
From: Schofield, Robin (NIH/NIAID) [E] <robin.schofield@nih.gov> 
Sent: Wednesday, January 27, 2021 3:32 PM EST 
To: FOIA <foia@americanoversight.org> 
CC: Moore, Marg (NIH/NIAID) [E] <mmoore@niaid.nih.gov> 
Subject: Response to FOIA Requests 55254, 55255 and 55256 

EXTERNAL SENDER

Dear Mr. Evans,

On October 15, 2020 you submitted three requests under the Freedom of Information Act (FOIA) to multiple addressees including
the National Institute of Allergy and Infectious Diseases (NIAID) requesting that we search the records of the "Office of the Director
of the Dale and Betty Bumpers Vaccine Research Center within the National Institute of Allergy and Infectious Diseases" for the
following records relating to contracts issued under the Department of Health and Human Services (HHS) initiative Operation Warp
Speed:

55254: Complete copies (including attachments) of the contract(s), amendment(s), MOU(s), or other written agreement(s) between
(a) Advanced Technology International, Inc (ATI) and (b) the entities listed below regarding the development of coronavirus vaccines
or therapeutics:  Novavax, Inc.; Pfizer; BioNTech; Sanofi Pasteur (and it's subsidiary Protein Sciences); GlaxoSmithKline; and
Johnson and Johnson.

55255: All records reflecting the terms/conditions of contracts, amendments, MOUs and written agreements between (a) Advanced
Technology International and (b) the entities listed below regarding the development of coronavirus vaccines or therapeutics: 
Novavax, Inc; Pfizer; BioNtech; Sanofi Pasteur; GlaxoSmithKline; and Johnson & Johnson. 

55256: Any interim assessments, reports, or projections provided by or on behalf of Advanced Technology International, Inc., or any
ATI subcontractors or grantees listed below, regarding the development and future distribution and administration of any COVID-19
vaccines or therapeutics :  Novavax, Psizer; BioNTech; Sanofi Pastuer; GlaxoSmithKline; and Johnson & Johnson.

It has come to our attention that HHS as the custodian of these records has proactively posted them in a reading room on the HHS's
FOIA Website:
https://www.hhs.gov/foia/electronic-reading-room/index.html

Specific links below:
https://www.hhs.gov/sites/default/files/novavax-covid-19-vaccine-contract.pdf
https://www.hhs.gov/sites/default/files/pfizer-inc-covid-19-vaccine-contract.pdf
https://www.hhs.gov/sites/default/files/sanofi-covid-19-vaccine-contract.pdf
https://www.hhs.gov/sites/default/files/gsk-exhibit-a-contract-data-requirements-list.pdf
https://www.hhs.gov/sites/default/files/glaxosmithkline-covid-19-vaccine-contract.pdf
https://www.hhs.gov/sites/default/files/janssen-corp-covid-19-vaccine-contract.pdf

For any additional information not provided on HHS's FOIA Website, Army Contracting Command - New Jersey would likely have
responsive documents.

Due to the fact that these documents are already in the public domain or are the records of other Federal agencies, NIAID is
administratively closing these three requests.

Regards,

Robin L. Schofield, MPS
FOIA Coordinator
National Institute of Allergy and Infectious Diseases
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DEPARTMENT OF THE ARMY 
U.S. ARMY CONTRACTING COMMAND - NEW JERSEY 

PICATINNY ARSENAL, NEW JERSEY 07806-5000 

REPLY TO 
ATTENTION OF 

Army Contracting Command - New Jersey 
ACC-NJ, Building 9 
Picatinny Arsenal, NJ 07806 

06 July 2020 

SUBJECT: Technical Direction Letter for Medical CRBN Defense Consortium (MCDC), Request 
for Prototype Proposals (RPP) 20-11, Objective PRE-20-11 for Undefinitized "Rapid (WFlO) 
Advanced Research & Development to Large Scale Manufacturing ofNVX-CoV-2373 as a Vaccine 
for SARS-CoV-2 Coronavirus" (Novavax, Inc.) 

REF: Novavax Request for Technical Direction Letter, RPP 20-11 under OTA WI SQKN-16-9-1002 
for Objective PRE-20-11, dated 06 July 2020 

Advanced Technology International 
ATTN: [mllil , Sr. Contracts Manager 
315 Sigma Drive 
Summerville, SC 29486 

Dear Ms. [O>l(iJJ, 

The Army Contracting Command - New Jersey (ACC-NJ), in supporting the Joint Project Manager 
- Medical Countermeasure Systems (JPM-MCS), issued MCDC RPP 20-11 on 09 June 2020. 
Members of the MCDC submitted proposals in accordance with this RPP. The Government received 
and evaluated all proposal(s) submitted and a Basis of Selection has been executed, selecting Novavax 
as the awardee. TI1e Government requests that a Cost-Plus-Fixed-Fee Project Agreement be issued to 
Novavax to award this proposal under Other Transaction Agreement W15QKN-16-9-1002, to be 
performed in accordance with the attached Government Statement of Work (SOW). 

The Government received the undefinitized Rough Order of Magnitude (ROM) proposal update on 
02 July 2020, and reviewed the costs and documentation accordingly. Based upon the acceptable 
update ofNovavax's proposal for "Rapid (WFlO) Advanced Research & Development to Large Scale 
Manufacturing ofNVX-CoV-2373 as a Vaccine for SARS-CoV-2 Coronavirus" and 1) The Project 
Agreement Recipient's concurrence with the requirements included in the Government SOW; 2) An 
acceptable milestone schedule that meets SOW requirements, and; 3) The ROM that has been 
analyzed and concurred to by the Government, you are hereby directed to issue a Undefinitized 
Project Agreement to Novavax for the subject project. The total project value will be determined fair 
and reasonable via a subsequent modification to the project agreement. 

The total approved cost to the Government for this effort is not to exceed $1,600,629,522.00. The 
break-out of the costs is as follows: $1,600,434,522.00 to perform project efforts included in the SOW 
and 195,000.00 for the Consortium Management Firm (CMF) Administrative Cost. The CMF 
Administrative Cost was approved as a "Special Allocation" for Operation Warp Speed (OWS) 
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Prototype Projects executed under the MCDC OTA. The effort currently bas $1,600,534,523.00 of 
available funding, comprised of $1,600,339,523.00 for the Project Agreement and $195,000.00 for 
the CMF Special Allocation. While the identified amounts are incorporated into the OTA, they are 
subject to the limitations in the undefinitized addendum. Specifically, member funding is limited to 
50% of the member ceiling. The COVID-19 work shall be tracked separately using the funding 
obligated via modification P00074. In alignment with the special allocation conditions, it is noted that 
this project has a base period of performance of eighteen (18) months, with a projected completion 
date of 31 December 2021. A customized clause for the special allocation, will be incorporated into 
the funding modification for this prototype project. 

This Project Agreement is anticipated to be incrementally funded. The Government reserves the right 
to award future milestones/fund additional months of project tasks. If the Government decides to do 
so, the MCDC member will be notified via ATI. The Government's liability will never exceed the 
cun-ent amount of funding obligated under the Project Agreement. The Project Agreement Holder 
shall notify ATI when they are approaching - of current funding obligated in incurred costs by 
wlitten notice. 

The prime contractor is considered a small business, nontraditional defense contractor, or nonprofit 
research institution and determined to be providing a significant contribution. The affirmation of 
business status certifications submitted as part of the proposal are hereby incorporated into the 
agreement. TI1e contractor shall notify the MCDC CMF of any deviation from the final proposed 
affirmation of business status certifications that would affect the contributions of the small business, 
nontraditional defense contractor, or nonprofit research institution as proposed. 

As this project agreement is tmdeftnitized, please see Attachment 2 of this letter for conditions to be 
included in the project agreement. 

In accordance with 1 0.U.S.C. 2371 b(f), and upon a determination that the prototype project for this 
transaction has been successfully completed, this competitively awarded prototype OTA may result 
in the award of a follow-on production contract or transaction without the use of competitive 
procedures. 

Points of Contact: 

Agreements Specialist: 
(b) (6) 
E-mail 
Phone: 

(b) (6) 

(b) (6) 

Agreements Officer: 
(b) (6) 
E-mail: (b) (6) 

Phone: (b) (6) 
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(b) (6) 
(Ill (6) 

Ag1t:t:rm:11ls Offic:t:r 

Signed by: 

Attac:bmenrs: 
Attachment 1: MCDC2011-001 - Novavax - 7-6-2020 
Attachment 2: UPAAddendum- MCDC RPP 20-11 - Novavax 
Attachment 3: OPSEC Language Addendum 
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Statement of Work 
For 

Rapid (WFlO) Advanced Research & Development to Large Scale Manufacturing of NVX­
Co V-2373 as a Vaccine for SARS-Co V-2 Coronavirus 

RPP #: 20-11 
Project Identifier: MCDC2011-00 l 
Consortium Member: Novavax, Inc. 
Title of Proposal: Rapid (WF l 0) Advanced Research & Development to Large Scale 
Manufactming ofNVX-CoV-2373 as a Vaccine for SARS-CoV-2 Coronavirus 
Requiring Activity: Joint Mission between the Depa1iment of Health and Hmnan Services and 
Department of Defense to Combat COVID-19 

1.0 INTRODUCTION, SCOPE, AND OBJECTIVES 

1.1 Introduction 

To meet the needs of the Coronavirus Disease 2019 (COVID-19) pandemic, the United States 
Government (USG) is identifying and will support development and at-scale manufacturing of 
selected vaccine candidates, to ensure timely availability to the US population when needed. This 
is the primary focus of the mission being executed by the Department of Health and Human 
Services (HHS) and Department of Defense (DoD), in support of Operation Warp Speed (OWS). 

The USG is interested in pursuing prototype vaccines that are in an advanced stage of development, 
and will support companies that can, in parallel with nonclinical, clinical and regulatory 
development, rapidly establish the manufacturing capacity required to meet the USG's objective 
of supplying a safe and effective Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-
2) vaccine to the entire US population. The USG is tasked with marshaling the efforts of the US 
biotechnology industry to achieve this goal. 

1.2 Definition of the Prototype Project 

Consistent with USG objectives, the "prototype project" under this agreement is defined as the 
manufacture and delivery of l00M doses of a SARS-CoV-2 vaccine, NVX-CoV2373, which is 
suitable for use in humans under a sufficiently infonned deployment strategy, and the advanced 
positioning of a stockpile of critical long lead raw materials for the Matrix-M adjuvant. As such, 
the "prototype project'' will effectively demonstrate Novavax's ability to rapidly stand up large 
scale manufacturing and seamlessly transition into ongoing production. 

The NVX-CoV-2373 vaccine is comprised of the Matrix-M™ adjuvant and antigen (SARS-CoV-
2 spike protein). The vaccine is filled into a multi-dose vial ) and is stored at 
refrigerated temperature (2-8°C). 

Successful development of the prototype will demonstrate Novavax's ability to rapidly stand up 
large scale manufacturing and seamlessly transition into ongoing production capability, in order 
to rapidly manufacture to meet surge requirements with little advance notification, and 
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demonstrate capability to stockpile and distribute large quantities of the vaccine to respond when 
needed, including in order to supply use in clinical studies, under an Emergency Use Authorization 
(EUA), or pursuant to other clearance from the U.S. Food and Drug Administration (FDA). 

Successful completion of the prototype will require three coordinated and integrated lines of effort: 

a) Large scale manufacturing, compliant with 21 CFR Parts 210 and 211, and the Drug Supply 
Chain Security Act (DSCA), to the extent applicable at the time of manufacturing by statute 
and FDA interpretive guidance thereof. 

b) Parallel nonclinical and clinical studies required to determine if the vaccine is safe and 
effective. 

c) Compliance with all applicable U.S. regulatory requirements. 

It is important to note that while results of nonclinical and clinical studies are critical to develop 
use case scena1ios and, in tum, inform the USG's deployment strategy as it relates to product 
manufactured under this agreement, successful development of the prototype is dependent only on 
the validity of data from these studies. The degree to which the data are "positive" or "negative" 
is not a factor in demonstration of the prototype. 

1.3 Follow-on Activity 

This prototype project includes unpriced options for follow-on production/procurement. During 
the performance of the prototype, the USG and Novavax will negotiate the scope and price of 
production/procurement. If the prototype project is successful, the USG may then enter into 
follow-on production/procurement by executing these options through a separate stand-alone 
production/procurement agreement, to be negotiated in terms of scope and price as described in 
the following paragraph. 

In accordance with 10.U.S.C. 2371b(f), and upon demonstration of the prototype, or at the 
accomplishment of particularly favorable or unexpected results that would justify transitioning to 
production/procurement, EUA, or Biologics License Application (BLA) approved by the FDA, 
the USG and Novavax may enter into a non-competitive production/procurement follow-on 
agreement or contract for additional production/procurement, to partially or completely meet the 
USG objective of supplying a safe and effective SARS-Co V-2 vaccine to vaccinate up to 300M 
people in the targeted population (:::::560M additional doses). 

1.4 Scope 

Novavax has defined a scope of activities in order to successfully develop the prototype, as defined 
above. The scope is based on the following assumptions regarding manufacturing and clinical 
dose: 

o Manufactming Assumptions and Clinical Dose 

■ The NVX-CoV-2373 vaccine is comprised of the Matrix-M™ adjuvant, and antigen 
(SARS-CoV-2 spike protein). 
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• A dose range of 5-25 Jtg of antigen is under clinical stud . The anticipated dose based 
on clinical data obtained to date is µg of antigen with ~tg of Matrix-M adjuvant. 

• For planning pmposes, the 
antigen/dose) has been used an 
on this dose. 

.µg 
ave een ra;ed 

• The antigen production is the rate-limiting step in vaccine production. The Matrix-M 
adjuvant will be available prior to antigen production. Dose production has been 
calculated based on the availability of antigen. Novavax is planning on a batch-by­
batch rapid fill/finish once antigen is manufactured and available. 

• The estimated production schedule based on the!µg antigen/dose (base case) and I 
µg antigen /dose (anticipated case) is in the table elow: 

Dosage 
µg/dose 

base case) 
µg/dose 
nticipated 

case) 

Estimated Schedule of Cumulative Doses Manufactured by Month 

Oct 2020 Nov 2020 Dec 2020 Jan 2021 Feb 2021 

*Actual cumulative projected production at in December 2020. Some doses 

may be in progress at the end of December 

**Actual cumulative projected production at" µg/dose is- in February 2021. 

The scope includes the following activities: 

o Manufacturing 

• Manufach.uing of 100M doses (at,µg/dose, ) ofNVX-CoV-2373 
vaccine in 2020 for distribution to e Government upon EUA under section 564 of the 
Food, Thug, and Cosmetic (FD&C) Act or a biologics licensme granted under Section 
351(a) of the Public Health Se1vice Act by the U.S. FDA. 

• Establishment of large-scale cmrent Good Manufach.uing Practice ( cGMP) 
manufacruring capacity compliant with 21 CFR Parts 210 and 211, and the DSCA to 
the extent applicable at the time of manufach.11-ing by statute and FDA interpretive 
guidance thereof. 

• Comparability among clinical vaccine lots and commercial lots using a comparability 
protocol linked to the product associated with the Phase 1 clinical srudy. For adjuvant 
components, the same raw material lot(s) will be used for the cmrent and new Contract 
Manufacturing Organization (CMO) processes for the comparability protocol, and the 
same test lab will be used to ensure only process differences are being evaluated. 

• Validation of manufacturing processes will be performed to cGtvlP standards. 

o Clinical 

■ Phase 3 pivotal clinical trial harmonized with USG clinical strategics. 
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• A Phase 3 clinical trial in pediatric populations ( <18 years). 

■ Phase 2 studies in at-risk subpopulations ( co-morbidities, 
immunocompromised), as well as studies to support manufacturing site comparability. 

o Non-clinical 

■ Studies to support EUA and regulatory approval (BLA). 

o Regulatory 

■ EUA submission when data supports it, while maintaining progress toward eventual 
BLA submission. 

■ BLA submission when appropriate. 

■ Regulatory support activities (Investigational New Drug (IND) submissions) for 
manufacturing, clinical, non-clinical studies. 

■ Meetings as-needed with regulators. 

o Project Management 

■ Mandatory repmting requirements, as described in the Base Agreement. 

■ Submission of Monthly Progress Reports. Format will be agreed on by the contractor 
and Agreements Officer's Representative (AOR), and will include both technical 
and financial status and expenditure forecast. 

■ Facilitation of biweekly teleconferences with Novavax and USG Subject Matter 
Experts. 

■ Final prototype project report and applicable patents report(s). 

■ Work Breakdown Structure (WBS) and Integrated Master Schedule (IMS). 

■ All Regulatory correspondence relevant to the scope of work proposed, including 
communications with the FDA, and all submissions. 

1.4.1 Novavax Project Plan 

This is Novavax's plan as of the date of the submission. Novavax desires to move 
quickly to large scale development as rapidly as possible, in order to meet the 
objectives of this proposal. As the COVID-19 pandemic is an evolving situation, 
Novavax may need to adapt its plan in response to FDA guidance, opportunities for 
manufacturing efficiencies, and clinical trial data. 

1.5 Resolution of Conflicting Language 

If there is a conflict between the Project Agreement (of which this Statement of Work is part) and 
the Base Agreement (Medical CBRN Consortium (MCDC) Base Agreement No.: 2020-530), the 
Project Agreement language will supersede and control the relationship of the parties. 
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2.0 APPLICABLE REFERENCES 

NIA 

3.0 REQUIREMENTS 

3.1 :Major Task: cGMP :Manufacturing of l\v'X-CoV-2373 compliant with 21 CFR 110 
ancl 21 t 

3.1.1 Subtask: R~1w ~fotei-iah - Obtain Critical Starting I\Interials for Adjm·ant 
'.\lanufacturing 

Sufficient Saponin to manufacture up to 1 00M vaccine doses will be purchased (Dese1t King, 
headquartered in San Die o CA, facilities in Chile . Lon -lea critical, and limited-su 1 
materials 

w e pure ase or t e a hon 560M vaccme oses to meet t e contact 
requirement, in order to ensure capability to rapidly manufacture to meet surge requirements with 
little advance notification and demonstrate capability to stockpile and distribute large quantities of 
the vaccine to respond when needed. 

3.1.2 Subtask. Rin, Mater mis - Obtain Critical Starting l\Jaterials for Antigen and 
fillffinish !\fanufacturing 

Sufficient materials (vials, stoppers, other consumables) to manufacture up to l00M vaccine doses 
will be purchased (sources TBD). 

3.1.3 Subta~k: Raw i\laterial~ -
Adjmant l\ltltrix-~[ Adjunrnt 

Intermediates to Produce ~latril:-1\l 

to su 1 large-scale manufactming of vaccine doses will be manufactured at 
and PolyPeptide (ToITance, CA & Malmo, Sweden). Technology 

transfer and start-up of the PolyPeptide facility in T01rnuce, CA will be completed. Long lead, 
critical, and limited supply materials will be purchased in order to achieve the goal of large-scale 
production. 

3 1A S·1bta~k: \latri"\-\I Adjm··mt \fanufncturing to Supply 100\1 Vaccine Dose'i 

Matrix-M Adjuvant bulk components will be manufactured at ACG Biologics (Seattle, WA) to 
supply l00M vaccine doses. Technology transfer and start-up of the AGC Bio facility in Seattle 
will be completed. An analytical comparability manufacturing study and validation studies will be 
performed as part of the tech transfer to each manufacturing site. 

3 1.5 Subtosk . .\.ntieen :\Ianufacturing; to Supply 100:\I Vaccine Dose~ 

Antigen will be manufactm·ed at Fuji (2 sites - College Station, TX and Research Triangle Park, 
NC) to supply 1 00M vaccine doses. Technology transfer and scale-up activities will be completed. 
An analytical comparability manufactrning study and validation studies will be pe1formed as part 
of the tech transfer to each manufacturing site. 

3.1.6 Subtask: FilL'Finish of 100~1 Vaccine Doses 

1 00M doses of finished vaccine in- vials will be manufactured at Baxter (Bloomington, 
IN, USA). This will include secondary packaging. Technology transfer and scale-up activities will 
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be completed. An analytical comparability manufacturing study and validation studies will be 
pe1fonned as patt of the tech transfer to each manufacturing site. 

