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PROMOTING EQUITABLE ACCESS TO HEALTH PRODUCTS THROUGH
INNOVATION AND COLLABORATION
“A NEXUS FOR SUSTAINABLE UNIVERSAL HEALTH COVERAGE”

Joint UNICEF, UNFPA and WHO meeting with manufacturers and suppliers of
in vitro diagnostic products, vaccines & immunization devices, finished pharmaceutical products, active
pharmaceutical ingredients, contraceptive devices and vector control products

The 27 November-01 December 2023 Joint Meeting will be a face-to-face meeting taking place at
UN City, Marmorvej 51, 2100 Copenhagen, Denmark

DRAFT AGENDA

DAY 1 MONDAY, 27 NOVEMBER 2023

07:00-08:30 MEETING REGISTRATION: ENTRANCE TO UN CITY

ADVANCING EQUITABLE ACCESS TO QUALITY HEALTH PRODUCTS
THROUGH INNOVATIONS AND COLLABORATIONS

SESSION 1 - PLENARY:
08:45-10:30

AUDITORIUM |, Il & 111 Facilitator: Marta Seoane, WHO
Hybrid
08:45-09:00 Administrative / Security arrangements

Henrik Pantmann, Head of Security — UN City

09:00-09:30 Welcome from meeting host agencies: WHO - UNICEF — UNFPA
e  Yukiko Nakatani, ADG/MHP

e  Karen Hong, Chief Supply Chain Management Unit, UNFPA
e Leila Pakkala Director, UNICEF Supply Division

09:30-09:45 Outline of the meeting Objectives, Agenda, Themes and expected outcomes
Deus Mubangizi, Unit Head, PQT, WHO

09:45-10:00 Remarks and introduction of Keynote speaker
Marta Seoane, WHO

10:00-10:30 Keynote address
Sir Jeremy Farrar, Chief Scientist, World Health Organization

10:30-11:00

Coffee /Tea break
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SESSION 2 - PLENARY:
11:00-13:00
AUDITORIUM |, Il & III

BREAKING BARRIERS: ENSURING AFFORDABLE AND EQUITABLE ACCESS TO
INNOVATIVE AND QUALITY ASSURED HEALTH PRODUCTS GLOBALLY
Facilitator: Marta Seoane, WHO

Hybrid

11:00-11:05

Introduction- Deus Mubangizi, Unit Head, PQT, WHO

11:05-12:15

Streamlining WHO Processes to facilitate new product innovation (-30 min)
Speaker(s): Yukiko Nakatani, ADG/MHP and Jerome Salomon, ADG/ULC
Moderated by Mubashar

Update and progress on the Coordinated Scientific Advice (CSA)- Mercedes (-10 min)

Presentations on new product pipelines (-30 minutes)
HIV (DOHERTY, Meg <dohertym@who.int)
TB (KASAEVA, Tereza <kasaevat@who.int)
Malaria (NGAMIJE, Madandi Daniel <ngamijed @who.int)
AMR (DR. GETAHUN, Haileyesus/DR. VAN WEEZENBEEK, Catharina)

12:15-12:45

Accelerating access to medicines for children
e Welcome and framing
Martina Penazzato (WHO)
e Update on PADO TB deliberations
Tiziana Masini (WHO)

Panel Discussion: Accelerating access to medicines for children
e Sandra Nobre (MPP)

e Jennifer Cohen (GARD-P)
e Luwei Pearson (Unicef)

