, UNICEF & PMI

26 September 20191 Singapore



PMI-specific QMS enhancements

A Revised contractual requirements from procurement agent

Record & product retention

Definition of batch

Long-term agreements

WHO PQ

Desk audit - QMS review, in-place SOPs, 1ISO-9001 & cert documentation, etc
Environmental safety clauses

A Physical inspection & quality control testing continued
A Alignment with GF/UNICEF on physical inspection
A HPLC,GC on API; bursting strength; seam strength; etc

A LLIN durability monitoring continued

A Post-marketing surveillance i TBD
A Influence on existing/future contracts and eligibility
A Donor-level & WHO PQ data exchange

A Evolving as procurement evolves (e.g., PBO & dual Al)

Too J5o J5o0 J>o0 J>0 J>o



GF estimated Risk Profile along the Product life cycle (qual.)

Upstream life cycle Downstream

Registration /
Manufacturing Market Selection
Authorization

Main-
Design & Dispensation Vigilance Market tenance

Development

& Use & Complaint surveillance & End of
life

. In-country National
Manufacturers NRA National GF/PSA or NPA Supply Chain Program / Manufacturer / NRA Manufacturer

program PSI+QC actors Users NRA I NRA

€ High Medium Low Managed



Overview of QA related requirements in manufacturer agreement

SCOPE GF/UNICEF USAID
A Reference to PSM Guide / QA Policy A QA Policy: WHO Vector Control prequalified as
A Packaging Requirements minimum. Added testing and monitoring. QMS
Product Requirements A Packing for shipment requirements.

A Packaging & Labelling Requirements
A To ensure supplier product registration

A To designate a Responsible person for QA

A To convey same obligation to supplier A Supplier to provide documentation & evidence of
Supplier related A To ensure compliance with Authorization compliance with GMP.
obligations A To ensure compliance with QMS /GMP standards A Assess impact of all changes (materials and
A To ensure compliance with GDP Standards process) on quality.

A To notify any change that may impact the quality A PMI notified of any change requests to WHO PQ.

: A To provide report of Regulatory Authority A Notification of regulatory action within 2 business
Regulatory Authority & inspection days.
Audit A To notify in case of Warning letter

A To accept GF audit

Verification and A To retain samples _ A Retain samples from every order, one-year past
control activities A To allow GF to test retained samples expiration.

Documentation

A To retain records technical files, manufacturing

) A ) o intain records one-year past expiration
files and distribution files for traceability A To maintal year p P




Overview of QA related requirements in manufacturer agreement

SCOPE GF/UNICEF USAID
L A To inform in case of quality incidents, Out of A Maintain records of all in-process check test results
Dewa:?;:sagtci(?nm of specifications (internal) including OOS. Analyze/trend OOS result for root
spectiic > A To engage in investigations /root cause analysis cause analysis.

Specifications and
analytical methods

Shelf i Life & Sales

Vigilance

A Continuous improvement. Implement resolutions

A To inform GF of serious quality defect (external)
and recall

A To allow GF to recall a batch in case of serious
risk for patient

A Define serious risk; active/insecticide content
(efficacy), physical characteristics (efficacy)
contaminant (health and safety)

A To share specifications and analytical methods
A To provide if not commercially available, the
reference standards

A To ensure remaining shelf-life A Ensure shelf-life along production/freight continuum
A To provide data on sales (e.g., integrity of product during shipping)

A To designate a qualified person and a system in place
A To submit to the relevant authority
A To inform of any safety communication



Considerations

A Responsibility for timely transparency
A Donors and vendors to provide data/info to WHO PQ
A Mechanism? Type of data? Frequency?

A Upstream subcontractor management?