3.1.7 Subtu\k: Shipping and Stornge 

Novavax assllliles that it will maintain a Vendor Managed Inventory (VW) system for a period of 
12 months, with shipments to 10 geographic zones in the USA. N ovavax will pe1form activities to 
establish compliance with DSCA to the extent applicable at the time of manufacturing, by statute 
and FDA inte1pretive guidance thereof. 

3.2 Majo1· T:1sk: Clinical Studies 

Novavax will pe1f01m these clinical trials and deliver the results in an interim Clinical Study 
Report (CSR) at the completion of enrollment, and the final CSR when available. These trials will 
be conducted using a Clinical Research Organization (CRO) that is to be dete1mined. 

3.2.1 Subtask: Ph.ase 3 Global Efficacy Stud,, Adults~ 18 and< 75 )C.tts 

Study: Phase 3 - Global Efficacy Sh1dy (to be hrumonized with other USG sh1dies), 2019nCoV-
301. 

Population: Adults 2:: 18 yeru·s, inclusive of subjects with more severe co-morbid conditions. 

Locations: North America, Europe; may include Africa, Asia, Oceania, South America. 

Primary Objectives: Clinical efficacy, safety, immunogenicity. 

Design: Randomized, obse1ver-blinded, placebo-controlled. 

Test Product(s); Dose Regimen; Route of Administration: 
dete1mined b Phase 2 dose confirmation study, Placebo; 

Enrollment: TOTAL N: ~30,000 (adjusted for expected endpoint incidence). --3 2.2 Subta-.k: Phase 2 Efficacy Expansion (US), Adults~ 18 :mil < 75 years 

Study: Phase 2 -Part 3 efficacy expansion (US), 2019nCoV-204. 

Population: Adults~ 18 and< 75 years. 

Locations: USA. 

Primacy Objectives: Clinical ef.f.icacy, :safely, iwwllllugenicily. 

Design: Randomized, observer-blinded, placebo-controlled. 

Test Product(s); Dose Re~en· Route of Administration: Vaccine + 
; not greater than 
to allow for rapid initiation. Placebo. --0.5 mL dose IM injection, up to 2 doses at Day 

Day 21. 

Enrollment: TOTAL: 
Adjusted for expected event occurrence. Event driven analysis. Initiation of sh1dy gated on 
completion of Phase 1 study, dose-selection and regulatory approval. 
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3.2.3 Subtask: Phase 2 Sturly in lmmunocompromiserl Persons (HIY-positiYe arlalt 
subjects) (Africa) 

Study: Phase 2 study in immunocompromised persons (HIV-positive adult subjects) (Africa). 

Population: Adults 2: 18 and< 65 yeai-s. 

Locations: Republic of South Africa (RSA) 

Primary Objectives: Safety, immunogenicity (semm and cellular). 

Design: Randomized., obse1ver-blinded, placebo-controlled. 

Test Product(s); Dose Regimen; Route of Administration: Vaccine+ Matrix-Ml; Placebo, 0.5 
mL dose IM injection, up to 2 doses at Day 0 and Day 21. 

Enrollment: Total N = 2,640- 2,880 (with n=240 - 480 IIIV I); 1: 1 Vaccine to placebo. Initiation 
gated on completion of Phase I study, dose selection, and regulatmy approval. 

Study: 

Locations:•· 

Primary Objectives: 

Design: Randomized, observer-blinded, placebo-controlled . 

. Initiation gated on benefit:risk assessment ( de1ived 
from Task 2.3.1 and/or 2.3.2 and/or other Phase 2 studies) and regulatmy approval to conduct 
studies in this vulnerable population. 

3.2.5 Subt.n~k: Phase 2 :\lanufactnring Site Lot Consistency/Comparability Stacly (US or 
other) 

Study: Phase 2 Ulauufacturing site lot cousisleucy/cowpru:ability slu<ly (US or oilier), 2019uCoV-
201. 

Population: Adults 2: 18 to< 50 years. 

Locations: USA. 

Primary Objectives: Safety, irmnunogenicity. 

Design: Randomized, obse1ver-blinded, placebo-contrnlled. 

·nistration: Vaccine+ 

Enrollment: ~600 per coho1t, each cohmt having 1: 1 randomization with Emergent 
( antigen)/Novavax AB ( adjuvant) manufacturing site and new manufacturing sites. Study size may 
be adjusted to allow non-inferiority testing. 
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3.2.6 Subtask- Pha~e 2. \laternal Immunization 

Study: Phase 2, maternal immunization, (trial ID TBD). 

Population: Adults ~ 18 to < 40 years. 

Locations: Global. 

Primary Objectives: Safety, immllllogenicity. 

Design: Randomized, observer-blinded, placebo-controlled. 

Test Product(s); Dose Regimen; Route of Administration: Vaccine+ Matrix-Ml; Placebo, 0.5 
mL dose IM injection, up to 2 doses at Day O and Day 22. 

Enrollment: Total= 800 mothers+ baby. Initiation gated on benefit risk assessment ( derived from 
Task 2.3.1 and/or 2.3.2 and/or other Phase 2 studies) and regulatory approval to conduct studies in 
this vulnerable population. 

3.2.7 Subtask. Pharmaco,igilancc; Establi<.hmcnt ofRcgisti-ation Safety Database 

A registration safety database will be established to comply with FDA requirements for product 
safety and licensure. 

Study: 

Design: Randomized, obse1ver-blinded, placebo (or active vaccine) control. 

Enrollment: TOTAL: N ~12,500 (based on agreed VE, power, and LBCI). 
-· Adjusted for expected event occunence if robust demonstration 
~red by the FDA. Event driven analysis for sh1dy te1mination. 

3.3 :\lajor Ta\k: ~on-Clink:-1 Studies 

Novavax will pe1fonn these non-clinical studies and deliver the results in a study report at 
completion. 

3.3.1 ,1ouw ~tudv Immunogenicity 

Study 702-100. Immunogenicity-) in mice for vaccine efficacy profile to comply with FDA 
guidelines. 
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3.3.2 Rhesus Study, lmmunogenicity 

Study 702-099. Immunogenicity/challenge -) in rhesus monkeys for vaccine efficacy profile 
to comply with FDA guidelines. 

3.3.3 Hamster Study, Immunogenicity 

Study 702-102. Immunogenicity/challenge study in hamster 
vaccine efficacy profile to comply with FDA guidelines. 

3.3.4 Mouse Study, T-Cell Immunogcnicity 

Study 702-103. T-cell immunogenicity/challenge study in mice 
for vaccine efficacy profile to comply with FDA guidelines. 

3.3.5 Hamster Study, T-Cell lmmunogenicity 

Study 702-105. lmmunogenicity/challenge study in hamster 
efficacy profile to comply with FDA guidelines. 

3.3.6 Mouse Study, T-Cell Immunogenicity 

Study 702-104. Immunogenicity/challenge study in hamster 
efficacy profile to comply with FDA guidelines. 

) for 

) 

) for vaccine 

) for vaccine 

3.3.7 Non-Clinical Studies: Collaboration with Univ. of Maryland School of Medicine 

Three studies to study enhancement/inhibition and neutralization, and virus challenge of 
vaccinated mice: 

1. Validation of Spike nanoparticles in cell inhibition studies: 1n vitro inhibition studies on 
cell line pem1issive to r2019-nCoV, readout TBD. 

2. Neutralization studies with virus against bleeds from mice, 1n vitro microneutralization 
studies on cell line permissive to r2019-nCoV, TCID50 or fluorescence readout (TBD). 

3. Virus challenge of vaccinated mice (mice vaccinated outside and shipped to UM for 
challenge), Challenge of vaccinated mice (shipped in for infection from Novavax), Lung 
pathology, Titer, viral Ribonucleic Acid (RN A) quantitation, pathology scoring and 
reports. 

3.3.8 Structural Study of COVID-19 Spike Protein and its Complex with Host Receptor 
(cooperation with Baylor College of Medicine) 

Study to determine the structures of recombinant COVID-19. Spike protein in nanoparticles used 
in Novavax's human vaccine and in complex with its host receptor ACE2. Will obtain a high­
resolution cryoEM structure of full-length COVID-19 Spike protein and a high-resolution cryoEM 
structure of full-length COVID-19 Spike protein in complex with human receptor ACE2. 

3.3.9 NeutraJizing Assay Histopathology for On-going -Histopathology readings for current neutralization studies in 
will supp011 the safety profile of the vaccine for FDA approval. 

AMERICAr--.. 
pVERSIGHT 

UNCLASSIFIED 

FOR OFFICIAL USE ONLY/ PROCUREMENT SH~SJTIVE 

. This 

9 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000013

3.3.10 Mouse Study, Jmmunogenicity■ Studies 

Individual immunogenicity studies -) in mice for vaccine efficacy profile in different sub­
populations to comply with FDA guidelines. 

3.4 Majo1· Task: Regulatory Affairs 

Novavax will conduct the regulatory activities below, including BLA prep and submission, and 
provide the meeting minutes and applications to the USG. 

3.4.1 Subtask: EUA Submission and Supporting Meetings and Regulatory Filings 

An EUA will be submitted to the FDA upon obtaining sufficient clinical data. EUA, FDA meetings 
to suppo11 EUA, submission planning support for the Chemistry, Manufacturing, and Controls 
(CMC) team, EUA strategy and meeting support, and submission preparation support activities, 
will all be completed. 

3.4.2 Subtask: JND Submission Updates and FDA Meetings 

This task will include submissions to the IND and possible FDA meetings that will be required 
prior to the BLA submission. 

3.4.3 Subtask: BLA Submission 

A BLA will be submitted to the FDA upon obtaining sufficient clinical data, FDA meetings to 
support BLA, submission planning support for the CMC team, BLA strategy and meeting support, 
and submission preparation support activities, will all be completed. 

3.5 Major Task: Project Management and Reporting 

3.5.1 Subtask: Kick-Off Meeting and Initial Baseline Review of IMS 

Novavax shall conduct a Kick-Off Meeting and an initial review with the USG of the JMS, upon 
initiation of the program. 

3.5.2 Subtask: Biweekly Meetings with OWS 

Novavax shall submit the agenda in advance. Any technical updates shall be provided in advance 
for the Government team to review. Minutes shall be submitted after the biweekly meeting to the 
USG. 

3.5.3 Subtask: Written Quarterly Reports 

Novavax shall submit quarterly repo1ts to the USG. 

3.5.4 Subtask: Written Annual Reports 

Novavax shall submit the annual reports to the USG. 

3.5.5 Subtask: Written Final Report 

Novavax shall submit the final report to the USG. 

3.6 Optional Task: Follow-On Production 

Follow-on production of finished doses of vaccine up to 560M doses. 
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4.0 DELIVERABLES 

n_ # Deliverable 
O 

D Mile5tone SO\V Government D T ID Righ 
ut"L ue nte affl \l)e ah1 ts 

Description Reference Reference Role ' 

Manufactming 
I----+-

4.1 5.1 3.1.1 Reviewer 

4.2 5.2 3.1.2 Reviewer 

4.3 5.3 3.1.3 Reviewer 

4.4 5.4 3.1.4 Reviewer 

4.5 5.5 3.1.5 Reviewer 

4.6 5.6 3.1.6 Reviewer 

4.7 5.7 3.1.7 Reviewer 

Clinical 

U NCLASSI Fl ED 
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4.9 5.9 3.2.2 Reviewer 

4.10 5.10 3.2.3 Reviewer 

4.11 5.11 3.2.4 Reviewer 

4.12 5.12 3.2.5 Reviewer 

4.13 5.13 3.2.6 Reviewer 

4.14 5.14 3.2.7 Reviewer 

4.15 5.15 3.2.8 Reviewer 

4.16 5.16 3.3.1 Reviewer 

4.17 5.17 3.3.2 Reviewer 

1 As used herein.. "Government Purpose Rights" has the meaning set fo1th in Article XI, Section 11.01 (9) of the 
Base Agreement. as modified by Section 8.2(b) below. 
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4.19 5.19 3.3.4 Reviewer 

4.20 5.20 3.3.5 Reviewer 

4.21 5.21 3.3.6 Reviewer 

4.22 5.22 3.3.7 Reviewer 

4.23 5.23 3.3.8 Reviewer 

4.24 5.24 3.3.9 Reviewer 

4.25 5.25 3.3.10 Reviewer 

Regulato1y Affairs 

UNCLASSIFIED 
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4.27 5.27 3.4.2 Reviewer 

4.28 5.28 3.4.3 Reviewer 

4.29 5.29 3.5.1 Reviewer 

4.30 5.30 3.5.2 Reviewer 

4.31 5.31 3.5.3 Reviewer 

4.32 5.32 3.5.4 Reviewer 

4.33 533 3.5.4 Reviewer 

4.34 5.34 3.5.5 Reviewer 

TBD Option 1 3.6 Reviewer 

5.0 MILESTONE PAYMENT SCHEDULE 
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Milestone 
# 

Milestone Description 
elivtrablt> Rt'ftrence 

Dot Datt 

ManufactmiDg 
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Milestone 
# 

Milestone Description 
(Deliverable Reference) 

Due Date Total Program 
Funds 

--
-

Total (Cost Plus ilu<t .Fee) $1,6U0,434,522 
Period of Performance (July 6, 2020 - December 31, 2021) 18 Months (Base) 

Option 1: Follow On Production Cost 

Simplified Table: Estimated Cost by Project Areas 
Area Cost 

Manufacturing (100M doses) $418,151,118 
Non-Clinical $5,092,957 
Clinical $1,158,524,498 
Regulatory $10,362,788 
Project Management $8,303,163 
Total Project Cost $1,600,434,523 

UNCLASSIFIED 
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Simplified Table: Selected Estimated Costs for Key Deliverables* 

* For key deliverables only; does not encompass total project costs. 

** Time to obtaining vaccine efficacy data. 

6.0 SIDPPING PROVISIONS 

Cost 

--

The shipment of physical deliverables shall be coordinated with the AOR. Data deliverables shall 
be provided in accordance with the agreement, and in coordination with the AOR. 

7.0 INTELLECTUAL PROPERTY, DATA RIGHTS, AND COPYRIGHTS 

7.1 BACKGROllU) IP 

(a) Ownership. Prior to June 8, 2020, Novavax had funded the development of NVX­
Co V23 73, and other antecedent vaccine programs relevant to Novavax, proprietary position in the 
development of NVX-CoV2373, as well as its sf9/baculovirus manufactmi.ng platform, (all 
"Background IP'') through private funding or in collaboration with a funding paiiner other than 
the U.S. Government. Such private and non-governmental funding has continued since June 8, 
2020 and is expected to continue during the perfonnance of the Project Agreement. A list of all 
patents and patent applications included in the Background IP is provided below as Enclosure 4. 
Background IP also consists of (a) manufactmi.ng know-how, including, without limitation, the 
NV AX-Cov2373 manufacturing process definitions, process development/characterization 
rep011s, laborat01y scale process procedures, manufacturing records, analytical test methods, 
product quality tai·get ranges/specifications, quality target product pro.file, critical quality attributes 
(cullt:clivdy "Ba1.:kgrullll<l Kuuw-Huw"), (u) data fruw pre-clinical and diuil:al research studies, 
analytical and process development research, and data related to, or generated using, the 
Background Know-How (collectively, "Background Data"), and (c) proprietary manufacturing 
mate1ials, including, without limitation, sf9 cell banks (master and working), baculovirus virus 
stock (master and working), product standards, reference standards, and c1i.tical reagents 
C'Dackground Materials"). Ou Jtme 8, 2020, Novavax and the U.S. Department of Defense entered 
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into a Letter Contract for specified U.S.-based clinical and manufacturing development of NVX­
CoV2373 which acknowledged Background IP and made no explicit U.S. Government claims to 
Background IP or subsequent data arising therefrom. The U.S. Government hereby acknowledges 
such Background IP in full and fmther acknowledges that it has no ownership rights to Novavax 
Background IP under this Project Agreement. 

(b) Background IP Limited License to Government. Subject to the terms of the Project 
Agreement, Novavax grants the U.S. Government a nonexclusive, worldwide, nontransferable, 
non-sublicenseable license to use the Background IP to the limited extent necessary for the U.S. 
Government to review and use the Deliverables tendered by Novavax under this Agreement 
identified in Section 4.0 above, and for no other purpose; provided that the U.S. Government 
agrees that it may not disclose the Background IP to third parties, or allow third pai1ies to have 
access to, use, practice or have practiced the Background IP, without Novavax's prior written 
consent. To the extent that a Deliverable with Foreground IP incorporates or uses Background IP, 
the Deliverable shall be deemed and considered to comprise Background IP and shall be used by 
the U.S. Government in accordance with this Background IP Limited License. 

(c) Background IP License to Novavax. Subject to the terms of the Project Agreement, the 
U.S. Government grants to Novavax a nonexclusive, worldwide, nontransferable, irrevocable, 
paid-up license to any intellectual property (including patents and patent applications) to which 
the U.S. Government has rights thereto, provided that such license is limited to such intellectual 
property rights necessary to perform Novavax's obligations under the Project Agreement. 

7.2 FOREGROUND IP 

(a) Ownership. Notwithstanding anything in the Base Agreement to the contrary, Novavax 
owns all rights, title and interest in and to any development, modification, discovery, invention or 
improvement, whether or not patentable, conceived, made, reduced to practice, or created in 
connection with activities funded under the Project Agreement, including, without limitation, all 
data and inventions, and intellectual property rights in any of the foregoing (''Foreground IP"). 

(b) Foreground IP Special License. Subject to the tenns of the Project Agreement, Novavax 
grants the U.S. Government a nonexclusive, worldwide, nontrai1sferable, irrevocable, paid-up 
license to practice or have practiced the Foreground IP for or on behalf of the U.S. Government 
("Foreground IP Special License"). 

8.0 DATARIGHTS 

Atticle XI, § 11.03 of the Base Agreement is hereby amended, consistent with the "Specifically 
Negotiated License Rights" capability at Article XI, §§11.01(12) and 11.03(4), as follows: 

8.1 Data Ownership. 

Novavax owns all rights, title and interest to all Data (as defined in Article XI, Section 
11.01(7) of the Base Agreement) generated as a result of the work performed under this Project 
Agreement, including Subject Data. 
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8.2 Rights to Data. 

(a) Subject Data. Subject to the terms of the Project Agreement, Novavax grants to the 
U.S. Government a Government purpose rights license to Subject Data that will convert to an 
unlimited rights license ( as the term is defined in Article Xl, Section 11 . 01 (14) of the Base 
Agreement)2 after three (3) years from the date of delivery. As used herein, "Subject Data" shall 
mean Technical Data under Article XI, §11.01(13) of the Base Agreement Deliverables that are 
considered Subject Data are identified in the Deliverable Table set fo11h in Section 4.0 above. 

(b) Transfer of Data. Each party, upon written request to the other party, shall have the 
right to review and to request delivery of Subject Data, and delivery of such Data shall be made to 
the requesting party within two weeks of the request, except to the extent that such Data are subject 
to a claim of confidentiality or privilege by a third party. 

(c) Background IP Limited License. To the extent that Subject Data incorporates or 
uses Background IP, the data shall be deemed and considered to comprise Background IP and shall 
be used by the U.S. Government in accordance with the Background IP Limited License set forth 
in Section 7.3 above. 

8.3 Background Technical Data Rights Assertions. 

Novavax asse1ts background technical data rights as follows: 

The Background Data, as defined in Section 7 .1 above, was developed through private 
funding or in collaboration with a funding pa1tner other than the U.S. Government. Such funding 
is expected to continue; accordingly, Novavax asserts Background Data as Category A Data 
pursuant to section 11.02(1) of the Base Agreement and the U.S. Government shall have no rights 
therein. 