e  Fabienne Benoist (Dndi)
e Cipla

Wrap up

12:45-13:00

Q&A

13:00-14:00

Lunch

SESSION 3 - PLENARY
14:00-15:30
AUDITORIUM |, Il & III

INNOVATIVE PARTNERSHIPS IN LOCAL PRODUCTION, PROCUREMENT, AND
REGULATORY ARRANGEMENTS

Facilitator: Marta Seoane, WHO

Hybrid

14:00-14:05 Introduction
Deus Mubangizi, Unit Head, PQT, WHO
14:05-14:20 Outcomes from World Local Production Conference
Jicui Dong, Unit Head, WHO
14:20-14:45 UNICEF roadmap on local production and local procurement
e Sebastian Meaney, Chief, Markets and Supply Financing
e  Hamadou Dicko, Snr Advisor, Supply,, AU Hub
14.45-15.10 Global Fund-PEPFAR-UNITAID Initiative on HIV Diagnostics produced in Africa
Hui Yang, Global Fund
15:10-15:30 Questions & Comments
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15:30-16:00 | Coffee /Tea break
SESSION 4 — PLENARY ACCELERATING HEALTHY SUPPLY CHAIN INTERVENTIONS AT GLOBAL, REGIONAL
16:00- 17:00 AND COUNTRY LEVEL
AUDITORIUM |, Il & 111 Facilitator: Marta Seoane, WHO and Deus Mubangizi, Unit Head, PQT, WHO
Hybrid
16:00-17:00 e  Managing commodity shortages and accessing information: Database on

shortages - Lisa Headman (WHQO)

Improving sustainable access to antibiotics through market intelligence and
coordination - Jennifer Cohn (GARDP)

UNFPA's approach to quantification and collaborative national supply
planning-Stephen Mawa, Team Lead, Demand and Supply Planning, UNFPA
The Power of Traceability and Verification - Max Kabalisa, UNICEF

17:00-17:30 | Questions & Comments

17:30-18:00
AUDITORIUM |, Il & I

WRAP-UP OF DAY 1 AND PLANS FOR DAY 2

Facilitator: Marta Seoane, WHO
Deus Mubangizi - Unit Head, PQT, WHO

DAY 2 TUESDAY, 28 NOVEMBER 2022

07:00-08:40 ENTRANCE TO UN CITY

SESSION 5 WHO AND UNFPA PREQUALIFICATION UPDATES-PARALLEL SESSIONS
08:45-13:00

SESSION 5.1 — PARALLEL TRACK
08:45-13:00

WHO IN VITRO DIAGNOSTICS (IVDs) PREQUALIFICATION TRACK
Session chair: Irena Prat, Team Lead, PQT/IVD, WHO

Attendance mode: Hybrid

Updates on Prequalification of in vitro diagnostics

08:45-11:00

Introduction & Welcome
Irena Prat, PQT/IVD, WHO

Product dossier
Speaker: Mark Lanigan, PQT/IVD, WHO

Performance evaluations
Speaker: Anne-Laure Page, PQT/IVD, WHO

Labelling review and Public Reports
Speaker: Charles Chiku, PQT/IVD, WHO

ePQS
Speaker: Helena Ardura, PQT/IVD, WHO

Q&A

11:00-11:30

Coffee/Tea break
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11:30-13:00

PQ Technical specifications
Speaker: Ute Stréher, PQT/IVD, WHO

Change requests
Speakers: Fatima Gruszka and Helena Ardura, PQT/IVD, WHO

Collaborative registration procedure for IVDs
Speaker: Susie Braniff, PQT/IVD, WHO

Q&A

Wrap Up
Irena Prat, PQT/IVD, WHO

13:00-14:00

Lunch

SESSION 5.2 — PARALLEL TRACK
08:45-13:00

WHO MEDICINES PREQUALIFICATION TRACK
Session Chair: Matthias Stahl, Team Lead, PQT/MED, WHO
Attendance mode: In-person only

08:45-09:00 Introduction
Speaker: Matthias Stahl, Team Lead, PQT/MED, WHO
09:00-09:25 Quality (Finished Pharmaceutical Products)
Speaker: Wondiyfraw Worku, PQT/MED, WHO
09:25-09:50 Quality (Active Pharmaceutical Ingredients)
Speaker: Antony Fake, PQT/MED, WHO
09:50-10:15 Bioequivalence
Speaker: John Gordon, PQT/MED, WHO
10:15-10:40 Biotherapeutics & Biosimilars
Speaker: Guido Pante, PQT/MED, WHO
10:40-11:05 WHO Public Assessment Reports (WHOPARs)
Speaker: Regine Lehnert, PQT/MED, WHO
11:05-11:35 | Q&A
13:00-14:00 Lunch

SESSION 5.3 — PARALLEL TRACK
08:45-13:00

WHO VACCINES & IMMUNIZATION DEVICES PREQUALIFICATION TRACK
Session Chair: Carmen Rodriguez Hernandez, Team Lead, PQT/VAX, WHO
Attendance mode: Hybrid

