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COVID-19 Vaccine Clinical Trials



Clinical trials 
registration 

Summary 
data shared

Clinical Study reports - CSRs & 
Individual Participant Data (IPD) 
shared

EMA Policy 0070 (2014), Policy 0043 ( 2010)
Health Canada Regulations (2019) (IPD not 
included)
PhRMA/EFPIA principles for data sharing 
(2014)
IOM Sharing Clinical Trial Data report (2015)
FDA Clinical Data Summary Pilot (Jan. 2018
ICMJE IPD sharing statement (July 2018)

Evolution of Clinical Trial Data Sharing

ICMJE requirement for 
publication (2004)
FDAAA requirement for 
applicable trials (2007)

FDAAA Final Rule 
(published 2016, effective 
Jan. 2017)
EU no. 536/2014 requires 
lay summaries (effective 
late 2020)



Introducing Vivli

THE ENTITY

• Non-profit organization
• Convenes stakeholders in neutral space

- Industry, academia, funders, govt, etc

• Community-based governance and 
policy
- Harmonizing language & agreements

• Advocating for culture of data sharing
• Oversight of Implementation

THE PLATFORM

• State-of-the art platform for listing, 
requesting, accessing and computing on 
individual participant-level clinical trials 
data (IPD)

• Serving the international community
• Trials from any disease, country, sponsor, 

funder, or investigator



Vivli by the numbers …today

3.6M
Participants from

119
countries

5,900+
Trials

31
Members



Vivli’s COVID-19 Portal 

• Provides a dedicated search function 
• Availability of fast-tracked review and sharing 
• Waiver of all fees to share, archive, access, and analyze COVID-19 trials 
• Waiver of anonymization fees through key Vivli partners

“d-wise is proud to play its part to 
accelerate the sharing ecosystem 
in the fight against COVID-19.” 

Stephen Baker, d-wise



Intent to Share IPD in a Pandemic

What is the “upper bound” of COVID trialist interest in sharing their IPD? 

Methods:
• Data sharing declarations in ClinicalTrials.gov

• interventional trials on COVID-19 (and related terms) before 6/30/20: 924 COVID 
interventional trials

• reviewed data sharing fields

• Data sharing statements in publications 
• Searched PubMed in May 2020 for COVID-related interventional trials in humans: 28 COVID 

publications
• reviewed data sharing statements

Li, R., et al. Trials 22, 153 (2021). https://doi.org/10.1186/s13063-021-05104-z



COVID-19 Trial Registrations: Data Sharing Intent 

Intend to share?

Yes 145 (16%)

Undecided 131 (14%)

No 440 (48%)

No response 208 (22%)

TOTAL 924

Timing of intended sharing

Immediately 56 (39%)

1 to < 6 months 14 (10%)

6-12 months 22 (15%)

12-24 months 16 (11%)

No timing given 37 (25%)

TOTAL NUMBER 145 

Li, R., et al. Trials 22, 153 (2021). https://doi.org/10.1186/s13063-021-05104-z



COVID-19 Trial Publications: Data Sharing Intent 

Intend to share? (Publication) Intent at Registration

Yes 6 (21.4%)

Undecided 0 (0%)

No 1 (3.5%)

No response 21 (75%)

TOTAL 28

Li, R., et al. Trials 22, 153 (2021). https://doi.org/10.1186/s13063-021-05104-z
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Summary of COVID-19 Data Sharing Intent

• Before the pandemic, intent to share IPD was in the 5-10% range 
• 15% willingness to share is an improvement
• Overall only 7.6% of registered trials agreed to share their data 

(70/924) within the first 6 months





N = 30,529* participants 
Study Period: 25 March and 7 June 2020

3,811 reported symptoms

Symptom & sensor data AUC = 0.80
(IQR 0.73-0.86) 

vs.

Symptoms alone AUC = 0.71 (IQR 0.63-
0.79) (P < 0.01)

*now at >36,000 participants



Broad access to the data 
under basic Data Use 
Agreement. 

Relies on de-identification to 
protect patient privacy. 





Default is that de-identified 
data will be made available to 
other researchers

…with other qualified researchers without your name or other 
identifiers (so your data can be used to help people everywhere)



Data Transparency: “Before” and “After” Times
Dismayingly low level of intention to share clinical trial IPD (15%)

Desire to hold onto the data during a pandemic (only 7.6% willing to share 
within 6 months of publication) 

Different culture of sharing in digital cohort studies: default is sharing ”de-
identified data” to any “qualified” researcher
◦ many patients are willing and want to share their data to accelerate findings

Code availability is still rare
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