9.0 REGULATORY RIGHTS 

This agreement includes research with an investigational drug, biologic or medical device that is 
regulated by the U.S. Food and Drug Administration (FDA) and requires FDA pre-market approval 
or clearance before commercial marketing may begin. It is expected that this agreement will result 
in the FDA authorization, clearance and commercialization of NVX-CoV-2373 as a Vaccine for 
SARS-CoV-2 Coronavirus (the "Technology"). Novavax is the Sponsor of the Regulatory 
Application (an investigational new drug application (IND), investigational device exemption 
(IDE), emergency use authorization (EUA), new drug application (NDA), biologics license 
application (BLA), premarket approval application (PMA), or 51 0(k) pre-market notification filing 
(510(k)) or another regulatory filing submitted to the FDA) that controls research under this 
conh·act. As the Sponsor of the Regulatory Application to the FDA (as the terms "sponsor" and 

2 As used herein, "Government Use" as used "Purpose Rights" has the meaning set forth in this Section 4.0 means 
Government purpose rights as defined in the Base Agreement, Article XI, Section 11.01(9).) of the Base Agreement, 
as modified by Section 8.2(b) below. 
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"applicant" are defined or used in at 21 CFR §§3.2(c), 312.5, 600.3(t), 812.2(b), 812 Subpart C, 
or 814.20), Novavax has certain standing before the FDA that entitles it to exclusive 
communications related to the Regulatory Application. This clause protects the return on research 
and development invesh11ent made by the U.S. Government in the event of certain regulatory 
product development failures related to the Technology. 

Novavax agrees to the following: 

a. Communications. Novavax will provide the U.S. Government with all communications and 
summaries thereof, both fonnal and infonnal, to or from FDA regarding the Technology and 
ensure that the U.S. Government representatives are invited to participate in any formal or informal 
Sponsor meetings with FDA; 

b. Rights of Reference. The U.S. Government is hereby granted a right of reference as that tenn 
is defined in 21 C.F.R. § 314.3(b) (or any successor rule or analogous applicable law recognized 
outside of the U.S.) to any Regulatory Application submitted in support of the statement of work 
for the Project Agreement. When it desires to exercise this right, the U.S. Government agrees to 
notify Novavax in writing describing the request along with sufficient details for Novavax to 
generate a letter of cross-reference for the U.S. Government to file with the appropriate FDA 
office. The U.S. Government agrees that such letters of cross-reference may contain repo1ting 
requirements to enable Novavax to comply with its own pharmacovigilance reporting obligations 
to the FDA and other regulatory agencies. Nothing in this paragraph reduces the U.S. 
Government's data rights as articulated in other provisions of the Project Agreement. 

c. DoD Medical Product Priority. PL-115-92 allows the DoD to request, and FDA to provide, 
assistance to expedite development and the FDA' s review of products to diagnose, treat, or prevent 
serious or life-threatening diseases or conditions facing American military personnel. Novavax 
recognizes that only the DoD can utilize PL 115-92. As such, Novavax will work proactively with 
the DoD to leverage this this law to its maximal potential under this Project Agreement. Novavax 
shall submit a mutually agreed upon Public Law 115-92 Sponsor Authorization Letter to the U.S. 
Government within 30 days of award. 

10.0 ENSURING SUFFICIENT SUPPLY OF THE PRODUCT 

a. In recognition of the Government's significant fonding for the development and manufacturing 
of the product in this Project Agreement and the Government's need to provide sufficient 
quantities of a safe and effective COVID-19 vaccine to protect the United States population, the 
Government shall have the remedy described in this section to ensure sufficient supply of the 
product to meet the needs of the public health or national security. This remedy is not available to 
the Government unless and until both of the following conditions are met: 

1. Novavax gives written notice, required to be submitted to the Government no 
later than 15 business days, of: 
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b. any formal management decision to discontinue sale of the NVX-Co V -
2373 vaccine to the Government prior to delivery of 100 million doses to 
USG; or 

c. any filing that anticipates Federal bankruptcy protection; and 

11. Novavax has submitted an Emergency Use Authorization under §564 of the 
FD&C Act or a biologics license application provisions of §35l(a) of the Public 
Health Service Act (PHSA). 

b. If both conditions listed in section (a) occur, Novavax, upon the request of the Government, 
shall provide the following items necessary for the Government to pursue manufacturing of the 
NVX-CoV-2373 vaccine with a third party for exclusive sale to the U.S. Govemment: 

1. a w1iting evidencing a non-exclusive, nontransferable, irrevocable 
( except for cause), royalty-free paid-up license to practice or have 
practiced for or on behalf of the U.S. Government any Background IP as 
defined in clause 7.1 necessary to manufacture or have manufactured the 
NVX-CoV2373 vaccine; 

11. necessary FDA regulatory filings or authorizations owned or controlled 
by Novavax related to NVX-Cov2373 and any confirmatory instrument 
pertaining thereto; and 

iii. any outstanding Deliverables contemplated or materials purchased under 
this Project Agreement. 

c. This Article shall be incorporated into any contract for follow-on activities for the Government 
to acquire and use additional doses of the product. Per section 1.3, the estimated quantity for 
follow-on production/procurement is approximately 560 million doses. 

d. This Article will survive the acquisition or merger of the Contractor by or with a third pa1ty. 
This Article will survive the expiration of this agreement. 

11. SECURITY 

The security classification level for this effort is UNCLASSIFIED. 

12.0 MISCELLANEOUS REQUIREMENTS (SAFETY, ENVIRONMENTAL, ETC.) 

NIA 

13.0 GOVERNMENT FURNISHED PROPERTY/MATERIAL/INFORMATION 

14.0 AGREEMENTS OFFICER'S REPRESENTATIVE (AOR) AND ALTERNATE 
AOR CONTACT INFORMATION 

AOR 

AMERICAf\ 
pVERSIGHT 

UNCLASSIFIED 
21 

FOR OFFICIAL USE ONLY/ PROCUREMENT SH~SJTIVE 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000025

NAl'1E: 
EMAIL: 
PHONE: 
AGENCY NAME/DMSION/SECTION: Joint Program Executive Office, Joint Program Lead­
Enabling Biotechnologies 

Alte.-nate AOR 

NAME:TBD 
MAILING ADDRESS: 
EMAIL: 
PHONE: 
AGENCY NAME/DIVISION/SECTION: HHS/ ASPR/BARDA 
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ENCLOSURE 3: PAYMENT REQUEST INFORMATION 

Novavax, Inc. is requesting a payment upon i.i1cuning costs. for a total of~ to suppo1t the 
development ofNVX-CoV2373 as a vaccine for SARS-CoV-2 Coronavirus.Thecosts. as outlined 
below, are incorporated into estimates from subcontractors under milestones associated with 
manufacrnre. Novavax will work with subconuactors to ensure the approp1iate accounting for pre­
award costs during subcontract finalization and subsequent billing. 

Projected Expenditures 

Co,1 Elt'mt'nl I Ta'ik/Purpow I Amouul 

Materials 
Antigen 

Adjuvant 

Adjuvant 

Reservations Fees 
AGC Bio Seattle 

Poly Peptide 

Fuji RTP 

Fuji Texas 

Total Requested Amount 

I. Financial Instimtion Information 
Novavax, Inc. 
21 Firstfield Road 
Gaithersburg, MD 20878 

Name of Bank: 
Address: 

UNCLASSIFIED 

-
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, Checking Account#:-

II. Justification for Requesting the Payment 

• MateriaJs Costs: -~ Direct Costs 
Procurement and quali1icatioii' critical long lead raw materials needed to produce 1 00M 
doses ofNVX-CoV-2373 in 2020 and to ensure availability of 100M additional doses of 
NVX-CoV-2373 in 2021. This also includes materials for the purchase of a stockpile of 
certain c1itical long lead raw materials for the Matiix-M Adjuvant, necessa1y to rapidly 
initiate large-scale manufacturing without a delay. This will ensure timely availability of the 
vaccine candidate to the US population when needed. a prim.acy mission of HHS in support of 
ows. 

• Reservation and Acceleration Fet>s: -~ Direct Costs 
To quickly address the urgent need presen~COVID-19 pandemic, Novavax will rely 
on the reservation of dedicated capacity from manufacmring se1vice provides to be able to 
produce NVX-CoV-2373. This will ensure timely availability of the vaccine candidate to the 
US population when needed, a primary mission of HHS in support of OWS. 
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ENCLOSURE 4: PATENT LISTING 
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MCDC201 l-001 

UNDEFT ITTZED PROJECT ACTION 

MCDC201 l-00I is a Cost Plus Fixed Fee (CPFF) Agreement that will be awarded under Wl5QKN-16-9-1002 
(hereinafter "Agreement"). Due to urgency concerns, this Undefinitized Project Action (UPA) is being issued to 

ovavax, Inc. (hereinafter "Contractor") for Rapid (WFI0) Advanced Research & Development to Large Scale 
Manufacturing ofNVX-CoV-2373 as a Vaccine for SARS-CoV-2 Coronavirus. The following is hereby incorporated 
as part of this Agreement. 

I. DEF! ITlZATlON: 
a) This Agreement covers a CPFF UP A that awards prototype project MCDC2011-00 I. The Contractor 

agrees to promptly begin negotiating with the Agreements Officer on the terms of a definitive Agreement 
for the project, which will include: (1) all mutually agreeable terms and conditions related to this 
Agreement, and (2) all other terms and conditions required by law. The Contractor will be required to 
submit a qualifying cost proposal with all necessary supporting documentation, in order to allow for a 
full evaluation of costs. 

b) The sch dule for definitizing this Agreement is as follows: 
1. Receipt of Qualifying Proposal: 10 September 2020 

11. Estimated Start of egotiations: 01 October 2020 
111. Estimated Date ofDefinitization: 09 December 2020 

c) lfa definitive Agreement is not finalized to supersede this UPA by the target date in paragraph 2(b)(iii), 
or within any extension granted in writing by the Agreements Officer, the Agreements Officer may, with 
the approval of the Anny Contracting Command-New Jersey, Senior Contracting Official, unilaterally 
determine a fair and reasonable price. This determination is subject to Contractor appeal, as provided for 
in the Disputes article of WI 5QKN-16-9-1002, but the Contractor shall not cease performance of this 
Agreement while proceeding through the dispute process. 

d) After the Agreements Officer's detennination of a fair and reasonable price, the Agreement shall be 
governed by all of the terms and conditions of the definitive Agreement. Furthermore, all the terms and 
conditions of this UP A shall continue in effect, except for those that by their nature apply only to UP As. 

e) The Government and Contractor agree that this UPA will include a ceiling in the amount of 
$ I ,600,434,522.00. This ceiling may be adjusted only by the written agreement of both parties. 

2. PAYMENT OF ALLOW ABLE COSTS BEFORE DEFINITZA TIO : 
Prior to defin.itization of this Agreement, the Government will reimburse the Contractor for all allowable and 
allocable costs up to 50% of the approved Not-To-Exceed (NTE) Price of $1,600,434,522.00. At any time 
before a payment, the Agreements Officer may have the Contractor's invoices or vouchers audited. Any 
payment may be (I) reduced by any amounts found by the Agreements Officer not deemed authorized in 
accordance with the Statement of Work, or (2) adjusted for overpayments made on preceding invoices or 
vouchers. 

3. LTMTT A TIONS O OBLIGA TIO S: 
The Government will not obligate more than 50 percent of the TE Price before definitization. 

4. LTMTT A TJON OF GOVERNMENT LIABILITY: 
a) In perfonnance of this Agreement, the Contractor is not authorized to make expenditures or incur 

obligations exceeding $800,217,261.00 dollars. 
b) The maximum amount for which the Government shall be liable if this Agreement is terminated is 

$800,217,261.00 dollars. 

5. EXECUTIO AND COMME CEME T OF WORK: 
Upon acceptance by both parties, the Contractor shall proceed with performance of the Statement of Work, 
including the purchase of any necessary materials. 
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ARTICLE XVII. SECURITY & OPSEC 

The below language shall be used as Paragraph 6 of Article XVII in Novavax 's Base Agreement. 

(6) Access and General Protection/Security Policy and Procedures. This standard language text is 
applicable to ALL P AH employees working on critical program infom1ation or covered defense 
information related to Operation Warp Speed (OWS), and to those with an area of performance 
within an Army controlled installation, facility or area. P AH employees shall comply with 
applicable installation, facility and area commander installation/facility access and local security 
policies and procedures (provided by government representative). The PAH also shall provide 
all information required for background checks necessary to access critical program information 
or covered defense information related to OWS, and to meet installation access requirements to 
be accomplished by installation Provost Marshal Office, Director of Emergency Services or 
Security Office. The P AH workforce must comply with all personal identity verification 
requirements as directed by DOD, HQDA and/or local policy. In addition to the changes 
othe1wise authorized by the changes clause of this agreement, should the Force Protection 
Condition (FPCON) at any individual facility or installation change, the Government may 
require changes in P AH security matters or processes. 

AMERICAN 
PVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000035

DEPARTMENT OF THE ARMY 
U.S. ARMY CONTRACTING COMMAND - NEW JERSEY 

PICA TINNY ARSENAL, NEW JERSEY 07806-5000 

REPLY TO 
ATTENTION OF 

Army Contracting Command - New Jersey 
ACC-NJ, Building 9 
Picatinny Arsenal, NJ 07806 

21 July 2020 

SUBJECT: Technical Direction Letter for Medical CRBN Defense Consortium (MCDC), Request 
for Prototype Proposals (RPP) 20-11, Objective PRE-20-11 for "COVID-19 Pandemic - Large Scale 
Vaccine Manufacturing Demonstration" (Pfizer, Inc.) 

REF: Prizer Request for Technical Direction Letter, RPP 20-11 under OTA Wl SQKN-16-9-1002 for 
Objective PRE-20-11, dated 20 July 2020 

Advanced Technology International 
ATTN: (EDJI, Sr. Contracts Manager 
315 Sigma Drive 
Summerville, SC 29486 

The Army Contracting Command - New Jersey (ACC-NJ), in supporting the Joint Project Manager 
- Medical Countermeasure Systems (JPM-MCS), issued MCDC RPP 20-11 on 09 June 2020. 
Members of the MCDC submitted proposals in accordance with this RPP. The Government received 
and evaluated all proposal(s) submitted and a Basis of Selection has been executed, selecting Pfizer, 
Inc. as the awardee. The Government requests that a Firm-Fixed-Price Project Agreement be issued 
to Pfizer, Inc. to award this proposal under Other Transaction Agreement Wl SQKN-16-9-1002, to be 
perfonned in accordance with the attached Government Statement of Work (SOW). 

Based upon the acceptable update of Pfizer, Inc. 's proposal for "COVID-19 Pandemic- Large Scale 
Vaccine Manufacturing Demonstration" and 1) The Project Agreement Recipient's concurrence with 
the requirements included in the Government SOW; 2) An acceptable milestone schedule that meets 
SOW requirements, and; 3) The price proposed that has been analyzed by the Government, you are 
hereby directed to issue a Project Agreement to Pfizer, Inc. for the subject project. The total project 
value has been determined fair and reasonable and Pfizer, Inc. 's proposal has been selected IA W the 
above referenced Basis of Selection. 

The total approved cost to the Government for this effort is not to exceed 1,950,097,500.00. The 
break-out of the costs is as follows: $1,950,000,000.00 to perform project efforts included in the SOW 
and $97,500.00 for the Consortium Management Firm (CMF) Administrative Cost. The CMF 
Administrative Cost was approved as a "Special Allocation" for Operation Warp Speed (OWS) 
Prototype Projects executed under the MCDC OTA. The effort currently has 1,950,097,500.00 of 
available funding, comprised of 1,950,000,000.00 for the Project Agreement, 67,500.00 for the 
CMF Special Allocation, and $30,000 for other, non G&A, A TI costs, which will be incurred, tracked, 
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and invoiced in accordance with Article V of the OT A. The COVID-19 work shall be tracked 
separately using the funding obligated via modification P00076. In alignment --·th the s eciaJ 
allocation conditions, it is noted that this projec~od of performance 
_, with a projected completion date ot-. A customized clause for · e specia 
allocation, will be incorporated into the funding modification for this prototype project. 

The prime contractor is considered a small business, nontraditional defense contractor, or nonprofit 
reseru:ch institution and determined to be providing a significant contribution. The affirmation of 
business stan1s certifications submitted as part of the proposal are hereby incorporated into the 
agreement. The contractor shall notify the MCDC CMF of any deviation from the final proposed 
affumation of business status certifications that would affect the contributions of the small business, 
nontraditional defense contractor, or nonprofit research institution as proposed. 

In accordance with 10.U.S.C. 237lb(f), and upon a determination that the prototype project for this 
transaction has been successfully completed, this competitively awarded prototype OTA may result 
in the award of a follow-on production contract or transaction without the use of competitive 
procedures. 

Points of Contact: 

• • . .. I .. I .. 

(b) (6) 
, . (b) (6) 

• .. · (b) (6) 

Regards, 

X (b) (6) 
tmlm■ 
Agreements Officer 

Signed by: (b) (6) 

Attachments: 
Attachment 1: MCDC201 l-003 - Pfizer - 7-21-2020 
Attachment 2: SOW Appendix 1 Clause for MCDC Consortium Other Transaction Authority Agreements 
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Statement of Work 
For 

COVID-19 PANDEMIC-LARGE SCALE VACCINE MANUFACTURING 
DEMONSTRATION 

RPP #: 20-11 
Project Identifier: 2011-003 
Consortium Member: Member 
Title of Proposal: COVID-19 Pandemic--Large Scale Vaccine Manufacturing Demonstration 
Requiring Activity: Joint mission between the Department of Health and Human Services and 
Department of Defense to combat COVID-19 

LO INTRODUCTION, SCOPE, AND OBJECTIVES 

1.1 Introduction 

This Statement of Work (the "Statement of Work") is hereby entered into, effective as of July 21, 
2020, pursuant to that certain Project Agreement by and between MCDC and Pfizer dated as of 
July 21, 2020 ("this Agreement" or "Project Agreement"). 

An outbreak of respiratory disease caused by a novel coronavirus was first detected in China in 
late 2019 and has now spread worldwide, including the United States ("US"). The virus has been 
named Severe Acute Respiratory Disease Coronavirus-2 ("SARS-CoV-2") and causes 
Coronavirus Disease 2019 ("COVID-19"). On January 30, 2020, the International Health 
Regulations Emergency Committee of the World Health Organization ("WHO"), declared the 
outbreak a "Public Health Emergency of International Concern". On January 31, the US 
Department of Health and Human Services Secretary ("HHS"), Alex M. Azar II, declared a Public 
Health Emergency for the US to aid the nation's healthcare community in responding to COVID-
19. On March 11, 2020, WHO publicly characterized COVID-19 as a pandemic. On March 13, 
2020 the President of the United States declared the COVID-19 outbreak a national emergency. 
The Government has identified COVID-19 vaccine candidates that are progressing rapidly through 
advanced research and development activities. 

Therefore, in response to a request by the Government, Pfizer is proposing to manufacture at-scale 
and fill-finish, for provision to the Government, a state-of-the-art candidate vaccine, developed in 
collaboration with BioNTech and capable of providing protection against the SARS-Co V-2 threat 
and related coronaviruses, subject to technical, clinical and regulatory success. 

Pfizer and BioNTech's program aims to revolutionize the vaccine field by providing an mRNA 
candidate that, itself, has several key advantages, including the efficiency and flexibility of the 
platform- which is apparent by the pace of the vaccine development and the unprecedented phase 

This Statement of Work includes proprietary and confidential commercial data of Pfizer Inc. that shall not be disclosed outside the MCDC 
Management Firm and the Government and shall not be duplicated, used, or disclosed, in whole or in part, for any purpose other than to evaluate 

this Statement of Work and negotiate any subsequent award. If, however, an agreement is awarded as a result of, or in connection with, the 
submission of this data, the MCDC Management Firm and the Government shall have the right to duplicate, use, or disclose these data to the extent 
provided in the resulting agreement. This restriction does not limit the MCDC Management Firm and the Government's right to use the information 
contained in these data if they are obtained from another source without restriction. The data subject to this restriction are set forth on each page of 

this Statement of Work. 
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1/2/3 trial design that it supports. A clear fundamental difference of this candidate over more 
traditional modalities, such as viral vector vaccines, is that mRNA is delivered by protein-free lipid 
nanoparticles, which is believed to abolish the risk of anti-vector immunity and pennit boosting to 
maximize the level and dmation of immune responses. 

The mRNA vaccine technology is also intended to enable quick scale up of production, which is 
critical for bringing a COVID-19 vaccine to market to address this urgent medical need while 
preserving high quality and safety standai·ds. 

The intent of this prototype project is to demonstrate that Pfizer has the business and logistics 
capability to manufacture IOOM doses of its ctmently unapproved mRNA-based COVID-19 
vaccine for the Government , using the Pfizer/BioNTech unique mRNA 
delivery system and its associated cold chain requirements, under pandemic conditions. This 
prototype project aims to significantly accelerate and secure US access to this promising medical 
cotmtenneasure based on domestic manufacturing. 