08:45-09:00 WHO vaccines prequalification overview
09:00-10:20 Vaccine assessment:
CMC (chemistry, manufacturing and control), quality and post PQ activities and
clinical data
Speakers: Olivier Lapujade, Rolando Dominguez PQT/VAX, WHO
10:20-10:40 Programmatic suitability for PQ
Speaker: Emma Hernandez, PQT/VAX, WHO
10:40-11:10 Facilitated discussions
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11:10-11:30 | Coffee/Tea break
11:30-12:00 Risk benefit assessment procedures. Updates on EUL
Speaker: Carmen Rodriguez Hernandez, Team Lead, PQT/VAX, WHO
12:00-12:20 ePQS and eCTD updates applicable for VAX
Speaker: Emma Hernandez, PQT/VAX, WHO
12:20-13:00 | Facilitated discussions
13:00-14:00 Lunch

SESSION 5.4 — PARALLEL TRACK

WHO VECTOR CONTROL PRODUCT PREQUALIFICATION TRACK

08:45 -13:00 Session Chair: A.g Team Lead, Dominic Schuler PQT/VCP, WHO
Attendance mode: Hybrid

08:45-09:00 ‘ PQT/VCP — General Updates and Workplan for 2024

09:00-11:00 Procedures related to the evaluation of technical materials through JMPS and
acceptance of source materials for use in formulation of VCPs

11:00-11:30 | Coffee/Tea break

11:30-12:30 Presentation on the WHO Guideline for the Prequalification of ITNs and
associated implementation documents

12:30-13:00 | Questions and Answers

13:00-14:00 | Lunch

SESSION 5.5 — PARALLEL TRACK

08:45 - 15:00

UNFPA PREQUALIFICATION OF CONTRACEPTIVE DEVICES & MARKETS TRACK
Session Chair: Linda Serwaa, Head, Quality Assurance, Technical and
WHO/UNFPA Prequalification, UNFPA

Attendance mode: Hybrid

08:45-09:05

WHO/UNFPA Prequalification (PQ) program updates
Speaker: Ashley Moyo, Technical Analyst, UNFPA

09:05-09:40

summary of analysis of quality complaints
Speaker: David Hill, technical Expert for the UNFPA PQ Programme

09:40-10:00

summary of analysis of reported significant changes
Speaker: David Hill , technical Expert for the UNFPA PQ Programme

10:00-10:30

Post-Market Surveillance Programme for PQ’ed manufacturers
Speaker: Dr. Kamakshinatha Sivakumar , technical Expert for the UNFPA PQ
Programme

10:30-11:00

Technical support for new PQ applications — overview/outline, eligibility,
implementation etc.,

Speaker: Dr. Kamakshinatha Sivakumar, Technical Expert for the UNFPA PQ
Programme

11:00-11:30

Coffee/Tea break
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11:30-12:00 New and innovative technologies for non-systematic contraceptives and STI
barrier prophylactics .
Dr. Kamakshinatha Sivakumar, Technical Expert for the UNFPA PQ Programme

12:00-12:45 Highlights of impact assessment of the WHO/UNFPA prequalification program
Speaker : Linda Serwaa, Head Product Quality Assurance , UNFPA

12:45-13:00 | a&A

13:00-14:00 | Lunch

SESSION 6 — PARALLEL TRACK

WHO INSPECTION SERVICES

14:00 -17:00 Session Chair: Stephanie Croft. Technical Officer, PQT/INS, WHO
Attendance mode: Hybrid

14:00-14:05 Introduction to PQT/INS programme of activities

14:05-14:30 | PQT/INS Programme update (overall)

14:30-14:45 ‘ Trends in the inspection of Medicines manufacturing sites (APls and FPPs)

14:45-15:00 | Trends in the inspection of CRO(s)

