
Updated Ebola AESI List: 
https://speacsafety.net/tools/aesi-lists/ebola/

Ebola Vaccines Living Systematic Review 
Dashboard:
https://safeinpregnancy.org/ebola-vaccines/
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New Tools and Resources

Advancing Vaccine Safety Through Evidence, Tools 
and Collaboration

In recent months, the Safety Platform for 
Emergency vACcines (SPEAC) has 
continued to expand the evidence, tools 
and resources available to support 
vaccine safety preparedness and 
response. This issue highlights new Ebola 
vaccine safety resources, educational 
tools, training and global engagement.

New case definition for acute intraocular inflammation

New Tools and Resources Evidence and Learning

Training and Capacity Strengthening Events and Engagement

Team Updates

Brighton Collaboration has published a new case definition for acute intra-ocular 
inflammation (aIOI) in Vaccine. Developed through the CEPI-funded SPEAC project, 
the definition establishes standardized criteria for assessing and classifying a range of 
inflammatory intra-ocular conditions.

The definition is designed to support consistent data collection and assessment across 
clinical trials, background incidence studies, causality assessments and post-licensure 
pharmacovigilance.

In August, SPEAC hosted a webinar exploring the Automated Brighton Classification (ABC) 
Tool, an interactive resource supporting standardized application of Brighton Collaboration 
case definitions and assignment of levels of diagnostic certainty.

Vaccine safety experts demonstrated the tool, discussed its practical application and 
explored how structured classification can support consistent assessment of potential 
adverse events. The webinar recording is now available to watch on demand.

The session also kicked off a monthly SPEAC webinar series highlighting the tools, resources 
and approaches available to support vaccine safety preparedness. Details about upcoming 
sessions will be announced as they become available.

Watch the ABC Tool Webinar Replay: https://speacsafety.net/abc-tool-webinar/
Explore the ABC Tool: https://speacsafety.net/abc-tool/

On September 24, SPEAC hosted the second webinar in its monthly series, Introduction to 
the Brighton Collaboration Vaccine Safety Templates & Benefit-Risk Module (BRAVATO).

The session highlighted how the Brighton Collaboration Vaccine Safety Templates and 
Benefit-Risk Modules (BRAVATO) support standardized vaccine safety summaries and 
benefit-risk assessment across vaccine research and development settings.

The webinar recording, presentation materials and additional resources are now available on 
the webinar webpage.

View the BRAVATO Webinar & Resources: https://speacsafety.net/bravato-webinar/

The CEPI Vaccine Safety Intelligence (CVSI) Platform brings vaccine safety evidence, data 
and tools together in an interactive environment. With more than 30 applications and 200 
dashboards spanning vaccine safety, vaccination programs and pathogen epidemiology, 
CVSI provides a central starting point for exploring SPEAC resources and evidence.

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

For seven years, SPEAC has worked to strengthen vaccine safety preparedness through 
evidence, tools, methods and global capacity building.

A new publication reflects on SPEAC’s evolution and its work to advance a more proactive 
approach to vaccine safety, from identifying Adverse Events of Special Interest and 
strengthening case definitions to developing evidence resources, digital tools and training. It 
also highlights the collaborations that have helped make high-quality safety information 
available when it is needed.

Read “Seven Years of SPEAC”: https://speacsafety.net/seven-years-of-speac/

SPEAC’s Educational Resource Library continues to grow with a new resource focused on 
Preterm Birth as an Adverse Event of Special Interest.

The explainer provides an accessible introduction to key concepts involved in identifying 
and assessing preterm birth in the context of vaccine safety and joins a growing collection of 
materials designed to make vaccine safety concepts and resources easier to understand and 
apply.

Explore the Preterm Birth Resource: https://speacsafety.net/educational-resouce-library/

Several new and updated resources are now available to support consistent vaccine safety 
assessment:

New Levels of Diagnostic Certainty chart supporting standardized 
assessment and classification of severe adverse events involving 
multiple organ systems.

Revised Levels of Diagnostic Certainty chart supporting 
standardized assessment of reported cases.

