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DOCUMENT HISTORY 

Version Date Description of main modifications 
1.0 25 August 2020 Original Version (Version 1.0) 
2.0 3 November 2020 Amendment 1 (Version 2.0) 

 Added Section 5.3.2: Sponsor unblinded 
team to support regulatory submissions 

 Added Section 5.5: CRO CSR writing 
team 

 Added Section 7.3 Firewall to separate 
blinded and unblinded sponsor teams 

 Updated Section 9: Access to unblinded 
data 
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1 PURPOSE AND SCOPE 

The purpose of the Data Blinding Plan (DBP) is to lay out the roles and responsibilities of the Sponsor 

(i.e. Moderna) and the CRO (i.e. PPD) study teams in receiving access to unblinded data during the 

clinical study.  

The DBP ensures that the blinding is maintained during trial execution, and that the dissemination of the 

resultant unblinded clinical trial data are appropriate to meet all business needs and regulatory and legal 

requirements. The DBP also ensures simultaneous accuracy of disseminated data, including for 

submission to Regulatory Agencies and the protection of propriety and confidential information. 

The DBP is set up as a study specific master document to describe general and study specific aspects of 

data blinding management procedures for a study. The DBP does not cover management of randomization 

lists, unblinding of individual participants (whether accidental or for emergency), or unblinding for 

regulatory safety reporting, which are managed in accordance with applicable CRO Standard Operating 

Procedures (SOPs). 

2 RESPONSIBILITIES 

The DBP is set up by the responsible Sponsor study biostatistician in conjunction with the Sponsor 

Clinical Operations Lead, and approval is documented in Section 10. 

In case of a protocol amendment impacting the blinding level of the study or in any operational change 

in the study impacting blinding, a revised version of the DBP will be needed. In addition, there should be 

a review of the DBP list of personnel (i.e. role and organizational membership) that will have access to 

study unblinded data at each planned analysis to ensure any changes to the study team are reflected in 

the Plan.  

Deviations to the DBP and/or accidental/unplanned unblinding will be escalated per the mRNA-1273-

P301 Communication Plan and applicable CRO SOPs and documented and reported accordingly. 

The list of personnel both internal and external to Moderna (i.e. role and organizational membership) 

with access to unblinded study analyses data at specified timepoints is defined in Section 9, Access List 

to Study Unblinded Analyses Data.   

A full list of study team members with study title is maintained by the CRO as specified in the mRNA-

1273-P301 Communication Plan. 

3 REFERENCE DOCUMENTS 

 mRNA-1273-P301 Protocol  
 mRNA-1273-P301 Data Safety Monitoring Board (DSMB) Charter and DSMB Analysis Plan 
 mRNA-1273-P301 Statistical Analysis Plan 
 mRNA-1273-P301 Communication Plan 
 mRNA-1273-P301 Protocol Safety Review Team Charter 
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Medical Writing Team (including 
Medical Writers, Document 
Reviewers, and Compilation 
Specialists) 

NO YES YES YES 

Principal Safety Specialist/DSMB 
Coordinator 

NO NO NO NA 

Moderna 
President (Stephen Hoge) 

Sponsor 
(Moderna) 

 

 

 

NO YES NO YES 
Sponsor unblinded clinical 
representative  (Florian Schödel) 

YES YES YES YES 

Chief Medical Officer (Tal Zaks) NO YES NO YES 
Chief Development Officer (Mel 
Ivarsson) 

NO YES NO YES 

Therapeutic Area Head, Infectious 
Disease (Jacqueline Miller) 

NO YES NO YES 

Program Leader (Hamilton Bennett) NO YES NO YES 
Clinical Development Lead (Brett 
Leav) 

NO YES YES YES 

Study Medical Lead, Blinded (Allison 
August or designee) 

NO NO NO YES 

Sponsor clinical representative  
(Karen Slobod) 

NO YES NO YES 

Sponsor blinded clinical 
representative, Blinded 

 
NO NO NO YES 

Head, Biostatistics (Shu Han) NO YES YES YES 
Study Lead Biostatistician, (Weiping 
Deng) 

NO YES YES YES 

Program Lead Biostatistician 
(Honghong Zhou) 

NO YES YES YES 

Study Lead Biostatistician, Blinded 
 

NO NO NO YES 

Statistical Programming Program 
Lead (Baoyu Ding) 

NO YES YES YES 

Statistical Programming Study Lead, 
Blinded (Xiaoping Zhao) 

NO NO NO YES 

Head, Pharmacovigilance (David 
Martin) 

NO YES YES YES 

Pharmacovigilance Lead (Melissa 
Rossi) 

NO YES YES YES 

Pharmacovigilance Lead, Blinded 
 

NO NO NO YES 

Study Clinical Operations Lead, 
Blinded  

NO NO NO YES 

Program Clinical Operations Lead, 
Blinded (Conor Knightly) 

NO NO NO YES 

Study Medical Writing Lead,  
 

 
NO YES YES YES 

Program Medical Writing Lead, 
Blinded (Lakshmi Ramkumar) 

NO NO NO YES 
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1If early success is demonstrated at an interim analysis and with DSMB recommendation, the Sponsor decides to unblind 
select Sponsor team members to prepare for the Emergency Use Authorization (EUA) submission, a CSR, and/or regulatory 
interaction, that interim analysis would be considered to be the Primary Analysis, and the Access to Unblinded Data at the 
Primary Analysis will be applied. 

2Once unblinded, treatment group unblinded group will have access to aggregate summary statistics by treatment groups, 
but not to study participants� subject-level treatment information, with exception on SUSAR reporting or information on any 
death.   

3Unblinding at participant level (tables and individual listings) 

  

Study Data Manager, Blinded 
 

NO NO NO YES 

Clinical Biomarker Lead, Infectious 
Disease, Blinded (Rolando Pajon) 

NO NO NO YES 

Senior Vice President, Regulatory 
Affairs (Charbel Haber) 

NO YES NO YES 

VP, Regulatory Affairs Strategy, 
Infectious Disease (Carla Vinals) 

NO YES NO YES 

Director, Program Management 
 

NO YES NO YES 

Senior Manager, Regulatory Strategy 
 

NO YES NO YES 

Senior Manager, Regulatory 
Operations  

NO YES NO YES 

Senior Director, Regulatory 
Operations  

NO YES NO YES 

Director, Regulatory Affairs  
 

NO YES YES YES 

Public Health Consultant (Barbara 
Kuter) 

NO YES NO YES 

VP, Translational Medicine, Infectious 
Diseases (Robert Paris) 

NO YES NO YES 

Senior Director, Biostatistics (Wenmei 
Huang) 

NO YES NO YES 

Regulatory Consultant  NO YES NO YES 
Scientific Consultant (Joanne 
Tomassini) 

 NO YES NO YES 

Biomedical Advanced Research and Development Authority (BARDA) 
Chief Medical Officer and Director 
(Robert Walker) 

BARDA 
NO YES YES YES 

Clinical Reviewer (Holli Hamilton) NO YES NO YES 
Regulatory Reviewer (Xiaomi Tong) NO YES NO YES 
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