1.1.1 BACKGROUND 

, Pfizer and BioNT ech entered into an agreement for the co-development and 
distnbution (excluding China) of a potential mRNA-based coronavirus vaccine aimed at 
preventing COVID-19 infection the "Pfizer/BioNTech Agreement'' . Under the Pfizer/BioNTech 
A eement, 

2 
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The collaboration has rapidly advanced multiple COVID-19 vaccine candidates into human 
clinical testing based on BioNTech's proprietary mRNA vaccine platforms, with the objective of 
ensuring rapid worldwide access to the vaccine, if approved. The collaboration leverages Pfizer's 
broad expe1tise in vaccine research and development, regulatory capabilities, and global 
manufacturing and distribution network. The two companies are jointly conducting clinical trials, 
and will also work jointly to commercialize the vaccine upon regulatmy approval. 

Pfizer and BioNTech have already made substantial progress, outside this Statement of Work and 
without use of any Government funding, towards the demonstration of technical and 
manufacturing feasibility, in.eluding through the initiation of Phase 1/2 studies evaluating the 
likelihood of safety, tolerability and immunogenicity in the US and in Ge1many. The goal of the 
program is to rapidly develop and obtain regulatory licensure for a vaccine for use in adults ~18 
years of age, followed by a possible pediatric and/ or maternal indication (to protect ~4M US 
pregnant women at risk each year). Both companies aspire to have an FDA-approved or authorized 
vaccine ready for administration in the US by October 31, 2020. Based on current information, 
Pfi.zer and BioNTech anticipate a 2-dose per patient regimen. 

This Statement of Work is designed toward establishing production capacity and distribution 
infrastructure sufficient to ensure that doses of the vaccine manufactured under this Agreement 
can be made available immediately for administration in the US, if clinical trials are successful 
and the FDA grants an Emergency Use Authorization ("EUA'') under Section 564 of the Federal 
Food, Drug, and Cosmetic Act or Biologics License Application ("BLA") licensure under Section 
351(a) of the Public Health Service Act (hereaBer "FDA-approved or authorized"). 

1.1.2 ACTIVITIES UNDERTAKEN WITHOUT GOVERNMENT FUNDING 

This section describes activities that Pfizer and BioNTech have been performing and will continue 
to perform without use of Government funding. These activities are described solely for 
background and context for the Government-funded deliverables itemized in Section 4. 

A. Regulatmy Planning 

Pfizer will meet the necessaiy FDA requirements for conducting ongoing and planned clinical 
trials, and with its collaboration partner, BioNTech, will seek FDA approval or authmization for 
the vaccine, assuming the clinical data supports such applic-ation for approval or authorization. 
Given that these clinical trials are regulated by the FDA and HHS, there is no need for separate 
regulation by the U.S. Almy Medical Research and Materiel Command. BioNTech is the 
Investigational New Drng ("IND") holder, while Pfizer is the designated agent for all interactions 
with the FDA and is taking the lead on all communications with and submissions to FDA. 

3 
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B. Clinical and Regulatory Approach 

BioNTech is the regulatory sponsor for trials of the vaccine and will be the applicant in the US for 
an EUA and/or a BLA, and will ultimately be the holder of any such approval issued in the US. 
Pfizer is BioNTech 's authorized agent to FDA. As noted above, Pfizer is the designated agent for 
all interactions with the FDA and is taking the lead on all communications with and submissions 
to FDA. 

P1ior to commencing clinical development, on February 6, 2020, BioNTech obtained feedback 
from the Paul Ehrlich Institute ("PEI") on plans for rapid vaccine development in response to the 
COVID-19 outbreak following a Scientific Advice Meeting. Based on the PEI feedback, 
BioNTech refined the clinical program plan and prepared a detailed protocol for FIH clinical study 
(BNT162). Additionally, a meeting was held by BioNTech on February 24, 2020 with the Chinese 
CDC to discuss a possible Special Review Procedure. 

In Germany, BioNTech began a Phase 1/2 study (BNT162-0l) in late April 2020. BNT162-01 is 
a dose-escalation trial investigating the safety and immunogenicity of COVID-19 mRNA vaccine 
candidates in healthy adults. The primary objective of the study is to desc1ibe the safety and 
tolerability profiles of prophylactic BNT162 vaccine candidates after a single dose (for saRNA) 
or two doses separated by 21 days (uRNA and modRNA candidates). The secondary objective of 
the study is to describe the immune response to the vaccine in healthy adults, as measured by a 
functional antibody assay, such as virus neutralization. 

Informed by BNT 162-01, the Phase 1/2 US study (C459l001) of the vaccine candidates started in 
May 2020. Pfizer and BioNTech utilized this approach to efficiently optimize formulation and 
dose selection in the clinic. Study C459l001 is a single, multistage and multi-phase trial (including 
the pivotal efficacy portion) designed to generate the data needed to achieve FDA approval or 
authorization for use of one of the vaccine candidates. This is a randomized, placebo-controlled, 
observer-blind, dose-finding and vaccine candidate-selection study in healthy adults. The study is 
evaluating the safety, tolerability, and immunogenicity of the COVlD-19 mRNA vaccine 
candidates. 

The study consists of 3 stages: 

Stage 1: to identify preferred vaccine candidate(s), dose level(s), number of doses, and 
schedule of administration (with the first 15 participants at each dose level of each vaccine 
candidate comprising a sentinel cohort); 

Stage 2: an expanded-cohort stage; and 

Stage 3: a final candidate/dose large-scale stage. 

This Statement of Work includes proprietary and confidential commercial data of Pfizer Inc. that shall not be disclosed outside the MCDC 
Management Firm and the Government and shall not be duplicated, used, or disclosed, in whole or in part, for any purpose other than to evaluate 
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Using this approach, Pfizer and BioNTech are efficiently working towards selection of final 
candidate/dose level. 

The study cun-ently is being amended to incorporate a pivotal efficacy study design. Therefore, 
the study would be conve1ted to a single Phase 1/2/3 study. The pivotal study portion (i.e., Phase 
2b/3) is expected to enroll up to -30,000 subjects (1:1 randomized between vaccine and placebo). 

Upon gathering adequate safety and immunogenicity/efficacy data in a sufficient number of 
subjects, Pfizer believes the vaccine candidate could, with FDA's agreement, be administered 
under EUA. 

As background, Pfizer's and BioNTech's activities to ensure provision of vaccine on a timely 
schedule may include the following discrete activities, depending on emerging data and regulatory 
guidance. 

Activity Success Criteria 

Candidate, dose, and regimen Decision endorsed by Pfizer-BioNTech 
selection Joint Steering Committee 

Phase 2b/3 Study Start Requires FDA (CBER) approval 

Phase 1/2/3 Demonstration of Adequate efficacy and safety data 
immunogemc1ty, efficacy supports EUA application 
(interim analysis) and safety 

EUA Submission to Support Acceptance ofEUA submission 
Use in American Population 

BLA Submission to Support 
Use in American Population 

EUA Issuance to Support Use 
in Ame1ican Population 

BLA Approval to Support Use 
in Ame1ican Population 

Post-Approval Commitments 
Agreed 

Agreement from FDA (CBER) that 
proposed licensure package (preclinical, 
clinical, CMC) is acceptable 

EUA issued 

BLA approval 

Agreement with FDA 

Estimated Timing 

(b) (4) 

(b) ( 4) 

(b) (4) 

(b) ( 4) 

(b) (4) 

This Statement of Work includes proprietary and confidential commercial data of Pfizer Inc. that shall not be disclosed outside the MCDC 
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C. Chemistry Manufacturing Controls (CMC) 

Pfizer will complete the necessar 
manufacture 100M doses 
to manufacture and quality release 
non-preservative multi-dose vial 

Pfizer cmTently estimates potential production rates 

activities to demonstrate the ability to 
. Pfizer will use diligent efforts 
1 00M doses within the US in a 

With GMP production expected to commence for drug product, this plan would 
allow for ~40M doses to be supplied under this Statement of Work in.. As Pfizer validates 
the facilities and makes continuous process improvements, Pfizer currently anticipates such 
production rate to increase starting in - Should clinical data indicate that a lesser amount of 
dosage may be needed, there could be an increase in the anticipated potential number of doses 
supplied in 

As background, to help ensure delivery of the doses, Pfizer is undertaking the following CMC 
activities: 

1. Continue with BioNTech to manufacture initial clinical trial material for EU and US 
Phase 1/2/3 studies, through mRNA production in Ge1many and EU (Puurs, Belgium for fill­
finish) and drug product/labelling operations at EU CMOs and establish EU based supply chain 
for lipid nanoparticle (LNP) formulation, fill, finish and distribution for commercial supply. 

2. Complete knowledge transfer of the technology and manufacturing process from 
and its CMO artners to Pfizer in order to establish the rocess at Pfizer in the US, 

3. Obtain all raw material supplies for manufacturing. This may include support of 
existing third-party suppliers of raw materials, ualif in new third- ar tiers and/or in-
iiiliiuction of certain raw materials, 

(b) ( 4) 4. Establish mRNA (drug substance), lipid nanoparticle 
(LNP) fo1mulation/fill finish ( drng product) capacity for GMP Covid-19 pandemic supply of the 
RNA-based COVlD-19 vaccine on US soil. 

5. Develop the shipping model for the -80 °C drug product in consultation with CDC. 

In parallel, Pfizer is prepared to also evaluate alternative options including: 

6 
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stuclies to develop 

(b) ( 4) 

-

CMC rogram may include, but not be limited to: (a) 
; (b) diug substance development; (c) diug product development (LNP formulation, 

d) analytical development in GLP and GMP setting; ( e) GLP and GMP manufacturing; 
and (f) and shipping of -80 °C frozen product. 

(b) Drug Substance Development: Pfizer shall scale-up its capabilities for process 
optimization, manufacture, analysis, release of GMP materials (mRNA) and securing necessary 
raw materials from third patty providers. For diug substance manufachrre, Pfizer seeks to build­
out the existin urification suite located at Pfizer's 

P zer s a supp y mcrementa resomces to trans er nnp ement new tee o ogy 
and GMP manufacturing processes, including technical experts, quality professionals, analytical 
technicians, and trained operational staff. 

(c) Dmg Product Development (Lipid Nanopai1icle (LNP Fo1mulation. Fill-Finish)): 
Activities Pfizer shall pe1form may include, but are not be limited to, securing of necessary lipids 
for formulation and manufacturing process development for BNT162; defining the fmmulation; 
and initial develo ment of manufachu-in rocess and anal ical methods. Pfizer will undertake to 

( d) Analytical Development: Analytical development may include, but not be limited 
to: methods transfer participation at receiving site and in-process testing support; process 
ve1ification on commercial equipment; media fill runs; enginee1ing trials; re istration batch 
manufacnrre· and registration batch stabili ivota1 stabili testin . 
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(e) 
lies for Phase 1/2 will be conducted b 

without Government funding: 

1.2 Scope 

As background, to maintain a timely 
zer 1s aspmng to undertake the following discrete activities, 

The scope of this prototype project is the demonstration by Pfizer of the supply and logistics 
capability to manufacture and distribute to the Government of l00M doses of a novel mRNA­
based vaccine that has received FDA-approval or authorization based on demonstration of efficacy 
(hereafter FDA-approved or authorized). The criteria for successful Emergency Use Authorization 
(EUA) are described in Emergency Use Authori=atio11 of Medical Products and Related 
Authorities: Guidance for Industry and Other Stakeholders, Janua,y 2017; and Development and 
Licensure of Vaccine to Prevent COVID-19: Guidance for Industry June 2020. The successful 
provision of these doses shall establish the effectiveness of a technology capable of potentially 
providing immediate and long-term solutions to coronavirus infections. While pre-clinical, 
clinical, and chemistry/manufacturing/controls (CMC) activities ru·e described in the Background 
section of this Statement of Work, the Parties acknowledge and agree that such activities not 
related to the large-scale manufacturing demonstration ru·e out-of-scope for this prototype project 
as Pfizer and BioNTech have and will continue to fimd these activities, without the use of 
Government funding. 
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1.3 Objective 

(a) Prototype Project 

As set forth more fully in Section 11. 7, the provisions of this Section 1.3 hereby supersede and 
replace, in their entirety, the provisions of Section 21.15 of the MCDC Base Agreement, 2020-532 
(July 2018) ("Base Agreement"). 

Consistent with the Government's objectives under Operation Warp Speed, Pfizer intends to 
employ its proprietary manufacturing technology and processes, in a manner compliant with 
applicable laws and regulations, including 21 CFR 210 and 211 and the Drug Supply Chain 
Security Act (to the extent required for COVID-19 medical countermeasures, as defined by 
relevant FDA guidance), to manufacture and deliver vaccine. Success of the prototype project is 
defined as manufacture of 100M doses of Pfizer and BioNTech's mRNA-based COVID-19 
vaccine and, upon FDA-approval or authorization as described above, delivery of those doses in 
accordance with Section 6.0. 

This effort constitutes a prototype project because it will be used to evaluate the technical 
feasibility of completion of the prototype project during the ongoing COVID-19 pandemic and 
unprecedented threats to several components of the prototype project. In addition, this is a 
prototype project because Pfizer will demonstrate and prove-out the at-scale, multi-lot proprietary 
manufacturing activities in order to assess the feasibility to support the necessary quantity of safe 
and effective doses required for vaccination of the U.S. population and deliver those doses within 
challenging cold chain requirements in accordance with Section 6.0. Successful completion of the 
prototype project will demonstrate Pfizer's capability to (i) rapidly manufacture product, which 
can be further scaled-up to meet mutually agreed to surge requirements with limited advance 
notification and (ii) distribute large quantities of the FDA-approved or authorized drug product in 
accordance with Section 6.0. For clarity, any manufacturing and delivery of drug product in excess 
of the specific quantities set fo1ih in Section 4.0 of this Statement of Work, shall be subject to a 
separate mutually acceptable production agreement between Pfizer and the Government. 

(b) Follow-On Production Contract/Options 

In accordance with 10.U.S.C. § 2371 b(f), and upon a determination that the prototype project is 
successful, or at the accomplishment of paiticularly favorable or unexpected results that would 
justify transition to production, the Government and Pfizer may enter into a non-competitive, 
mutually-acceptable, follow-on production agreement for additional manufacturing of the vaccine 
without the use of competitive procedures, which agreement shall reflect an unfunded option on 
the basis set f01th in the following paragraph (the "Option"). 

Under the Option, the Government may request that Pfizer rn11--~ ur ch as e by the Government for delivery 
- Any order placed pursuant to the Option Agreement will provide for a 
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minimum of l00M doses, provided that the aggregate number of doses ordered under the Option 
shall not exceed 500M. 

Upon any request pursuant to the Option, Pfizer shall infoan the Government of appropriate lead 
times based on purchase of raw materials, capacity reservation and other factors, and Pfizer and 
the Government shall mutually agree on an appropriate estimated delivery schedule. Each order 
under the Option will be subject to the reasonably acceptance of Pfizer, it being understood that 
Pfizer shall have no obli ation to accept any order pursuant to the Option that would involve 

As promptly as practicable following the effective date of this Agreement, the Government and 
Pfizer will agree in principle upon a form of production agreement reflecting the Option that can 
be executed as a binding agreement promptly upon Government request following such 
determination, demonstration, or accomplishment. 

2.0 APPLICABLE REFERENCES 

Cunent Good Manufacturing Procedures, 21 CFR 210 and 211. 

3.0 REQUIREMENTS 

Pfizer shall conduct manufacturing activities to support production and distribution of vaccine 
doses after the final vaccine candidate from its development program is selected ( currently 
expected to occur in July 2020). Subject to the terms and conditions of this Agreement, including 
without limitation Sections 3 .1, 6.0, 11.5 and 11.6, Pfizer shall use diligent efforts to manufacture, 
quality release (using Pfizer's quality system), and deliver l00M doses of an FDA-approved or 
authorized vaccine in a preservative-free, multi-dose vial no later than the end of the period of 
perfonnance ( as defined in Section 3 .1 ). 

Pfizer anticipates providing the vaccine, subject to FDA approval or authorization, as -80 °C frozen 
product that needs to be maintained at or below that temperature prior to dosing. The Government 
acknowledges that Pfizer's responsibility for cold chain will cease upon delivery in accordance 
with Section 6.0. 

Pfizer anticipates providing the vaccine, subject to FDA-approval or authorization, as a 
concenh·ate that needs to be diluted at point of use prior to dosing. Vaccinators will need to use 
locally sourced 0.9% Sodium Chloride Injection, USP (Normal Saline), syringes and needles. 

3.1 Period of Performance 

The total proposed duration of this prototype initiative is 
with an expected completion date 

(the "period of performance"). If FDA-approval or authorization is not issued by October 31, 2020 
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as estimated in Section 1.1.2 above, and Pfizer expects it will be unable to timely complete 
performance, then the Parties will discuss in good faith a contract modification to shift forward the 
estimated delivery schedule to reflect the difference in time period between October 31, 2020 and 
the date of actual regulatory approval or authorization. 

As a result of these discussions, the Government shall have the unilateral ability to extend the 
Period of Performance of this prototype project in increments of up to thirty (30) days at a time. 
In no event can this unilateral right to extend the period of performance require performance 
(b) ( 4) or result in a requirement for Pfizer to demonstrate the ability to 
manufacture more than 1 00M doses. 

Notwithstanding the efforts and estimated dates set forth throughout this Statement of Work, and 
as set out more fully in Sections 11.5 and 11.6, both Parties recognize that the vaccine is currently 
in Phase 1/2 clinical trials and that, despite the diligent efforts of Pfizer and BioNTech in research, 
and development and manufacturing, the prototype project may not be successful due to technical, 
clinical, regulatory or manufacturing challenges or failures. 

3.2 Management and Reporting 

As set forth more fully in Section 11. 7, the provisions of this Section 3 .2 hereby supersede and 
replace, in their entirety, Section 1.05 of the Base Agreement. 

Pfizer will not employ any new or other Project Management components and Pfizer shall have 
no obligation to provide any custom reports to the Government except as provided herein. The 
Government acknowledges that Pfizer plans to utilize existing Pfizer-formatted reports to provide 
this information to the Government as described in the Deliverable table below at Section 4.0. 

Pfizer shall provide [GJICI] technical reports providing an update of relevant ongoing non­
Government funded activities. 

a synopsis of the Phase 2b/3 clinical trial protocol, which 
synopsis shall include [Overview of the Protocol, Objectives and Endpoints, Statistical Methods, 
and Schedule of Activities]. 

Pfizer shall provide copies of EUA and BLA filings, as well as interim and final data updates from 
clinical studies in a format determined by Pfizer. 

Pfizer shall provide weekly prototype production status reports, including the number of batches 
produced, doses in the batch, and release status of the finished doses. 

In addition to regular reporting requirements, during the period of performance, Pfizer shall use 
diligent efforts to notify the Government of any event, risk, formal or informal 
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FDA communication, or other issue that would be reasonably expected to materially change the 
anticipated schedule by one week or more. 

Except for reports expressly contemplated in this Statement of Work, Pfizer and the Government 
agree that Pfizer will not be subject to any reporting requirements contemplated in Section 1.05 of 
the Base Agreement. 

4.0 DELIVERABLES 

As set forth more fully in Sections 11.5 and 11.6, the Government understands that the dates set 
forth below are Pfizer's best estimate, as of the Execution Date of this Agreement, of its 
development and manufacturing timelines, and that these timeframes are subject to significant 
risks and unce11ainties. Pfizer will promptly notify the Government of any event(s) that would be 
reasonably expected to materially alter projected Estimated Due Date for Deliverables 4.1 through 
4.20. 

The Government agrees that it will not resell any of the deliverables to any third party. 