Training and Capacity Strengthening

SPEAC at the ISoP Africa Chapter Meeting

SPEAC at the ISoP 2026 Annual Meeting

Events and Engagement

Evidence and Learning

Seven Years of SPEAC: Advancing Vaccine Safety Preparedness

SPEAC continues to strengthen global capacity for independent vaccine safety oversight 
through its Data and Safety Monitoring Board (DSMB) training program.

The May-August 2026 cohort included 19 participants, all of whom successfully completed 
the program. The latest cohort builds on previous SPEAC training initiatives and helps 
expand the pool of experts equipped to contribute effectively to DSMBs overseeing vaccine 
clinical trials and other research.

SPEAC has also introduced an automated certificate process to streamline recognition of 
participants who successfully complete the training.

19 enrolled / 19 completed 

SPEAC contributed to the May 2026 
International Society of Pharmacovigilance 
(ISoP) Africa Chapter Meeting in Windhoek, 
Namibia, sharing work focused on 
strengthening safety surveillance in Africa and 
other low- and middle-income countries.

Contributions included a presentation by Dale 
Nordenberg on Brighton Collaboration case 
definitions and MedDRA, along with a 
scientific poster, Active Safety Surveillance of 
Vaccines and Medicines in Africa and Other 
LMICs: Updated Landscape 
Assessment(2013–2025) and Interactive 
Dashboard, developed by SPEAC and 
collaborating researchers.

The meeting provided an opportunity to share 
resources and approaches supporting 
standardized vaccine safety monitoring.

SPEAC at the 20th Vaccine Congress

Preetha Iyengar represented SPEAC at the 20th Vaccine Congress, held September 14–16 
in Seville, Spain, sharing work on the practical application of vaccine safety tools and 
methods.

At the ISoP Annual Meeting in San José, Costa Rica, Shelly Karuna shared work highlighting 
SPEAC and Brighton Collaboration resources designed to support vaccine safety 
assessment.

Poster presentations covered three areas:

• BRAVATO Vaccine Profiles and their role in structured vaccine benefit-risk assessment
• Companion Guides supporting the application of Brighton Collaboration case definitions
• SPEAC Educational Resources designed to strengthen understanding and application of 

vaccine safety methods

Together, the presentations demonstrated how SPEAC resources can support consistent, 
evidence-informed approaches to vaccine safety assessment.

Read More About SPEAC's Recent Conference Activities
ISoP Annual meeting: https://www.isop2026costarica.org/
Pero si del ISoP Africa meeting: https://isopafrica.com/  

Presentations highlighted SPEAC Companion Guides and the real-world use of Brighton 
Collaboration case definitions and SPEAC tools to support standardized vaccine safety 
assessment.

The congress provided opportunities to engage with researchers, vaccine developers and 
public health professionals working across vaccine development and safety.

SPEAC has seen several changes to its project team in recent months.

Thank You to Anita Renahan-White

SPEAC extends its sincere thanks to Anita 
Renahan-White for her contributions to the 
project and its work with partners. We are 
grateful for her contributions and wish her all 
the best in her next chapter.

Welcome Joanna Pritchard and Katrina Farber

Following Anita’s departure, Joanna Pritchard has been serving as SPEAC’s Associate 
Deputy Director, supporting the project’s ongoing work and coordination across its activities 
and partnerships.

We also welcome Katrina Farber as Project Manager. Katrina joins the team to support 
project coordination and implementation as SPEAC continues its work to strengthen vaccine 
safety preparedness globally.

www.brightoncollaboration.us

CEPI Brighton Collaboration

Safety Platforms for Emergency vACcines (SPEAC)
Brighton Collaboration
The Task Force for Global Health
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Stay up to date with the latest SPEAC tools, resources, 
publications and activities.
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Another DSMB Training Cohort Completes the Program

New Educational Resource: Preterm Birth Explainer Video

Access the aIOI case definition: 
https://brightoncollaboration.org/acute-intraocular-inflammation/

Resources Support Ebola Vaccine Safety Assessment
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BRAVATO Webinar Explores Vaccine Safety Templates and Benefit-Risk Assessment

ABC Tool Webinar Replay Now Available

SPEAC has expanded the resources 
available to support vaccine safety 
assessment and preparedness for Ebola 
vaccines.