15:00-15:15 Trends in the inspection of Vaccine manufacturing sites

15:15-15:30 | Trends in the inspections of Diagnostics

15:30-16:00 | Coffee/Tea break

16:00-16:15 | Trends in the inspection of Vector Control manufacturing sites

16:15-16:30 | New IT system and impact on communication/data management

16:30-17:15 | Updates on recent guidance published and impact on inspections

SESSION 7 — PARALLEL TRACK

LOCAL PRODUCTION & TECHNICAL ASSISTANCE

14:00- 17:00 Session Chair: Jicui Dong, Unit Head, LPA, WHO
Attendance mode: Hybrid
14:00-14:15 Opening session
Updates on WHO Local Production and Assistance activities
Speaker: Jicui Dong, Unit Head, LPA, WHO
14:15-14:25 WHO PQ/EUL specialized technical assistance: overview
Speaker: David Woo, Technical Officer, LPA, WHO
14:25-14:35 Specialized technical assistance for medicines
Speaker: Kim Notenboom, Technical Officer, LPA, WHO
14:35-14:45 Specialized technical assistance for vaccines
Speaker: Alan Fauconnier, Technical Officer, LPA, WHO
14:45-14:55 Specialized technical assistance for IVDs
Speaker: David Woo, Technical Officer, LPA, WHO
14:55-15:00 Closing remark
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Speaker: Jicui Dong, Unit Head, LPA, WHO

15:30-16:00

Coffee/Tea break

18:00-20:00
UN CITY CAFETERIA

RECEPTION FOR ALL PARTICIPANTS

DAY 3 WEDNESDAY, 29 NOVEMBER
08:00-08:30 ENTRANCE TO UN CITY
SESSION 8 — PLENARY: PROCUREMENT UPDATES
08:30-13:00 Session chair: Francisco Blanco, Chief, Medicines and Nutrition, UNICEF
Attendance mode: Hybrid
08:30-08:45 Introduction to Procurement Update Session
Francisco Blanco - Chief, Medicines and Nutrition Center (MNC,) UNICEF
08:45-09:00 WHO Procurement
Shipra Sharma — Procurement Officer, Supply Catalogues & LTAs, WHO
09:00-09:45 Global Fund Procurement & Supply Updates
Clarisse Morris - Specialist, Global Sourcing Health Technologies
09:45-10:00 Promoting access to TB products; GDF’s end to end approach
Magaly Babayel
10:00-10:15 UNFPA Procurement and Strategic Sourcing
Roberto Mena - Head of Strategic Sourcing Team
10:15-10:45 | Coffee/Tea break
10:45-11:00 UNICEF Procurement: Comprehensive supply for impactful and cost-efficient
health programmes
Cynthia Kamtengeni - Contracts manager
11:00-11:15 UNHCR Procurement
Federico Pasqualini
11:15-11:30 UNDP Global Health Procurement and Supply chain architecture 2023
Zafar Yuldashev
11:30-11:45 PAHO Procurement
Jordi Balleste, Strategic Fund Procurement - Unit Chief, Procurement and
Supply Management, PAHO
11:45-12:00 Sustainable Procurement- high level messages to manufacturers and
suppliers
UNICEF (CC/MSFIC/QAC — Silvia Uneddu)
12:00-12:30 | Plenary and Q&A
12:30-13:30 | Lunch Break
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SESSION 9 — PARALELL TRACK DEEP DIVE INTO UNICEF SPECIFIC ISSUES
13:30-17:00 Session Chair: Cynthia Kamtengeni, Contracts manager, UNICEF
Attendance mode: Hybrid

13:30-13:50 UNICEF programme and supply priorities 2023-2025
Francisco Blanco, Chief, Medicines and Nutrition Center, UNICEF

13:50-14:30 Updates of UNICEF quality requirements and tools, Demonstration of Supplier
Document Library
e  Peter Ikamati, Technical Specialist

e  Rennie SC, Technical associate
e  Peter S Jakobsen, Quality Assurance Specialist

14:30-15:00 Common quality issues- Case studies from dossier assessments, GMP
inspections, complaints and recalls
e  Rajiv Kshirsagar, Technical Specialist,

e Rennie SC, Technical Associate
e  Unine Felix Quality Assurance Specialist
e  Kasra Ghasemi, Quality Assurance Specialist

15:00-15:30 Coffee/Tea break

15:30-16:00 Common issues in procurement and contract management- Case studies from
LTAs, POs, GR, FF
Caroline Kiyiika/ Shahbaz

16.00-16.20 New Packing-Packaging-Labelling and barcoding Requirements for shippers and
pallets
WIMC/ SCSC/MNC (Patrick Adler)

16:20-16:40 New Bid Declaration Form
UNICEF CC Policy Unit (Silvia Uneddu/Nor)
16:40-17:00 New Invoicing System

FMAC (Khounkham Seebounhouang)

