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Milestones, Perspectives

WHO SAGE

WHO - Strategic Advisory Group of Experts on Immunization (SAGE) - September 2025
22 — 25 September 2025

This meeting for the Strategic Advisory Group of Experts on Immunization (SAGE) will be held from
Monday to Thursday. Additional meeting materials, such as a provisional list of participants and
background documents, will be provided in due course.

:: Draft agenda
:: Declaration on interests (as of 2 Sept)

:: SAGE Yellow Book - September 2025
SESSION 2: TA2030 EXECUTIVE SUMMARY
2.0 Executive Summary: IA2030 BACKGROUND DOCUMENTS (essential)
2.1 IA2030 Draft Mid-Term Review document
2.2 TA2030 Global Progress Report — the detailed M&E data

Global Fund

Global Fund Reports 70 Million Lives Saved — But Warns Progress Is At Risk
New report highlights major progress in the fight against AIDS, tuberculosis and malaria,

but warns that without renewed commitment and investment, decades of hard-won
gains could unravel. The Global Fund'’s Eighth Replenishment is critical to keep the world
on track toward ending these deadly diseases.

10 September 2025

The Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund) today released its annual
Results Report, revealing an extraordinary milestone: 70 million lives saved since the Global
Fund'’s inception in 2002.

[Excerpts]

HIV and AIDS

In 2024, 88% of people living with HIV in Global Fund-supported countries knew their status, 79%
were on antiretroviral therapy and 74% had a suppressed viral load; 85% of pregnant women living
with HIV were on antiretroviral therapy. These are the highest levels ever recorded for each of these
indicators. Use of pre-exposure prophylaxis (PrEP) for HIV prevention has surged, with 1.4 million
people in Global Fund-supported countries receiving PrEP in 2024 — a 325% increase from 2023. At the
end of 2024, the Global Fund committed to reaching 2 million people with lenacapavir, a promising
injectable for HIV prevention...

Tuberculosis

In 2023, treatment coverage for all forms of TB reached 75% in countries where the Global Fund
invests — its highest ever level, up from 45% in 2010; 44% of people with drug-resistant TB started
treatment. Of those starting TB treatment, 88% were successfully treated and 91% of people living
with HIV who had TB were on antiretroviral therapy. In recent years, the Global Fund partnership has
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scaled up access to innovative tools such as Al-powered detection and portable digital chest X-rays in
the countries most affected by TB, enabling more people to be successfully diagnosed, treated and
cured.,,

Malaria

In 2023, in countries where the Global Fund invests, access to an insecticide-treated net reached 61%,
with 53% of people at risk using a mosquito net — the highest levels to date. More than 95% of people
with signs and symptoms of malaria were tested...

Health Systems Strengthening and Global Health Security

In 2024, the Global Fund invested US$2.7 billion in health systems and disease surveillance in more
than 100 countries to help detect, track and contain new outbreaks. This makes the Global Fund the
largest provider of external grants for reinforcing pandemic preparedness and response. These
investments — notably those to strengthen laboratory and diagnostic networks — have not only
enhanced national responses to HIV, TB and malaria, but also enabled better detection and
management of coinfections such as hepatitis B, hepatitis C and human papillomavirus. In addition,
they have increased countries’ capacity to safely test for high-risk diseases including mpox, Ebola,
Marburg virus and Crimean-Congo hemorrhagic fever...

Response to Conflict and Insecurity

In 2024, widespread conflict and insecurity continued to threaten global progress against HIV, TB and
malaria. Fragile contexts — home to 16% of the global population — bear a disproportionate burden,
with nearly two-thirds of global malaria cases, one-quarter of TB cases and 17% of new HIV
infections...

The Global Fund’s Eighth Replenishment
The Global Fund’s Eighth Replenishment — launched in February 2025 with South Africa and the United
Kingdom as co-hosts — is a defining moment for global health.

A successful Replenishment is critical to maintain momentum against AIDS, TB and malaria and
prevent a resurgence that could undo decades of progress. Without urgent and focused investment,
the human, social and economic toll could be devastating...With a successful Replenishment, the Global
Fund partnership could help save up to 23 million lives between 2027 and 2029 and reduce the
mortality rate from AIDS, TB and malaria by 64% by 2029, compared to 2023 levels, while
strengthening health and community systems to fight new outbreaks and accelerate pathways to self-
reliance.

Pandemic Preparedness

New global assessment reveals persistent barriers in diagnostic preparedness, calls for
immediate action

September 11, 2025

IPPS, Brown University Pandemic Center and FIND publish report outlining path to 100-day diagnostic
readiness

A new independent report released today by the International Pandemic Preparedness Secretariat
(IPPS), the Brown University Pandemic Center and FIND, the global alliance for diagnostics, identifies
persistent barriers in diagnostic preparedness that continue to undermine efforts to prevent future
pandemics.



https://www.theglobalfund.org/en/opinion/2025/2025-07-10-how-ai-is-accelerating-the-fight-against-an-ancient-killer/
https://www.theglobalfund.org/en/investment-case/
https://ippsecretariat.org/news/2025-diagnostics-gap-assessment/
https://ippsecretariat.org/news/2025-diagnostics-gap-assessment/

The report, Advancing the 100 Days Mission for Diagnostics: 2025 Global Gap Assessment, provides
the first in-depth assessment focused specifically on diagnostic readiness in the context of the 100
Days Mission (100DM). The 100DM aims to ensure that safe, effective and affordable medical
countermeasures are ready for deployment within 100 days of the identification of a pandemic threat...

The report sets out a practical set of actions that funders, regulators, developers, procurement
agencies, governments, and global health partners can take to improve diagnostic readiness.

Advancing the 100 Days Mission for Diagnostics: 2025 Global Gap Assessment

An independent report by the Brown University Pandemic Center, International Pandemic Preparedness
Secretariat and FIND

September 2025 :: 61 pages PDF:
https://d7npznmd5zvwd.cloudfront.net/prod/uploads/2025/09/2025-Diagnostics-Gap-Assessment-
FINAL.pdf

Executive Summary

Diagnostics are a cornerstone of the 100 Days Mission (100DM), yet the field continues to
suffer

from chronic underfunding, fragmented coordination, and misaligned incentives that
threaten global pandemic readiness. The 100DM for Diagnostics seeks to ensure that safe,
effective, and affordable diagnostic tools are authorized (e.g., Emergency Use Listing) and ready for
scaled production within 100 days of a declared Public Health Emergency of International Concern
(PHEIC). This timeline is critical; early diagnostic availability defines whether outbreaks are contained
or escalate into pandemics.

Drawing on structured interviews with over 30 global stakeholders, this gap assessment
identifies the most urgent and systemic barriers that must be addressed to enable diagnostic
readiness within 100 days of a PHEIC declaration. It also proposes concrete recommendations to
unlock faster innovation, stronger coordination, and more resilient diagnostic capabilities.

Our analysis reveals interdependent barriers spanning the full diagnostics value chain, including sample
access, regulatory harmonization, regional manufacturing, and sustainable financing, with specific
manifestations across different pathogen market archetypes, geographies, and stakeholder types.
Through case study analysis of Ebola, Dengue, and H5N1 influenza, we identify both universal
challenges and archetype-specific solutions.

The most critical barriers that consistently emerged include:

:: R&D acceleration failure — Chronic underinvestment in diagnostics R&D; lack of actionable Target
Product Profiles (TPPs); unsustainable single-pathogen business models; and delayed access to
pathogen sequence data, slowing assay and test development.

:: Sample access bottlenecks — Scarcity of well-characterized specimens, insufficient reference
standards, and fragmented validation systems, especially for high-containment pathogens and novel or
geographically restricted diseases.

:: Regulatory fragmentation — Lack of harmonized regulatory frameworks, standards, and evidence
requirements; insufficient regulatory agency capacity to evaluate emerging technologies; paper-based
processes; and unpredictable emergency use authorization requirements that disproportionately burden
LMIC-focused or small-scale developers, slowing patient access.

:: Manufacturing and supply chain vulnerabilities — Over-concentration of production in a few
countries and companies, underinvestment in regional infrastructure and skilled workforce, raw
material bottlenecks, and limited technology transfer mechanisms that leave LMICs behind during
emergencies.


https://ippsecretariat.org/publication/2025-dx-gap-assessment/
https://ippsecretariat.org/publication/2025-dx-gap-assessment/
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:: Broken financing architecture — Zero-market dynamics for emerging threats like Ebola;
fragmented procurement for endemic diseases like dengue; dual-market global access challenges for
H5N1-like pathogens; inadequate coordination of surge financing for scale-up during outbreaks; and no
tailored financing models for disease-agnostic platforms or Disease X diagnostics with inter-epidemic
sustainability.

:: Cross-cutting structural weaknesses — Coordination failures, limited clinical adoption, weak
integration with vaccine and therapeutic development pathways, and fragmented surveillance and
digital infrastructure.

Cholera

Cholera kills more people for second consecutive year, while prevention and treatment
available

12 September 2025 News release
The World Health Organization (WHO) has published its global cholera statistics for 2024, showing an
increase in both the number of people who fell sick and died from the disease.

Reported cholera cases rose by 5% and deaths by 50% in 2024 compared to 2023, with
more than 6000 people dying from a disease that is both preventable and treatable. While
these numbers are themselves alarming, they are underestimates of the true burden of cholera.

Conflict, climate change, population displacement, and long-term deficiencies in water,
sanitation, and hygiene infrastructure continue to fuel the rise of cholera, a disease caused
by the bacterium, Vibrio cholerae, which spreads rapidly through faeces-contaminated water.