Deliverables 

4.2 

4.3 

4.4 

4.5 

materials 

Phase 2b/3 Clinical 
Trial Synopsis 

Provision of PL 115-92 

Sponsor Authorization 
Letter 

e Production 

Business and 
Technical Rep011 

Pfizer­
determined 

Pfizer-
detennined 
f01mat 

Pfizer-
determined 
f01mat 

Review 

Review/ 
Approve 

Review 

Review 
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4.6 

4.7 

4.8 

4.9 

4.10 

4.11 

4.12 

4.13 

4.14 

4.15 

EUA Filing 

BLA Filing 

Delivery of l00M 
doses 

Release documentation 
for delivered doses 

Supply Chain 
Resiliency Plan or 
Pfizer Equivalent 

Manufacturing Data 
Requirement or Pfizer 
Equivalent 

Product Development 
Source Material & 
Manufacturing Reports 

and Projections 
Work Location Report 
or Pfizer Equivalent 

Facility Security Plan 
or Pfizer Equivalent 

Confirmation of 
Registration and 
Listing with FDA 

Pfizer-

determined 
fom1at 

Pfizer-
determined 
fom1at 

Pfizer­
determined 
format 

Pfizer-

determined 
format 

Pfizer -
determined 
fonnat 

Pfizer-
detennined 
format 

Pfizer-
determined 
format 

Pfizer-
determined 

format 

Review 

Review 

Receipt 

Review 

Review & 
Comment 

Review & 
Comment 

Review & 
Comment 

Review & 
Comment 

Review & 
Comment 

Review 
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4.16 Fo1mal Written Review 
Responses from the 
FDA 

4.17 FDA Inspection and Review 
Compliance Notices, 
Observations and 
Responses 

4.18 Manufach1ring Review 
Development Plan* 

4.19 Quality Management Review 
Plan** 

4.20 Shipping Specifications Review 
and Details 

describe the manufacturing process for the vaccine product to ensure conformity with 
§501(a)(2)(B) of the Food, Dmg, and Cosmetics Act (FD&C Act, Title 21 United States Code 
("U.S. 
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The Government acknowledges that, as set forth more fully in Section 1.1.2, the above deliverables 
( other than the delivery of doses contemplated by Section 4.5) are being prepared without the use 
of Govermnent ftmding. 

As used herein, the term "Limited" means "limited rights" as that te1m is defined in DF ARS 
252.227.7013(a)(14). 

5.0 MILESTONE PAYMENT SCHEDULE 

As set forth more fully in Section 11.7, the provisions ohhis Section 5 supersede and replace, in 
their entirety, the provisions of 5.04b of the Base Agreement. 

As the clinical trials and validation of the product presentation are ongoing, the estimated timing 
of delivery of doses is subject to change. Provided the FDA has granted approval or authorization, 
the 1 00M doses will be provided by Pfizer to the Government on a Firm Fixed Price per dose basis 
in accordance with the Milestone Payment Schedule. Due to variances in fill/finish yield, Pfizer 
shall invoice for and the Govermnent, through the Consortium Management Firm (CMF), shall 
pay for actual quantities delivered, at a rate of $19.50 per dose. Subject to regulatory and technical 
success, Pfizer shall use its diligent efforts to provide the Government the full 100M doses on or 
before the final delivery date. 

Upon release, Pfizer will ship the doses to the Government as set fo1th in Section 6.0, below. Pfizer 
expects to invoice the Government (through the CMF) every month for released doses that have 
been shipped during each such monthly period. The CMF will pay all such invoices within thirty 
(30) days of receipt thereof. Pfizer shall submit invoices via email to MCDC-invoices@ati.org. 

(b) ( 4) 

Total (Include Payment Type; FFP): $1.95B 

(b) ( 4) 
15 

This Statement of Work includes proprietary and confidential commercial data of Pfizer Inc. that shall not be disclosed outside the MCDC 
Management Firm and the Government and shall not be duplicated, used, or disclosed, in whole or in part, for any purpose other than to evaluate 

this Statement of Work and negotiate any subsequent award. If, however, an agreement is awarded as a result of, or in connection with, the 
submission of this data, the MCDC Management Firm and the Govemment shall have the right to duplicate, use, or disclose these data to the extent 
provided in the resulting agreement. This restriction does not limit the MCDC Management Fim1 and the Government's right to use the information 
contained in these data if they are obtained from anoU1er source without restriction. The data subject to ihis restriction arc set forth on each page of 

this Statement of Work. 

AMEf lJS J68054648vl7 

pVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000052

Except as contemplated by the Option, the price per dose set forth in this Statement of Work is 
provided in connection with Operation W aip Speed and this specific Statement of Work only. This 
price shall not serve as the basis for pricing under any separate government contracts between 
Pfizer and HHS, the Department of Defense, or any other Department or agency of the Government 
by application of most favored customer, most favored nations, or any other contract or program­
specific terms. 

For clai-ity, the Government will have no 1-ight to withhold payment in respect of any delivered 
doses, unless the FDA has withdrawn approval or authorization of the vaccine. In such event, the 
Parties will work in good faith to establish an appropriate course of action for delivered doses 
which have not et been administered. B wa of illustrative exam le onl 

6.0 SIDPPING PROVISIONS 

In coordination with the Government, Pfizer will conduct a demonstration of the shipping process 
prior to the first delive1y of doses at a time mutually agreed by the Pai1ies. As set fo11h in Section 
4.0, Pfizer agrees to share specifications and details associated with the shipping process and 
containers to enable the Government to adequately plan and prepare for potential dis1I-ibution of 
the vaccine. 

Pflzer will notify the Government the date by which doses will become available for delive1y. The 
Government will confinn dosage orders by ship-to location in advance of 
those dates; provided that each such ship-to location will abide by the specifications provided by 
Pfizer or will otheiwise be agreed by Pfizer and the Government. The number of ship-to locations 
and the manner of delivery shall be identified to create an efficient delive1y of the doses, subject 
to mutual a eement of the arties. The recommended delive uanti for each shi -to location 
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7.0 INTELLECTUAL PROPERTY, DATA RIGHTS, AND COPYRIGHTS 

As set fo1th more fully in Section 11. 7, the provisions of this Section 7 .0 supersede and replace, in 
their entirety, the provisions of Article X (Patent Rights), Article XI (Data Rights) of the Base 
Agreement. 

7.1 Inventions 

As between Pfizer and the Government, Pfizer shall hereby retain all of its rights, titles and 
interests in and to any and all inventions conceived and reduced to practice by Pfizer and/or 
BioNTech (i) as of the Effective Date of this Agreement, or (ii) after the Effective Date of this 
Agreement, outside the scope of this Statement of Work ("Background Inventions"). Pfizer does 
not grant to the Government any license to practice the Background Inventions under this 
Agreement. 

As between Pfizer and the Government, all inventions conceived or first actually reduced to 
practice in the performance of this Statement of Work ("Subject Inventions") shall be owned by 
Pfizer. If invented solely by Pfizer, Pfizer will be able to elect, in its discretion, whether to hold 
Subject Inventions as trade secrets, and holding a Subject Invention as a trade secret will not forfeit 
title to the Government. Pfizer does not grant to the Government a license to practice any Subject 
Inventions on behalf of the Government. 

Notwithstanding the foregoing, and as set forth more fully in Section 1.1.2, the Government 
acknowledges that it is not funding the research or development of the vaccine, or CMC/process 
development in respect thereof. As such, neither Pfizer nor the Government anticipate the 
conception or reduction to practice of any Subject Inventions. 

The Government acknowledges that the Bayh-Dole Act does not apply to or govern this 
Agreement. Given that the Government will not fund the conception or reduction to practice of 
Background Inventions or Subject Inventions hereunder, this Agreement shall neither (i) give the 
Government any rights to "march-in," as that term is defined in 35 U.S.C. § 203, nor (ii) subject 
Pfizer to the manufactming requirements of 35 U.S.C. § 204. 

7.2 Data 

The Government recognizes that all data relating to the vaccine has been and will continue to be 
generated by Pfizer and its collaboration partner, BioNTech, without the use of Government 
funding. 

As between Pfizer and the Government, Pfizer shall own any and all data generated by Pfizer 
and/or BioNTech (i) as of the Effective Date of this Statement of Work, or (ii) after the Effective 
Date of this Statement of Work, outside the scope of this Statement of Work ("Background Data"). 
As between Pfizer and the Government, Pfizer also shall own any and all data generated by Pfizer 
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within the scope of this Statement of Work ("Subject Data"). For the avoidance of doubt, the 
parties do not anticipate Pfizer generating any Subject Data using Govemment funding. 

Pfizer hereby grants the Govemment a non-exclusive license to use any Background Data and 
Subject Data contained in the deliverables pursuant to Section 4, but solely to the extent necessary 
for the Govemment to perform its obligations under this Agreement and arrange administration of 
the doses delivered in accordance with FDA and other applicable regulations. 

The Government will provide Pfizer with no less than thit1y (30) days' written notice p1ior to 
releasing, in response to a Freedom of Information Act (FOIA) request, any document submitted 
by Pfizer to Govemment. During this 30-day pe1iod, Pfizer shall have the 1ight to notify 
Govemment which documents, if any, contain trade secrets of Pfizer, Bio NT ech or their respective 
collaboration partners (or 0th.er information legally withboldable from release under FOIA). 

7.3 Regulatory Rights 

Pfizer will seek and anticipates that it will achieve FDA-approval or authorization and 
commercialization of Pfizer and BioNTech's mRNA-based Vaccine against SARS-CoV-2 
Coronavirus (the "Technology"). 

Pfizer and the Government agree to the following: 

Communications. Pfizer will provide the Government with all formal w1itten responses from the 
FDA regarding the Technology (b) (4) 

Pfizer also shall use diligent effo1ts to provide to the USG Government any~ 
~otices, observations, and responses from Pfizer ~ 
- The Government shall limit distribution of these documents to HHS and 
DoD regulatory personnel, and may share the substance of the documents to others within the DoD 
and HHS that have a need to know. 

DoD Medical Product P1iority. PL 115-92 allows the DoD to request, and FDA to provide, 
assistance to expedite development of products to diagnose, treat, or prevent se1ious or life-
threatening diseases or conditions facin American milit ersonnel. Pfizer reco · es that onl 
the DoD can utilize PL 115-92. 

Public ~th01ization Letter that will be 
POC(s)-

8.0 SECURITY/ EXPORT CONTROL 

As set forth more fully in Section 11. 7, the provisions of this Section 8 supersede the provisions 
of Article XII (Exp01t Controls). The following requirements of Aiticle XVII (Security and 
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OPSEC) of the Base Agreement are not applicable and are therefore self-deleting and replaced by 
this Section: all references to CUI and CDI, sub-paragraphs ( 1) through (20) excepting sub­
Paragraphs (3)(e), (4), and (20)(d). 

The security classification for this effort is Unclassified. As it is cunently not anticipated that any 
Controlled Unclassified Information ("CUI") will be obtained under this Statement of Work, other 
than Pfizer proprietary information, DFARS 252.204-8012 shall not apply. In addition, the 
training requirements of Article XVII of the Base Agreement shall not apply. However, if CUI is 
provided, Pfizer will keep all such information confidential and will only give access to such 
information to persons with a legitimate need for such access. 

Pfizer agrees to comply with all applicable laws regarding commodities and technology subject to 
this Statement of Work. Pfizer will submit plans and reports as set forth in Section 4.0 above 
addressing the security topics generally contemplated by Appendix 1 to this Statement of Work. 
The Government acknowledges that these plans will reflect Pfizer's established security 
procedures in place with respect to its facilities and infonnation security, which are at least as 
protective as would be customary for a global company. Pfizer will use commercially reasonable 
efforts to implement any further procedures/precautions reasonably requested by the Government 
with respect to Statement of Work and Appendix 1, at Pfizer's sole discretion and as long as such 
implementation would not adversely impact Pfizer's ordinary operation of its facilities and systems 
in connection with its other business and products. 

9.0 MISCELLANEOUS REQUIREMENTS (SAFETY, ENVIRONMENTAL, ETC.) 

Intentionally Left Blank. 

10.0 GOVERNMENT FURNISHED PROPERTY/MATERIAL/INFORMATION 

As set forth more fully in Section 11.7, the provisions of this Section 10.0 supersede and replace, 
in their entirety, the provisions of Article XIII (Title and Disposition of Property) of the Base 
Agreement. 

There will be no Government furnished equipment, and no equipment will be funded by the 
Government under this Statement of Work. 

11.0 OTHER 

11.1 PREP Act. 

In accordance with the Public Readiness and Emergency Preparedness Act ("PREP Act"), Pub. L. 
No. 109-148, Division C, Section 2, as amended (codified at 42 U.S.C. § 247d-6d and 42 U.S.C. 
§ 247d-6e), as well as the Secretary of HHS's Declaration Under the Public Readiness and 
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Emergency Preparedness Act for Medical Counte1measmes Against COVID-19, 85 Fed. Reg. 
15198 (Mar. 17, 2020, effective Feb. 4, 2020), and amended on April 15, 2020, 85 Fed. Reg. 
21012, and on June 8, 2020, 85 Fed. Reg 34740 (together, the "Prep Act Declaration"): 

(i) This Agreement is being entered into for pmposes of facilitating the manufacture, 
testing, development, distribution, administration, and 
Countermeasures" for responding to the COVID-19 public 
accordance with Section VI of the PREP Act Declaration; 

use of "Covered 
health emergency, in 

(ii) Pfizer's performance of this Agreement falls within the scope of the "Recommended 
Activities" for responding to the COVID-19 public health emergency in accordance 
with Section III of the PREP Act Declaratio~ and 

(iii) Pfizer is a "Covered Person" per Section V of the PREP Act Declaration. 

Therefore, in accordance with Sections IV and VII of the PREP Act Declaration as well as the 
PREP Act (42 U.S.C. § 247d-6d), the Department of Defense contracting via assisted acquisition 
on behalf of the HHS, expressly acknowledges and agrees that the HHS Declaration cited above, 
specifically its language providing immunity from suit and liability is applicable to this 
Agreement, as long as Pfizer's activities fall within the terms and conditions of the PREP Act and 
the PREP Act Declaration. 

The Govemment may not use, or authorize the use of, any products or materials provided under 
this Agreement, unless such use occurs in the United States and is protected from liability under a 
declaration issued under the PREP Act, or a successor COVID-19 PREP Act declaration of equal 
or greater scope. 

11.2 Terminations. As set f01th more fully in Section 11. 7, the provisions of this Section 11.2 
hereby supersede and replace, in their entirety, Sections 2.03 and 2.06 of the Base Agreement: 
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(b) Stop-Work Orders. Except as required by applicable law or regulation, or judicial or 
administrative order, the Government shall not have the authority to issue a Stop-Work Order to 
halt the work contemplated under this Statement of Work. 

(c) Consequences of Termination. In the event of termination of this Agreement pw-suant 
to this Section 11.2, or expiration of this Agreement at the end of the period of performance as set 
fo1th in Section 3.1, this Agreement shall forthwith become null and void and have no effect, 
without any liability on the part of any Party; provided, however, that Sections 7, 11 and 12 hereof, 
and Article VIII (Confidential Information) of the Base Agreement, shall sw-vive any termination 
or expiration of this Agreement; and provided,further, that the termination or expiration of this 
Agreement shall not release any Party hereto of any liability, including any outstanding payments 
of the Government for doses previously delivered hereunder, which at the time of termination or 
expiration had already accrued to the other party in respect to any act or omission prior thereto. 

11.3 Audits. As set forth more fully in Section 11.7, the provisions of this Section 11.3 hereby 
supersede and replace, in their entirety, the provisions of Section 5.07 (Financial Records and 
Rep01ts) of the Base Agreement. 

Pfizer's relevant financial records shall not be subject to audit until the Government has provided 
funds to Pfizer. These records will be subject to audit for a period not to exceed three (3) years 
after final payment under this Agreement. Pfi.zer shall have the right to request use of a third-party 
audit firm to audit Pfizer's books and records maintained in connection with this Agreement; 
however, in accordance with 10 U.S.C. § 2371b(c) for a period not to exceed three (3) years after 
final payment under this Agreement, the Comptroller General shall have access to examine the 
records of any party to the agreement or any entity that participates in the performance of the 
agreement. 

11.4 Disputes. As set forth more fully in Section 11.7, Section 7.02 of the Base Agreement is 
hereby amended to add the following at the end of said section: 

The Government's breach of this Statement of Work may result in money damages and nothing in 
the Project Agreement (if any) or Base Agreement prevents Pfizer from seeking relief in the United 
States Court of Federal Claims pursuant to 28 U.S.C. § 1491. 

11.5 Timing Estimates. All timing estimates set forth in this Statement of Work are subject to 
change based on emerging data, regulatory guidance, and manufactwing and technical 
developments, among other risks. 
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11.6 Limitation of Liability. The Government acknowledges and agrees that Pfizer's eff011s to 
develop and manufacture a vaccine intended to prevent COVID-19 disease caused by SARS-Co V-
2 are aspirational in nature and subject to significant risks and uncertainties. Accordingly, 
notwithstanding anything to the contrary in this Statement of Work or the Base Agreement, Pfizer 
shall have no liability for any failure to develop, obtain or maintain U.S. regulatory approval or 
authorization of such a vaccine in accordance with the estimated schedule described in this 
Statement of Work. 

Even if a vaccine is successfully developed and obtains U.S. regulatmy approval or authorization, 
Pfizer shall have no liability for any failure to deliver doses in accordance with the estimated 
delivery dates set forth in this Statement of Work to the extent any such change in delive1y dates 
is based on emerging data, regulato1y guidance, manufacturing and technical developments, or 
other risks outside Pfizer's control;provided, however, Government retains the right to terminate 
this Agreement or to issue a Stop-Work Order, as specifically contemplated in Sections 11.2(1) 
and 1 l.2(b). 

This Section 11.6 supersedes the Base Agreement's 
e extent they are inconsistent with this Statement of Work. 

11.7 Order of Precedence. Notwithstanding the provisions of Al1icle XXIII (Order of 
Precedence) of the Base Agreement, the Parties hereby expressly agree that to the extent any 
provision of the Project Agreement (if any) or this Statement of Work conflicts with any provision 
of the Base Agreement, the provision of the Project Agreement (if any) or this Statement of Work, 
as applicable, shall supersede and replace, in the entirety, the conflicting provision of the Base 
Agreement and control the relationship of the Pai1ies. 

Without limiting the generality of the foregoing, this Section 11. 7 shall supersede Article XXIII 
(Order of Precedence) of the Base Agreement and the tenns of this Statement of Work shall 
constitute "specifically negotiated Project Agreement terms" referenced in the last sentence 
thereof. 

This Statement of Work hereby supersedes, without limitation, the following provisions of the 
Base Agreement: Section 1.05 (Repo11ing Requirements), Section 2.03 (Termination Provisions), 
Section 2.06 (Stop-Work), Section 5.07 (Financial Records and Repo1ts), Section 8.05 (Te1m), 
Article IX (Publications), Alticle X (Patent Rights), Article XI (Data Rights), XII (Export 
Controls), Article XIII (Title and Disposition of Property), Alticle XVII (Secmity and OPSEC), 
and Sections 21.6-21.15 (Regulations) and the integration clause above the signature block to the 
Base Agreement. 
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11.9 Non-Traditional Defense Contractor. Pfizer has self-ce1tified that Pfizer meets the 
definition of a "Nontrnditional Defense Contractor" as defined in the Base Agreement and 
therefore is not subject to the cost-sharing requirement referenced in Article VI of the Base 
Agreement. 

11.10 Confidentiality. As set forth more fully in Section 11.7, the provisions of this Section 
11.10 hereby supersede and replace, in their entirety, the provisions of Section 8.05 of the Base 
Agreement. 

The obligations of the Receiving Party under this Section shall continue for a period of ten (10) 
years from the conveyance of Confidential Inf01mation. If Pfizer shall need to disclose trade secret 
infonnation to the Government, Pfizer and the Government will first dete1mine in good faith 
whether the Government desires to receive any such trade secret inf01mation and if the 
Government so desires to receive such trade secret information, all such inf 01mation shall be held 
by the Government in confidence in perpetuity. 

11.11 Announcements. Neither Pfizer nor the Government shall make, or pe1mit any person to 
make, any public announcement concerning the existence, subject matter or terms of this 
Agreement, the tJ:ansactions contemplated by it, or the relationship between the Pfizer and the 
Government hereunder, without the prior written consent of the other, such consent not to be 
unreasonably withheld or delayed, except as required by law, any governmental or regulatory 
authority (including, without limitation, any relevant securities exchange), any cowt or other 
authority of competent jurisdiction. Notwithstanding the foregoing, Pfizer and (its collaboration 
partners) shall have the right, but not the obligation, to prepare and submit scientific publications 
and release information to the public about its Covid-19 development program, without the 
Government's consent or involvement. This section supersedes and replaces Aiticle IX of the 
Base Agreement. 