A Dual API + pyrethroid
A Procurement currently through NPP due in part to global volume supply
A PBO
A PMI: 2/5 eligible; future volumes contingent on internal VC considerations on
acceptable standardization
A On-going ento/epi data collection to inform future procurements
A High-level donor transparency
A Sharing of data, pre- & post-shipment



GF NC & O0S Data Base

From February 2015 to
Date

35 Events

17 Manufacturing sites

More than 50
consignments / 7?7
batches

Main deficiencies identified

Data Integrity / Data Manipulation

Poor documentation practices

Poor manufacturing practices

Not authorized Variation in Design /
manufacturing process / Testing
Specifications

Lack of efficacy (under
Investigations)

Inadequate labelling and packaging

Poor management of critical sub-
contractors

Poor practices in managing
complaint

Quality Management
System (QMS)

Registration /
variations

Complaint & Vigilance

Design Verification /
Validation

Storage, distribution &
transportation
Practices



-
Proposed Future UNICEF QC Activity

A Ongoing QA collaboration with all procurement agencies i i.e. Durability studies
A Continue PDI to verify Al and Mechanical properties

A Surveillance on batches within lots

ARetain batch samples of all POOs

A Critical Review and Revision of the standard PDI Guidelines to support
proposed QMS enhancements.

A Provide data on complaints or any post market activity findings to PQ

A Initiate closer relationship with Vector Control PQ team by quarterly calls and an
annual face to face (possibly in parallel with regular VCWG Meeting in Geneva)



Thank you!
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Vector Control Product
Development Pipeline

John Vasanthan Paul
September 2019

@®IVCC



Vector Control Pipeline Agenda @®IvCC

A What do we need from the vector control product development pipeline
A How does IVCC develop products

A What is the pipeline for IRS and LLINS

A New Nets Project Market intervention to enable the Dual Al net market.
A What else is in the pipeline

A What are the key barriers to bringing these products into beneficial use.

49 Building Partnerships - - Saving Lives



Resistance increasing in distribution and intensity @®IvCC
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Rise In pyrethroid resistance

@IVCC
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Restoring mosquito mortality improves vector control &) IVCC

First Programme use of
Actellic Ghana2012

IRS IRS 0 KR
Pyrethroid Actellic CS s ? !
I. Berwn
80 gl
o dvore :‘I""
R ach beignbs
70 e L
5 60
L]
iz
58
=
o
= gflﬂ
=8
GE
#® 30 —4—RDT +ve
20 —+— Parasitemia
10
2010 2011 2012 2013 2014

Bunkpurugu- Yunyoodistrict, Northern

Ghana

A Mosquitoes Susceptible in 2010
Resistant by 2012

A Surveysf 824 childrenunderfive.

A Data collected on IRS, ITN
ownership and usage, fever in
children underfive and anti-
malarialtreatment.

Clusterrandomisedtrial of Actellic
Mozambique2017

Crude PCD Incidence - u5 Population

Incidence (RDT+ per 10,000 child-months)

oct17
o
oc

1

——No Spray =———Spray

A An funestusdensitieswere reducedby 50%

A Passiveaseincidenceof under5-yearold RDT+

malaria reducedby 20% (RR0.81; 0.79 ¢ 0.83)

Cluster randomisedtrial of PBO
nets Tanzania2015

LONDON
Result year 1: Malaria prevalence ﬁ%%?‘@ki@

&TROPICAL
MEDICINE

June-2015-4 months post

intervention Dec 2015- 9 months post intervention

%

prevalen %
Arm N ce OR 95%Cl P N prevalence OR 95%CI P
LN-S 997 555 1 932 55.3 1
LN-PBO 971 458 0.68 0.39-1.18 0.163 883 311 0.37 0.21-0.65 0.001
LN-S & IRS 994 385 0.50 0.31-0.82 0.007 877 28.7 0.33 0.19-0.55 <0.001

LN-PBO&IRS 955 37.0 0.47 0.28-0.79 0.005 969 26.4 0.29 0.17-0.49 <0.001

Standard LLIN: LN-S (Olyset Net), LLIN with PBO (Olyset plus) : LN-PBO, Pirimiphos Methyl : IRS

» 4 months post intervention: Reduction in prevalence in all intervention arms but
significant difference only for the two IRS arms.