An updated Adverse Events of Special 
Interest (AESI) list for Ebola vaccines 
provides an evidence-informed resource to 
support safety monitoring during vaccine 
development and deployment.

SPEAC has also released the Ebola 
Vaccines Living Systematic Review 
Dashboard: Safe in Pregnancy, providing 
an interactive way to explore the evolving 
evidence on Ebola vaccination during 
pregnancy.
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Advancing Vaccine Safety: Real-World Use of 
Brighton Collaboration Case Definitions and Safety 
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early-phase trials
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clinical trial phases

Results and Conclusions

Access our tools at 
the SPEAC website

Financial support for the Safety Platform for Emergency vACcines (SPEAC) Project 
is provided by the Coalition for Epidemic Preparedness Innovations (CEPI) through the 
Brighton Collaboration, a program of the Task Force for Global Health, Decatur, GA, USA.

Methods & Results

BC CGs are syntheses of information and evidence relevant to defined AESIs and tools to apply 
BC CDs in a consistent manner. Table 1 presents the various sections included in the CG, along 
with the methods of how they are developed.

CGs are available through: 
https://speacsafety.net/tools/companion-guides/   

Methods and description of CG components

Diagnostic codes
ICD-9, ICD-10, 
SNOMED CT, MedDRA 

Codes retrieved through the 
Codemapper tool, were reviewed 
and classified into narrow or 
broad codes

List of diagnostic codes for the AESI. 
Terms included are for AESI diagnoses 
as opposed to symptoms, signs or 
laboratory abnormalities.

ICD-9, ICD-10 and SNOMED CT search 
terms for application in administrative 
database studies and MedDRA coding 

Use in clinical trials, background incidence 
studies, cohort event monitoring studies as 
well as case-control or cohort studies to 
assess possible vaccine-event associations

Help implement the CD and attain the 
highest possible LOC, based on available 
information 

Inform real time investigation of clinical 
trial AEFI/AESI as well as individual case 
causality assessment

Provide expected baseline incidence to 
compare to observed rates measured by 
vaccine safety monitoring

Provides standard CRFs, a glossary 
defining CD medical terms and algorithms 
for manual determination of CD LOC

Summary of key CD features and 
provides guidance for real-time data 
collection and investigation

Published evidence on known etiologies 
and risk factors for the AESI

Compiles existing published literatureScoping review of published 
peer-reviewed publications 

Scoping review of published 
peer-reviewed publications

Developed by Brighton experts 

Developed by Brighton experts 

Background rates

Risk factors

Key CD caveats

CRFs and algorithms 
to assess CD LOC

Component Methods Description Use

What are Brighton Collaboration (BC) 
Case Definitions (CD) Companion Guides (CG) 
and how can they be used for vaccine safety?
Hammad Ali1 2, Barbara J. Law1, Sonali Kochhar1, on behalf of Safety Platform for Emergency vvACcines (SPEAC) Project
1Safety Platform for Emergency vACcines (SPEAC) Project, Decatur, USA, 2EpiCare Consulting LLC, Atlanta, USA

Background

Objectives

CGs available for following AESIs

BC creates consensus CDs to harmonize 
vaccine safety assessments and facilitate 
meaningful analysis and interpretation of 
vaccine safety data.

The CGs supplement the epidemiologic information in 
the published CD and facilitate consistent application 
of the defined levels of diagnostic certainty (LOC).  

*Companion Guides updated with new 
scoping evidence reviews in 2025 or 2026
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inflammation

Acute respiratory 
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and Miller Fisher 

Syndromes

Multisystem 
Inflammatory 

Disease
Myocarditis, 
Pericarditis Preterm birth Sensorineural 
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Single organ 
cutaneous 
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Thrombosis, 
Thromboembolism TTS and VITT Vaccine-associated 

enhanced disease
Acute multiorgan 

dysfunction Fetal vaccinia Stillbirth*

Spontaneous 
abortion and 

ectopic pregnancy
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The Brighton SPEAC project, funded 
by the Coalition for Epidemic 
Preparedness Innovations (CEPI), has 
created CG for several priority Adverse 
Events of Special Interest (AESI).