Sixty countries reported cases in 2024, an increase from 45 in 2023. The burden of the disease
remained concentrated in Africa, the Middle East, and Asia, which collectively accounted for
98% of all reported cases.

The scope of cholera outbreaks continued to expand in 2024, with 12 countries each reporting more
than 10 000 cases, seven of which experiencing large outbreaks for the first time in the year. The
resurgence of cholera in Comoros after more than 15 years without reported outbreaks, underscores
the persistent threat of global transmission.

The case fatality ratio for Africa increased from 1.4% in 2023 to 1.9% in 2024, revealing critical gaps in
the delivery of life-saving care, and signaling the fragility of many health systems, along with
challenges in access to basic health services.

One quarter of deaths occurred in the community, outside of health facilities, highlighting serious gaps
in access to treatment and the need to strengthen work with communities.

To combat cholera, governments, donors and communities need to ensure people have access to safe
water and hygiene facilities, have accurate information on how to protect themselves, and rapid access
to treatment and vaccination when there are outbreaks. Strong surveillance and diagnostics will help
guide these responses. Further investment in vaccine production is also needed.

A new, innovative oral cholera vaccine (OCV), Euvichol-S®, was prequalified in early 2024 and
entered the global stockpile. Its addition helped to maintain average stockpile levels above
the emergency threshold of 5 million doses for the first 6 months of 2025. However, due to


https://www.who.int/news/item/12-09-2025-cholera-kills-more-people-for-second-consecutive-year-while-prevention-and-treatment-available
https://www.who.int/news/item/12-09-2025-cholera-kills-more-people-for-second-consecutive-year-while-prevention-and-treatment-available
https://www.who.int/publications/i/item/who-wer-10036-347-364

the continued high demand for OCV, the temporary change from a two-dose to a single-dose regimen
remained in effect throughout 2024 and into 2025. Requests for 61 million OCV doses were made to
the global stockpile in 2024, and a record 40 million were approved for emergency use in reactive,
single-dose campaigns in 16 countries. However, supply constraints continued to outstrip
demand in 2024, and into 2025.

Preliminary data show that the global cholera crisis continues into 2025, with 31 countries
reporting outbreaks since the beginning of the year.

WHO assesses the global risk from cholera as very high, and is responding with urgency to
reduce deaths and contain outbreaks in countries around the world. WHO continues to support
countries through strengthened public health surveillance, case management, and prevention
measures; provision of essential medical supplies; coordination of field deployments with partners; and
support for risk communication and community engagement.

Polio — PHEIC

Polio this week [27 August 2025]
Headlines [Selected]
No new digest content identified.

Summary of new polioviruses this week, cases and positive environmental isolates:

- Algeria: one cVDPV2-positive environmental sample

- Chad: two cVDPV2 cases; two cVDPV2-positive environmental samples; and, one cVDPV3 case
- Nigeria: four cVDPV2 cases

- Somalia: one cVDPV2 case and one cVDPV2-positive environmental sample

- Tanzania: one cVDPV2-positive environmental sample

mPox — PHEIC
No new digest content identified.
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WHO & Regional Offices [13 Sep 2025]

https://www.who.int/news

Selected News/Announcements/Statements

12 September 2025 News release

Cholera kills more people for second consecutive year, while prevention and treatment
available

12 September 2025 Departmental update
WHO released updated guideline on HIV service delivery

10 September 2025 Departmental update
WHO announces the development of guidelines on multiplex testing

WHO Regional Offices
Selected Press Releases, Announcements

WHO African Region AFRO
1 12 September 2025

Namibia rolls out human papillomavirus vaccination to help end cervical cancer
:: 08 September 2025

Guinea-Bissau inaugurates guidelines to reduce maternal mortality

WHO Region of the Americas PAHO
1 8 Sep 2025
WHO updates list of essential medicines to include key cancer, diabetes treatments

8 September 2025 (PAHO) — Today, the World Health Organization (WHO) has released updated
editions of its Model Lists of Essential Medicines (EML) and Essential Medicines for Children (EMLc),
adding new treatments for various types of cancer and for diabetes with associated comorbidities such
as obesity. Medicines for cystic fibrosis, ...

WHO South-East Asia Region SEARO

:: Cholera outbreak in Nepal: WHO supporting scaling up response to save lives
29 August 2025

WHO European Region EURO
No new digest content identified.

WHO Eastern Mediterranean Region EMRO
No new digest content identified.

WHO Western Pacific Region
:: 5 September 2025

Free mobile clinics improve refugees access to health in Kelantan, Kedah and Pahang

WHO - Emergency situation reports
Latest WHO official reports for emergency situations. Latest WHO official reports for emergency

situations.
10 September 2025
Public Health Situation Analysis - occupied Palestinian territory-September
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Overview

Starvation and malnutrition in Gaza are at the highest levels ever since the conflict began almost two
years ago. Deliberate blocking and delay of large-scale food, health, and humanitarian aid has cost
many lives.

Malnutrition is on a dangerous trajectory in the Gaza Strip, marked by a spike in deaths in July. As of
5 September 2025, 361 Palestinians have died due to malnutrition, including 130 children. As of 15
August 2025, Famine (IPC Phase 5)—with reasonable evidence—is confirmed in Gaza Governorate.
After 22 months of relentless conflict, over half a million people in the Gaza Strip are facing
catastrophic conditions characterised by starvation, destitution and death. Another 1.07 million people
(54%) are in Emergency (IPC Phase 4), and 396 000 people (20%) are in Crisis (IPC Phase 3).

More broadly, since 7 October 2023, as reported by Ministry of Health (MoH), the number of
casualties include 63 746 fatalities and 161 245 injuries.7 As of 5 September 2025, there have been 2
339 reported fatalities among aid seekers near militarized distribution sites and along convoy routes
since 27 May.

Ongoing attacks and resource shortages have severely weakened the health system — damaging or
destroying 94% of hospitals, overwhelming remaining partially functional ones, and disrupting essential
health service delivery. The Health Cluster reports that hospitals are overwhelmed by mass casualty
incidents, with an average of eight incidents per day. Al-Shifa and Al-Ahli hospitals, in Gaza city, are
operating at nearly 300% over capacity, with a constant influx of complex trauma injuries. Every
hospital is overrun. If the Israeli-announced offensive on Gaza city goes ahead, the Gaza Strip could
lose half of its hospital bed capacity. On 20 July, the WHO’s main warehouse in Deir Al-Balah was
destroyed due to attacks, amid MoH reports that 52% of essential drugs and 68% of medical
disposables are at zero stock.

In the West Bank, escalating settler violence, with the acquiescence, support, and in some cases
participation, of Israeli security forces, has worsened the coercive environment in the occupied West
Bank, resulting in several Palestinian casualties and the forcible displacement of Palestinian
communities in the last month.

Disease Outbreak News (DONSs)

Latest WHO Disease Outbreak News (DONSs), providing information on confirmed acute public health
events or potential events of concern.

No new digest content identified.

Weekly Epidemiological Record

Vol. 100, No. 37, pp. 365-384 12 September 2025
https://www.who.int/publications/journals/weekly-epidemiological-record

:: Global leprosy (Hansen disease) update, 2024: Beyond zero cases — what elimination of leprosy
really means

New WHO Publications

https://www.who.int/publications

Selected

12 September 2025

Global leprosy (Hansen disease) update, 2024: Beyond zero cases — what elimination of
leprosy really...
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12 September 2025
Meeting of the South-East Asia Regional Working Group on Immunization

11 September 2025
Epidemic Intelligence from Open Sources (EIOS) Strategy 2024—2026

9 September 2025
Malaria surveillance, monitoring and evaluation: a reference manual

9 September 2025
Strengthening primary health care-oriented health systems to address antimicrobial
resistance

9 September 2025

Public health resource pack for countries experiencing outbreaks of influenza in animals:
revised guidance

8 September 2025
WHO global water, sanitation and hygiene: annual report 2024

8 September 2025
Routine health information system and health facility data for neglected tropical diseases:

Rabies

6 September 2025
Yaws eradication: guidance for serological surveys to assess interruption of transmision

Africa

Africa CDC [13 Sep 2025]

https://africacdc.org/

Press Releases, Statements [Selected]

Africa CDC Weekly Brief | 1 — 7 September 2025
8 September 2025

Spotlight

Africa CDC Responds to New Ebola Outbreak in DRC

China — CDC+
http://www.chinacdc.cn/en/

National Health Commission of the People's Republic of China [13 Sep 2025]
http://en.nhc.gov.cn/
News

TCM footprint now covers 196 countries
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Traditional Chinese medicine has spread to 196 countries and nations across the world and more
than 100 types of TCM drugs have obtained registration in countries involved in the Belt and Road
Initiative.

National Medical Products Administration — PRC [13 Sep 2025]
http://english.nmpa.gov.cn/

News

No new digest content identified.