» After 9 months : reduction in prevalence (protective efficacy) in all intervention arms
compare to control Olyset Net arm

» No difference between LN-PBO and LN-PBO & IRS arms (OR:0-80, 95%Cl: 0.49-1-28,
p:0-336) at 9 months

Protopopoffand RowlandLSHTM

30-50%r reductionin prevalence

Data from Abt and PMI, In preparation for publication
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Product Development Partnership for New Active
Ingredients ®IvCC

BILL&MELINDA *
GATES foundation # SUMH-DMD CHEMK:AL

R‘IVA
rAInY

@ IvVCC

TATE
= USAID
W5/ FROM THE AMERICAN PEOPLE Syn ge “ta!:l

lllllllllllllllllllllllllllllllll
Confédération suisse
eeeeeeeeeeeeeeeeeeee
Confederaziun svizra MI I ! I II
eeeeeeeeeeeeeeeeeeeeeeeee

and Cooperation SDC

Formulation of Al into product will engage
many others
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IVCC portfolio

IVCC

Research

Proof of concept/

Pre-development/ WHO PQ/ Access and Deliver
Development Registration

ol

Application technology

(Various)

Optimisation
Novel chemistry screening - Royal Guard Actellic CS
(Various partners/IVCC) Alternative Als Al'l (DCT) (Syngenta)
Repurposing/reformulation Proof of Concept Studies i __________________________ E .
purposingireto from a wide range of early, Al 2 ! Sylando ! Fludora Fusion
of crop protection Als : ) . (BASF) . (Bayer)
stage novel interventions o !
XLLIRS Al 3 Sumishield
(IVCC / ZERO by 40 Consortium) (Sumitomo)
Al 4 Interceptor G2
(BASF)
Novel Al IRS
Novel Al for ITN and IRS
ATSB Insecticide Treated Net (ITN
(Westham)

[ 1 In partnership with IVCC
' __ 1 Industry/Academia

Indoor Residual Spray (IRS
Outdoor transmission

.- Saving &{ves
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Nets Project
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New Nets Project Overview

Interceptor G2 and Royal Guard LLIN Cluster Randomised Efficacy Tri}als

Efficacy

Cost Operational Cost Effectiveness Data from Pilots
Effectiveness

 WBITE Copayments for Dual Al LLINSs in Pilots
Intervention

2023

New Nets Project Duration 4 Years

wProject Startup w4 Effectiveness w1 Effectiveness w2 Operational wRepeat 2019 wPost project
wCountry Pilots: Pilot Pilots Pilots
engagement e Burkina Faso w1 Operational
wPre-pilot & Mali Pilot
assessment e Rwanda
wCOGs and & Mozambique

. e Market research wRCTs in Tanzania
and Benin begin
J ?

Operational
learning for
Dual Al LLIN

Public Validity v Cosf[
Health f Ento effectiv
value of 0 eness of
Dual Al

Policy and

Process evolution correlat Dual Al

implementat
LLIN es LLINs

ion
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The aim and current scope of NNP ///\\

NNP countries

The NNP is an

initiative established
by Unitaid and the B Effectiveness pilots

Global Fund in A Burkina Faso
partnership with A Mali

PMI and BMGF, A Mozambique
working with other A Rwanda

Pilots pending MOUs

key stakeholders to
catalyse the market T
introduction of next A Nigeria

generation ITNs, Al 206S RQL@2AND
those with two B RCTs
active ingredients A Benin

aka dual Al ITNs A Tanzani

57 * Funded by UK MRC



New Nets Project Team Roles A

IVCC Lead and Coordinator
IVCC A Negotiations with industry partners,

A Copayment system and contracts to reduce price.
A COGs understanding and ability to get industry to cooperate on COGs.
A Links to the vector control product development pipeline.

e @ A Links to Ag Chem CEO forum and the ask from industry.
sxPATH
@ A catalyst for global health PATH
A Cost effectiveness determination from pilot implementations
The Alliance for AMP, ) ) o .
Malaria Prevention A Technical assistance to pilot implementations
PSI
pS| A Compilation of crossountry lessons learned from pilot studies, funding for process evaluations
LSHTM
e e e A Cluster Randomised trials of Dual Al LLINs and Entomological Correlates in trials
Tulane
A Cost effectiveness trials and data collection design
SCHOOLY imperial Coll g
9 mperial Coliege
HYGIENE per -ge | | o
&TROPICAL A Modelling of trials design and implementation impact

