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History

• 2000: Brighton Collaboration (BC) was formed after a vaccine conference in Brighton, England 

identified the need to improve harmonization of vaccine safety data

• 2000 - 2018: Based at Children’s Hospital Basel, Switzerland, funded in part by WHO

• 2005 - present: BC case definitions (N=104) and guidelines recommended by CIOMS, FDA, and EMA

• 2019: Relocated to The Task Force for Global Health in Atlanta, U.S.; received funding from the 

Coalition for Epidemic Preparedness Innovations (CEPI); launched the Safety Platform for Emergency 

vACcines (SPEAC) project 

Mission

• Convene a global safety network (>1500 volunteers from 110 countries)

• Create consensus-driven, standardized adverse event (AE) case definitions & other safety 

guidelines to assess vaccine safety and create benefit-risk profiles

Brighton Collaboration

https://cepi.net/
https://speacsafety.net/
https://speacsafety.net/
https://speacsafety.net/
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• Supports CEPI’s mission to make vaccines available within 

100 days of a pandemic

• Provides tools and services to support vaccine safety 

evaluation for CEPI-funded vaccine developers

• SPEAC focuses on diseases caused by priority 

pathogens: COVID-19, MERS, Lassa fever, Nipah, 

Rift Valley fever, Marburg, chikungunya, and mpox

• Aligned with the mission of CEPI 1.0 (2017-2021) and 

CEPI 2.0 (2022-2026)

Safety Platform for Emergency vACcines (SPEAC) Project
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Human RVF vaccines under consideration

Adapted from Pete Hart, CEPI; WHO R&D Blueprint meeting 14 October 2025.

Investigational vaccine
(Developer)

hRVFV-4s
(Wageningen/LARISSA II 
Consortium)

DDvax
(UCDavis/CDC)

ChAdOx1 RVF
(Univ. Oxford)

MP-12
(Sabin/USAMRIID)

Platform LAV (single deletion) LAV (double deletion) Viral vector (ChAdOx1) LAV (mutations in 3 segments)
[next-gen Rvax-1 in preclinical]

Detectable viremia None None (animal data) None Transient low viremia in some 
participants; no reversion

Phase of development Phase 1 complete (Belgium)
Phase 2 planned (Kenya/Uganda)

Preclinical: positive
Phase 1&2 planned

Phase 1a & 1b complete 
(Oxford & Uganda)
Phase 2a in progress (Kenya)

Phase 1 & 2 complete

DIVA (discriminate infection 
from vaccination)

Yes No

Safety • Well tolerated
• AEs mild and self limiting
• (Repeat dose Tox, preclinical & 

Ph1 complete)

• Positive preclinical data 
(repeat dose tox, preclinical)

• No risk of mosquito-borne 

transmission demonstrated

Well tolerated
AEs mild and self limiting
(Repeat dose tox and Ph1a & 

1b complete)
• Possible risks (e.g., VITT) 

associated with platform 
require monitoring

• Transient viremia in 
multiple species

• Viral RNA detected in 

organs
• Next-gen Rvax-1 with 

decreased risk of 
mosquito-borne 
transmission

Environmental safety • Negligible risk given absence 
of viremia in animals and 
humans

• Minimal infection rates and 
negligible transmission in 
mosquito saliva after oral 
exposure

N/A • Transmission to mosquitoes 
(low risk of mosquito-borne 
transmission due to low 
viremia)

Safety in pregnancy Not fully characterized - Positive preclinical data. DART studies 
planned

Minimal concern – positive 
preclinical and platform data & 
DART planned

Evidence of risk (MP-12)
(not applicable for Rvax-1)

Immunogenicity/Efficacy Preclinical & Phase 1 (positive) Preclinical (positive) Preclinical & Phase 1 (positive) Very good
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Safety Considerations: TPP for use during outbreaks & long term protection

Adapted from: WHO. TPP for Rift Valley fever vaccines – v3, 2019. https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf 

Purpose Reactive use in outbreak settings with rapid onset of immunity 
(single dose vaccine)

Long term protection of persons at high ongoing risk

Vaccine characteristic Optimal Target Minimally acceptable target Optimal Target Minimally acceptable target

Indication for use For active immunization of at-risk persons in an ongoing outbreak 
for the prevention of Rift Valley Fever; to be used in conjunction 
with other control measures to curtail or end an outbreak. 