China CDC

CCDC Weekly Reports: Current Volume (7)

2025-09-12 / No. 37

PDF of this issue

- Commentary: Confronting the Antimicrobial Resistance Crisis in China: Emerging Superbugs,
Genomic Surveillance, and Innovative Countermeasures

- Vital Surveillances: Genomic Surveillance and Phylogenetic Analysis of Monkeypox Virus Sampled
from Clinical Monkeypox Cases and Sewage — Sichuan Province, China, 2023

- Preplanned Studies: Analysis on Cross-Species Transmission of Human—Suidae Zoonotic Viruses —
Global, 18822022

- QOutbreak Reports: Identification of A Novel Human Adenovirus Type 114 Associated with An Acute
Respiratory Disease Outbreak at An Elementary School — Beijing, China, September 2024

Europe

European Centre for Disease Prevention and Control
https://www.ecdc.europa.eu/en

News/Updates/Reports/Publications [Selected]

ECDC launches public dashboard for ‘Upcoming scientific outputs’
8 Sep 2025

Surveillance and monitoring
Communicable disease threats report, 6 - 12 September 2025, week 37
12 Sep 2025

This issue of the ECDC Communicable Disease Threats Report (CDTR) covers the period 6 - 12
September 2025 and includes updates on respiratory viruses, avian influenza A(H9N2), Ebola, West
Nile virus infection, dengue, chikungunya, Crimean-Congo haemorrhagic fever, malaria and measles.

Surveillance and monitoring
Seasonal surveillance of dengue in the EU/EEA
12 Sep 2025
Update providing weekly overview of the countries and areas where dengue cases have been
reported.

Surveillance and monitoring
Seasonal surveillance for chikungunya virus disease in the EU/EEA for 2025
12 Sep 2025
Update providing weekly overview of the countries and areas where chikungunya virus disease cases
have been reported.


http://english.nmpa.gov.cn/
http://weekly.chinacdc.cn/en/zcustom/currentVolume/1
javascript:downloadIssuepdf('e580e4ea-d5a8-4295-a7ab-e85c6ac9cee3')
https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.197
https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.197
https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.198
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https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.200
https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.201
https://weekly.chinacdc.cn/en/article/doi/10.46234/ccdcw2025.201
https://www.ecdc.europa.eu/en
https://www.ecdc.europa.eu/en/news-events/ecdc-launches-public-dashboard-upcoming-scientific-outputs
https://www.ecdc.europa.eu/en/publications-data/communicable-disease-threats-report-6-12-september-2025-week-37
https://www.ecdc.europa.eu/en/dengue/surveillance-and-updates/seasonal-surveillance-dengue-eueea-weekly
https://www.ecdc.europa.eu/en/chikungunya-virus-disease/surveillance-and-updates/seasonal-surveillance

European Medicines Agency [EMA]

https://www.ema.europa.eu/en/news

News & Press Releases

Management Board formally approves renewal of Executive Director’s mandate
Board’s decision concludes renewal process

10 September 2025

U.S. Immunization and Public Health Governance/Policy/Funding

Given the continuing extraordinary situation in the U.S., we are establishing a separate section of the
digest to capture and organize key content. Please note that we will selectively include external
analysis and comment, indenting this content under the relevant organization. We recognize that
despite the volume of content in this section, this summary is indicative and not exhaustive.

White House, HHS, FDA, CDC+

White House

Presidential Actions — Executive Orders; Memoranda,; Proclamations
No new digest content identified.

HHS

News

CDC's Advisory Committee on Immunization Practices to Meet September 18-19
ATLANTA, GA - SEPTEMBER 12, 2025 - The Centers for Disease Control and Prevention’s (CDC)

Advisory Committee on Immunization Practices (ACIP) will hold a meeting on Thursday and Friday,

September 18-19, 2025, in Atlanta, GA...

HHS, FDA to Require Full Safety Disclosures in Drug Ads
September 9, 2025 Press Release

MAHA Commission Unveils Sweeping Strategy to Make Our Children Healthy Again
September 9, 2025 Press Release

STRATEGY REPORT — Make Our Children Healthy Again

Recommendations of the MAHA Commission to President Donald J. Trump

Issued September 9. 2025

[Excerpts]

[p.-4-5]

Advancing Critical Research to Drive Innovation

Pursue rigorous, gold-standard scientific research to help ensure informed decisions that
promote healthy outcomes for American children and families, as well as drive innovative
solutions.

..Autism

The Department of Health and Human Services (HHS), through NIH and in collaboration with
the Centers for Medicare & Medicaid Services (CMS), will study the root causes of autism,
including through the RWDP.

Vaccine Injury


https://www.ema.europa.eu/en/news
https://www.ema.europa.eu/en/news/management-board-formally-approves-renewal-executive-directors-mandate
https://www.whitehouse.gov/presidential-actions/executive-orders/
https://www.whitehouse.gov/presidential-actions/executive-orders/
https://www.hhs.gov/about/news/index.html
https://www.hhs.gov/press-room/cdc-acip-meeting-september-18-19-2025.html
https://www.cdc.gov/acip/meetings/index.html
/press-room/hhs-fda-drug-ad-transparency.html
/press-room/maha-commission-report-childhood-disease-strategy.html
https://www.whitehouse.gov/maha/

HHS, in collaboration with NIH, will investigate vaccine injuries with improved data collection
and analysis, including through a new vaccine injury research program at the NIH Clinical
Center that may expand to centers around the country...

[p.10]
Vaccine Framework: The White House Domestic Policy Council and HHS will develop a

framework focused on:

» Ensuring America has the best childhood vaccine schedule;

= Addressing vaccine injuries;

» Modernizing American vaccines with transparent, gold-standard science;
» Correcting conflicts of interest and misaligned incentives; and

* Ensuring scientific and medical freedom...

NIH [13 Sep 2025]
http://www.nih.gov/

News Releases

No new digest content identified

FDA
Press Announcements
Press Announcements
September 9, 2025 - FDA Launches Crackdown on Deceptive Drug Advertising

The U.S. Department of Health and Human Services and the Food and Drug Administration today
announced sweeping reforms to rein in misleading direct-to-consumer pharmaceutical advertisements.
Today, the FDA is sending thousands of letters warning pharmaceutical companies to remove
misleading ads and issuing approximately 100 cease-and-desist letters to companies with deceptive
ads.,,

FDA CBER
Latest News
9/11/2025
September 9, 2025 Untitled Letter - FLUMIST

... Conclusion and Requested Action

For the reasons described above, the TV Ad misbrands FLUMIST and makes its distribution in
violation of the FD&C Act. See 21 U.S.C. §§ 352(n), 321(n), & 331(a); cf. 21 CFR § 202.1(e)(1)
& (e)(5).

This letter notifies you of our concerns and provides you with an opportunity to address
them. You should take immediate action to address any violations (including, for example,
ceasing and desisting promotional communications that are misleading as described above).
Please submit a written response to this letter within 15 working days from the date of receipt,
addressing the concerns described in this letter, listing all promotional communications (with
the 2253 submission date) for FLUMIST that contain representations such as those described
above, and explaining your plan for discontinuation of such communications, or for ceasing
distribution of FLUMIST...

CDC/ACIP [13 Sep 2025]
http://www.cdc.gov/media/index.html
Latest News

No relevant media releases identified.

ACIP Meetings [13 Sep 2025]
Future ACIP Meetings


http://www.nih.gov/news-events/news-releases
https://www.nih.gov/news-events/news-releases/nih-crack-down-excessive-publisher-fees-publicly-funded-research
https://www.nih.gov/news-events/news-releases/nih-crack-down-excessive-publisher-fees-publicly-funded-research
https://www.fda.gov/news-events/fda-newsroom/press-announcements
https://www.fda.gov/news-events/press-announcements/fda-launches-crackdown-deceptive-drug-advertising
https://www.fda.gov/media/188616/download?attachment
https://www.fda.gov/vaccines-blood-biologics/news-events-biologics/whats-new-biologics
https://www.fda.gov/media/188672/download?attachment
http://www.cdc.gov/media/index.html
https://www.cdc.gov/acip/index.html

:: October 22-23

:: September 18, 19, 2025

[Docket No. CDC-2025-0454]

:: Draft ACIP September 18-19, 2025 Meeting Agenda (posted 9-12-2025)
:: YouTube Live Stream Link 9-18-2025

:: YouTube Live Stream Link 9-19-2025

FDA VRBPAC [Vaccines and Related Biological Products Advisory Committee]
Advisory Committee Calendar
Advisory Committee Calendar has no meetings posted for this Advisory Committee

FDA Pediatric Advisory Committee Meeting
Advisory Committee Calendar
Advisory Committee Calendar has no meetings posted for this Advisory Committee

National Vaccine Program Committee (NVAC)
https://www.hhs.gov/vaccines/about/index.html
Upcoming Meetings/Latest Updates

No 2025 meeting dates posted.

Advisory Commission on Childhood Vaccines (ACCV)
https://www.hrsa.gov/advisory-committees/vaccines/meetings
Next ACCV Meeting — TBD [To be re-scheduled from original date January 29, 2025]

MMWR Weekly

https://www.cdc.gov/mmwr/index2025.html

September 11, 2025 / No. 34

PDF of this issue

.1 Influenza-Associated Hospitalizations During a High Severity Season — Influenza Hospitalization
Surveillance Network, United States, 2024—25 Influenza Season

U.S. Congress
House of Representatives
No new actions, announcements identified.

U.S. Senate
No new actions, announcements identified.

Supreme Court, Federal Appellate Courts
No new cases, rulings, announcements identified.