12.0 AGREEMENTS OFFICER'S REPRESENTATIVE (AOR) AND ALTERNATE 
AOR CONTACT INFORMATION 

AOR 

NAME: (b) (6) 
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MAILING ADDRESS: 
EMAIL: 
PHONE: 
AGENCY NAME/DIVISION/SECTION: BARDA/ ASPR/1-IBS 
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Appendix 1: Clause for MCDC Consortium Other Transaction Authority 
Agreements 

Standard Language OWS for Consortium OTA 

Required MCDC Base Agreement Modifications 

The Medical CBRN Consortium (MCDC) Base Agreement, Article XVII, SECURITY & OPSEC shall apply to this Project 
Agreement. In addition, the below language shall replace Paragraph 6 of Article XVII of the MCDC Base Agreement. 

(6) Access and General Protection/Security Policy and Procedures. This standard language text is applicable to ALL P AH 
employees working on critical program information or covered defense information related to Operation Warp Speed (OWS), and 
to those with an area ofperfonnance within an Army controlled installation, facility or area. PAH employees shall comply with 
applicable installation, facility and area c01mnander installation/facility access and local security policies and procedures (provided 
by government representative). The PAH also shall provide all information required for background checks necessary to access 
critical program information or covered defense information related to OWS, and to meet installation access requirements to be 
accomplished by installation Provost Marshal Office, Director of Emergency Services or Security Office. The P AH workforce 
must comply with all personal identity verification requirements as directed by DOD, HQDA and/or local policy. ln addition to the 
changes otherwise authorized by the changes clause of this agreement, should the Force Protection Condition (FPCO ) at any 
individual facility or installation change, the Government may require changes in PAH security matters or processes. 

Required SOW Language for Deliverables (in body of SOW or Deliverables 
Section) 

Information Security 

Classification guidance for Operation Warp Speed - The security level for this agreement is UNCLASSIFIED. 

"Controlled technical inforn1ation," "covered contractor information system," "covered defense infonnation," "cyber incident," 
"infonnation system," and "technical infonnation" are defined in DF ARS Clause 252.204-7012, Safeguarding Covered Defense 
Information and Cyber Incident Reporting. 

Personnel Security 

ln addition to the industry standards for employment background checks, The Contractor must be willing to have key individuals, 
in exceptionally sensitive positions, identified for additional vetting by the United States Govermnent. 

Supply Chain Resiliency Plan 
The contractor shall develop and submit within 30 calendar days after contract award, a comprehensive Supply Chain Resiliency 
Program that provides identification and reporting of critical components associated with the secure supply of drug substance, drug 
product, and work-in-process through to finished goods. 

a) A critical component is defined as any material that is essential to the product or the manufacturing process associated 
with that product. Included in the definition are consumables and disposables associated with manufacturing. OT 
included in the definition are facility and capital equipment. 

Consideration of critical components includes the evaluation and potential impact of raw materials, excipients, active ingredients, 
substances, pieces, parts, software, firmware, labeling, assembly, testing, analytical and environmental componentry, reagents, or 
utility materials which are used in the manufacturing of a drug, cell banks, seed stocks, devices and key processing components 
and equipment. A clear example ofa critical component is one where a sole supplier is utilized. 
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The contractor shall identify key equipment suppliers, their locations, local resources, and the associated control processes at the 
time of award. This document shall address planning and scheduling for active pharmaceutical ingredients, upstream, downstream, 
component assembly, finished drug product and delivery events as necessary for the delivery of product. 

a) Communication for these requirements shall be updated as part ofan annual review, or as necessary, as part of regular 
contractual communications. 

b) For upstream and downstream processing, both single-use and re-usable in-place processing equipment, and 
manufacturing disposables also shall be addressed. For finished goods, the inspection, labeling, packaging, and associated 
machinery shall be addressed taking into account capacity capabilities. 

c) The focus on the aspects ofresiliency shall be on critical components and aspects of complying with the contractual 
delivery schedule. Delivery methods shall be addressed, inclusive of items that are foreign-sourced, both high and low 
volume, which would significantly affect throughput and adherence to the contractually agreed deliveries. 

The contractor shall articulate in the plan, the methodology for inventory control, production planning, scheduling processes and 
ordering mechanisms, as part of those agreed deliveries. 

a) Production rates and lead times shall be understood and communicated to the Contracting/ Agreement Officer or the 
Contracting/ Agreement Officer's Representative as necessary. 

b) Production throughput critical constraints should be well understood by activity and by design, and communicated to 
contractual personnel. As nee ssary, communication should focus on identification, exploitation, elevation, and secondary 
constraints of throughput, as appropriate. 

Reports for critical items should include the following infomrntion: 
a) Critical Material 
b) Vendor 
c) 
d) 
e) 

Supplier, Manufacturing/ Distribution Location 
Supplier Lead Time 
Shelf Life 

f) Transportation / Shipping restrictions 

The CO and COR reserve the right to request un-redacted copies of technical documents, during the period of performance, for 
distribution within the Government. Documents shall be provided within ten ( 10) days after CO issues the request. The Contractor 
may arrange for additional time if deemed necessary, and agreed to by the CO. 

Manufacturing Data Requirements: 
The Contractor shall submit within 30 calendar days after award detailed data regarding project materials, sources, and 
manufacturing sites, including but not limited to: physical locations of sources of raw and processed material by type of material; 
location and nature of work perfonned at manufacturing, processing, and fill/finish sites; and location and nature of non-clinical 
and clinical studies sites. The Government may provide a table in tabular format for Contractor to be used to submit such data 
which would include but not be limited to the following: 

• Storage/inventory of ancillary materials (vials, needles, syringes, etc.) 
• Shipment of ancillary materials (vials, needles, syringes, etc.) 
• Disposal of ancillary materials (vials, needles, syringes, etc.) 
• Seed development or other starting material manufacturing 
• Bulk drug substance and/or adjuvant production 
• Fill, finish, and release of product or adjuvant 
• Storage/inventory of starting materials, bulk substance, or filled/final product or adjuvant 
• Stability information of bulk substance and/or finished product 
• Shipment of bulk substance of final product 
• Disposal of bulk substance or final product 

Product Development Source Material and Manufacturing Reports and Projections: 
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The Contractor shall submit a detailed spreadsheet regarding critical project materials that are sourced from a location other than 
the United States, sources, and manufacturing sites, including but not limited to: physical locations of sources of raw and processed 
material by type of material; location and nature of work perfonned at manufacturing sites; and location and nature of non-clinical 
and clinical study sites. 

The Contractor will provide manufacturing reports and manufacturing dose tracking projections/actuals utilizing the "COVID-19 
Dose Tracking Templates", on any contract/agreement that is manufacturing product 

• Contractor will submit Product Development Source Material Report 
o Within month of contract award 
o Within 30 days of substantive changes are made to sources and/or materials 
o Or on the 6th month contract anniversary. 

• Contractor will update the Dose Tracking Template weekly, during manufacturing campaigns and COVID response, with 
the fust deliverable submission within 15 days of award/modification 

• The Government will provide written comments to the Product Development Source Material and Manufacturing Report 
within 15 business days after the submission 

• If corrective action is recommended, Contractor must address all concerns raised by the Government in writing 

Contractor Locations: 
The contractor shall submit detailed data regarding locations where work will be performed under this contract, including 
addresses, points of contact, and work performed per location, to include sub-contractors. 
Contractor will submit Work Locations Report: 

• Within 5 business days of contract award 
• Within 30 business days after a substantive location or capabilities change 
• Within 2 business days of a substantive change if the work performed supports medical countermeasure development that 

addresses a threat that has been declared a Public Health Emergency by the HHS Secretary or a Public Health Emergency 
of International Concern (PHEIC) by the WHO 

Required SOW Language for Security Section 

This project requires an OPSEC Plan and a Security Plan. 

The contractor shall develop a comprehensive security program that provides overall protection of personnel, information, data, 
and facilities associated with fulfilling the Government requirement. This plan shall establish security practices and procedures that 
demonstrate how the contractor will meet and adhere to the security requirements outlined below prior to the commencement of 
product manufacturing, and shall be delivered to the Government within 30 calendar days of award. The contractor shall also 
ensure all subcontractors, consultants, researchers, etc. performing work on behalf of this effort, comply with all Operation Warp 
Speed and Project Agreement security requirements and prime contractor security plans. 

a) The Government will review in detail and submit comments within ten (I 0) business days to the Contracting Officer (CO) 
to be forwarded to the Contractor. The Contractor shall review the Draft Security Plan comments, and, submit a Final 
Security Plan to the U.S. Government within thirty (10) calendar days after receipt of the comments. 

b) The Security Plan shall include a timeline for compliance of all the required security measures outlined by the 
Government. 

c) Upon completion of initiating all security measures, the Contractor shall supply to the Contracting Officer a letter 
certifying compliance to the elements outlined in the Final Security Plan. 

At a minimum, the Final Security Plan shall address the following items: 
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1. Facility Security Plan 
Description: As part of the partner facility's overall secwity program. the contractor shall submit a written secwity 
plan with their proposal to the Agreement Officer for review and approval by Operation Warp Speed secwity 
subject matter experts. The perfonnance of work under the Project Agreement will be in accordance with the 
aooroved secwity plan. The secwity plan will include the followinJZ processes and procedures at a minimum: 

Secwity Administration 

Personnel Secwity 

Physical Security Policies 
and Procedw·es 

Information Secwity 

Information 
Technology/Cyber Secw·ity 
Policies and Procedures 
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• organization chart and responsibilities 
• written security risk assessment for site 
• threat levels with identification matrix (High, Medium. or Low) 
• enhanced sectuity procedures during elevated threats 
• liaison procedures with law enforcement 
• annual emolovee securitv education and training orogram 
• policies and procedures 
• candidate recruitment process 
• background investigations process 
• employment suitability policy 
• employee access detenniuation 
• rules of behavior/ conduct 
• termination procedures 
• non-disclosure agreements 
• internal/external access control 
• protective services 
• identification/badging 
• employee and visitor access controls 
• par.king areas and access control 
• perimeter fencing/bairiers 
• product shipping, receiving and transport secwity procedures 
• facility security lighting 
• restricted ai·eas 
• signage 
• intrusion detection systems 
• alarm monitoring/response 
• closed circuit television 
• product storage secwity 
• other control measures as identified 
• identification and marking of sensitive information 
• access control 
• storage of inforn1ation 
• document control procedmes 
• retention/ destruction reQUirements 
• intrusion detection and prevention systems 
• threat identification 
• employee training (initial and annual) 
• encryption systems 
• identification of sensitive information/media 
• password policy (max days 90) 
• lock screen time out policy (minimum time 20 minutes) 
• removable media policy 
• laptop policy 
• removal of IT assets for domestidforeign travel 
• access control ai1d detennination 
• VPN procedmes 
• WiFi and Bluetooth disabled when not in use 
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• system document control 

• system backup 

• system disaster recove1y 

• incident response 

• system audit procedures 

• property accountability 
2. Site Secul'ity Mastet· PlAD 

Description: The partner facility shall provide a site schematic for security systems which includes: main access 
points: security cameras; electronic access points: IT Server Room; Product Storage Freezer/Room: and bio-
containment laboratories. 

3. Site Threat/ Vulne1·11bility / Risk Assessment 
Description: The partner facility shall provide a written risk assessment for the facility addressing: criminal threat. 
including crime data: foreign/domestic terrorist threat: industrial espionage: insider threats: natural disasters: and 
potential loss of critical infrastructure (power/water/natural gas, etc.) This assessment shall include recent data 
obtained from local law enforcement agencies. The assessment should be updated annually. 

4. Physical Security 
Description: 
Closed Circuit Television 
(CCTV) Monitoring 

Facility Lighting 

Shipping and Receiving 

Access Control 
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a) 

b) 

c) 
d) 
e) 

f) 
g) 

a) 

b) 
c) 

a) 
b) 

c) 

a) 

b) 
c) 

d) 

e) 

Layered (internal/external) CCTV coverage with time-lapse video 
recording for buildings and areas where critical assets are processed or 
stored. 
CCTV coverage must include entry and exits to critical facilities, 
perimeters, and areas within the facility deemed critical to the execution of 
the contract. 
Video recordings must be maintained fm-a minimum of30 days. 
CCTV surveillance system must be on emergency power backup. 
CCTV coverage must include entry and exits to critical facilities, 
perimeters. and areas within the facility deemed critical to the execution of 
the contract. 
Video recordings must be maintained for a minimum of 30 days. 
CCTV surveillance system must be 011 emer2e11c.y power backup. 
Lighting must cover facility perimeter, parking areas, critical 
infrastructure, and entrances and exits to buildings. 
Lighting must have emergency power backup. 
Lighting must be sufficient for the effective operation of the CCTV 
surveillance system dwing how·s of darkness. 
Must have CCTV coverage and an electronic access control system. 
Must have procedures in place to control access and movement of drivers 
picking up or delivering shipments. 
Must identify drivers picking up Government products by government 
issued photo identification. 
Must have an electronic intrusion detection system with centralized 
monitoring. 
Responses to alanns must be immediate and documented in writing. 
Employ an electronic system (i.e., card key) to control access to areas 
where assets critical to the contract are located (facilities, laboratories, 
clean rooms, production facilities. warehouses, serve1· rooms. records 
storage, etc.). 
The electronic access control should signal an alarm notification of 
w1auth01ized attempts to access restricted areas. 
Must have a system that provides a historical log of all key access 
transactions and keot on record for a minimum of12 months. 
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EmployeeNisitor 
Identification 

Security Fencing 

Protective Security Forces 

Protective Security Forces 
Operations 

5. Security Operations 
Description: 
Information Sharing 

Training 

Security Management 

6. Per-soooel Security 
Description: 
Records Checks 

Hiring and Retention 
Standards 
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f) Must have procedures in place to track issuance of access cards to 
employees and the ability to deactivate cards when they are lost or an 
employee leaves the company. 

g) Response to electronic access control alarms must be immediate and 
documented iu ·writing and kept on record for a minimum of 12 months. 

h) Should have written procedures to prevent employee piggybacking access 
i) to critical infrastructure (generators. air handlers. fuel storage. etc.) should 

be controlled and limited to those with a legitimate need for access. 
j) Must have a written manual key ac"countability and inventory process. 
k) Physical access controls should present a layered approach to critical 

assets within the facility. 
a) Should issue company photo identification to all employees. 
b) Photo identification should be displayed above the waist anytime the 

employee is on company property. 
c) Visitors should be sponsored by an employee and must present 

government issued photo identification to enter the property. 
d) Visitors should be logged in and out of the facility and should be escorted 

by an employee while on the premises at all times. 
Requirements for security fenciug will be determined by the criticality of the 
program, review of the security plan, threat assessment, and onsite security 
assessment. 
Requirements for security officers will be dete1mined by the criticality of the 
program, review of the security plan, threat assessment, and ousite security 
assessment. 

a) Must have ill-service training program. 
b) Must have Use of Force Continuum. 
c) Must have communication systems available (i.e., landline on post, cell 

phones, handheld radio, and desktop computer). 
d) Must have Standing Post Orders. 
e) Must wear distinct uniform identifying them as security officers. 

a) Establish formal liaison with law enforcement. 
b) Meet in person at a minimum annually. Document meeting notes and keep 

them on file for a, minimum of 12 months. POC infonnation for LE 
Officer that attended the meeting must be docwnented. 

c) lmolement procedures for receiving and disseminating threat infom1ation. 
a) Conduct new employee security awareness training. 
b) Conduct and maintain records of annual security awareness training. 
a) Designate a knowledgeable security professional to manage the security of 

the facility. 
b) Ensure subcontractor compliance with all Government security 

requirements. 

Verification of social secw-ity number, date ofbit1h. citizenship, education 
credentials, five-year previous employment histmy. five-year previous residence 
history. FDA disbarment. sex offender registry, credit check based upon position 
within the compauy; motor vehicle records check as appropriate: aud local/national 
criminal hist01y search. 

a) Detailed policies and procedures concerning hi.ting and retention of 
employees, employee conduct, and off boarding procedures. 
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b) Off Boarding procedures should be accomplished within 24 hour of 
employee leaving the company. This includes tennination of all network 
access. 

7. Information Secu1ity 
Description: 
Physical Document Control a) Applicable documents shall be identified and marked as procw-ement 

sensitive. proprietary. or with appropriate government markings. 
b) Sensitive. proprietary, and government documents should be maintained in 

a lockable filing cabinet/desk or other storage device and not be left 
unattended. 

c) Access to sensitive information should be restricted to those with a need to 
know. 

Document Destruction Documents must be destroyed using approved destruction measures (i.e, 
shredders/approved third party vendors/ pulverizing/ incinerating). 

8. Information Technology & Cybersecurity 
Description: 
Identity Management 

Access Control 

Training 

Audit and Accountability 

Configuration Management 

AMlf ICAr--.. 
pVERSIGHT 

a) 

b) 
c) 
d) 

e) 

f) 

g) 

a) 
b) 

c) 

d) 
a) 

a) 

b) 

c) 
d) 

a) 
b) 

Physical devices and systems within the organization are inventoried and 
accounted for annually. 
Organizational cybersecurity policy is established and collllllunicated. 
Asset vulnerabilities are identified and documented 
Cyber threat intelligence is received from infomiation sharing fomms and 
sources. 
Threats, vulnerabilities, likelihoods, and impacts are used to dete1mine 
risk. 
Identities and credentials are issued, managed, verified, revoked. and 
audited for authorized devices. users and processes. 
Users, devices. and other assets are authenticated (e.g., single-factor, 
multifactor) commensurate with the risk of the transaction (e.g., 
individuals' security and privacy risks and other organizational risks) 
Limit information system access to authorized users. 
Identify infonnation system users. processes acting on behalf of users. or 
devices and authenticate identities before allowing access. 
Limit physical access to information systems. equipment. and server 
rooms with electronic access controls. 
Limit access to/ verify access to use of external infonnation systems. 
Ensure that personnel are trained and are niade aware of the secw-ity risks 
associated with their activities and of the applicable laws. policies. 
standards. regulations. or procedures related to information technology 
systems. 
Create. protect. and retain information system audit records to the extent 
needed to enable the monito1-ing, analysis, investigation, and reporting of 
U1uawful. unauthorized, or inappropriate system activity. Records must be 
kept for minimum must be kept for 12 months. 
Ensure the actions of individual information system users can be uniquely 
traced to those users. 
Update nialicious code mechanisms when new releases are available. 
Pe1fonn periodic scans of the information system and real time scans of 
files from extemal solll'ces as files are downloaded, opened, or executed. 
Establish and enforce security configw-ation settings. 
Implement sub networks for publically accessible system components that 
are physically or logically separated .from internal networks. 
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Contingency Planning a) Establish. implement. and maintain plans for emergency response. backup 
operations. and post-disaster recovery for information systems to ensure 
the availability of critical information resow-ces at all times. 

Incident Response a) Establish an operational incident handling capability for infonnation 
systems that includes adequate preparation. detection, analysis, 
containment. and recovery of cybersecurity incidents. Exercise this 
capability annually. 

Media and Information a) Protect information system media. both paper and digital. 
Protection b) Limit access to information on information systems media to authorized 

users. 
c) Sanitize and destroy media no longer in use. 
d) Control the use of removable media throu!ili technology or policy. 

Physical and Environmental a) Limit access to information systems, equipment, and the respective 
Protection operating environments to authorized individuals. 

b) Intrusion detection and prevention system employed on IT networks. 
c) Protect the physical and support infrastrucrure for all infomiation systems. 
d) Protect information systems against environmental hazards. 
e) Escott visitors and monitor visitor activity. 

Network Protection Employ intrusion preYention and detection technology with immediate analysis 
capabilities. 

9. Transpo1·tation Security 
Description: Adequate security controls must be implemented to protect materials while in transit from theft, 
destruction, manipulation. or damage. 
Drivers a) Drivers must be vetted in accordance with the Government Personnel 

Secwity Requirements. 
b) Drivers must be trained on specific security and emergency procedures. 
c) Drivers must be equipped with backup commwtications. 
d) Driver identity must be 100 percent con.fumed before the pick-up of any 

Government product. 
e) Drivers must never leave Government products unattended, and two 

drivers may be required for longer transport routes or critical products 
dwing times of emergency. 

f) Truck pickup and deliveries must be logged and kept on record for a 
minimum of 12 months. 