Funding
Financial support for the Safety Platform for Emergency vACcines (SPEAC) Project is provided by the Coalition 
for Epidemic Preparedness Innovations (CEPI) through the Brighton Collaboration, a program of the Task Force 
for Global Health, Decatur, GA, USA

Presented at the 20th Vaccine Congress, 14-16 Sep 2026 | Seville, Spain. Email: bc-coordinator@taskforce.org

Brighton Collaboration/SPEAC BRAVATO 
(Benefit-Risk Assessment of VAccines by TechnolOgy) 

Vaccine Profiles: Resources for Accessible, Standardized, 
Essential Vaccine Safety Information

During the COVID-19 pandemic, the 
Brighton Collaboration’s Benefit-Risk 
Assessment of VAccines by 
TechnolOgy Working Group 
(BRAVATO WG) developed 
standardized templates to describe 
the key characteristics of several 
major vaccine platform technologies. 
The BRAVATO WG and the Coalition 
for Epidemic Preparedness 
Innovations (CEPI)-funded Safety 
Platform for Emergency Vaccines 
(SPEAC) Project work with vaccine 
developers to complete vaccine 
templates, creating safety, 
immunogenicity and efficacy profiles 
of novel vaccines for 
outbreak-prone pathogens.

Introduction

BRAVATO/SPEAC creates vaccine 
safety profiles (i.e., completed 
vaccine templates) with vaccine 
developers to: 

1. facilitate scientific discourse and 
decision-making among key 
stakeholders by increasing the 
transparency, accessibility and 
comparability of information on 
essential safety and benefit-risk 
considerations of candidate 
vaccines; 

2. provide a checklist for assessing 
and managing complex risks; 

3. improve anticipation of safety 
issues; and 

4. support an informed public and 
acceptance of deployed vaccines.

Objectives

BRAVATO/SPEAC developed templates for 
five vaccine platforms: viral vector, inactivated, 
live-attenuated, nucleic acid, and protein 
subunit vaccines. BRAVATO and SPEAC 
members work with CEPI-funded vaccine 
developers and other partners to complete 
these templates, prioritizing vaccine 
candidates advancing to Phase 2 trials with 
early clinical data and vaccines for out-
break-prone pathogens. BRAVATO and SPEAC 
contribute epidemiology, vaccine safety, and 
vaccine research and development (R&D) 
expertise that informs independent review of 
vaccine candidate immunogenicity and safety 
data. These data are integrated into a 
standardized template to create a 
comprehensive vaccine profile, which is then 
published and/or posted to a web-accessible 
platform created by SPEAC for stakeholder 
access. A descriptive comparison of BRAVATO 
vaccine profiles, Investigator’s Brochure (IB), 
Summary of Product Characteristics (SmPC) 
and Package Insert (PI) documents across 
seven domains (see Results) was completed. 

Methods

Since the 2020 publication of five vaccine platform BRAVATO 
templates, n=18 vaccine profiles have been completed (6 viral 
vector, 5 live-attenuated, 4 protein, 2 nucleic acid, and 1 
inactivated) by n=15 unique vaccine developers; 12/18 (67%) 
have been published, with publication planned for n=5/18 
(28%). The BRAVATO template, IB, SmPC and PI documents 
vary by authorship, audience(s), review processes, 
accessibility, timing in R&D, and primary purpose(s). See 
Figure 1. Content of each document overlaps, with BRAVATO 
safety profiles addressing topics typically included in IBs, 
SmPCs and PIs, and providing additional detail regarding 
target pathogens, relevant natural history and passive 
immunization data, factors controlling expression of vaccine 
transgenes or inserts, vaccine excipient and formulation 
considerations for vaccine safety, methods of safety 
monitoring and oversight applied during vaccine R&D, and 
plans for addressing any identified safety issues in future 
vaccine development and deployment.