U.S. States
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https://youtube.com/live/_9ChY9SpPlY?feature=share
https://www.fda.gov/advisory-committees/advisory-committee-calendar
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https://www.cdc.gov/mmwr/volumes/74/wr/mm7434a1.htm?s_cid=OS_mm7434a1_w

Governor Healey Announces Immediate Steps to Ensure Vaccine Availability in
Massachusetts Amid Trump, RFK Rollbacks

News Release 9/4/2025:

Healey Administration takes first-of-its-kind action to guarantee insurance coverage of vaccines
recommended by the state

U.S. Medical Societies, Health Organizations

American Academy of Pediatrics (AAP)
https://www.aap.org/en/news-room/news-releases-from-the-aap/
(Accessed 04 Sep 2025)
News
AAP Statement on Make Our Children Healthy Again Report
September 9, 2025

“Pediatricians are dedicated to the health and well-being of infants, children, adolescents and young
adults. The release of today’s Make Our Children Healthy Again report reminds us that improving the
health of children is complex and requires coordinated support at local, state and federal levels,
including education, awareness, policy and funding.

Pediatricians Support Access to Vaccines for Florida’'s Children
September 5, 2025

Ending vaccine requirements for school entry would cause a ripple effect across Florida communities
and will limit family choices

AAP Statement on Secretary Kennedy's Senate Finance Committee Hearing
September 4, 2025

"Secretary Kennedy’s claim that the American Academy of Pediatrics is “gravely conflicted” is false
and misleading. The AAP's financial statements are publicly available for full transparency. Less than
4% of our revenue comes from industry sources.

American College of Physicians (ACP)
https://www.acponline.org/more-acp-news

(Accessed 04 Sep 2025)

ACP News

ACP calls for removal of Secretary Kennedy at HHS
09/10/25

Ending vaccine requirements puts Floridians and others at risk
09/04/25

Infectious Diseases Society of America (IDSA)
https://www.idsociety.org/

(Accessed 04 Sep 2025)

News

IDSA statement on MAHA Commission report
Last Updated September 09, 2025

American Public Health Association (APHA)


https://www.mass.gov/news/governor-healey-announces-immediate-steps-to-ensure-vaccine-availability-in-massachusetts-amid-trump-rfk-rollbacks?_gl=1*4uocg8*_ga*MzA2Mzc0NzA1LjE2ODMyMTYwNjI.*_ga_MCLPEGW7WM*czE3NTcyNTg2MDQkbzExNCRnMSR0MTc1NzI1OTczOCRqNjAkbDAkaDA.
https://www.mass.gov/news/governor-healey-announces-immediate-steps-to-ensure-vaccine-availability-in-massachusetts-amid-trump-rfk-rollbacks?_gl=1*4uocg8*_ga*MzA2Mzc0NzA1LjE2ODMyMTYwNjI.*_ga_MCLPEGW7WM*czE3NTcyNTg2MDQkbzExNCRnMSR0MTc1NzI1OTczOCRqNjAkbDAkaDA.
https://www.aap.org/en/news-room/news-releases-from-the-aap/
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https://www.aap.org/en/news-room/news-releases/aap/2025/pediatricians-support-access-to-vaccines-for-floridas-children/
https://www.aap.org/en/news-room/news-releases/aap/2025/aap-statement-on-secretary-kennedys-senate-finance-committee-hearing2/
https://www.acponline.org/more-acp-news
https://www.acponline.org/acp-newsroom/american-college-of-physicians-calls-for-removal-of-secretary-kennedy-at-hhs
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https://www.idsociety.org/
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https://www.apha.org/news-and-media/news-
releases?sortFieldName=ItemDate&sortDisplayName=Newest&sortMode=desc
(Accessed 04 Sep 2025)

News Releases

[No new digest content identified]

Society for Maternal-Fetal Medicine (SMFM)
https://www.smfm.org/

(Accessed 04 Sep 2025)

Research

[No new digest content identified]

Massachusetts Public Health Alliance (MPHA)
https://mapublichealth.org/press-room/

(Accessed 04 Sep 2025)

Press Room

News Release 9/4/2025:

Governor Healey Announces Immediate Steps to Ensure Vaccine Availability in

Massachusetts Amid Trump, RFK Rollbacks
Healey Administration takes first-of-its-kind action to guarantee insurance coverage of vaccines

recommended by the state

American Medical Association (AMA)
https://www.ama-assn.org/press-center
(Accessed 04 Sep 2025)

Press Center

[No new digest content identified]

American Academy of Family Physicians (AAFP)
https://www.aafp.org/news/media-center.html

(Accessed 04 Sep 2025)

Statements, Releases

Sep 10, 2025

Family Physicians Call on President to Reconsider Secretary Kennedy’s Ability to Serve

Sep 08, 2025
AAFP Announces Fall Immunization Recommendations, Reaffirming Commitment to
Vaccine Safety

American Geriatrics Society (AGS)
https://www.americangeriatrics.org/media-center
(Accessed 04 Sep 2025)

Recent Press Releases

[No new digest content identified]

American Osteopathic Association (AOA)
https://osteopathic.org/news/

(Accessed 04 Sep 2025)

Latest News

[No new digest content identified]

National Medical Association (NMA)


https://www.apha.org/news-and-media/news-releases?sortFieldName=ItemDate&sortDisplayName=Newest&sortMode=desc
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https://www.smfm.org/
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https://www.mass.gov/news/governor-healey-announces-immediate-steps-to-ensure-vaccine-availability-in-massachusetts-amid-trump-rfk-rollbacks?_gl=1*4uocg8*_ga*MzA2Mzc0NzA1LjE2ODMyMTYwNjI.*_ga_MCLPEGW7WM*czE3NTcyNTg2MDQkbzExNCRnMSR0MTc1NzI1OTczOCRqNjAkbDAkaDA.
https://www.ama-assn.org/press-center
https://www.aafp.org/news/media-center.html
Sep%2010,%202025%20—%20Family%20Physicians%20Call%20on%20President%20to%20Reconsider%20Secretary%20Kennedy’s%20Ability%20to%20Serve
Sep%2008,%202025%20—%20AAFP%20Announces%20Fall%20Immunization%20Recommendations,%20Reaffirming%20Commitment%20to%20Vaccine%20Safety
Sep%2008,%202025%20—%20AAFP%20Announces%20Fall%20Immunization%20Recommendations,%20Reaffirming%20Commitment%20to%20Vaccine%20Safety
https://www.americangeriatrics.org/media-center
https://osteopathic.org/news/

https://nmanet.org/blog/
(Accessed 04 Sep 2025)

Latest News

[No new digest content identified]

National Foundation for Infectious Diseases (NFID)
https://www.nfid.org/news-updates/

(Accessed 04 Sep 2025)

News and Updates

[No new digest content identified]

Civil Society Organizations

Kaiser Family Foundation/KFF [13 Sep 2025]
https://www.kff.org/search/?post type=press-release
Newsroom
A Look at Recent Changes to State Vaccine Requirements for School Children
Sep 12, 2025
Policy Watch
This policy watch examines state-by-state school vaccine requirements and exemptions, including
recent policy changes to them and the extent to which they may affect vaccination rates.

KFF Global Health Budget Summaries
Sep 11, 2025

Fact Sheet
These global health budget summaries highlight key information about global health funding levels
throughout the federal budget and appropriations process.

House Committee on Appropriations Approves FY 2026 Labor, Health and Human Services,
Education, and Related Agencies (Labor HHS) Appropriations Bill & Accompanying Report

Sep 11, 2025
Fact Sheet

This budget summary provides an analysis of global health funding amounts provided in the House
FY 2026 Labor, Health and Human Services, Education, and Related Agencies (Labor HHS)
appropriations bill and accompanying report.

Potential Story Lines from Trump-Era Health Care Cuts
Sep 11, 2025
Perspective

In his latest column for the JAMA Health Forum, KFF’s Larry Levitt talks about how popular shows
like "The Pitt” can make changes to the health care system stemming from this year’s federal tax and
budget bill tangible for viewers, and offers some suggested story lines.

Overview of President Trump’s Executive Actions on Global Health
Sep 10, 2025
Fact Sheet
This guide provides an overview of executive orders and other executive actions made by the Trump
Administration since January 21, 2025 that directly address or affect U.S. global health efforts. This



https://nmanet.org/blog/
https://www.nfid.org/news-updates/
https://www.kff.org/search/?post_type=press-release
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https://www.kff.org/global-health-policy/kff-global-health-budget-summaries/
https://www.kff.org/global-health-policy/house-committee-on-appropriations-approves-fy-2026-labor-health-and-human-services-education-and-related-agencies-labor-hhs-appropriations-bill-accompanying-report/
https://www.kff.org/global-health-policy/house-committee-on-appropriations-approves-fy-2026-labor-health-and-human-services-education-and-related-agencies-labor-hhs-appropriations-bill-accompanying-report/
https://www.kff.org/uninsured/potential-story-lines-from-trump-era-health-care-cuts/
https://www.kff.org/global-health-policy/overview-of-president-trumps-executive-actions-on-global-health/

resource identifies each executive action, describes its purpose and actions taken, and outlines the
implications and what happens next for each. The resource will be updated as needed.

U.S. Foreign Aid Freeze & Dissolution of USAID: Timeline of Events
Sep 10, 2025
Feature

This timeline provides a detailed overview of actions, including counter-actions, related to the
administration’s efforts to freeze all U.S. foreign aid and dissolve the U.S. Agency for International
Development (USAID).

CIDRAP - Vaccine Integrity Project [UMinn]
https://www.cidrap.umn.edu/vaccine-integrity-project
[Accessed 06 Sep2025]

No new digest content identified.

Contents [click to move among sections]
.. Milestones, Perspectives

.r WHO

.. Organization Announcements

. Journal Watch

.. Pre-Print Servers

Organization Announcements

Paul G. Allen Frontiers Group [13 Sep 2025]
https://alleninstitute.org/news-press/

Recent News

No new digest content identified.