For active immunization of persons considered at-risk including those working with 
potentially infected animals (herders, farmers, slaughterhouse workers, and 
veterinarians). 

Target population People living in the area of the 
outbreak, including pregnant 
women. Those having contact 
with infected animals or 
tissues from infected animals, 
including consuming milk and 
handling raw meat products. 
 

People living in the area of the 
outbreak. Those having contact 
with infected animals or tissues 
from infected animals, 
including consuming milk and 
handling raw meat products. 

Persons at high ongoing risk of RVFV 
infection such as those handling of 
animal tissue during slaughtering or 
butchering, assisting with animal births, 
conducting veterinary procedures, or 
involved with the disposal of carcasses 
or fetuses. High risk occupational groups 
include herders, farmers, slaughterhouse 
workers and veterinarians. 
Suitable for vaccinating pregnant 
women.

Persons at high ongoing risk of RVFV 
infection such as those handling of 
animal tissue during slaughtering or 
butchering, assisting with animal births, 
conducting veterinary procedures, or 
involved with the disposal of carcasses or 
fetuses. High risk occupational groups 
include herders, farmers, slaughterhouse 
workers and veterinarians.

Safety/reactogenicity • Safety and reactogenicity 
sufficient to provide a 
highly favourable 
benefit/risk profile in the 
context of observed 
vaccine efficacy; with 
mild, transient adverse 
events related to 
vaccination. 

• No live attenuated virus 
vaccine to be used unless 
reassorting is excluded. 

• Safety and reactogenicity 
whereby vaccine benefits 
clearly outweigh safety 
risks. 

• Usage of an attenuated 
live vaccine that may allow 
reassortment is not 
indicated in an outbreak 
setting. 

• No live attenuated virus 
vaccine to be used unless 
reassorting is excluded. 

Safety and reactogenicity at least 
comparable to WHO-recommended 
routine vaccines, providing a highly 
favourable risk-benefit profile, ideally 
with only mild, transient adverse events 
related to vaccination and no serious 
AEs related to vaccination, including in 
individuals with compromised immune 
function. 

Safety and reactogenicity whereby 
vaccine benefit clearly outweighs safety 
risks. 
Safety profile demonstrated primarily 
mild, transient health effects and rare 
serious AEs related to vaccination. 

https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
https://cdn.who.int/media/docs/default-source/blue-print/tpp-rift-valley-fever-vaccines-draft3-2019.pdf
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Safety Considerations: TPP for use during outbreaks & long term protection

*Monath TP et al, Vaccine 2020. https://doi.org/10.1016/j.jvacx.2020.100060 

Purpose Reactive use in outbreak settings with rapid onset of immunity 
(single dose vaccine)

Long term protection of persons at high ongoing risk

Vaccine characteristic Optimal Target Minimally acceptable target Optimal Target Minimally acceptable target

Indication for use For active immunization of at-risk persons in an ongoing outbreak 
for the prevention of Rift Valley Fever; to be used in conjunction 
with other control measures to curtail or end an outbreak. 

For active immunization of persons considered at-risk including those working with 
potentially infected animals (herders, farmers, slaughterhouse workers, and 
veterinarians). 

Target population People living in the area of the 
outbreak, including pregnant 
women. Those having contact 
with infected animals or 
tissues from infected animals, 
including consuming milk and 
handling raw meat products. 
 

People living in the area of the 
outbreak. Those having contact 
with infected animals or tissues 
from infected animals, 
including consuming milk and 
handling raw meat products. 

Persons at high ongoing risk of RVFV 
infection such as those handling of 
animal tissue during slaughtering or 
butchering, assisting with animal births, 
conducting veterinary procedures, or 
involved with the disposal of carcasses 
or fetuses. High risk occupational groups 
include herders, farmers, slaughterhouse 
workers and veterinarians. 
Suitable for vaccinating pregnant 
women.