MEDICINE LSTM

A Entomological correlates of epidemiological Impact




Effectiveness Study objectives W

In each pilot district (new net and standard LLIN comparator), enhanced surveillance activities will monitor the impact
of mass distribution on 3 components, feeding into a broader analysis on-effgictiveness

ses Epidemiologicacomponent¢ measureimpactof new netsand standardiTNsandif feasiblePBOTNs through
ﬂo observationaktudiescomparingtrendsin;
A Malariaincidenceratespassivelyeported to the nationalhealth system(passivecasedetection (PCD))
A Malaria infection prevalence,measuredthrough Rapid DiagnosticTests (RDTs)from annual cross
sectionalsurveysduring peaktransmissiorperiods

Entomologicalcomponent ¢ evaluatethe impact of new nets and standardITNs,and if feasiblePBOITNs,on
vectorpopulationdensity,behavior,infection and resistancestatus

Anthropologicalcomponent¢ map socialdeterminantsof impactfor new nets and determinetransmissiorrisk
through gatheringevidenceon ITNuptake and usage collectingdata on patterns, both indoors and outdoors,
becomesan essentialcomponentof the evaluationof the ITNpilots for both modelingand contextualanalysis
of impact

Costingand costeffectivenesscomponent¢ estimatethe costand costeffectivenessof new netsthrough data
on product price,deliveryand deploymentcosts,and effectivenesdasedon incidencerates




Current pilot plan: Mozambique

Note that project team is working to standardize map formats/colors



Attractive Targeted Sugar Baits (ATSB) IVCC

Female anophelines population reduction

100%
Reduce mosquito 80%
. . . —e—CDC
population in the per seon -
; 10% —a—PSC
# =e—HLC outdoor
20% —e—HILC indoor
0%
Jun Jul Aug Sep Oct Nov Dec
EIRs
30
Will prevent malaria Je —e—EIR outdoor
. . (treated)
transmission 20 -+ —ElRindoor
(to be demonstrated through epi trials g1 (treated)
—e— E|R outdoor
10 (control)
5 =+ =E|R indoor
(control)
0

Jun Jul Aug Sep Oct Nov Dec

Expected launch date2024-2025
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=
In2(3ar_e%75aveTubesE

a novel, resistancédreaking, malaria control tool

How they work

Human odour

Attracts mosquitoes to Eaves
Blocked by EaveTubes

Pick up lethal dose insecticide
Leave the House

Die due to insecticide

ok wnE

Next steps
A 2019: PQ process started

A 2019: Operational manual large scale campaigns finalized
A 2020: Setup large scale production

A 2020: National registration in Tanzania and lvory Coast

A 2021: National registration in 4 additional African countries

are easyto-install ventilation tubes and removablemesh

inserts that are installed in the wall under the roof of https://youtu.be/DGyI9i4fpr

houses
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Mosquito Control Solutions



lvermectin Drugbased vector control @®IvCC

strategyagainst results

Umberto

A Outdoorbiting MASSIVE S The Gambia 3 x 300 DHAP MDA 2019
A Outdoorresting RIMDAMAL I Brian Foy Burkina Faso 3 x 300 SMC 2020

A Day/ NightBitin T
YN J TBC g Otlt) yg)lnrs;klkf;t Thailand 1x400 Ivermectin alone 2020

A Earlyexit attabong
, : TBC Anna Last GuineaBissau 3 x 300 DHAP MDA 2021

A Feedingupon livestock
. : Ivermectin alone
BOHEMIA GG E1CS Tanzania, 1x400  +ivermectinto 2021
Chaccour Mozambique

livestock

A BOHEMIAimsat creatingan enablingenvironmentfor a WHOPolicyrecommendationby 2023
A Evidencegenerationin two independenttrials
A Parallework with manufacturergo help ensuresupplyof quality-assuredproductby 2023

A Parallework with stakeholderdo facilitate policyadoption

BOHEMIA :..”” Unitaid Global wsiteror

EEEEEE GTIN FOR MALARIA GlobalHealth
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Spatial Repellent Mode of Action

@IVCC

SPATIAL REPELLENCY )

MOVEMENT AWAY -

N
9 Y v
= *
~ - ’N

ATTFACTION-INHIBITION FEEDING INHIBITION

MCCUpdate 1 Achee NLSep 2019

Continuous release

Added Value:
Addressesdaytime, early-evening and
indoor/outdoor vector biting

Varied modes of action

Innovation:
New actives, alternate target sites,
exploitationof post-exposureeffects
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Spatial Repellent products for Public Health: SC Johnson

Son, Inc.