BMGF - Gates Foundation [13 Sep 2025]
https://www.gatesfoundation.org/ideas/media-center
Press Releases & Statements

No new digest content identified.

CARB-X [13 Sep 2025]
https://carb-x.org/

News

No new digest content identified.

Chan Zuckerberg Initiative [13 Sep 2025]
https://chanzuckerberg.com/newsroom/



https://www.kff.org/global-health-policy/u-s-foreign-aid-freeze-dissolution-of-usaid-timeline-of-events/
https://www.cidrap.umn.edu/vaccine-integrity-project
https://alleninstitute.org/news-press/
https://www.gatesfoundation.org/ideas/media-center
https://carb-x.org/
https://chanzuckerberg.com/newsroom/

Newsroom
No new digest content identified.

CEPI — Coalition for Epidemic Preparedness Innovations [13 Sep 2025]
http://cepi.net/
CEPI News, Blog
News
New Mpox vaccine study to launch in outbreak-affected DRC

The research will provide important real-world data on the performance of the LC16m8 mpox vaccine
in African populations.
10 Sep 2025

...LC16m8 is a live-attenuated vaccine produced by the Japanese manufacturer KM Biologics, a Meiji
Group company, and licensed in Japan for decades against smallpox. It has also been used in Japan
during previous mpox outbreaks, where it has been shown to be safe and effective, including in people
with well-controlled HIV. LC16m8 is now being rolled out for emergency use in the DRC, alongside
another licensed mpox vaccine, in response to the outbreak. Three million doses of LC16m8 are being
donated to the DRC by the Government of Japan to protect at-risk populations from the virus...

News

Top health and science experts join coalition preparing for future pandemic threats
10 Sep 2025

News
West African leaders commit to advance Lassa Fever vaccine for the region
8 Sep 2025

CIOMS — COUNCIL FOR INTERNATIONAL ORGANIZATIONS OF MEDICAL SCIENCES [to 13
Sep 2025]

https://cioms.ch/

News; Publications; Events

No new digest content identified.

DARPA — Defense Advanced Research Projects Agency [U.S.] [13 Sep 2025]
https://www.darpa.mil/news

News

No new digest content identified.

DNDI - Drugs for Neglected Diseases initiative [13 Sep 2025]
https://dndi.org/press/press-releases/

Press Releases

No new digest content identified.

Duke Global Health Innovation Center [13 Sep 2025]
https://dukeghic.org/

News

No new digest content identified.
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EDCTP [13 Sep 2025]

http://www.edctp.org/

The European & Developing Countries Clinical Trials Partnership (EDCTP) aims to accelerate the
development of new or improved drugs, vaccines, microbicides and diagnostics against HIV/AIDS,
tuberculosis and malaria as well as other poverty-related and neglected infectious diseases in sub-
Saharan Africa, with a focus on phase II and III clinical trials

News

No new digest content identified.

Emory Vaccine Center [13 Sep 2025]
http://www.vaccines.emory.edu/

Vaccine Center News

No new digest content identified.

European Vaccine Initiative [13 Sep 2025]
http://www.euvaccine.eu/

Latest News, Events

No new digest content identified.

Fondation Merieux [13 Sep 2025]
http://www.fondation-merieux.org/
Actualités

No new digest content identified.

Gates Medical Research Institute [13 Sep 2025]
https://www.gatesmri.org/news

The Gates Medical Research Institute is a non-profit organization dedicated to the discovery,
development and effective use of novel biomedical interventions addressing substantial global health
concerns, for which investment incentives are limited.
News: Articles and Publications
No new digest content identified.

Gavi [13 Sep 2025]
https://www.gavi.org/

Press Releases

No new digest content identified.

GE2P2 Global Foundation [13 Sep 2025]

www.ge2p2.org

News/Analysis/Publications-Digests/Statements

Digests

:: Vaccines and Global Health: The Week in Review - Current edition

:: Informed Consent: A Monthly Review — May 2025

:: Public Consultations Watch :: Global Calls for Input/Public Comment — 28 Aug 2025
:: Genomics :: Governance, Ethics, Policy, Practice — A Monthly Digest — May 2025
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GHIT Fund [13 Sep 2025]
https://www.ghitfund.org/newsroom/press
Press Releases

No new digest content identified.

Global Fund [to 13 Sep 2025]

https://www.theglobalfund.org/en/news/

News Releases

10 September 2025

Global Fund Reports 70 Million Lives Saved — But Warns Progress Is At Risk
The Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund) today

released its annual Results Report, revealing an extraordinary milestone: 70 million lives

saved since the Global Fund'’s inception in 2002.

Global Research Collaboration for Infectious Disease Preparedness [GloPID-R] [13 Sep
2025]

https://www.glopid-r.org/

News & Events

No new digest content identified.

Hilleman Laboratories [13 Sep 2025]
http://www.hilleman-labs.org/

News & Insights

No new digest content identified.

HHMI - Howard Hughes Medical Institute [13 Sep 2025]
https://www.hhmi.org/news

Press Room

No new digest content identified.

Human Immunome Project [nee Human Vaccines Project] [13 Sep 2025]
https://www.humanimmunomeproject.org/

News

No new digest content identified.

IAVI [13 Sep 2025]
https://www.iavi.org/
Press Releases, Features
Press Releases
West African leaders commit to advance Lassa fever vaccine for the region
September 9, 2025
In an historic moment for regional solidarity and leadership, West African Ministers of Health pledge
their joint commitment to advance the development of, and readiness for, much-needed vaccines



https://www.ghitfund.org/newsroom/press
https://www.theglobalfund.org/en/news/
https://www.theglobalfund.org/en/news/2025/2025-09-10-global-fund-reports-70-million-lives-saved-but-warns-progress-is-at-risk/
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http://www.hilleman-labs.org/
https://www.hhmi.org/news
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against Lassa fever in recognition of the significant threat to regional health security posed by the
disease.

INSERM [13 Sep 2025]
https://www.inserm.fr/en/home/
Press Releases

No new digest content identified.

International Coalition of Medicines Regulatory Authorities [ICMRA]
http://www.icmra.info/drupal/en/news

Selected Statements, Press Releases, Research

No new digest content identified.

ICH [International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use] [to 13 Sep 2025]
https://www.ich.org/
News/Pubs/Press Releases [Selected]
12 September 2025
The ICH M14 Guideline reaches Step 4 of the ICH Process

The ICH M14 Guideline on “General Principles on Plan, Design and Analysis of Pharmacoepidemiological
Studies That Utilise Real-World Data for Safety Assessment of Medicines” has reached Step 4 of the ICH
Process on 04 September 2025 and has now entered the implementation phase at Step 5 of the ICH Process

Ongoing Public Consultations ~
> MI3B EWG Bioequivalence for Immediate-Release Solid Oral Dosage Forms
> QIEWG Stability Testing of Drug Substances and Drug Products
> M4Q(R2) EWG Revision of M4Q(R1)
> E21EWG Inclusion of Pregnant and Breastfeeding Individuals in Clinical Trials
? Q3EEWG Guideline for Extractables and Leachables

v E20 EWG Adaptive Designs for Clinical Trials
https://www.ich.org/page/public-consultations

E20 EWG Adaptive Designs for Clinical Trials
The E20 EWG is working on the development of a new E20 Guideline on “Adaptive Clinical Trials” on

the design, conduct, analysis, and interpretation of adaptive clinical trials that provides a transparent
and harmonized set of principles for the regulatory review of these studies in a global drug
development program. These principles should also provide the flexibility to evaluate / discuss
innovative approaches to clinical trial design throughout the development process.

Following MC approval in June 2025 the E20 Guideline title was changed to "Adaptive Designs for
Clinical Trials"
Rapporteur: Dr. Gregory Levin (FDA, United States) Regulatory Chair: Dr. Christian Roes (EC, Europe)
Date of Step 2b: 25 June 2025 Status: Step 3
Public consultation dates:
ANMAT, Argentina - Deadline for comments by 8 October 2025
EC, Europe - Deadline for comments by 30 November 2025
Health Canada, Canada - Deadline for comments by 25 September 025 MHRA,
UK - Deadline for comments by 30 November 2025
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Swissmedic, Switzerland - Deadline for comments by 30 November 2025
TFDA, Chinese Taipei - Deadline for comments by 13 October 2025

ICRC [to 13 Sep 2025]
https://www.icrc.org/en/news
News
South Africa Urges African States to Champion International Humanitarian Law
Statement 05-09-2025

More than 30 diplomats representing African States in Pretoria attended South Africa’s High-Level
Initiative to mobilise African commitment to International Humanitarian Law. Held on 19 August 2025,
the event sought to lobby African governments to strengthen support for better implementation and
compliance with IHL and brought together Heads of Pretoria-based African Missions and as well
as representatives from the founding members of the Global Initiative on IHL: Brazil, China, France,
Jordan, and Kazakhstan.

