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Welcome!



OHDSI: Our Journey



We thank the FDA for their generous 
support of the 2022 OHDSI symposium 

through the FDA SCIENTIFIC CONFERENCE 
GRANT PROGRAM (R13FD006972)



Thank you OHDSI Scientific Review Committee

• Thamir  Alshammari
• Nsikak Akpakpan
• Juan Banda
• Maytal Bivas-Benita
• Tiffany Callahan
• Adrien Coulet
• Jon Duke

• Melanie Philofsky
• Jose Posada
• Hanieh Razzaghi
• Jenna Reps
• Patrick Ryan
• Sarah  Seager
• Azza Shoaibi

• Leanne Goldstein
• Asieh Golozar
• Kevin Haynes
• Kristin Kostka
• Christophe Lambert
• Rupa Makadia
• Paul Nagy

• Joel Swerdel
• Mui  Van Zandt
• Rohit Vashisht
• Andrew Williams
• Chen Yanover
• Seng Chan You



Thank you to those who made today happen

• Elisse Katzman
• Craig Sachson
• Jody-Ann McLeggon
• Ann Marshak
• Anita Barrett
• Sofia Loren-Ellis-Chin
• Tiffany Callahan
• Kanchan Chaudhari
• Undina Gilldottir

• Jungmi Han
• Elise Minto
• Anna Ostropolets
• Harry Reyes
• Tony Sun
• Linying Zhang
• Lee Evans
• James Wiggins, AWS
• Mui Van Zandt, Iqvia
• OHDSI Steering Workgroup



OHDSI’s mission

To improve health by empowering a 
community to collaboratively generate 

the evidence that promotes better 
health decisions and better care



OHDSI’s values
• Innovation: Observational research is a field which will benefit greatly from 

disruptive thinking. We actively seek and encourage fresh methodological 
approaches in our work.

• Reproducibility: Accurate, reproducible, and well-calibrated evidence is 
necessary for health improvement.

• Community: Everyone is welcome to actively participate in OHDSI, whether you 
are a patient, a health professional, a researcher, or someone who simply 
believes in our cause.

• Collaboration: We work collectively to prioritize and address the real world 
needs of our community’s participants.

• Openness: We strive to make all our community’s proceeds open and publicly 
accessible, including the methods, tools and the evidence that we generate.

• Beneficence: We seek to protect the rights of individuals and organizations 
within our community at all times.
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To improve health by empowering a community to collaboratively generate the evidence that promotes better health decisions and better care



Map of collaborators



OMOP Common Data Model
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OHDSI vocabularies



OHDSI data partners

OHDSI Data By The Numbers

• 453 data sources
• 374 EHRs
• 34 registries
• 30 administrative claims

• 41 countries
• 928 million unique patient records

(12% of world’s population)



OHDSI workgroups



OHDSI regional chapters



OHDSI publications



OHDSI publications

22 pages 
highlighting the 

475 publications 
from our community



OHDSI community dashboard:
Publications

Explore our community progress:
http://dash.ohdsi.org

http://dash.ohdsi.org/


OHDSI community dashboard:
Educational content



80 publications Jan-Sep 2022

Clinical (non-
COVID)

27%

COVID (non-
vaccine)

17%

Vaccine
7%

CDM data 
network

28%

Methods
15%

Prediction
6% • Strict hierarchy so some 

interpretation
• Getting close to half clinical
• Strong COVID from 2020-2021

– Vaccine
• CDM includes standard and data 

network, often by outside 
researchers

• Methods includes tools, with 
analysis and phenotyping

• Prediction small but increasing



Phenotype Phebrurary Feb 2022

https://www.ohdsi.org/phenotype-phebruary/

https://www.ohdsi.org/phenotype-phebruary/


OHDSI DevCon April 2022

https://www.ohdsi.org/devcon2022/

https://www.ohdsi.org/devcon2022/


Establishing agreements to enable community to 
apply open data standards and content

https://www.snomed.org/news-and-events/articles/SNOMED-OHDSI-2022-collaboration

“Through the collaboration, SNOMED CT 
will be available to all OHDSI users for use 
in its products. Additionally, SNOMED 
International will work with OHDSI to 
provide SNOMED CT Development Licenses 
to users in non-member countries.”

https://www.snomed.org/news-and-events/articles/SNOMED-OHDSI-2022-collaboration


OHDSI partners collaborating to support EMA through 
DARWIN-EU

https://www.ema.europa.eu/en/news/initiation-darwin-eur-coordination-centre-advances-integration-real-world-evidence-assessment

https://www.ema.europa.eu/en/news/initiation-darwin-eur-coordination-centre-advances-integration-real-world-evidence-assessment