IVCC

A Global dossier complete by Dec 2019 to support registration across a broad range of eradimaic countries
A In processwith VCAGevaluation+ PQFVC

20142019
A Sealed film containing a volatile

insecticide that emanates once
opened, for a 2-week duration of
protectionindoors

A Product evaluatedin clinical trials in
Indonesiaand Peru

Peel Tab

Peel bob na apan. CRackemot Harg Ervelope very kig= on
syreliall shoud maies paere the weoll, 5 3

FOR TEST PURPOSES ONLY —NOT FOR SALE
May eantain 110mg Transfluthrin

T
®

Keep Safe

®

More Protection
Hang rudvphe Ereeloses
ansand he b

e ol S0 weep aut of reach
ren,

2019future

A

Improved version of our-&veek
product that providesl-month of
protection indoors

Will be evaluated in upcoming clinical
trials in Kenya, Mali, and Sri Lanka

Country registrations for this product
starting in 2020

Next generation

A New spatial repellent product in SC
Johnson development pipeline to
extend duration of protection to an
entire transmission season
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Barriers to adoption

@IVCC

Workstream Non Dual Al | NewAl IR{  ATSB A Proximatebarrier to adoption of new products
Pymtioid | NS ) JLEINS in the pipeline is the time needed for
epidemiologicakvidence
Use Case / Entomology
Target Product Profile . . . - .
z A Most severebarrier is the availabilityof funding
- [Fechnology 1P Development for new productsand new interventionclasses
% User compliance/ acceptability
i ’ : : :
L |[mremenRiy A Secondary barrier is policy Strategy and
= | Regulatory / Satfety / Environmental insecticide resistance management
& | impact Qualification . .
| implementation
Manufacturability Delivery
Epidemiology
T
2
= | Economics / Funding stream / Demang
— | Forecasting
Policy / Strategy / Resistance
management
66 Building Partnerships - - Saving Lives



Conclusion @®IvCC

AThere is a rich potential pipeline of new products

AThe pipeline may dry up if product development barriers are too high.

ASome of the much discussed development plans are higher risk than is
acknowledged

AMarket interventions will be required to bring the products through
development

67 Building Partnerships - .+ Saving Lives
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Presentation Outline

About UNICEF Supply Division
Overview of UNICEF LLINs Procurement

2019-2021 LLINs Procurement Strategy, Objectives and Tender Outcomes

2019 LLINs Procurement

UNICEF Suppliers Performance Evaluation



UNICEF Supply Division

prenermne e R : A Supports results for children with an effective, efficient supply
:UNI CEFRIDEBY & :

: b ; operation

- Logistics headquarters A . :
located in Copenhagen, - He | ps me_et UNI CEFO0Os Cor e Co_m_mltme
: by providing rapid response to emergency supply and logistics

: Denmark

g : needs

Itis also home to the largest A Contributes to influencing markets to ensure sustainable access to
humanitarian warehouse essentials supplies for children

Other UNICEF warehouse A Serves as a centre of expertise and knowledge on essential supplies
- hubs are located in Dubai, for children and supply chains and build capacities of national

: Panama and Shanghai governments

9& Provides procurement services to governments and development

UNT C E Fo6s Suppl partners on strategic-essential supplies
- Community of 1036 supply

and logistics staff serve
- children in 97 countries

Establishes policies for supply chain activities

To Too

Uses product innovation to increase results and decrease costs



UNICEF Supply Function 7 high level vision

PROCUREMENT
2005 SERVICES

DIRECT DELIVERY

PROCUREMENT
2008 DIRECT DELIVERY SERVICES

PROCUREMENT CAPACITY INNOVA-

2010 R G SERVICES DEVELOPMENT TION

INNOVATION
2013 DIRECT DELIVERY PRIOETIREHENT SAACINY & MARKET
SERVICES DEVELOPMEN e

PRODUCTS,

2017 - 2030 DIRECT DELIVERY ROCUREMENT SERVIC [mséfégugNT SERVICES CINANCING  ANALYSIS'&
& MARKETS KNOWLEDGE

SUPPLY EVIDENCE,




UNICEF procurement value

by major commodity groups (2018)2

@ iVaccines p i Pharmaceuticals
< $1.453 billion 7 $124.9 million

3 .0
*
* ’0

* o
. .
......