IFFIm [13 Sep 2025]
http://www.iffim.org/
Press Releases/Announcements
Uganda’s malaria vaccination programme is picking up pace
08 Sep 2025
Families and health leaders say community health workers deserve much of the credit for rising
uptake. By John Musenze

IFRC [to 13 Sep 2025]

http://media.ifrc.org/ifrc/news/press-releases/

Press releases

Press release 11/09/2025

PARLATINO and the Red Cross launch climate action and community resilience alliances
ahead of COP30

Press release 08/09/2025
Red Cross responds as deadly Ebola resurfaces in DRC’s Kasai Province after 17 years

IPPS - International Pandemic Preparedness Secretariat [13 Sep 2025]
https://ippsecretariat.org/news/

News

New global assessment reveals persistent barriers in diagnostic preparedness, calls for
immediate action

September 11, 2025

IPPS, Brown University Pandemic Center and FIND publish report outlining path to 100-day diagnostic
readiness

Institut Pasteur [13 Sep 2025]
https://www.pasteur.fr/en/press-area
Press Documents

No new digest content identified.
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ISC / International Science Council [13 Sep 2025]

https://council.science/current/

ISC is a non-governmental organization with a unique global membership that brings together 40
international scientific Unions and Associations and over 140 national and regional scientific
organizations including Academies and Research Councils.

Latest Updates

No new digest content identified.

International Union of Immunological Societies (IUIS)
https://iuis.org/

News/Events [Selected]

No new digest content identified.

IVAC [13 Sep 2025]
https://www.jhsph.edu/research/centers-and-institutes/ivac/index.html
Updates; Events

No new digest content identified.

IVI [13 Sep 2025]
http://www.ivi.int/
IVI News & Announcements
IVI joins WHO Coalition of Interested Parties Network

September 10, 2025, SEOUL, Republic of Korea — The International Vaccine Institute (IVI) has
joined the World Health Organization’s Coalition of Interested Parties Network, a voluntary
collaborative mechanism established to coordinate and strengthen regulatory systems worldwide. The
network works to enhance access to safe, effective, and quality medical products by fostering
cooperation, capacity-building, and the sharing of best practices.

IVI will contribute its expertise in vaccine research, development, regulatory pathways, approval,
and delivery to advance the network’s objectives. Joining the network reflects IVI's commitment to
collaborative approaches that accelerate equitable access to vaccines and strengthen global health...

Johns Hopkins Center for Health Security [13 Sep 2025]
https://centerforhealthsecurity.org/newsroom

Center News [Selected]

No new digest content identified.

MSF/Médecins Sans Frontiéres [to 13 Sep 2025]
http://www.msf.org/

Latest [Selected Announcements]

Nigeria

Malnutrition crisis in Nigeria: “This is an emergency”
Voices from the Field 11 Sep 2025

Palestine

Gaza City offensive is a death sentence for one million Palestinians
Project Update 11 Sep 2025
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Democratic Republic of Congo

DRC: MSF supports Ebola outbreak response in Kasai
Project Update 10 Sep 2025

National Academy of Medicine - USA [13 Sep 2025]
https://nam.edu/programs/

News, Stories, Insights

No new digest content identified.

National Academies-Sciences-Engineering-Medicine [NASEM]- USA [to 13 Sep 2025]
https://www.nationalacademies.org/newsroom

News

No new digest content identified.

PATH [13 Sep 2025]
https://www.path.org/media-center/
Newsroom [Selected]

No new digest content identified.

Sabin Vaccine Institute [13 Sep 2025]
https://www.sabin.org/press/

Latest News & Press Releases

No new digest content identified.

UNAIDS [13 Sep 2025]
http://www.unaids.org/en
News, Stories, Updates
Feature Story

Women, HIV, and war: a triple burden
12 September 2025

Feature Story

Lower prices needed for new HIV prevention medicine in Brazil
09 September 2025

UNICEF [to 13 Sep 2025]
https://www.unicef.org/media/press-releases
Latest press releases, news notes and statements [Selected]
Statement 12 September 2025
Statement attributable to UNICEF Regional Director for the Middle East and North Africa,
Edouard Beigbeder, on the deadly risks for over 450,000 children in Gaza City as military
attacks increase

AMMAN, 12 September 2025 —, “The escalating military offensive in Gaza City is having devastating
consequences for over 450,000 children, already traumatized and exhausted by nearly two years of
unrelenting war. They are teetering on the edge of survival as both famine and deadly violence spread.
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“UNICEF is warn...

Press release 11 September 2025

Devastating rate of child malnutrition in the Gaza Strip in August surpasses July record
NEW YORK, 11 September 2025 —, Child malnutrition in the Gaza Strip continues to deteriorate at an

alarming rate, with the latest evidence showing a record proportion of children screened were

identified as acutely malnourished in August. The percentage of children identified as acutely

malnourished in screenings ...

Press release 09 September 2025
Obesity exceeds underweight for the first time among school-age children and adolescents
globally — UNICEF

NEW YORK, 10 September 2025, —, Obesity surpassed underweight as the more prevalent form of
malnutrition this year, affecting 1 in 10 — or 188 million — school-aged children and adolescents, and
placing them at risk of life-threatening disease, UNICEF warned in a new report today. Feeding Profit:
How Food Environ...

Unitaid [13 Sep 2025]
https://unitaid.org/

Press Releases

No new digest announcements identified.

Vaccine Equity Cooperative [nee Initiative] [13 Sep 2025]
https://vaccineequitycooperative.org/news/

News

No new digest content identified.

Vaccine Confidence Project [13 Sep 2025]
http://www.vaccineconfidence.org/

News, Research and Reports

No new digest content identified.

Vaccine Education Center — Children’s Hospital of Philadelphia [13 Sep 2025]
http://www.chop.edu/centers-programs/vaccine-education-center
News
September 2025 — Cutting through the Confusion on COVID-19 Vaccination of Young
Children in Fall 2025

In this short video, Dr. Paul Offit addresses the confusion surrounding COVID-19 vaccination in
young children. You'll also find resources related to measles and to aluminum in vaccines.

Wellcome Trust [13 Sep 2025]
https://wellcome.org/news/all
News. Opinion, Reports

No new digest content identified.

The Wistar Institute [to 13 Sep 2025]
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https://www.wistar.org/news/press-releases
Press Releases
September 9, 2025
Wistar Scientists Identify Novel Therapeutic Target for Ovarian Cancer
New research by Wistar Institute scientists shows how targeting a cleft in the retinoblastoma protein
can kill tumor-protecting macrophages in ovarian cancer.

World Bank [13 Sep 2025]
http://www.worldbank.org/en/news/all
All News [Selected]
Health Financing
Health financing is how money is collected, managed, and spent to pay for health services. Effective
and strategic health financing helps people access the care they need without facing financial
hardship...
Date: September 08, 2025 Type: Brief

WFPHA: World Federation of Public Health Associations [13 Sep 2025]
https://www.wfpha.org/

Blog, Events

Gaza Call to Action

Sep 12, 2025

World Medical Association [WMA] [13 Sep 2025]
https://www.wma.net/news-press/press-releases/

Press Releases

No new digest content identified.

World Organisation for Animal Health [OIE] [13 Sep 2025]
https://www.oie.int/

Press Releases, Statements

No new digest announcements identified.

ARM [Alliance for Regenerative Medicine] [13 Sep 2025]
https://alliancerm.org/press-releases/

Selected Press Releases

No new digest announcements identified.

BIO [13 Sep 2025]
https://www.bio.org/press-releases
Press Releases

No new digest announcements identified.

DCVMN - Developing Country Vaccine Manufacturers Network [13 Sep 2025]
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http://www.dcvmn.org/

News, Upcoming events

DCVMN Annual General Meeting 2025
October 29 - 31, 2025

Bali, Indonesia

ICBA — International Council of Biotechnology Associations [13 Sep 2025]
https://internationalbiotech.org/news/

News

No new digest announcements identified.

IFPMA [13 Sep 2025]
https://ifpma.org/

News, Statements [Selected]

No new digest announcements identified.

International Alliance of Patients’ Organizations — IAPO [13 Sep 2025]
https://www.iapo.org.uk/news

Press and media [Selected]

No new digest announcements identified.

International Generic and Biosimilar Medicines Association [IGBA]
https://www.igbamedicines.org/

News

No new digest announcements identified.

PhRMA [13 Sep 2025]

http://www.phrma.org/

Press Releases

September 9, 2025

PhRMA Statement on the "Make Our Children Healthy Again Strategy”

...please consider the following information:

- The value of vaccines: In the early 20th century, nearly one in five children died before age five,
often from now-preventable infectious diseases. Thanks to American innovation and rigorous
science, vaccines remain essential for saving lives, protecting families and maintaining U.S.
leadership in global health. To prevent the resurgence of currently controlled diseases, we must
ensure continued access to vaccines while providing accurate, clear and transparent information to
maintain high vaccination rates.

- Root causes of autism: Parents understandably want clear answers about the causes of autism, but
decades of studies involving more than a million children have consistently shown no link between
vaccines and autism. Scientists continue to study its root causes, but rising diagnoses are largely
due to better screening, broader criteria and increased awareness—not vaccination. Moreover, a
publicly funded peer-reviewed journal found no connection between cumulative aluminum exposure
from vaccines in early childhood and 50 chronic conditions, including autoimmune diseases,
allergies, and neurodevelopmental disorders like autism and ADHD...
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Vaccines/Therapeutics/Medicines — Selected Developer/Manufacturer Announcements
We recognize that this listing is indicative but certainly not exhaustive. We invite nomination of other
vaccine developers for potential addition to those monitored below.

AstraZeneca
Press Releases - No new digest announcements identified.

Bavarian Nordic
Latest News - No new digest announcements identified.

BioCubaFarma — Cuba
Ultimas Noticias - No new digest announcements identified.

Biological E
News - No new digest announcements identified.