17:00-17:30 Q&A
SESSION 10: PARALELL TRACK UNFPA's SUPPLY CHAIN MANAGEMENT: Common issues in procurement and
13:30-17:00 contract management

Session Chair: Udara Bandara, Deputy Chief, SCMU, UNFPA
Attendance mode: Hybrid

13:30-13:50 Common technical and solicitation issues related to Dossier submissions and
dossier assessments.
e  Cristina Palau; Contract Analyst, Supply Chain Management Unit,
UNFPA.

e Olga Maria Pineda Velasquez Technical Consultant UNFPA

13:50-14:20 Contract management; case studies from LTAs,
Roberto Mena, Head, Strategic sourcing team
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14:30-15:00 Management of Quality complaints, recalls and incidences; case studies
Linda Serwaa, Head, Product Quality Assurance

15:00-15:30 Coffee/Tea break

15:30-16:00 Prepositioning and inventory management: UNFPA ‘s approach, common issues
and challenges encountered

Daniela Andries, Logistics and Inventory Management Specialist

Supply Chain Management Unit

16.00-16.30 Emergency procurement with its associated challenges
Andres Blasco, Procurement Specialist, UNFPA Supply Chain Management Unit

16:30-17:00 Q&A

DAY 4 THURSDAY, 30 NOVEMBER

07:00-08:40 ENTRANCE TO UN CITY

SESSION 11 - PLENARY | REGULATORY UPDATES

SESSION: Session Chair: Hiiti Sillo, Unit Head, Regulation and Safety, WHO
08:45-13:00 Attendance mode: Hybrid

8:45-10:30 Introductions and objectives of the session

Hiiti Sillo, Unit Head, Regulation and Safety, WHO (5 minutes)

The new era of WLA (15 minutes)
Alireza Khadem, Team Lead REG/RSS (virtually)

Reliance and Facilitated Regulatory Pathways including CRP (15 minutes)
Marie Valentin, Team Lead, REG/FPI

Pannel discussion 1h10 (presentation 10 minutes each and then panel
discussion and questions from the audience)
Industry point of view — best use of reliance and WLA and Regulators journey
to WLA

e Ms. Prisha Patel Prisha Patel, Senior Manager, International

Regulatory Science & Policy Global Product Development, Pfizer, UK
on behalf of IFPMA,

e  Mr Parag Nagarkar, Head of International Regulatory Affairs, Serum
Institute of India will join the panel on behalf of SIIPL/DCVMN
(virtually).

e Dr Youngjin Ahn, Director of Pharmaceutical Policy Division, Ministry
of Food and Drug Safety (virtually).

10:30-11:00 Coffee/Tea break

11:00-13:00 Introductions and objectives of the session
Hiiti Sillo, Unit Head, Regulation and Safety, WHO (5 minutes)

Safety Monitoring (15 minutes)
Speaker: Shanthi Pal, Team Lead, REG/PVG (virtually)

Version of : November 2023



®

unicef@® | s

®

NED g’jﬁw World Health
il Y% ¥ Organization

Supply Chain Integrity — updates on DEG / EG contamination of syrup
medicines) (15 minutes)
Speaker: Rutendo Kuwana, Team Lead, REG/ISF (virtually)

Nitrosamine Exchange — A Global Knowledge base (20 minutes)
Speaker: Frederick Meadows, USP

Norms and Standards for Product Regulation (15 minutes)
Speaker: Steve Estevao Cordeiro, Technical Officer, HPS/NSP

Updates on work from the Expert Committee on Biological Standardization
Speaker: Ivana Knezevic, Team Lead, HPS/NSB (15 minutes) (virtually)

Questions and answers (35 minutes)

13:00-14:00 Lunch
SESSION 12 - PARALLEL | TREATMENT AND DIAGNOSTIC GUIDELINES, ESSENTIAL MEDICINES LISTS (Inc
SESSION: for Children), ESSENTIAL IN VITRO DIAGNOSTICS LIST
14:00-16:00 Moderator: Steve Estevédo Cordeiro, Technical Officer, WHO/NSP
Attendance mode: Hybrid
14:00 Introductory remarks:
Clive Ondari, Director, WHO Department of Health Product Policy and
Standards,
14:05-14:15 Tuberculosis Guidelines

Matteo Zignol, Unit Head, WHO TB Prevention, Diagnosis, Treatment, Care &
Innovation Unit