.........
* L3
* .

‘ i Water & Sanitation Q

_ Nutrition
£ $117.2 million

* $184.0 million

R
hd
d
’0
*

{ $57.4 million

@ i Medical supplies
7 $106.0 million

KKK :; EE(JLJiF)rT]EEr]t
$77.8 million

“.llll... ‘.--ll....
o* ., o ‘e
* * 4 *
* * * *
* * * *
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) . < . 1
: : Education : % : Cold Chain
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$3.480 billion

of supplies + services for 150
countries and areas

$1.556 billion

in procurement on behalf of 107
self-financing governments and
partners

$2.379 billion

supplies

$1.101 billion

services

8% of UNICEF procurement is in

collaboration with other UN agencies
and partners




Key modality for market communication with public

Market notes & Manufacturer specific pricing

71 market notes published during 2014-16 covering 31 essential
commodities/groups

Aims

A Inform demand (e.g. from COs, partners)

A Provide market signals (to suppliers, developers)

Content

A Product standards and specifications

A Market trends (procurement, pricing, products)
A Market deficiencies to be addressed

Manufacturers specific prices by product posted for vaccines, RUTF, LLIN,
devices



UNICEF guiding procurement principles (1 of 2)

Each UN organization
has a
different mandate

but

all UN organizations
share the

same procurement
principles

A Fairness, integrity and transparency through competition

(clear & appropriate regulations/rules applied to all suppliers,
fair process, equal treatment of suppliers, transparent system)

A Economy and effectiveness

(meet requirement in terms of quantity, quality, timeliness at the
right place. Economy=minimize cost, Effectiveness=meet end-
user interest)

A 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)

A Promotion of objectives of UNICEF
(fulfilling the mandate, goals and objectives)



UNICEF guiding procurement principles (2 of 2)

UN Supplier Code of Conduct

Childrenoés Right
: Business Principles

A?I UI\?a%cPUNICEF registered suppliers sign on to the UN Code of Conduct.

A 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, parent,
sidigr oL zi\ffiliate entities, and subcontractors; that they are seen as minimum

UNI C EFOs P_o ey on ?a%&ards that suppliers strive to meet and exceed them.
: Promoting the Protection and

. Safeguarding of Children

No Child Labor, No Landmines

A The code addresses:

UN Supplier Code of Conduct A Labour conditions: Freedom of Association, no force or compulsory, no child labour,

discrimination, standards for working conditions.
. Zero-tolerance for all forms of

- fr nd corruption. :
aud a P A Human Rights: No Harassment, Harsh or Inhumane Treatment, no manufacture or

sale of mines.
: Zero tolerance to all forms of

- sexual harassment and

; L A Environment: Compliance with regulations, manage chemical and hazardous
. exploitation

materials; waste and air emissions, Minimize Waste, Maximize Recycling.
Information disclosure polic : : : : : : o
POTCY A Ethical conduct: No corruption, conflict of interest declaration, no gift and hospitality,
Zero tolerance policy on gifts post employment restrictions.

- and hoseitality from suppliers
= T RGBS UBBEEEEGEBEBEBEEEESESSSESSSSSSSSSSS DS BBEGSESGSESESOSESEUGSae


https://www.unicef.org/csr/12.htm
https://www.un.org/Depts/ptd/about-us/un-supplier-code-conduct
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UNI

CEFOs

procur ement

unp

t o 20109

Q3

readc

and is expected to reach 45 million by the end of 2019 according to the available
forecast.

A

LLINs in Millions
s

/ \
/ \ /
/ \ /
\\ /
_Y/

30
25
20
15
10
5
2011 2012 2013 2014 2015 2016 2017 2018 ’m (Ff_?;)
—o—LLINs | 25,068,811, | 18,386,3850. | 29,268,586, | 26439318. | 22,338,801, | 42,000,000, | 21,000,000 | 13,440437 | 45,000,000 | 25,000,000

Overview of UNICEF procurement of LLINSNICEF | for every child



UNI CEFOSs procurement up to Q3 2019 reac
and is expected to reach 45 million by end of 2019 according to the available
forecast.