BioNTech

Press Releases

8 September 2025

Pfizer and BioNTech Announce Topline Data Demonstrating Robust Immune Response

with their LP.8.1-adapted COVID-19 Vaccine 2025-2026 Formula
:: Phase 3 clinical trial cohort of adults 65+ and 18-64 with at least one underlying risk condition shows

at least a 4-fold increase in LP.8.1-neutralizing antibody titers after receiving the LP.8.1-adapted
COVID-19 vaccine 2025-2026 Formula

:: First LP.8.1 sublineage clinical findings reinforce pre-clinical data supporting recent FDA approval of
2025-2026 Formula of Pfizer-BioNTech COVID-19 Vaccine

<< Companies have submitted these data to the FDA

Boehringer
Press Releases - No new digest announcements identified.

CanSinoBIO
News - Website not responding at inquiry.

CIGB
Latest News - No new digest announcements identified.

CinnaGen
Recent News - No new digest announcements identified.

Clover Biopharmaceuticals — China
News - No new digest announcements identified.

Curevac
News - No new digest announcements identified.

Gamaleya National Center/Sputnik
Latest News and Events - No new digest announcements identified [Last: 09 Nov 2020]
https://sputnikvaccine.com/ - No new digest announcements identified [Last: 31 Aug 2022]



https://www.astrazeneca.com/media-centre/press-releases.html
https://www.bavarian-nordic.com/
https://www.biocubafarma.cu/noticias/noticias.php?TOp=2
https://www.biologicale.com/news.html
https://investors.biontech.de/news/press-releases
https://investors.biontech.de/news-releases/news-release-details/pfizer-and-biontech-announce-topline-data-demonstrating-robust
https://investors.biontech.de/news-releases/news-release-details/pfizer-and-biontech-announce-topline-data-demonstrating-robust
https://www.boehringer-ingelheim.com/press
http://116.255.206.169:8080/html/1/179/180/index.html
https://www.cigb.edu.cu/en/home/
https://www.cinnagen.com/
https://www.cloverbiopharma.com/
https://www.curevac.com/en/newsroom/news/
https://gamaleya.org/en/news/poslednie-novosti-i-sobytiya/
https://sputnikvaccine.com/

GSK
Press releases for media - No new digest announcements identified.

EuBiologics, S Korea
News - No new digest announcements identified.

IMBCAMS, China
Home - Website not responding at inquiry.

JNJ Innovative Medicine [Janssen]
Press Releases - No new digest announcements identified.

Merck

News releases

CAPVAXIVE® (Pneumococcal 21-valent Conjugate Vaccine) Demonstrates Positive
Immune Responses in Children and Adolescents at Increased Risk of Pneumococcal
Disease

September 11, 2025

- Results from the Phase 3 STRIDE-13 trial presented at the 6th ESCMID Conference on Vaccines
- Merck to share STRIDE-13 results with global regulatory authorities

Nanogen
News - No new digest announcements identified.

Novartis
News - No new digest announcements identified.

Novavax
Press Releases - No new digest announcements identified.

Pfizer

Recent Press Releases

Pfizer and BioNTech Announce Topline Data Demonstrating Robust Immune Response
With Their LP.8.1-Adapted COVID-19 Vaccine 2025-2026 Formula

09.08.2025

R-Pharm
https://rpharm-us.com/index.php
[No news or media page identified]

Sanofi Pasteur
Press Releases - No new digest announcements identified.

Serum Institute
News & Announcements - No new digest announcements identified.

Sinopharm/WIBPBIBP
News - No new digest announcements identified.

Sinovac
Press Releases - No new digest announcements identified.
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SK Biosciences
Press Releases - No new digest announcements identified.

Takeda
Newsroom - No new digest announcements identified.

Valneva
Press Releases - No new digest announcements identified.

WestVac Biopharma
Media - No new digest announcements identified.

Zhifei Longcom, China
[Anhui Zhifei Longcom Biologic Pharmacy Co., Ltd.]
Website [No News/Announcements page identified]
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: Pre-Print Servers

Journal Watch

Vaccines and Global Health: The Week in Review continues its weekly scanning of key peer-reviewed
journals to identify and cite articles, commentary and editorials, books reviews and other content
supporting our focus on vaccine ethics and policy. Journal Watch is not intended to be exhaustive, but
indicative of themes and issues the Center is actively tracking. We selectively provide full text of some
editorial and comment articles that are specifically relevant to our work. Successful access to some of
the links provided may require subscription or other access arrangement unique to the publisher.

If you would like to suggest other journal titles to include in this service, please contact David Curry

at: david.r.curry@centerforvaccineethicsandpolicy.org

AJOB Empirical Bioethics

Volume 16, 2025 Issue 3
https://www.tandfonline.com/toc/uabr21/current
[Reviewed earlier]

AMA Journal of Ethics
Volume 27, Number 9: E629-711
https://journalofethics.ama-assn.org/issue/screening-children-structural-drivers-health
Screening Children for Structural Drivers of Health

Nearly half of all US children—40 million kids—were insured by Medicaid or children’s health
insurance programs in mid-2025. In 2024, the Centers for Medicare and Medicaid Services added a
requirement that all hospitalized Medicaid patients be screened by a qualified clinician for structural
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drivers of health (SDoH). One justification for this requirement is that health outcomes, particularly for
children of color, are widely documented as compromised by social, historical, and fiscal neglect of
parental leave and other US policies that support children.

Regardless of whether screening for SDoH is federally required, pediatricians’ understandings of
factors that situate health outcomes for all US children, regardless of their insurance status, are key to
caring well for children. Yet, despite the value of SDoH screening in improving US children’s health
outcomes, one problem is that even when such screening is feasible, it's not always clear which follow-
up actions should be integrated into children’s care plans, based on what screening reveals. This theme
issue investigates clinical, ethical, and policy-level questions about how SDoH screening of children
should be implemented and administered.
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Parkinson disease (PD) is a genetically complex neurodegenerative disorder with more than ten
million individuals affected worldwide. Although monogenic forms of PD have provided insights into the
biological underpinnings of the disease, most PD appears to have a polygenic architecture.
Interestingly, known risk variants only represent ~30% of the heritable component of the disease, and
based on traits of similar heritability, there are expected to be many thousands of risk variants. To
develop successful therapies, efforts to understand the genetic basis of PD need to be expansive and
match the global nature of PD.

Year in review
All of Us Research Program year in review: 2024
Tara Dutka, et al.

Since the launch of the first genomic dataset (Controlled Data Repository version 5 [CDRv5]) in
2022, the All of Us Research Program has continued to expand its genomic offerings, enabling a broad
spectrum of genomic research across a variety of domains (Table 1). The latest release in spring of
2025 (Controlled Data Repository version 8 [CDRv8]) increased the number of participants with
genotype arrays to more than 447,000, 414,000 of whom also have short read (sr) whole-genome
sequencing (WGS).
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Articles
Obama’s science adviser on Trump's science cuts: "The system will starve”
By Matt Field

Since 1945, there has been a system in place in the US of government research investment in the
sciences—particularly at universities. The idea was that the new knowledge created by scientists would
lead to economic prosperity, greater national security, and better health. A former presidential science
advisor delves into what it means when that positive feedback loop is broken.
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Articles

Inequalities in diarrhoea, pneumonia and measles deaths: estimates for 21 sub-Saharan
African countries.

Verguet S, Villano D, Jiao B, Bolongaita S, Iversen I, Sato R, Tolla MT, Memirie ST.

Bull World Health Organ. 2025 Aug 21;103(9):522-529. doi: 10.2471/BLT.24.292198.
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Rabies elimination in the WHO African Region.
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A mathematical model of vaccine hesitancy: Analysing the impact of political trends and
the interaction across age and education groups in the USA

Waiid Ali (1), Javad Mohamadichamgavi (2), Juan Ramirez (3), Jose Aquilar (3 and 4), Antonio
Fernandez Anta (3 and 5), Kieran J. Sharkey (1) ((1) University of Liverpool, Liverpool, UK, (2) Institute
of Applied Mathematics and Mechanics, University of Warsaw, Warsaw, Poland (3) IMDEA Networks
Institute, Madrid, Spain (4) Universidad de Los Andes, Mérida, Venezuela (5) IMDEA Software Institute,
Campus Montegancedo, Madrid, Spain)

Vaccination against the SARS-CoV-2 disease has significantly reduced its mortality rate and spread.
However, despite its availability, a considerable proportion of the public has either refused or delayed
getting vaccinated. This reluctance is known as vaccine hesitancy. The aim of this paper is to present a
mathematical model to investigate how social interaction can impact vaccine hesitancy. The model
describes the temporal transitions between different vaccination classes of the population (those
vaccinated, those who are not yet vaccinated but agree to be vaccinated, and those who refuse). We
apply the model to state and national survey data from the USA to estimate model parameters that
quantify the rates at which public opinion on vaccination changes. Moreover, we investigate how
political trends and demographic factors, such as age and education, impact these parameters. Our
results show that state-level political affiliation, age, and educational level shape opinions on
vaccination and have a strong influence on the temporal dynamics of attitude changes.
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Defining and Estimating Outcomes Directly Averted by a Vaccination Program when
Rollout Occurs Over Time

Katherine M. Jia, Christopher B. Boyer, Alyssa Bilinski, Marc Lipsitch
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Comparison of the effectiveness and costs of hepatitis A vaccination strategies to mitigate

future deaths in the Republic of Korea
Yuna Lim, Yubin Seo, Jacob Lee, Eunok Jung
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A Rapid Risk Assessment for Measles Outbreaks in North Carolina