Transport Routes a) Transport routes should be pre-planned and never deviated from except 
when approved or in the event of an emergency. 

b) Transport routes should be continuously evaluated based upon new 
threats, significant planned events. weather. and other situations that may 
delay or disrupt transport. 

Product Security a) Government products must be secured with tamper resistant seals during 
transport. and the transport trailer must be locked and sealed. 

• Tamper resistant seals must be verified as "secure" after the 
product is placed in the transport vehicle. 

b) Government products should be continually monitored by GPS technology 
wltile in transport, and any deviations from plaimed routes should be 
investigated and docun1ented. 

c) Contingency plans should be in place to keep the product secw·e dwing 
emergencies such as accidents and transport vehicle breakdowns. 

10. Secwity Reporting Requirements 
Description: The partner facility shall notify the Agreement Officer within 24 hours of any activity or incident that 
is in violation of established security standards or indicates the loss or theft of government products. The facts and 
circumstances associated with these incidents will be documented in writin~ for go\'emment review. 

11. Secwity Audits 
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Description: The partner facility agrees to fonnal security audits conducted at the discretion of the government. 
Security audits may include both prime and subcontractor. 
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DEPARTMENT OF THE ARMY 
U.S. ARMY CONTRACTING COl\lIMAND - NEW JERSEY 

PICATINNY ARSENAL, NEW JERSEY 07806-5000 

REPLY TO 
ATTENTION OF 

Army Contracting Command - New Jersey 
ACC-NJ, Building 10 
Picatinny Arsenal, NJ 07806 

30 July2020 

SUBJECT: Technical Direction Letter for Medical CRBN Defense Conso1tium (MCDC). Request for 
Prototype Proposals (RPP) 20-1 L Objective PRE-20-11 forUndefinitized "Adjuvanted Recombinant COVID-
19 Vaccine Development" Sanofi Pasteur, Inc. (Sanofi) 

REF: Sanofi Request for Technical Direction Letter, RPP 20-11 under OTA WlSQKN-16-9-1002 for 
Objective PRE-20-11. dated 30 July 2020 

Advanced Technology International 
ATlN:WJIG>IIII. Sr. Contracts Manager 
31 S Sigma Drive 
Summerville. SC 29486 

Dear[OJJD, 
The Almy Contracting Command- New Jersey (ACC-NJ), in supporting the Joint Project Manager- Medical 
Counterme.asure Systems (JPM-MCS), issued MCDC RPP 20-11 on 09 June 2020. Members of the MCDC 
submitted proposals in accordance with this RPP. The Government received and evaluated all proposal(s) 
submitted and a Basis of Selection has been executed, selecting Sanofi as the awardee. The Government 
requests that a combination Cost/Finn-Fixed Price Project Agreement be issued to Sanofi to award this 
proposal under Other Transaction Agreement WlSQKN-16-9-1002, to be performed in accordance with the 
attached Government Statement of Work (SOW). 

The Government received the undefinitized Rough Order of Magnitude (ROM) proposal update on 24 July 
2020. and reviewed the costs and documentation accordingly. Based upon the acceptable update of Sanofi's 
proposal for "Adjuvanted Recombinant COVID-19 Vaccine Development" and 1) The Project Agreement 
Recipient's concmTence with the requirements included in the Government SOW: 2) An acceptable milestone 
schedule that meets SOW requirements. and: 3) The ROM that has been analyzed and concurred to by the 
Government, you are hereby directed to issue a Undefmitized Project Agreement to Sano:fi for the subject 
project. The total project value will be dete1mined fair and reasonable via a subsequent modification to the 
project agreement. 

The total approved cost to the Government for this effort is not to exceed 
of the costs is as follows: $1,769,013,470 to erfo1m ro·ect efforts include 

This modification obligates e amount o 
e rate A TI wou e ue un er norm crrcumstances. S ould the Government dete1mine that a special 

allocation rate is applicable to projects in suppo1t of Operation Waip Speed, the Government will unilaterally 
deobligate the funds which represent the delta between ATI's standai·d rate and the agreed upon special 
allocation rate. While the identified amounts are inco1porated into the OTA, they are subject to the limitations 
in the undefinitized addendum. Specifically, member funding is limited to 50% of the member ceiling. The 
COVID-19 work shall be tracked separately using the funding obligated via modification P00078. It is noted 
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that this project has a base period of performance of forty-eight ( 48) months. with a projected completion date 
of 30 September 2024. 

The prime contractor is considered a small business, nontraditional defense contractor. or nonprofit research 
institution and determined to be providing a significant contlibution. The affirmation of business status 
certifications submitted as pan of the proposal are hereby incorporated into the agreement. The contractor shall 
notify the MCDC CMF of any deviation from the final proposed affirmation of business status certifications 
that would affect the contributions of the small business. nontraditional defense contractor, or nonprofit 
research institution as proposed. 

As this project agreement is undefinitized, please see Attachment 2 of this letter for conditions to be included 
in the project agreement. 

The Sanofi Project Agreement shall contain the following language: 
"The contractor consents and agrees that while this Agreement is exectUed between Sanofi and MCDC, 
because of the involvement of the Government in selection. award, and the funding process, and because the 
work of the contractor directly benefits the Government, the contractor is in direct privity with the Govemment 
and agrees to resolve any dispute not otherwise resolved though operation of the Disputes clause directly with 
the Government in a competent court of Federal jurisdiction." 

bl accordance with 10.U.S.C. 237lb(f), and upon a detennination that the prototype project for this u·ansaction 
has been successfully completed, this competitively awarded prototype OT A may result in the award of a 
follow-on production contract or transaction without the use of competitive procedures. 

Points of Contact: 

J. !4 - - - • - -

(b) (6) 
(b)(6) 

•, · (b)(6) 

Attachments: 
Attachment 1: MCDC RPP 20-11 Sanofi SOW 

Regards, 

/\,.,.,..,...,..m,...r,,+r- nff;,..,....,.. 

Attachment 2: UPA Addendum- MCDC RPP 20-11- Sanofi 
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Statement of Work 
For Adjuvanted Recombinant COVID-19 Vaccine Development 

RPP #: 20-11 
Project Identifier: MCDC201 l-005 

Consortium Contractor: Sanofi Pasteur 
Title of Proposal: Adjuvanted Recombinant COVID-19 Vaccine Development 

Requiring Activity: Joint mission between the Department of Health and Human 
Services and Department of Defense to combat COVID-19 
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1.0 INTRODUCTION, SCOPE, AND OBJECTIVES 

1.1 Introduction 
The overall objective of this contract is to advance the development of a vaccine prototype as a 
countermeasure for the prevention of Novel Corona virus COVID-19. A COVID-19 vaccine 
prototype development is required jointly by the US Department of Defense and the Department 
of Health and Human Services. The objective of the project is to quickly and thoroughly 
develop and test an effective vaccine for licensed application against COVID-19 and provide 
rapid manufacturing capability of vaccine doses to serve public health and national security 
needs. In addition to protecting the American public, prevention of highly contagious and 
virulent COVID-19 outbreaks is a crucial force protection effort, facilitating US Armed Forces 
deployed, at sea, or CONUS in maintaining the required OPTEMPO and executing all assigned 
joint mission essential tasks. This project is for the Rapid Advanced Research and Development 
(ARD) and Large-Scale Manufacturing of a state-of-the-art vaccine against Pandemic COVID-
19. 

1.2 Scope of the Prototype Project 
This is a prototype project, consistent with 10 USC 23 71 b, because the Contractor will 1) 
develop an adjuvanted recombinant vaccine to evaluate efficacy in the generation of immunity 
antigens against COVID-19 viral infections (Product Development) and 2) rapidly expand its 
manufacturing capability to accomplish production at a scale necessary to respond to the 
pandemic (Manufacturing Capability). The manufacturing described below will comply with 
Current Good Manufacturing Practices ( cGMP) regulations at 21 CFR 210 and 211. Production 
and distribution will comply with the Drug Supply Chain Security Act where applicable, taking 
into account FDA's regular guidance for the public health response. The following describes the 
prototype project in greater detail: 

Sanofi Pasteur will achieve obtaining Emergency Use Authorization (EUA) under requirements 
to be determined by FDA, and/or a reasonable chance of moving to Phase III clinical trials by 
January 2021 with the goal of achieving FDA licensure in 2021 for Adults and Pediatric 
indication by September 2023. The objectives encompass all development plans and efforts, 
including manufacturing as part of this prototype project. Sanofi Pasteur will demonstrate 
capability to manufacture, stockpile, and distribute large quantities ofMCM to respond when 
needed. Sanofi Pasteur will perform non-clinical and clinical advanced development and/or at­
scale prototype manufactwing and fill-finish of a SARS-Co V-2 Medical Countermeasure 
(MCM). Manufacturing shall take place in a US-based facility, with assurance of sourcing of 
adequate material for production. Production shall occur using cGMP validated manufacturing 
process, fully compliant with 21 CFR 210 and 211, for bulk drug substance and fill and finished 
drug product, with a ramp-up capacity that provides doses sufficient for the government to 
vaccinate the US population. The provision of vaccine doses will be compliant with applicable 
provisions of the Drug Supply Chain Security Act (DSCSA) Sections 581-585 of PL 113-54 
(Nov 27, 2013). 

The scope of this prototype project includes clinical material manufacturing, preclinical, clinical, 
regulatory, and industrialization activities that fall into the following areas: non-clinical efficacy 
and toxicity studies; phase III clinical activities; manufacturing scale up activities; and all 
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associated regulatory, quality assurance, management, and administrative activities. The scope 
the prototype project is broken into the following phases, which are discrete work segments: 

I. Regulatory Planning 
II. Clinical Materials Manufacturing 
III. Non-Clinical Activities 
IV. Clinical Development 
V. Co1runercial Scale Drng Substance 
VI. Commercial Scale Formulation and Filling 
VII. Management and Reporting 

1.3 Follow-on Production 
In accordance with 10 U.S.C.2371b(f), and upon a determination that the Product Development 
or Manufacturing Capability portions of the prototype project for this transaction have been 
successfully completed, this competitively awarded prototype OT A may result in the award of a 
follow-on production contract or transaction without the use of competitive procedures. The 
prototype vaccine candidate will undergo Clinical Studies through Phase III ultimately 
supp01ting FDA Ii censure of the vaccine and cGMP manufactming process. 

This prototype project will be successfully completed if the Contractor meets the key technical 
goals of the project, as listed within this document, meets the success metrics established by this 
agreement or, or at the accomplishment of particularly favorable or unexpected results that 
justifies transition to production. Key Technical goals include, but are not limited to, achieving 
regulatory milestones with the US Food and Drng Administration (FDA) such as emergency use 
authorization (EUA) under 564 of the FD&C Act or a biologics licensure granted under Section 
35l(a) of the Public Health Service Act, The manufactming of 100,000,000 doses will 
demonstrate the success of the Manufacturing Capability portion of the prototype effort. 

This prototype project includes unpriced options for follow-on production. During the 
perfonnance of the prototype project, the Government, Project Agreement Holder and-will 
negotiate the scope, price and timing of production. Any p1icing for the- adjuvant shall be 
based on commercial item terms and price. If the prototype project is successful, the 
Government may then enter into follow-on production by executing these options through a 
separate stand-alone production agreement. The Follow-on production is estimated to be 
sufficient quantities of diug product to vaccinate up to 300,000,000 people, based on a two-dose 
regimen (additional 500M doses). 

1.4 Caveats and Risks 
Due to the rapid development of this vaccine program and the multiple unknowns associated 
with SARS-Co V-2 and the pandemic the following items (but not limited to) are recognized as 
potential impacts on this clinical development plan: 

• Certain assumptions are based on US Government contracting with partners and suppliers 
and those contracts may impact this timeline. 

• Sanofi recognizes the proposed clinical development plan in the So W is based on 
currently available information, could change as prototype development progresses, that 
this could result in changes to the SoW and project costs. These changes will be agreed 
to between both parties and the So W will be modified. 
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1.5 PREP Act 
In accordance with the Public Readiness and Emergency Preparedness Act ("PREP Act"), Pub. L. o. 
109-148, Division C, Section 2, as amended (codified at 42 U.S.C. § 247d-6d and 42 U.S.C. § 247d-6e), 

as well as the Secretary of HHS's Declaration Under the Public Readiness and Emergency 
Preparedness Act for Medical Countermeasures Against COVID-19, 85 Fed. Reg. 15198 (Mar. 
17, 2020, effective Feb. 4, 2020), and amended on April 15, 2020, 85 Fed. Reg. 21012 (together, 
the "Prep Act Declaration"): 

(i) This Agreement is being entered into for purposes of facilitating the manufacture, 
testing, development, distribution, administration, and use of "Covered 
Countermeasures" for responding to the COVID-19 public health emergency, in 
accordance with Section VI of the PREP Act Declaration; 

(ii) Contractor's performance of this Agreement falls within the scope of the 
"Recommended Activities" for responding to the COVID-19 public health 
emergency, to the extent it is in accordance with Section III of the PREP Act 
Declaration; and 

(iii) Contractor is a "Covered Person" to the extent it is a person defined in Section V of 
the PREP Act Declaration. 

Therefore, in accordance with Sections IV and VII of the PREP Act Declaration as well as the 
PREP Act (42 U.S.C. § 247d-6d), the Department of Defense contracting via assisted acquisition 
on behalf of the HHS, expressly acknowledges and agrees that the HHS Declaration cited above, 
specifically its language providing immunity from suit and liability is applicable to this 
acquisition as long as Contractors activities fall within the terms and conditions of the PREP Act 
and the PREP Act Declaration. 

2.0 APPLICABLE REFERENCES 

21-CFR-600 through 680 
21 CFR 210, 211 (Current Good Manufacturing Practices or "cGMPs") 
21 CFR 312 (Investigational New Drug Application) 
21 CFR 50, 54, and 56 (Human Subject Protections) 
P .L. 115-91 (Expedited Approval for Military Medical Priorities) 

3.0 REQIDREMENTS 

3.1 Regulatorv Planning 
The Contractor will target the FDA approval of an adjuvanted recombinant SARS-Co V-2 protein 
vaccine to be presented in multi-dose vials. The Contractor will submit a new vaccine 
application to be developed for individuals 6 months of age and older. Owing to the accelerated 
time lines of a COVID-19 vaccine development program, the Contractor will initially pursue an 
indication in adults only with first approval in healthy adults 2:18 years of age, including the 
elderly population, as well adults with pre-disposing co-morbidities. The Contractor will initiate 
pediatric studies following the successful demonstration of vaccine efficacy in the adult pivotal 
Ph III efficacy trial and registration in the pediatric population will be proposed as the 
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supplement to the initial approval. The Contractor will request CBER agreement to defer vaccine 
development in the pediatric population to post-licensure. 

The Contractor already shared with the Center for Biologics Evaluation and Research (CBER) 
the Phase III concept protocol for the safety and efficacy study in adults as part of the pre-IND 
interaction in May 2020 and received written answers on June 3rd. The Contractor will submit 
the pre-final protocol with the main design features except for the dose & dosing schedule will 
be submitted to the FDA at least 60 days before the initiation of the Phase III trial in an 
amendment to the corresponding IND. The final protocol cannot be submitted 60 days in 
advance as the Contractor will not know the final dose or dosing schedule. The final approved 
protocol should have also been reviewed and approved by the regulatory authorities of the 
countries selected for this clinical trial before the initiation of the trial. 

The Contractor will request expedited CBER review time to allow a seamless progression to 
Phase III following Phase I/II key data availability (Safety, Neutralizing antibodies, Cell 
mediated in1lllunity) currently planned in December/January 2021 and the completion of non­
clinical studies performed in parallel to the Phase I/II (Toxicology rabbit study, animal challenge 
models). The Contractor will negotiate the same accelerated approval of the clinical trial 
application with the other countries included in this Phase III study. 

The Contractor will request "Fast Track" designation by CBER to allow the rolling submission 
of sections of the BLA as soon as they are completed with an Accelerated Approval, Priority 
Review or Breakthrough Therapy designation following the submission of the last BLA 
components. 

Post-licensure commitments will be required by the FDA for approval of the vaccine. The 
requirements will be definitized as directed by the FDA after BLA submission. 

3.2 Clinical Materials Manufacturing 
The host cell line that has been used for the generation of the recombinant baculovirus 
expression vector harboring the Co V2 preS dTM gene and will be used as a substrate for the 
recombinant CoV2 preS dTM protein manufacturing is a serum-free Lepidopteran insect cell line 
designated expresSF+® (hereafter referred to as "SF+"). The SF+ cell line is maintained in 
sernm-free cultivation medium, Protein Sciences Formulary Medium (PSFM) and is used for the 
production of Sanofi Pasteur's licensed Flublok® seasonal influenza vaccine. 

The following activities are being performed under an existing HHS contract, and will be 
completed in preparation for the subsequent work described here: 

• Baculovirns Working Virus Bank 
• Working Virus Bank Testing 

o Three cell in vitro assay for adventitious virnses 
o Sterility of Working Virus Bank 
o Virus titer to determine WVB potency 
o Verification of the DNA identity of the coding sequence inserted in WVB 
o Western blot to confam protein identity 

3.2.1 Description of Clinical Drug Substance Manufacturing 
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For cGMP manufacturing of the COVID-19 vaccine for Phase III clinical studies, the licensed 
Flublok influenza vaccine manufacturing platform (BLA STN 125285) is being leveraged as 
much as possible. The Co V2 preS dTM Spike protein dmg substance manufacturing process 
itself is still under development, however it will be a hyb1id process taking advantage of Sanofi 
Pasteur's licensed Flublok recess and rior work with the manufacture of the SARS-Co V ti TM 

#14811 . 

The DS manufacturing process comprises two major process blocks, the Upstream Process 
(USP), which includes cell culture expansion and protein production in the bioreactor, and the 
Downstream Process (DSP), which includes separation and concentration of the bioreactor 
supernatant and purification of the Co V2 preS dTM protein. 

The production process for the Co V2 preS dTM will follow the licensed -
am lification of the WVB until the harvest of the production bioreactor. ~ 

Upstream Process Development: The Contractor will conduct upstream process development 
activities to support vaccine production at the . Activities will include: 

• Cell Culture Expansion 
• WVB Expansion 
• Protein Production 

Downstream Process: The Contractor will conduct downstJ:eam process development activities to 
support manufacturing at a scale of[(;JICJ] Activities will include: 

• 
• 
• 
I 
• 
• 
• 
• 

3.2.2 Description of Late Phase Clinical Drug Product Manufacturing 
Formulation and filling COVID-19 vaccine containing antigen in multi-dose vials at 3 mL fill 
volume and manufacture the two formulations (5~tg and 15µg) supporting the clinical protocol 
from the Sanofi Pasteur Swiftwater manufacturing site. 

• COVID-19 vaccine dmg substance material derived from purified recombinant Co V2 
preS dTM Protein manufactured under aseptic conditions will be formulated and filled 
into multi-dose vials 

• Following cGMP practices f01mulate up to 150L dmg product which will be filled in 
building 77 Line 9, or alternate site. Validation of the f01mulation and filling process 
will be conducted post clinical manufacturing and part of the conctment to the 
commercial manufacturing of the COVID-19 vaccine doses 

• Aseptic process development will be required along with change parts for Line 9 to 
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suppoli the MDV. The change parts will be C&Q prior to use for manufacturing 
• Manufacture requii-ed buffer mate1ial to be used for the fmmulation process 
• Automated Inspection will occur for the filled containers 
• Labelling will occur in B37 can cell pack styled packaging will be used for the finished 

goods . 

• 
• Sanofi Pasteur will furnish the necessary services, qualified personnel, materials, 

supplies, equipment and facilities not othe1wise provided by the U.S. Government as 
needed to manufacture the clinical doses 

The Contractor will conduct downstream process development activities to suppoli 
manufachuing including: 

• Formulation 
• Filling 
• Visual Inspection 
• Clinical Labelling and Packaging 

3.2.3 Description of Drug Product Testing 
3.2.3.1 In-Process uali Control Sampling - All Antigen specific testing will be at 

. The AQL inspection testing and safety testing will be 
site using established procedures and acceptance c1ite1ia. 

3.2.3.2 - For the duration of Stability Testing, the material reserved will 
be maintained at 
mate1ial or Stabi 1ty Testmg matena 
determined. 

