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Brief Introduction to CDISC 

CDISC COVID-19 Guide v1

CDISC and Learning Health Community 
Collaboration

Vaccine Administration Standard v1
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What is CDISC?

Founded in 1997 by Volunteers

Global Standards Development Organization (SDO) 
501(c)(3) non-profit organization

Community consensus standards development for 
clinical & translational research

Standards are freely available  www.cdisc.org
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http://www.cdisc.org/


CDISC Standards and Global Regulation
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BINDING
DOCUMENTS

• CDISC standards are required for submission to FDA and Japan PMDA.
• CDISC standards are the only standards recognized for submissions by China NMPA.
• CDISC standards are recommended by EU EMA for patient-level data submission.

https://www.fda.gov/media/88120/download

https://www.nmpa.gov.cn/directory/web/nmp
a/images/obbSqc7vwdm0ssrU0enKb7dtd29
u9a4tbzUrdTyo6jK1NDQo6mhty5wZGY=.pdf

https://www.fda.gov/media/82716/download https://www.fda.gov/media/147233/download

Translation: Guidance for 
Submission of Drug Clinical Trial 

Data (Draft) 

https://www.nmpa.gov.cn/directory/web/nmpa/images/obbSqc7vwdm0ssrU0enKb7dtd29u9a4tbzUrdTyo6jK1NDQo6mhty5wZGY=.pdf


What CDISC Does
• Convenes a global community of experts to develop and advance data 

standards of the highest quality, CDISC helps to create clarity in clinical 
research. 

• Together, we enable the accessibility, interoperability, and reusability of data 
for more meaningful and efficient research that has greater impact on global 
health. (FAIR data)
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COVID-19 User Guide v1.0
• What 

• Translate a core set of vaccine research 
concepts into CDISC standards 

• Why 
• Improve semantic understanding, support 

data sharing, and facilitate global regulatory 
submission

• Outcome
• The Covid-19 expedited User Guide was 

used by companies to speed application 
preparation & submission. Which helped 
speed & facilitate the FDA review process.
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https://www.cdisc.org/system/files/members/
standard/ta/TAUG-COVID-19_v1.0_0.pdf
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Mission: Galvanize a global grassroots movement in which multiple and diverse 
stakeholders work together to transform healthcare and health by collaboratively 
realizing the Learning Health System vision embodied by the consensus Core Values.

Partnered with CDISC on Global Vaccine Administration Standard V1.0
www.LearningHealth.org

http://www.learninghealth.org/


Vaccine Administration v1.0 – Mapping Curation
Activities

• Harmonize a set of 20 core elements
• Based on European eHealth 

Network – Guidelines for proof of 
vaccination for medical purposes -
basic interoperability elements* 

• Align with:
• US CDC Endorsed Data Elements
• Digital Green Certificate
• WHO Interim Guidance for 

Developing a Smart Vaccine 
Certificate (SVC)

• Map/point to:
• CDISC
• HL7-FHIR
• ISO Standards

• ISO 8601
• ISO 3166
• IDMP

• ICD 10/11
• SNOMED CT 
• WHODrug
• ATC Classification 

• Develop a CDISC Vaccine Administration 
v1.0 Guide and mapping spreadsheet
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*Source:  eHealth Network, Guidelines on proof of vaccination for medical purposes - basic interoperability 
elements, V 2. March 12, 2021. Retrieved from: 
https://ec.europa.eu/health/sites/health/files/ehealth/docs/vaccination-proof_interoperability-guidelines_en.pdf

Core Data Elements*
• Vaccination Information

• Disease or agent targeted
• Vaccine/Prophylaxis
• Vaccine medicinal product
• Marketing Authorization Holder
• Manufacturer
• Number in a series of 

vaccinations/doses
• Batch/lot number
• Date of Vaccination
• Administering center
• Health Professional identification
• Country of vaccination
• Next vaccination date

• Patient Identification Information 
• Person Name: First and last
• Person Identifier
• Sex/Gender
• Date of Birth

• Certificate Metadata
• Certificate issuer
• Certificate Identifier
• Certificate Valid from 
• Certificate Valid until 

Rationale & Goals
• Use case – International Travel

• Urgent need - global COVID-19 pandemic 

• Support emerging applications with an 
international data standard for interoperability 
of core data elements and underlying 
metadata related to vaccine administration

• Harmonize a set of core vaccine 
administration data elements

• Deliver a short readily implementation 
standard that leverages and maps to 
available and widely used data standards 
and terminologies

• No new standards

• Follow endorsed governance process.

Developed in 
collaboration with

Photo by National Cancer Institute on Unsplash

https://ec.europa.eu/health/sites/health/files/ehealth/docs/vaccination-proof_interoperability-guidelines_en.pdf
https://unsplash.com/@nci?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/s/photos/covid-vaccine?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
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https://www.vaccineadministration.org



Thank You!
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