Michael E DeWitt Jr., Brinkley Raynor Bellotti, Nicholas Kortessis, Avinash K Shetty, Julianne Green,
Anupama Neelakanta, Areej Bukhari, Amina Ahmed, Werner Bischoff, Catherine Passaretti
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Disclosing of participation in an HIV vaccine trial in southwestern Uganda - the effect on
participant engagement

Sarah Nakamanya, Rachel Kawuma, Denis Kibuuka, Georgina Nabaggala, Sylvia Kusemererwa, Eugene
Ruzagira, Janet Seeley
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Assessing the Impact of Framework Agreements on the Availability of Essential Medicines:
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Estimating the value of combination vaccines: a methodological framework
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Preprint

Open Science as Confused: Contradictory and Conflicting Discourses in Open Science
Guidance to Researchers

Maria de los Angeles Crespo Lépez , Claudia Pallise Perello , Jeroen de Ridder , and Krishma Labib
Date created: 2025-09-09 Date modified: 2025-09-09

Submitted: September 09, 2025

Abstract

The open science (OS) movement is growing, with increasing policies, guidelines, tools and
infrastructures being developed to support researchers who engage in OS practices. However, there is
no widely accepted single definition of OS. Different initiatives and countries employ a variety of
characterizations. To chart how OS is understood in different parts of the world, we conducted a
scoping review and critical discourse analysis of OS guidance documents aimed at researchers. Our
search led to the inclusion of 69 national and international documents, with most originating from
North America, Europe, and Latin America. Our results show that OS discourses are exaggerated,
framing OS as the solution to address all scientific and societal problems. Furthermore, they provide
often conflicting ideas about what OS can achieve. Many guidance documents frame OS as a tool to
promote economic growth and efficiency. Others see OS as necessary to safeguard research quality
and reproducibility through transparency. In contrast, few documents address knowledge equity and
inclusion. Taking this into account, we see dominant OS discourses reproducing knowledge equity
problems already present in research, rather than tackling them. We urge researchers be more precise
about the specific approach they take to OS and more humble about the effects it can have — both
positive, and negative.
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Updating the meningitis belt: associations between environmental factors and epidemic
meningitis risk across Africa

[version 1; peer review: awaiting peer review]

Molly CIiff, et al.

Previous analytical work, defining the distribution of meningitis epidemics in Africa is over 20 years
old, with climate change representing an ongoing issue. We aim to update this analysis and determine
if the meningitis belt geography and associated environmental risk factors have changed in the last two
decades.

Think Tanks

Brookings [13 Sep 2025]
http://www.brookings.edu/
Reports, Events

No new digest content identified.

Center for Global Development [13 Sep 2025]
https://www.cgd ev.org/
All Research
CGD NOTE
Tracking Results at the African Development Fund: A Modest Proposal
Karen Mathiasen and Nico Martinez
September 10, 2025
The African Development Fund’s 17th replenishment negotiations are underway, and while the AfDB
has a strong record on results reporting, lessons from IDA’s recent reform of its results measurement
system offer useful insights and lessons for the ADF'.

WORKING PAPER
Avoiding Trillion-Dollar Delays: Pooled Pandemic Financing to Reduce Global Losses
Ruchir Agarwal
September 10, 2025

The absence of a coordinated global financing mechanism during COVID-19 deepened inequities and
economic losses. A pre-approved “Day Zero Financing” liquidity line backed by multilateral banks and
donors could provide a cost-effective mechanism to ensure faster, fairer access to vaccines, tests,
and...
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ICH - E21 Inclusion of Pregnant and Breastfeeding Women in Clinical Trials; International
Council for Harmonisation; Draft Guidance for Industry; Availabili

A Notice by the Food and Drug Administration on 07/21/2025 Comment period ends 09/19/2025
SUMMARY:

...The Food and Drug Administration (FDA or Agency) is announcing the availability of a draft
guidance for industry entitled “"E21 Inclusion of Pregnant and Breastfeeding Women in Clinical Trials.”
The draft guidance was prepared under the auspices of the International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use (ICH). The draft guidance is intended to
provide general principles on the conduct of clinical trials that include pregnant and breastfeeding
women to inform evidence-based decisions on safe and effective use of medicinal products by these
populations.

The draft guidance includes approaches to generating data that support informed decision-making
on the safety, dosing, and efficacy of medicinal products during pregnancy and breastfeeding.
Additionally, the draft guidance includes recommendations for recruiting and retaining pregnant and
breastfeeding women in clinical trials, while reducing burden and harm on these participants.
Background

...The recommendations found in this draft guidance are the product of the Efficacy Working Group
of the ICH. Comments about this draft will be considered by FDA and the Efficacy Expert Working
Group.

The draft guidance outlines strategies and considerations for developing and implementing clinical
studies that include pregnant or breastfeeding women. This draft guidance includes approaches to
plan, collect data, evaluate outcomes, and monitor safety of pregnant and breastfeeding women
participating in clinical trials safely and ethically. Additionally, the draft guidance includes
recommendations for recruiting and retaining pregnant and breastfeeding women in clinical trials. The
draft guidance also emphasizes reduction of burden on pregnant and breastfeeding women
participating in these trials.
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This draft guidance has been left in the original ICH format. The final guidance will be reformatted
and edited to conform with FDA's good guidance practices regulation (21 CFR 10.115) and style before
publication.

Call for Public Comment - WHO Classification of Digital Health Interventions v1.0
WHO 1 September 2022 Deadline for comments: 30 September 2022, 23:59 (CEST)
Call for consultation

The World Health Organization (WHO) would like to issue a public call for comments to update v1.0
of the Classification of Digital Health Interventions (CDHI). This will take the form of two public calls:
Primary feedback: Call to receive public stakeholders' comments to update the Classification of Digital
Health Interventions v1.0.

The WHO CDHI v1.0 was created in 2018 to provide a common digital health vocabulary for diverse
stakeholders from numerous backgrounds and areas of expertise. It has since been used by
stakeholders of digital health projects with a particular focus on Low and Middle-Income Countries
(LMICs). As opposed to previous frameworks that provide highly technical terminology that is mainly
intended for computer scientists and software developers in health, the CDHI constitutes a key bridging
language between technology-oriented audiences and those in health to facilitate consistent ways of
articulating needs and functionalities represented in digital health system implementations.

Since 2018, there have been advances in technology and additional interventions have arisen,
prompted by the global pandemic. These, together with calls from expert communities and other
stakeholders, have prompted the need to update the CDHI v1.0.

To ensure a broad consultation process, WHO will work with an expert panel and expert groups to
review relevant evidence on the application of the CDHI by stakeholders and provide recommendations
for update. To enable the process of the update and to ensure the input and consideration of a global
group of stakeholders, WHO is issuing this public call, appealing to researchers, government and public
health stakeholders, technologists, healthcare providers, donors, implementers and other agencies that
utilize (or aim to utilize) the CDHI to provide comments.

Solicitation of Nominations for Appointment to the Advisory Council for the Elimination of
Tuberculosis

A Notice by the Centers for Disease Control and Prevention on 07/11/2025. Nominations must be
received no later than September 30, 2025
SUMMARY:

In accordance with the Federal Advisory Committee Act, the Centers for Disease Control and
Prevention (CDC), within the Department of Health and Human Services (HHS), is seeking nominations
for membership on the Advisory Council for the Elimination of Tuberculosis (ACET). ACET consists of 10
experts including the Chair in fields associated with public health, epidemiology, immunology, infectious
disease, pulmonary disease, pediatrics, tuberculosis, microbiology, and preventive health care delivery.
SUPPLEMENTARY INFORMATION:

The Advisory Council for the Elimination of Tuberculosis (ACET) provides advice and
recommendations regarding the elimination of tuberculosis (TB) to the Secretary, Department of Health
and Human Services (HHS); the Assistant Secretary for Health, HHS; and the Director, Centers for
Disease Control and Prevention (CDC). ACET (a) makes recommendations on policies, strategies,
objectives, and priorities; (b) addresses development and application of new technologies; (c) provides
guidance and review of CDC's TB prevention research portfolio and program priorities; and (d) reviews
the extent to which progress has been made toward eliminating TB.
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https://www.who.int/news-room/articles-detail/call-for-public-comment---who-classification-of-digital-health-interventions-v1.0
https://www.who.int/publications/i/item/WHO-RHR-18.06
https://www.federalregister.gov/documents/2025/07/11/2025-12904/solicitation-of-nominations-for-appointment-to-the-advisory-council-for-the-elimination-of
https://www.federalregister.gov/documents/2025/07/11/2025-12904/solicitation-of-nominations-for-appointment-to-the-advisory-council-for-the-elimination-of
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-aspects-mrna-vaccines_en.pdf

This guideline addresses the quality aspects of mRNA vaccines. Itaddresses specific aspects
regarding the manufacturing process, characterisation, specifications and analytical control of mRNA
vaccines, as well as the definition of starting materials, active substance and finished product for mRNA
vaccines. Additional regulatory considerations are provided for changes in existing mRNA vaccine
strains, bivalent and multivalent vaccines, self-amplifying mRNA vaccines, other delivery systems and
use of platform technology/prior knowledge. The scope of this guideline is applicable to mRNA vaccines
against infectious diseases. Other mRNA-based medicinal products are out of scope of this guideline,
although relevant parts of this guideline may be applicable to those. It is not intended to address
specific requirements for mRNA vaccines to be used in clinical trials, however the scientific principles
described may also be applicable during pharmaceutical development.
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