Persons at high ongoing risk of RVFV 
infection such as those handling of 
animal tissue during slaughtering or 
butchering, assisting with animal births, 
conducting veterinary procedures, or 
involved with the disposal of carcasses or 
fetuses. High risk occupational groups 
include herders, farmers, slaughterhouse 
workers and veterinarians.

Safety/reactogenicity • Safety and reactogenicity 
sufficient to provide a 
highly favourable 
benefit/risk profile in the 
context of observed 
vaccine efficacy; with 
mild, transient adverse 
events related to 
vaccination. 

• No live attenuated virus 
vaccine to be used unless 
reassorting is excluded. 

• Safety and reactogenicity 
whereby vaccine benefits 
clearly outweigh safety 
risks. 

• Usage of an attenuated 
live vaccine that may allow 
reassortment is not 
indicated in an outbreak 
setting. 

• No live attenuated virus 
vaccine to be used unless 
reassorting is excluded. 

Safety and reactogenicity at least 
comparable to WHO-recommended 
routine vaccines, providing a highly 
favourable risk-benefit profile, ideally 
with only mild, transient adverse events 
related to vaccination and no serious 
AEs related to vaccination, including in 
individuals with compromised immune 
function. 

Safety and reactogenicity whereby 
vaccine benefit clearly outweighs safety 
risks. 
Safety profile demonstrated primarily 
mild, transient health effects and rare 
serious AEs related to vaccination. 

“The benefits of a LAV for prevention and control of RVF outbreaks 
clearly outweigh the theoretical risk of reassortment, which has not 
been demonstrated to be a safety problem despite marketing of two 
RVFV LAVs and several others in development.”

https://doi.org/10.1016/j.jvacx.2020.100060
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1. Intrinsic recombination properties of the parent virus 
used as a vector.

2. Sequence relatedness of vector and wild virus.

3. Host range, pathogenesis and transmission.

4. Replication competency of vector in target host.

5. Mechanism of vector attenuation.

6. Additional factors potentially affecting virulence.

7. Circulation of multiple recombinant vectors in the same 
target population.

1. Consider the evidence that members of the virus genus 
do or do not undergo recombination in the wild or 
under experimental conditions, for example in an animal 
model or in cell culture.

2. Given the vector design and mode of delivery, assess 
the magnitude of the opportunity for recombination in 
a clinical scenario.

3. Given the vector design, evaluate the probability that a 
recombination event with a wild virus could lead to a 
virus of increased pathogenicity. Consider the potential 
mechanisms whereby this could happen, and cite or 
conduct laboratory studies to evaluate those 
mechanisms.

4. Consider vector designs that could further reduce the 
probability of a recombination event, and enhance 
safety, while leaving the potency of the vector largely 
intact.

5. Develop an optimized system for recombination and a 
strategy for detection of recombinants perhaps using 
current, sensitive assays for detection of expected 
viruses (e.g. PCR or infectivity assays) and new, broad 
methods for detection of novel viruses (e.g. degenerate 
PCR and massively parallel sequencing).

Safety Considerations: Concern for reassortment – V3SWG Guidance

Variables to assess risk of recombination Principles for vector design and testing

Condit RC et al. Vaccine 2016. http://dx.doi.org/10.1016/j.vaccine.2016.04.060  

http://dx.doi.org/10.1016/j.vaccine.2016.04.060
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• SPEAC offers a pool of DSMB members, and meta-DSMB liaisons for CEPI-funded developers; protocol review; 
including guidance on special populations (e.g., exposure during pregnancy)

Safety Surveillance Recommendations for RVF Vaccine Clinical Trials

Safety event Duration of surveillance

Reactogenicity (local, systemic) 7 days

Adverse events 28 days

Serious adverse events Duration of study

Newly diagnosed chronic medical 
conditions

Duration of study

Adverse events of special interest 
(AESIs)

Duration of study
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Rationale for AESI AESI 
VACCINE

hRVFV-4s DDVax ChAdOx MP12

RVF Disease-
associated
(direct viral 
damage or 
immuno-

pathogenesis)