Evaluating performance of vaccine 
evaluation methods

Estimation



Leadership within OHDSI

• Leadership is the foundation of an initiative
– OHDSI has been hugely successful
– A successful group seems to lead itself
– Leaders vs bosses: inspire, set example, give credit

• Diverse group: pull from world, field, career stage
• For transparency, shifted to formal workgroups

– Leadership summits and workshops (Paul Nagy and colleagues)
• Titan Awards upcoming
• We are looking to find and grow leaders

– Especially junior



Leadership of OHDSI

• Known for CDM, build evidence reputation
– Producing the best evidence

• Pull research to be more rigorous
– Pull towards yourself, push away from yourself

• Set the standard for rigorous research
– Stay tuned for plenary

• And produce useful evidence



How do you get involved?

October 18:
Welcome to OHDSI

October 25:
Future directions

Community calls:



Main Conference Agenda this morning



Main Conference Agenda this afternoon

Download the full agenda at:

https://www.ohdsi.org/ohdsi2022symposium/

https://www.ohdsi.org/ohdsi2022symposium/


Full-day Tutorial – October 15
An Introductory Journey From Data To Evidence



Workgroup activities – October 15-16



Thank you



Safety Monitoring of COVID-19 Vaccines 
FDA BEST Initiative

2022 OHDSI Symposium
October 14, 2022

Patricia Lloyd, PhD, ScM
Health Statistician
Office of Biostatistics and Pharmacovigilance 
Center for Biologics Evaluation and Research
US Food and Drug Administration
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This presentation reflects the views of the authors and should not be 
construed to represent views or policies of the U.S. Food and Drug 
Administration.

Disclaimer
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CBER Regulated Products

Vaccines (preventative and therapeutic)

Blood (components and derived)

Human Tissues and Cellular Products

Gene Therapies

Xenotransplantation Products

Center for Biologics 
Evaluation and 

Research (CBER) 
regulates biologic 

products36
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Data Source* Database Type No. Patients 
Covered (Millions)

Time Period 
Covered

CMS – Medicare Claims 105 2005 - present
MarketScan Commercial and Medicare Supplemental Claims 254 1999 - 2019
MarketScan Medicaid Claims 48 1999 - 2019
Blue Health Intelligence Claims 33.6 2012 - present
Optum – Adjudicated Claims 66 1993 - present
Optum – Pre adjudicated Claims 22 2017 - present
HealthCore Claims 76 2006 - present
CVS Health Claims 26 2014 - present
OneFlorida Clinical Research Consortium – Medicaid Claims 6.7 2012 - present
OneFlorida Clinical Research Consortium – EHR EHR 5.6 2012 – present
Optum EHR EHR 102 2007 - 2020
MedStar Health Research Institute EHR 6.0 2009 - present
PEDSnet EHR 6.2 2009 - present
IBM CED Linked EHR Claims 5.4 2000 - present
Optum Integrated Claims – EHR Linked EHR Claims 25 2007 - 2020
OneFlorida Clinical Research Consortium – Linked EHR Claims Linked EHR Claims 1.5 2012 - present

*Data lag varies for different databases from a few days to a few months. 

BEST Data Sources
BEST Initiative Data Source*
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https://bestinitiative.org/vaccines-and-allergenics

BEST Program website provides the active 
monitoring master protocol and related 
addendums.

Expands monitoring 
of AEs to pediatric 
population

Master Protocol for 
monitoring Adverse 
Events (AEs)

39

Protocol for the 3rd
dose/Booster 
study of COVID-19 
mRNA vaccines

COVID-19 Vaccines Safety Signal Detection
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• FDA-CMS Medicare
• >92% of US elderly use Medicare
• Data cover very large population of >50 million US beneficiaries >

65 years of age
• Consists of claims data with access to medical charts

• FDA Biologics Effectiveness and Safety (BEST) Initiative
• Use of commercial claims data for vaccine safety: 

• 3 major partners: Optum, CVS Health, HealthCore
• Data includes individuals aged 0 – 64  years
• Emphasis on detection of rare vaccine AEs (<1/100,000 doses)

COVID-19 Vaccine Safety Monitoring
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COVID-19 Vaccine Safety Monitoring
List of Potential Adverse Events* 

Acute Myocardial Infarction (AMI)

