
16.1.8 Audit Certificates (if available) 

Investigator or 
Location Audit Type Audit # Date 

R&D Quality  
Vendor Audit 

Routine 
(Remote) 

GCP-VEN-
2021-001 26 Jan 2021 to 28 Jan 2021 

Cynthia Gay, MD  
Site 369 

Routine Clinical 
Investigator Site 

Audit 
NA 28 Oct 2020 to 29 Oct 2020 

Bruce Rankin, DO 
Site 322  

For-Cause 
Clinical 

Investigator Site 
Audit 

NA 22 Oct 2020 to 23 Oct 2020 

Dr. John McGettigan, 
Jr., MD 
Site 319 

Routine Clinical 
Investigator Site 

Audit 
NA 14 Oct 2020 to 15 Oct 2020 

Dr. Greg Hachigian, MD 
Site 310 

Routine Clinical 
Investigator Site 

Audit 
NA 23 Sep 2020 to 24 Sep 2020 
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200 Technology Square 
Cambridge, MA 02139 

Confidential 

R&D QUALITY VENDOR AUDIT CERTIFICATE 

Audit Number: GCP-VEN-2021-001 

Audit Type: Routine (Remote) 

Vendor Name: PPD 

Vendor Address: 
3900 Paramount Parkway 

Morrisville, NC 27560 

Key Contact(s) 

Audit Date(s): 26-28 Jan 2021 

Name of Auditor(s): 

Auditor Signature: 
Completed by Date 

This is to certify an audit was conducted for the above company against applicable 

Moderna Standard Operating Procedures and FDA regulations (as applicable), in addition 

to compliance with the ICH-GCP Guidelines and other current international and / or 

national regulations. 

DocuSign Envelope ID: 6EBE7245-4A50-4140-85CC-57A6EA6FA041
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CONFIDENTIAL – DO NOT DISTRIBUTE OUTSIDE OF MODERNATX, INC. WITHOUT WRITTEN PERMISSION. 

RDQ AUDIT CERTIFICATE 

Audit Type: Routine Clinical Investigator Site Audit 

Protocol Number: mRNA-1273-P301 

Protocol Title: A Phase 3, Randomized, Stratified, Observer-

Blind, Placebo-Controlled Study to Evaluate 

the Efficacy, Safety, and Immunogenicity of 

mRNA-1273 SARS-CoV-2 Vaccine in Adults 

Aged 18 Years and Older 

Investigator I Site #: Cynthia Gay, MD / Site 369 

Address: University of North Carolina at Chapel Hill 
160 Dental Circle 
Chapel Hill, NC 27514 

Auditor(s): Steve Barry, Associate Director, RDQ 

Lorrie Anderson, Director, RDQ 

Kaitlin Bova, Manager, RDQ 

Audit Date(s): 28-29 October 2020 

This certificate confirms an independent GCP Quality Assurance audit was conducted at 

the above investigator site. The audit was conducted to assess compliance with applicable 

regulations, ICH GCP guidelines, and the study protocol and associated study documents. 

 

/ ______________________ 
Auditor Name  / Signature Date (dd/mmm/yyyy) 

(RDQ Rep if contract auditor involved) 

Research & Development Quality (RDQ), Moderna 

DocuSign Envelope ID: B983DCD6-1D1B-4521-9868-F48ED2368D9A

12-Nov-2020 | 09:46 ESTSteven Barry
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