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Clinical Study-Related Activities

Organization Name

Trial Related Functions
Contracted to Entities

Organization Address

Battelle

Catalent Pharma Solutions

Duke University Medical

Center
Endpoint, Inc.

IQVIA RDS Inc.

Medidata, a Dassault
Systémes company

PPD Global Clinical Labs

PPD Vaccines Labs

Characterization of SARs-CoV-2 neutralizing
antibody response

IP packaging, labeling, storage and shipping to
clinical sites

Characterization of SARs-CoV-2 pseudovirus
neutralizing antibody response

Investigational Product Inventory Management
Trial Participant Randomization
Investigator site emergency unblinding

SAE Case Processing
Preparation of IND Safety Reports

EDC Clinical Database (Medidata RAVE)
Electronic Diary (Medidata Patient Cloud)

Lab Kit builds

Lab Manual

Lab Data Management
Central lab storage

Characterization of Spike protein-specific
binding antibody

1425 Plain City-Georgesville Road, NE
West Jefferson, OH 43162

14 Schoolhouse Road
Somerset, NJ 08873

2812 Erwin Rd., Suite 301, Erwin Terrace II
Durham, NC 27705 USA

701 Edgewater Drive
Suite 320
Wakefield, MA 01880

4820 Emperor Boulevard
Durham, NC 27703
USA

350 Hudson Street,
New York, NY 10014

9th Floor,

2 Tesseneer Drive

Highland Heights, KY 41076-9167

2235 Staples Mill Rd,
Richmond, VA 23230

Program: bimo-vendor.sas

06AUG2021 23:38

FDA-CBER-2022-1614-0668588



ModernaTx, Inc. Page 2 of 2
mRNA-1273-P301 BIMO (Data Extract Date: 04MAY2021)
IIT.A.2 Listing of All Entities to Whom Sponsor Has Contracted Clinical Study-Related Activities

Trial Related Functions
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PPD, Inc Clinical Project Management 929 North Front Street
Site Selection with Sponsor oversight Wilmington, NC 28401-3331
Set-up and maintenance of study Trial Master
File

Medical Monitor

Case Adjudication Committee Management
Clinical Trial Site Monitoring (Blinded and
Unblinded)

Generate study randomization list

Clinical Data Management

Clinical Study Protocol

Statistical Analysis Plan

Tables, Figures & Listings

Clinical Study Report

Viracor Eurofins Testing of respiratory specimens for SARs-CoV-2 1001 NW Technology Drive
infection Lee's Summit, MO 64086
BioIVT Sample request for COVID serum PO Box 770

Hicksville, NY 11802

(b) (4) COVID Long Term Serum Storage b) (4)

TrialScope, Inc. 1273-P301 Patient Recruitment Platform 185 Hudson Street, Suite 2900
Jersey City, NJ 07311
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