Anaphylaxis 

Appendicitis

Disseminated Intravascular Coagulation (DIC) 

Deep Vein Thrombosis (DVT) 

Bell’s Palsy 

Encephalomyelitis/Encephalitis 

Guillain-Barré Syndrome (GBS)

Hemorrhagic Stroke 

Myocarditis/Pericarditis 

Narcolepsy 

Non-hemorrhagic Stroke (NHS)

Pulmonary Embolism (PE) 

Transverse Myelitis 

Immune Thrombocytopenia (ITP) 

Thrombosis with Thrombocytopenia Syndrome (TTS)
(unusual, common site)

* These AESIs have not been associated with COVID-19 vaccines based on available pre-licensure evidence.

Adults Pediatrics
Seizures
Kawasaki Disease

Multisystem Inflammatory 
Syndrome in children (MIS-C)
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(unusual, common site)



42

• Primary series RCA (Medicare ≥ 65 years); initiation date: Feb 2021

• Primary series RCA (12-64 years); initiation date: Jun 2021

• Primary series pediatric RCA (6 month-17 years); initiation date: Jun 2022

• Monovalent Booster Analysis (Medicare ≥ 65 years); initiation date: Mar 2022

• Monovalent Booster Analysis (18-64 years); initiation date: Jun 2022

• Bivalent Booster RCA; initiation date: Nov 2022

COVID-19 Vaccine Safety Monitoring
Signal detection and/or Rapid Cycle Analysis (RCA)
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• Vascular outcomes, primary series, self-controlled design; 
completion date: Aug 2022

• Myocarditis/pericarditis; completion date: Dec 2021

• Monovalent Booster Self-Controlled Case Series (SCCS); In 
progress

COVID-19 Vaccine Safety Monitoring
Signal evaluation and/or fully adjusted studies
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COVID-19 Vaccine Safety Studies
Key outcomes and communication
Vascular outcomes (RCA)1

• Four potential AESIs detected
• Adults 65 years and older
• Post-vaccination with Pfizer-BioNTech COVID-19 

vaccines
• FDA safety communication – Jul 2021

Myocarditis/Pericarditis2

• Potential signal in young, male adults
• Post-vaccination with mRNA COVID-19 vaccines
• Study completion – Dec 2021

RCA in adolescents and adults aged 12-64 years3

• 17 outcomes monitored in 3 databases
• Myocarditis/pericarditis signaled in 2 of 3 databases
• Anaphylaxis signaled in all databases
• Study completion – Apr 2022

1. https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/initial-results-near-real-time-safety-monitoring-covid-19-vaccines-persons-aged-65-years-and-older
2. Wong, Hui-Lee et al., Risk of myocarditis and pericarditis after the COVID-19 mRNA vaccination in the USA: a cohort study in claims databases. The Lancet, Volume 399, Issue 10342, 2191 – 2199
3. Lloyd PC, Hu M, Wong HL, Shoaibi A, Ke Zhou C, Lo AC, Amend K, Beachler DC, McMahill-Walraven CN, Smith ER, Seeger J, Secora A, Audrey Djibo D, Obidi J, Feng Y, Song J, Reich C, Harris C, Akhtar S, Clifford R, Selvam N, Pigoga JL, Jiao 

Y, Chillarige Y, MaCurdy T, Forshee R, Anderson SA. Near real-time surveillance of safety outcomes in US COVID-19 vaccine recipients aged 12 to 64 years. Vaccine. 2022 Sep 27:S0264-410X(22)01167-7. doi: 10.1016/j.vaccine.2022.09.060. 
Epub ahead of print. PMID: 36195472; PMCID: PMC9513329.
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Thank you

Website: https://bestinitiative.org/
Email: fdabest@fda.hhs.gov

https://bestinitiative.org/
mailto:fdabest@fda.hhs.gov


Titans Awards 2020/2021



Titan Awards

• To recognize OHDSI collaborators (or collaborating institutions) for 
their contributions towards OHDSI’s mission, the OHDSI Titan 
Awards were introduced at the 2018 Symposium and have been 
handed out at the U.S./Global Symposium each year since. 

• Annually, community members are invited to nominate individuals 
or institutions they feel have made significant contributions 
towards advancing OHDSI’s mission, vision and values. 

• Once nominations are submitted, the OHDSI Titan Award 
Committee will select the award winners.

https://www.ohdsi.org/who-we-are/mission-vision-values/






2022 Titan nominees

• Patrick/Craig to complete