é:: A /ﬁ\
/ \ [

" [/ \ /AN
: \/\/ \\\J/ :

LLINs in Millions
&

2019 (actual
2011 2012 2013 2014 2015 2016 2017 2018 ipipeling) | (Ferccast)

—o=LLINs | 25,068811. | 18,386,850. | 29,268,586. | 26439,318. | 22,338,801. | 42,000,000. | 21,000,000 | 13,440437 | 45,000,000 | 25,000,000

_____ foracast Overview of UNICEF procurement of LLININICEF | for every child



Clear decrease in the weighted average prices for all LLINs procured
iIrrespective of the size, colour or denier.

. 140.00 3.5
Millions
120.00 3
100.00 2.5
80.00 l 2
60.00 1.5
40.00 1
N l . I I. I :
2014 2015 2016 2017 2018 2019-2020 (Forecast)
mm USS$ 83,905,105.00 56,299,518.00 90,595,568.00 40,970,068.00 26,194,641.00 130,900,000.00
o LLINS 26,439,318.00 22,338,801.00 41,300,000.00 21,000,000.00 13,220,794.00 70,000,000.00
WAP 2.973196248 2.367004075 1.99 2 1.98 1.87
mm USS$S meem LLINS WAP

In the last five years we have witnessed a higher demand for commonly manufactured products, which also
results in lower weighted average price. Joint industry meeting and joint forecast presentation to industry have

also contributed to this achievement. Overview of UNICEF procurement of LLINSNICEF | for every child
. T—————————————— I T L. L.



UNICEF LLINSs

Forecast Accuracy 2010-2020

M Forecast
M Actual
1 Pipeline

50,000,000 -

45,000,000 -

40,000,000 -

35,000,000 -

30,000,000 -

25,000,000 -

20,000,000 -

15,000,000 -

10,000,000 -

5,000,000 -

0 -

2010

Forecast Accuracy 2010-2020

2011

2012

2013

2014

2015

2016

2017

2018

2019

2020

M Forecast

36,200,000

27,000,000

20,000,000

27,000,000

20,700,000

22,900,000

40,000,000

25,000,000

25,000,000

15,000,000

25,000,000

i Actual

23,000,000

25,500,000

18,000,000

29,052,788

26,500,000

22,124,253

42,000,000

20,325,746

13,000,000

2,000,0

Overview of UNICEF procurement of LLINs, — UNICEF | for every child
| 1. 00090999 |

N
Increase in UNICEF forecast for 2019
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UNICEF LLINs Procurement Strategy objectives
for 2019-2021

SUSTAINABILITY

Improve LLINs deliveries by engagi AVAILABILITY
Industry to address programmatic

and supply challenges and reduce
environmental sustainability risk

Ensure reliable,
uninterruptable supply

associated with LLINs shipments and of LLINSs to countries

packaging

Secure access

and availability AFFORDABILITY
of affordable
Secure access to affordably

\‘ LLINS of : S
L : priced LLINs in situations of

o4 T T assured quality ' _ _
05 by maintaining a increasing and uncertain
healthy and
: demand
\ stabie global

market.

INNOVATION
Secur Efﬁﬁ ne wlg QUALITY
Innovative groduct :
Secure access to quality
LLINs




2014-2020 Procurement Approach for the LLINs Procurement

B
pr—— New RFP
LTA: Extended LTAS
2015 UNICEF RFP End 2018) New LTAs
10 LTAs ( 70
9 LTAs ( 40 6 LTAs ( 25 6 LTAs ( 25 million
million million million LLINS)
LLINS) LLINs) LLINS)
—_— —
2014 2015 2016 2017 2018 2019 2020

20192021 Procurement approach , Tender and TimelingNICEF | for every child g3




Updates

A 2018 LLINs Suppliers Meeting was held in Supply Division én/igust , 2018
A UNICEF Request for Proposal was issued dh2&pt , 2018

A Industry Webinar was held on 5th October 2018

A Tender closed on 18 October 2018

A Contract awards 18 December 2018

A LTAs commenced orftDanuary 2019