Acute intraocular inflammation# 
(Uveitis, Retinal vasculitis, Neuroretinitis)

YES* YES* YES* YES*

Organ dysfunction #

• Hemorrhagic disease
• Thrombocytopenia
• Acute hepatitis / fulminant liver failure
• Acute kidney injury / renal failure

YES YES YES YES

Encephalitis + YES YES YES YES

Vaccine 
platform-
associated

TTS-VITT + YES*

Guillain Barré Syndrome + YES

Transverse myelitis + YES

Acute disseminated encephalomyelitis + YES

All vaccines

Anaphylaxis + YES YES YES YES

Generalized convulsive seizure + YES YES YES YES

Thrombocytopenia + YES YES YES YES

# Case Definition under development
+ Case Definition, Companion Guide, Automated Brighton Classification (ABC) tool

AESIs for RVF vaccines under consideration

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987 

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987
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Rationale for AESI AESI 
VACCINE

hRVFV-4s DDVax ChAdOx MP12

RVF Disease-
associated
(direct viral 
damage or 
immuno-

pathogenesis)

Acute intraocular inflammation# 
(Uveitis, Retinal vasculitis, Neuroretinitis)

YES* YES* YES* YES*

Organ dysfunction #

• Hemorrhagic disease
• Thrombocytopenia
• Acute hepatitis / fulminant liver failure
• Acute kidney injury / renal failure

YES YES YES YES

Encephalitis + YES YES YES YES

Vaccine 
platform-
associated

TTS-VITT + YES*

Guillain Barré Syndrome + YES

Transverse myelitis + YES

Acute disseminated encephalomyelitis + YES

All vaccines

Anaphylaxis + YES YES YES YES

Generalized convulsive seizure + YES YES YES YES

Thrombocytopenia + YES YES YES YES

* Recommended 
Protocol-specified 
AESIs:
• AESIs that may 

not be captured 
in timeframe for 
routine safety 
surveillance (e.g. 
nonserious AEs 
for 28 days)

• AESIs that 
require 
systematic data 
collection to 
characterize

AESIs for RVF vaccines under consideration

# Case Definition under development
+ Case Definition, Companion Guide, Automated Brighton Classification (ABC) tool

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987 

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987
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Rationale for AESI AESI 
VACCINE

hRVFV-4s DDVax ChAdOx MP12

RVF Disease-
associated
(direct viral 
damage or 
immuno-

pathogenesis)

Stillbirth
YES* YES* YES* YES*

Spontaneous Abortion / Miscarriage
YES* YES* YES* YES*

* Recommended 
Protocol-specified 
AESIs:
• AESIs that may 

not be captured 
in timeframe for 
routine safety 
surveillance (e.g. 
nonserious AEs 
for 28 days)

• AESIs that 
require 
systematic data 
collection to 
characterize

AESIs for RVF vaccines under consideration: pregnant populations

# Case Definition update under development
+ Case Definition
*Guidance available (GAIA, maternal checklist)

https://brightoncollaboration.org/global-alignment-of-immunization-safety-assessment-in-pregnancy-gaia/
Muñoz FM et al, Vaccine 2025. https://doi.org/10.1016/j.vaccine.2025.127513  
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987 

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://doi.org/10.1016/j.vaccine.2025.127513
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987
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BC/SPEAC Tools to Implement AESI Data Collection

Data Collection Form and LOC Aid Automated Brighton Classification (ABC) Tool
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RVF Digital Toolkit: CEPI Vaccine Safety Intelligence Platform

https://toolkit.speacsafety.net

https://toolkit.speacsafety.net/
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Digital Toolkit for RVF: CEPI Vaccine Safety Intelligence Platform

https://toolkit.speacsafety.net/rift-valley/aesis 

https://toolkit.speacsafety.net/rift-valley/aesis
https://toolkit.speacsafety.net/rift-valley/aesis
https://toolkit.speacsafety.net/rift-valley/aesis
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BRAVATO Vaccine Profiles for RVF vaccines