Results

BRAVATO vaccine profiles serve as a complementary integrated resource alongside other documents for stakeholder access to 
information that informs vaccine safety and benefit-risk considerations. Potential stakeholders include vaccine developers, funders, regulators, 

IRB/Ethics Committee members, investigators, and the general public. 

Conclusion

References
Kim D, Robertson JS, Excler JL, Condit RC, Fast, PE, et al. The Brighton Collaboration standardized template for collection of key information for benefit-risk assessment of nucleic acid (RNA and DNA) vaccines. Vaccine. 2020 Jul 
22;38(34):5556-5561.
Kochhar S, Kim D, Excler JL, Condit RC, Robertson JS, et al. The Brighton Collaboration standardized template for collection of key information for benefit-risk assessment of protein vaccines. Vaccine. 2020 Jul 31;38(35):5734-5739.
Kochhar S, Excler JL, Kim D, Robertson JS, Fast PE, et al. The Brighton Collaboration standardized template for collection of key information for benefit-risk assessment of inactivated viral vaccines. Vaccine. 2020 Sep 3;38(39):6184-6189.
Gurwith M, Condit RC, Excler JL, Robertson JS, Kim D, et al. Brighton Collaboration Viral Vector Vaccines Safety Working Group (V3SWG) standardized template for collection of key information for benefit-risk assessment of live-attenuated viral
vaccines. Vaccine. 2020 Nov 17;38(49):7702-7707.
Condit R, Kim D, Robertson JS, Excler JL, Gurwith M, et al. The Brighton Collaboration standardized template for collection of key information for benefit-risk assessment of viral vector vaccines. Vaccine. 2020 Nov 17;38(49):7708-7715.
https://brightoncollaboration.org/bravato/

Funding
Financial support for the Safety Platform for Emergency vACcines (SPEAC) Project is provided by the Coalition for Epidemic Preparedness Innovations (CEPI) through the Brighton Collaboration, a program of the Task Force for Global Health, Decatur, GA, USA

Presented at the 25th Annual Meeting of the International Society of Pharmacovigilance, 22-25 September, San Jose, Costa Rica
Available in PDF format from SPEAC. Email: bc-coordinator@taskforce.org

Preclinical R&D

IND Submission

BLA 
Submission

Phase 1 Phase 2
Phase 3

Marketing

Effectiveness 
Implementation
Cost-effectiveness

Post-marketing 
Studies

Author: Developer/Sponsor

Audience: Confidential; NRA, IRB/EC, PIs

PACKAGE INSERT/SmPC ++

Author: Developer/Sponsor

Audience: All Public (HCPs, Patients, etc)

BRAVATO VACCINE SAFETY PROFILE

Author: WP3/BRAVATO & Developer/Sponsor + Peer review

Audience: All Public

STAKEHOLDER/PUBLIC EDUCATION & ENGAGEMENT

Figure 1. Vaccine Research 
& Development  Milestones 

& Supportive Documents

1Safety Platform for Emergency vACcines (SPEAC) Project, Brighton Collaboration, Decatur, GA, USA. 2Benefit-Risk Assessment of VAccines by TechnolOgy Working Group, 
Brighton Collaboration, Decatur, GA, USA. 3Thase Consulting, Johannesburg, South Africa. 4The Task Force for Global Health, Inc., 

Decatur, GA, USA. 5Department of Molecular Genetics and Microbiology, College of Medicine, University of Florida, Gainesville, FL, USA. 6Novavax, Gaithersburg, MD, USA. 
7Paul Ehrlich Institut, Langen, Germany. 8Department of Pediatrics, School of Medicine, University of Jordan, Amman, Jordan. 

9University of Washington, Seattle, WA, USA. 10Global Healthcare Consulting, New Delhi, India

Shelly Karuna1,2, Emily Wellman1,2, Azwidihwi Takalani1,3, Eileen Farnon1,4, Patricia Fast2, Richard Condit2,5, Denny Kim2,6, James Robertson2, 
Bettina Klug2,7, Najwa Khuri-Bulos2,8, Sonali Kochhar2,9,10, Robert Chen1,2,4, Marc Gurwith1,2, on behalf of the BRAVATO Working Group