14:15-14:25 HIV and STls
Marco Vitoria, Medical Officer, Treatment and Care Team, WHO Global HIV,
Hepatitis and Sexually Transmitted Infections Programmes

14:25-14:35 COVID therapeutic guidance and process for new influenza guidelines
Janet Diaz, Network Leader, WHO Health Care Readiness

14:35-14:45 Malaria
Silvia Schwarte; Technical Officer; Diagnostics, Medicines and Resistance Unit;
WHO Global Malaria Programme

14:45-14:55 Hepatitis
Philippa Easterbrook, Scientist, WHO Global HIV, Hepatitis and Sexually
Transmitted Infections Programmes

14:55-15:05 WHO Model List of Essential Medicines
Lorenzo Moja, Technical Officer, WHO EML Secretariat

15:05-15:15 Fourth WHO model list of essential in vitro diagnostics
Ana Aceves, Technical Officer, WHO EDL Secretariat

15:15-15:30 Q&A

SESSION 13: PARALLEL SESSION | REQUIREMENTS FOR STORAGE AND TRANSPORTATION OF TIME AND

14:00 - 16:00 TEMPERATURE SENSITIVE HEALTH PRODUCTS (TEMPERATURE CONTROL AND
MONITORING OF SHIPMENTS)

Chair: Dimitrios Catsoulacos, Technical Officer, PQT/INS, WHO
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Attendance mode: Hybrid

14:00-16:00 e  How the UN 3PL intermodal freight forwarder strategy managed by UNICEF on

behalf of the UN is aligned to a decentralization strategy —Jean Cedric Meeus,
Chief, Global Transport Center, UNICEF SD

®  UNFPA presentation of the temperature monitoring program —Johnson Moyo,
Quality Assurance Associate & Linda Serwaa, Head, Quality Assurance
Associate , UNFPA Product Quality Assurance team.

e International Logistics Management- UNFPA's logistics operations — Daniela
Andries & Joanna Trachimowicz, UNFPA logistics unit.

Q&A

SESSION 14 - PLENARY
16:00 —17:00 e Key observations and thanks

PLENARY DISCUSSION & OFFICIAL MEETING CLOSURE

e Closing remarks by Dr Rogerio Gaspar, Director, RPQ, WHO

DAY 5

FRIDAY, 1 DECEMBER 2023

1-TO-1 MEETINGS — WITH PARTICIPATING AGENCIES
NOTE: 1-To-1 Meetings will not only be held on Day 5, but they can be scheduled on any day starting from Day

1. Participants are encouraged to contact the agency of interest below to be able to schedule a meeting
between Day 1 and 5 as schedules allow

Entrance to UN City for a 1-to-1 meeting will be dependent on meeting confirmation (including meeting time and
location) from the agency with whom the meeting has been requested.

Meeting participants can request a meeting by contacting these agency staff:

For WHO Prequalification Inspection Services: Stephanie Croft, crofts@who.int

For WHO Prequalification of In Vitro Diagnostics: Irena Prat prati@who.int

For WHO Prequalification of Medicines: Matthias Stahl stahim@who.int

For WHO Prequalification of Vaccines & Immunization Devices: Carmen Rodriguez Hernandez
rodriguezhernandezc@who.int

For WHO Prequalification of Vector Control Products: Dominic Schuler, schulerd@who.int
For WHO Local Production: Jicui Dong dongj@who.int
For WHO Regulatory Updates: Marie Valentin, valentinm@who.int

For UNICEF Inspection Services; Helene Moller; hmoller@unicef.org
For UNICEF Medicines Francisco Blanco fblanco@unicef.org and Mary Atieno Ojoomojoo@unicef.org

For UNICEF Vaccines; Ann Ottosen; aottosen@unicef.org,

For UNICEF In Vitro Diagnostics, Vector control products Wandani Sebonego wsebonego@unicef.org;

For UNICEF Medical devices and consumables; Selenge Lkhagva slkhagva@unicef.org
For UNICEF Cold Chain and Immunization devices; Thomas Sorensen tsorensen@unicef.org;

For UNFPA: Linda Serwaa serwaa@unfpa.org;

Ashley Moyo asmoyo@unfpa.org ; Mona Ghasemi ghasemi@unfpa.org
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	Sir Jeremy Farrar, Chief Scientist, World Health Organization