Vaccine Safety Template Sections (viral vector vaccines)*

1 Authorship

2 Basic vector information

3 Characteristics of the wild type virus from which the vector 
is derived

4 Characteristics of the vector from which vaccine(s) may be 
derived

5 Toxicology and potency (pharmacology) of the vector

6 Adverse event (AE) assessment of the vector

7 Overall risk assessment of the vector

8 Target pathogen and population for the vaccine

9 Characteristics of the vaccine

10 Toxicology and potency (pharmacology) of the vaccine

11 Adverse event (AE) assessment of the vaccine

12 Overall risk assessment of the vaccine

13 Any other information concerning either the viral vector or 
the vaccine

• ChAdOx1 platform published 2022 (viral vector template); 
RVF ChAdOx vaccine template in progress with Oxford 

• hRVFV-4s draft template nearly complete with LARISSA II 
Consortium

• DDvax template planned, pending human clinical trial 
results (phase 1/2 FPFV anticipated early 2026)

Folegatti PM et al, Vaccine 2022. https://doi.org/10.1016/j.vaccine.2022.06.008 
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Brighton Collaboration Benefit-Risk Assessment Module

16

Publications: https://brightoncollaboration.org/benefit-risk-assessment-module/

Digital tool : https://br-module.speacsafety.net/ /

Slide adapted from Sonali Kochhar, Bennett Levitan, Stephen Hadler

• Developed to conduct and communicate formal 

benefit-risk assessments by vaccine developers, 

funders, regulators and policy makers in high, 

middle or low-income countries

• Informs decision-making and facilitate discussions 

regarding decisions during a vaccine’s lifecycle

• Used for planning, conducting, or reporting 

benefit-risk assessments; or as supplement to 

BRAVATO vaccine profiles

https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://brightoncollaboration.org/benefit-risk-assessment-module/
https://br-module.speacsafety.net/
https://br-module.speacsafety.net/
https://br-module.speacsafety.net/
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Thank you!

https://speacsafety.net/
https://brightoncollaboration.org/

efarnon@taskforce.org

bc-coordinator@taskforce.org 

mailto:efarnon@taskforce.org
mailto:bc-coordinator@taskforce.org
mailto:bc-coordinator@taskforce.org
mailto:bc-coordinator@taskforce.org
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EXTRA SLIDES
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SPEAC RVF Adverse of Special Interest (AESI) List – v2.1, 17Oct2025

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987 

https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://speacsafety.net/tools/aesi-lists/rift-valley-fever/
https://zenodo.org/records/17455987
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Access the RVF Digital Toolkit & CEPI Vaccine Safety Intelligence Platform

https://speacsafety.net/tools/safety-intelligence/ 

https://speacsafety.net/tools/safety-intelligence/
https://speacsafety.net/tools/safety-intelligence/
https://speacsafety.net/tools/safety-intelligence/
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RVF Digital Toolkit Contents

https://speacsafety.net/tools/safety-intelligence/ 

https://speacsafety.net/tools/safety-intelligence/
https://speacsafety.net/tools/safety-intelligence/
https://speacsafety.net/tools/safety-intelligence/
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Source: Pete Hart, CEPI; WHO R&D Blueprint meeting 14 October 2025.
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AESIs: Acute Intraocular Inflammation (DRAFT)

*LOC = Level of diagnostic certainty
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AESIs: VHF & end organ damage

Event BC Case Definition (CD) Other definitions/ 
classifications

VHF • Multiorgan dysfunction pending 

Hemorrhagic disease/DIC • Multiorgan dysfunction pending 

Thrombocytopenia • Thrombocytopenia

Acute hepatitis/fulminant liver 
failure

• Multiorgan dysfunction pending • FDA toxicity grading scales

Acute kidney injury/renal failure • Multiorgan dysfunction pending • KDIGO criteria

[Add references]
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AESIs: Thrombocytopenia, Encephalitis

Thrombocytopenia Encephalitis

[Add references]
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AESIs: Thrombocytopenia with thrombosis (TTS)

[Add reference]
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AESIs: Vaccine-induced immune thrombocytopenia and thrombosis (VITT)

VITT case definition Criteria for VITT

[Add reference]
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