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Shortages are a constant concern, especially
In emergencies

« 69t World Health Assembly Resolution 69.25
“Addressing the Problem of Shortages and Stock
outs of Medicines and Vaccines” including specific
call outs to the WHO Secretariat and to Member
States.

e Calls out to WHO and Member States to improve
supply chain data availability and reporting
mechanisms to improve visibility and solutions.

e https://www.who.int/publications/i/item/9789241517034
e https://apps.who.int/gb/ebwha/pdf files/ WHA69/A69 R25-en.pdf



https://www.who.int/publications/i/item/9789241517034
https://apps.who.int/gb/ebwha/pdf_files/WHA69/A69_R25-en.pdf

There is no “one size fits all: Visibility of shortages at manufacturing levels is limited.

An example of a current shortace Most information comes from 35+ regulators in HICS.
P 9 Short term advice may be included, e.g., substitutions.

Off-patent (generic) antibiotics
were In critical Shortage In 2022. Information from LMICs currently depends more on

Demand peak was anticipated with supply chain data. Currently, there is little visibility.
Increased post-mask cold and flu

season, but the severity with more
“naive” patients was not.

Initiatives of regulators from HICs will not capture LMIC
issues e.g., regionally segmented, generic markets with
The shortage is anticipated to high dependency on wholesale markets.

persist in 2023-2024countries that
report. But what about countries

T Data from LMICs sensitive, and there are barriers to
that do not have visibility?

sharing e.g., hoarding, price gauging, and increased SF
medicines when shortage information is abused.




Cisplatin
example:

Increased
demand caused a
shortage and
regulator
authorizes
temporary
alternate source

https://www.fda.gov/media
/169001/download
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“Dear Provider” letters, dates, root causes help
determine appropriate solutions

What information is collected and how is it useful
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WHO Medicine Shortage Intelligence Network (MedSIN)

What does it do and where is it going?

Extracts existing public (but hard to find) reports made from manufacturers
to regulator to “push” information

Consolidates and “cleans” data into useful info:
date, duration, root cause, tags essential medicines

Gives a “score” to highlight more severe shortage to users (seen in demo)

Give automated qualitative information based on 150 definitions currently
in use by HICss




increase in #

Total reports 3438 7196 of reports
JiEpo, (report) collected

Total molecules and
1204 1365 analyzed:
(In the reportS) (molecules) (molecules)
Molecules on the Essential 254 382 o
.. . 50%
Medicines Lists (EML) (molecules) (molecules)
Molecule reported
lerep : 338 681 101%
shortages in 2+ countries (molecules) (molecules)

Multi-country 113 217
(Essential Medicines) (molecules) (molecules)

Since September
2021 the number
of molecules
reported in

shortage in two or
more countries

has increased
101%

92%

More than 20% of the molecules reported are on the WHO Essential Medicines List

Over 30% of total reports are multi-country shortages and 10% of reports are EML AND multi-country




e Collected and collated over 7,000 shortage reports from 11
countries since early 2021.

Exa m p | S Of infO r'm atiO N . 1,80(.)4.- different molecules logged with 380+ WHO essential
from MedSIN medicines.

* The system currently harvests information in the public domain.
Data agreements will be needed in the next phase.

I Total Reports Total Molecules [ Essential Molecules [JJl] Other Molecules
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Engaging LMIC procurement and
regulators

e There are challenges with
reporting shortages, but
benefits outweigh.
e Knowledge drives the most Price increase
appropriate solution e.g., short : Advance planning
term rationing, substitutions.
e Many shortages are shorter Sharing of technical

term and are solved within the advice
country, but visibility of

Solutions

Asking for accountability
On pricing

Substandard ang

falsified Details e.g., how long

shortages at manufacturing and why
level is limited. -

© World Health Organization 2023



Virtuous Circle of Collaboration

Creating greater visibility and
transparency through
collaboration with partners on
existing shortages data

Easy and simple engagement
process

Closed platform where sharing of
information is used to promote
solutions — whether it is country-
level data or on molecules

1) Collect Shortage
Reports from
Countries Daily

4) Feedback to the s- r )
network )-("l)..}

2) Analyse/Update
and Score reports

y il

3) Produce analysis to
inform the network




Deep Dive 1: Amoxicillin

Score History for amoxiciilin

I Score | 7 Day Avg

Evolution of Shortage of Amoxicillin over time

amoxicillin Essential
Start Date: 2023-09-01 » End Date: 2024-02-19 » Duration. _90to180Days * Description: Amoxicillin Sandoz - Pulver till oral suspensione

Presentation Type/Cause Regions Affected Actions Taken Data Origin Codes/Categories History

Description: Amoxicillim Sandoz - Pulver till oral suspension

Packaging: BottleQuantity: 0

Manufacturer:: Faretaget har inte godkant att Lakemedelsverket publicerar orsaken fill restsituationen.
Ref: Amoxicillin Sandoz - Pulver till oral suspension

Example of one Shortage Report. Currently 65 different shortage reports exist for Amoxicillin creating a high score



Semaglutide (Ozempic/Wegovy)

Deep Dive 2

Score History tor semaglutiae

B Score | 1 7 Day Ava

Clear trend of increasing problem. Likely due to pivot from diabetes to weight control use case.

L sotuion LY Ancipated L

T2 BT [ W 1.34 Miligram
Start Date: 2023-11-15 » End Date: 2024-03-31 » Duration: _90to180Da!

ys » Description: ozempic 1.34mg solutiona

Regions Affected Actions Taken Data Origin Codes/Categories

Type/Cause

Presentation

Description: solution

Manufacturer:: NOVO NORDISK CANADA INC

Ref: 208495

Example of an anticipated shortage report.
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Deep Dive 3: Clindamycin a critical antibiotic/antimicrobial

injectable

Score History for clindamycin

B Score T 7 Day Avg

§F

Manufacturer :::;t:ng:ar
Digging a bit deeper we see that there are a number of factors shown in the o o
panel on the right

Baxter Third Party Issue
» Restock dates vary but e.g. Pfizer 2023Q4. Sy ieafatini
* Alternatives exist e.g. cephalexin, doxycycline, or trimethoprim / -

sulfamethoxazole can be considered for soft tissue infections. Sagent s
Sandoz Mot Provided

Clindamycin injection discontinued in 2023.

Baxter is experiencing a shortage of clindamycin
injection due to a third party supplier issue.

Pfizer is facing manufacturing delays, resulting in a
shortage of clindamycin injection.

Sagent is experiencing manufacturing delays, leading to
a shortage of clindamycin injection.

Sandoz has not provided a specific reason for the
shortage of clindamycin injection.



Stakeholder engagement and feedback from
Global Health Supply Chain Summit

Users requested opportunities to explore
the inclusion of supply chain data to predict
shortages, especially countries that are
dependent on wholesale markets.

~
MedSIN sends top 10

\
Countries “react”

Wholesale distributors are not traditionally (simple yes/no/other)
required to report but expressed willingness

to participate.

J

Molecule score adjusted\
and data collated by
region

A call out to WHO and other UN agencies to
require reporting from contracted suppliers
was also discussed.



World Health
Organization

Thank you!

Lisa Hedman, hedmanl@who.int
Karen Kreidi kreidic@who.int
© World Health Organization 2023 Tim Kempster kempstert@who.int www.who.int

Special Initiatives, Access to Medicines and Health Products
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