. All unlabeled FCs aside from clinical 
at that location under conditions to be 

Any reporting of stability results will be done by Sanofi (b)(4) 

3.3 Non-Clinical Activities 
In addition to studies accomplished under a previously awarded HHS contrnct, non-Clinical 
activities will be perf01med to supp01t Ph ill sn1dies and licensure. Some activities are expected 
to be required to document the vaccine mechanism of action. In vivo studies will be perfo1med to 
explore the biomarkers for protection and the persistence of the immune responses. 

In vitro studies are proposed to evaluate the role of neutralizing antibodies in an in vitro lung 
model in order to assess the potential for antibody-dependent enhancement (ADE). 

3.3.1 Immunogenicity study to explore mechanism of action / biomarkers of protection 
(study 7): In a permissive rodent model, such as human ACE2 Receptor expressing mice, the 
role of the Ab and the CD4/CD8 T cells in protection will be explored. A mouse model would 
allow to study the role of both the Ab and the cellular responses. If the human ACE2 mice were 
not suitable to assess protection, other models such as hamster or ferrets could be used to study 
the role of Abs. 

3.3.2 Immunogenicity study to explore Ab persistence/duration of immune response & 
protection (study 8): The longevity of the immune responses (Ab, T and B cells), and the 
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dmation of protection will be analyzed in a Co V2-pennissive animal model such as fenets, 
hamsters or NHPs. These species have a sufficient half-life to allow for Ab decay. 

3.3.3 Evaluation of the vaccine antibody enhancement in vitro: The Abs elicited by the 
vaccine in animal models or humans, will be assessed in vitro on a human lung cell model 
developed at VxD. This system will allow to measure both the neutralization of viral entry 
through blockade of S attachment and fusion and the potential facilitating role of Ab through Fe­
dependent viral entry and infection. 

3.3.4 Developmental & Reproductive Toxicity Testing (DART): Considering the target age 
range of the vaccine candidate, and to suppmi the vaccination of Women of Child Bearing 
Potential (WOCBP), it is considered to conduct a combined DART study to evaluate female 
fe1iility, as well as any potential effect of the vaccine on mating performance, on all stages of 
emb1yo-fetal development and on the post-natal development of the pups (over the lactation 
period). These potential effects could be evaluated in a single study plan, designed in compliance 
with applicable WHO guidelines on preclinical testing of adjuvanted vaccines and vaccine 
adjuvants (2005, 2013). The study will be most likely carried out at Charles River, Montreal, 
Canada, test facility and conducted in compliance to Good Laboratory Practices (GLP) 
regulations. The DART study can be perfo1med in parallel of Phase ill clinical study, using 
Phase III clinical batches. 

As for the standard repeated dose toxicity study, the rabbit will be selected as the toxicity 
species. Each injection will consist of one intended human dose and dose volume (0.5 mL). The 
number of injections would be as follows: 

• Premating period: 2 injections in female parent rabbits: 24 days and 10 days before 
mating 

• Gestation period: 3 injections of the dams (GD6, GD12 and GD27) 

During the study, the immune response to the test vaccine will be detennined through ELISA 
testing in: 

• In all dams per sub-group during pretest, 3 days before the stati of mating, and either on 
Day 29 post-coitum or on Day 35 post-partum 

• In all fetuses from all dams in the caesat·ean sub-group on G29 (pool fetus sera) 
• In all pups from all dams in the littering sub-group on L35 (not pooled) 

The study group composition is summarized in 3.3.4 below: 

Table 3.3.4 DART Study Group Composition 
Study Study 
Gps Subsets 

1 
C-subset 
L-subset 

2 
C-subset 
L-subset 

3* 
C-subset 
L-subset 

4* 
C-subset 
L-subset 

AMERICAr--.. 
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Treatment Dose-level 
(Dose-volwne) 

per injection 
Control 11-ID 

(0.9%NaCl) (0.5 mL) 
Antigen alone 11-ID 

(Protein S = Ag) (0.5 mL) 

Ag+AF03 
11-ID 

(0.5 mL) 

Ag+III 
lHD 

(0.5 mL) 

Total# of 
injections 

5 
5 
5 
5 
5 
5 
5 
5 

#of Date of sacrifice 
animals 

25 Day29 p.c. 

30 Day 35 p.p. 

25 Day29 p.c. 

30 Day 35 p.p. 

25 Day29 p.c. 

30 Day 35 p.p. 

25 Dav29 P.C. 

30 Dav 35 /J.P. 
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HD: Human Dose; C-subset: caesarean subset; L-subset: littering subset; p.c.: post-coitum; 
p.p.: post-partum; *inclusion of both groups needs to be confirmed 

3.4 Clinical Development 
The development plan targets the FDA approval of an adjuvanted recombinant SARS-Co V-2 
vaccine for pandemic use with antigen to be presented in unit dose or multidose vials and 
adjuvant presented in multidose vials. The vaccine will be developed for adults. Pediatric 
development will be performed, although is not planned to be completed prior to licensure in 
adults. 

As part of a funded Task Order from BARDA, a Ph I/II clinical trial in adults 18 years of age and 
older to evaluate safety and immunogenicity of different recombinant protein vaccine 
formulations with two different adjuvants (AF03 and- is planned. This Ph I/II trial will 
evaluate two different doses of recombinant protein antigen administered as either a single 
vaccination or two vaccinations 21 days apart. Immunogenicity assessment includes eutralizing 
antibodies to wild-type SARS-CoV-2, binding antibodies measw-ed by ELISA & cellular 
immune responses for Thl/Th2 immune response characterization. SP is planning to conduct an 
analysis on data collected up to 21 days after the final vaccination and submit a limited data 
package for FDA review prior to progression to later phase clinical development. Supplemented 
by non-clinical studies, this safety and immunogenicity data will be the basis for selecting one of 
the formulations to progress to the later stage of clinical development. 

The Contractor will conduct 3 clinical trials in this proposal as part of the later stage of clinical 
development: 

• 

• 

• 

VA T02 - a pivotal Ph III efficacy trial in adults 18 years of age and older for registration, 
with interim analyses that may result in early demonstration of efficacy and subsequent 
licensure. 
V AT03 - Safety and immunogenicity trial in children 6 months to 17 years of age to 
support licensure in the pediatric population. This safety and immunogenicity trial to seek 
approval in the pediatric population is dependent on endorsement by the Regulatory 
Authorities. Given the lack of an established pathway for licensure in this population, it is 
still possible that an efficacy trial may be required by the regulators. 
VAT04 - Lot-to-lot consistency trial in adults, ifrequired by Regulatory authorities in the 
event that pharmaceutical bio-comparability data is considered insufficient. 

The Contractor will include the selected candidate vaccine formulation (b) (4) 
in the Ph III efficacy trial in which it will be compared against placebo. A placebo-controlled 
trial may not be appropriate if a vaccine is approved and available in the countries and at the time 
of conduct of the trial. If an approved vaccine was available, three alternative paths to licensw-e 
will be considered: 1) The possibility of performing a safety and immunogenicity study aiming at 
demonstrating that the immune responses with Sanofi Pasteur's vaccine are comparable to those 
of the licensed vaccine, in the event there is a suitable biomarker accepted by Regulatory 
authorities; 2) The possibility of still conducting the efficacy study but in geographies where a 
vaccine is not licensed/available; 3) The possibility of performing a larger study aiming at 
demonstrating non-inferior efficacy against the licensed vaccine. Recognizing these three 
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scenarios as possibilities, the expanded nan-ative in section 3 .4.1. focuses on the assumption that 
a placebo-controlled trial with the objective of demonstrating efficacy will be conducted. 

3.4.1 Clinical Plan for Adults and Elderly - Phase ill Efficacy Study 
The Phase ill trial in adults is designed to support regulat01y licensure based on statistically 
powered efficacy endpoints and an adequate safety database. The dose of the recombinant 
protein antigen and whether it is administered as a single injection or two injections 21 days 
apart will be determined based on safety and data on neutralizing antibodies observed in the 
Phase VII study and on aggregated data from non-clinical studies. For the purposes of this 
proposal it is assumed that the study will require participants to receive a schedule with 2 
injections. 

VAT02 will be a Phase m, randomized, modified double-blind, placebo-controlled, multicenter 
study to be conducted in 34,656 adults 18 years of age and older to evaluate the efficacy, safety 
and immunogenicity ofSARS-CoV-2 recombinant protein with-versus a placebo. The 
study groups and sample size are described in Table E.1.1 below. 

AMERICAr--.. 
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(b) ( 4) 

AMERICAr--.. 
pVERSIGHT 

11 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000083
AMERICAr--.. 
pVERSIGHT 

12 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000084
AMERICAr--.. 
pVERSIGHT 

13 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000085

(b) (4) 
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3.4.2 VAT03 - Clinical Plan for Pediatric Development 
Assuming success in the demonstration of satisfactory safety and efficacy in adults in the pivotal 
Ph ill study, a clinical trial for licensure in the pediatric population will be initiated. It is 
assumed that the pediatric trial will be conducted after initial approval in the adult population. 

This will be a randomized, modified double-blind, placebo-controlled trial to assess safety and 
imnnmogenicity in children 6 months to 17 years of age. Approximately 350 participants will be 
emolled and randomized in a 6: 1 ratio to receive 1 or 2 injection(s) of either the investigational 
product (SARS-CoV-2 Recombinant Protein investigational study vaccine with- or 
placebo (300 participants in the vaccine group and 50 participants in placebo group). For the 
pmposes of this proposal it is assumed all subjects will require 2 vaccinations. The emollment 
will be stratified by age groups ( 6mo-3 5mo of age, 3-8 years of age and 9-17 years of age). The 
duration of the follow-up would be 1 year with safety follow-up conducted over the duration of 
the study period. 
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3.4.3 V AT04 - Clinical Plan for Lot-to-Lot consistency 
A safety and immunogenicity trial in adults is planned to demonstrate comparability of three lots 
of manufactured product if required by Regulatory authorities based on availability and 
robustness of pharmaceutical bio-comparability data. It is assumed that participants will be 
administered two injections. 

This will be a randomized, modified double-blind trial to assess safety and immunogenicity in 
adults 18 years of age and older. The primaiy objective would be to demonstrnte equivalence of 
immune response across all three lots for the vaccine candidate. Participants would have blood 
samples collected at D 1 and D43 for assessment of neutralizing antibodies and binding 
antibodies by ELISA to the Spike protein to address the primaiy objective. 

3.5 Commercial-Scale Drug Substance 
The Drug Substance Manufacturing Process will be locked concunently with the Phase III 
clinical manufacturin Phase ill clinical manufacturin will occur 

Phase III Clinical study material and the remaining manufacturing will be designated for follow 
on production. 

3.5.1 Commercial-Scale Drug Substance Manufacturing Process will be as outlined in 
section 3.2. 
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A comparability sh1dy will be conducted, concurrently with PPQ batch manufacturing, to 
demonstrate the product and process comparability between the two (2) Thug Substance 
manufacturing locations. 

3.5.3 Analytical Transfer 
In order amline the transfer activities and to minimize 

. . . . . 

Toe exceptions to this strategy are time sensitive tests (i.e. 
microbial) and in-process controls (IPCs). These tests will be transferred to the Dmg Substance 
CMO following standard analytical transfer methodology. 

3.6 Commercial-Scale Drug Product 
Formulation and filling COVID-19 vaccine containing anti en in multi-dose vials at 3 mL fill 
volume and deliver 100 M doses to the US Government 

• COVID-19 vaccine dmg substance material derived from purified recombinant Co V2 
preS dTM Protein manufactured under aseptic conditions will be formulated and filled 
into multi-dose vials. 

• Followin cGMP ractices fonnulate u to 500 L dru 

hon o e onnu ahon an mg at commercia 
concmTently to the commercial manufacturing. 

• Aseptic process development will be required along with change (b) (4) 
support the filling of the MDV. The change pa1ts will be C&Q p1ior to use for 
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manufacturing. 
• Manufacturing of buffer will be required to be used for the formulation process. 
• Automated Inspection will occur for the filled containers. 
• Labelling will occur in cell pack styled packaging will be used for the 

finished goods . 

• 
• Sanofi Pasteur will furnish the necessary services, qualified personnel, materials, 

supplies, equipment and facilities not othe1wise provided by the U.S. Government as 
needed to fill the required number of doses. 

Assumptions Regarding Manufacturing Requirements 
• Dmg substance yields are tmJIQ (Sanofi Pasteur assumes risk of achieving targeted 

yield) 
• Cycle time of 
• Fuji capacity 
• Tech transfer 
• Start of Commercial DS in PR ( cell amplification as soon as bioreactors free up from 

• 

• 
• 

phase ID production) 

• Specific packaging requirements for final Finished Goods (antigen and adjuvant) will be 
determined through discussion with USFDA and the agreement will be modified to 
reflect those costs, if required 

3.6.1 Formulation 
The antigen f01mulations will be manufactured at 
recombinant Co V2 reS dTM Protein along with 

All fo1mulation activities will follow SP standard operating 
procedures under cGMP conditions. Formulation of the purified recombinant Co V2 preS dTM 
Protein will be done to support the 20 µg /mL (5µg/dose) protein content. 

3.6.2 Filling 
The finished good vaccine Final Containers will be filled 
-following qualified aseptic filling procedures under protocol, adhering to cGMP. SP 
~11 quantities in support of the 500L fo1mulation batch size requirements. Final 
Container fill volume will target a 3.0 mL fill volume. 

(b) ( 4) 

3.6.3 Inspection 
The Filled final containers will be subjected to individual automated inspection per established 
SP procedures to verify conformity to specification and to identify, remove, and categorize any 
non-conforming Filled final containers. 
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lin I ' 

(b) (4) 
(b)(4) 

3.6.4 In-Process Quality Control S 
All Antigen specific testing will be 
testing and safety testing will be pe 
procedures/ acceptance crite1ia. 

3.6.5 Stability Testing 

The AQL inspection 
mg established 

(b) (4) For the duration of Stability Testing, the material reserved will be maintained 
- All unlabeled FCs Stability Testing material will be secured at that location 
~ns to be determined. 

3.6.6 Documentation / Reporting 
SP will provide regulat01y documents to support an IND (IB, LOA to cross reference BMF, 
stability, Module 3 CMC documents, etc.). 

3.6.7 Production and Storage of 100 million doses of Drug Product Final Container 
Long-lead time mate1ials will be ordered to ensure that di substance roduction can strut in 

The estimate includes any acceleration fees that might be needed to ensme suppliers deliver 
within the required time frame. 

In order to meet the delive1y schedule for the 100 million proposed in the table below, selection 
of the dose at which the drng substance will be made at risk based on non-clinical data in 
consultation wi~n Warp Speed Leadership so that fill finishing of doses 
can be initiated~. The p1icing proposal is based on the assumption that a 
5 µg dose will be selected. If a decision was made not to initiate formulation and fill finish of the 
doses based on the available data, drug substance would continue to be produced but the delive1y 
schedule for diug product would be delayed. 

3.6.8 Shipping Demonstration 
In coordination with the Government, Sanofi will conduct a demonstration of the vaccine 
(adjuvant + antigen) shipping process p1ior to the first delivery of doses at a time mutually 
agreed by the Paities. As set forth in Section 4.0 (Deliverables), Sanofi agrees to share 
specifications and details associated with the shipping process and containers to enable the 
Government to adequately plan and prepai·e for potential distribution of the vaccine. For 
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planning purposes, the Government intends to have the vaccine shipped to [USG designated 
Distribution Centers and/or USG designated administration sites]. 

3.7 Management and Reporting 
3.7.1 Project Management 
As in the numerous projects Sanofi Pasteur has undertaken in partnership with HHS/BARDA 
since 2004, SP will assign a Principal Investigator (PI) responsible for leading the effort of the 
project team representatives to achieve the desired outcome. The project team Contractors are 
responsible for the activities of their respective functional areas. The PI directs the project team 
Contractors using the work plan, project schedules, and progress reports. The PI communicates 
the project objectives to the project team representatives and keeps the team tasks within the 
scope of the project. The PI facilitates communication and resolves conflict among project team 
Contractors and negotiates for any resources required. The PI works to see that the overall 
objective of the project is delivered on time, on budget, and with the right level of quality. The 
PI updates the Executive Sponsor on the progress of the project and any obstacles in achieving 
project objectives. The PI will have an assigned Project Manager (PM) who, along with Sanofi 
Pasteur Finance, will track activities and spending according to a Work Breakdown Structure 
(WBS). Sanofi Pasteur will share the WBS and communicate the status and progress towards 
completion of deliverables and milestones. The Project will be managed on the USG side by an 
interagency Project Coordination Team that will be part of the Operation Warp Speed program 
and will serve as a conduit for information between the company and all elements of the program 
to maximize the probability of success for this project. Sanofi Project Managers will work with 
the PCT to establish mechanisms and practices that ensure a level of communication that is 
commensurate with the urgent and highly accelerated pace that is demanded by the public health 
need for this vaccine. This will include maintaining detailed project plans/timelines that can be 
coordinated with Integrated Master Schedules maintained by OWS. 

3.7.2 Technical Progress Reports 
The Contractor will submit monthly technical progress reports on the 15th day of each month, to 
the Agreements Officer's Representative (AOR) describing activities performed during the 
previous calendar month. The appropriate formats for the Technical Progress Report and 
Executive Summary will be provided by the Government. The Technical Progress Reports will 
include project timelines and summaries of product manufacturing, testing, and clinical 
evaluation activities. A Technical Progress Report will not be required for the month in which 
the Final Report is due. The Contractor will be required to submit an electronic copy to the AOR. 
The Contractor should inform the AOR in advance if the delivery of a Technical Progress Report 
will be delayed. 

3.7.3 Final Report 
By the end date of the project period of performance, the SP will submit a draft comprehensive 
Final Report that details, documents, and summarizes the results of all work performed under the 
contract. A draft Final Report will be submitted to the US Government for review and comment, 
after which the Final Report will be submitted. SP will communicate the Final Rep01t 
elecb·onically as directed by the US Government Agreements Officer. 

3.7.4 Meetings 
SP will paiticipate in regular meetings to coordinate and oversee the contract effort as directed 
by the US Government. Participants and frequency will be jointly agreed upon to ensure 
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4.1 

4.2 

4.3 

4.4 

4.5 

4.6 

4.7 

4.8 

4.9 

4.10 

4.11 

4.12 

efficient communication necessary to achieve optimal project progress and coordination with 
Operation Warp Speed. 

The Agreements Officer's representative and the Contractor will hold monthly calls, or as 
directed by the Agreements Officer's representative. Dming this call the PI will discuss the 
activities perf01med and deliverables achieved dming the reporting period, any problems that 
have arisen and the activities planned for the ensuing reporting period. The first reporting period 
consists of the first full month of perfo1mance plus any fractional part of the initial month. 
Thereafter, the rep01ting period will consist of each calendar month. SP may include other key 
personnel on the conference call to give detailed updates on specific projects and/or at the 
request of the Agreements Officer's representative. 

(b) ( 4) 

Monthly rep011s on project status shall be submitted no later than the 15th of the subsequent 
month for the prior repo1ting period. Monthly reporting will include a summaiy of work 
pe1formed, work anticipated in the next rep01ting period, schedule and financial status (monthly 
forecast and incUITed to date), variance explanations, and an updated risk matrix. 

4.0 DELIVERABLES 

Sanofi Pasteur shall provide all data deliverables in electronic fo1mat; file name fo1mat shall be: 
Project# - Deliverable Description. (ex. 19-13-001 Quarterly Technical and Business Status 
Report). 

Name Finish Milestone sow Govt Data Rights 
Reference Role 

Mechanism of Action Study Report (Non-Clinical) 5/28/2021 5.1 3.3.l Recipient 
Unlimited 
Riclits 

Antibody Persistence Study Report (Non-Clinical) 1/15/2021 5.2 3.3.2 Recipient 
Unlimited 
Ri2hts 

DART Report 4/9/2021 5.3 3.3.4 Recipient 
Unlimited 
Riclits 

CoA Completed DS PIII 12/4/2020 5.4 3.2.1 Recipient 
Unlimited 
Riclits 

Certificates of Compliance DP PIII 12/6/2020 5.5 3.2.9 Recipient 
Unlimited 
Ri!?hts 

• PIII Supply & Regulatory Support 8/31/2022 5.6 3.4 Recipient -= Final Tech Transfer Comparability Rep011 with 
2/22/2021 5.7 3.6 Recipient 

Unlimited 
Stability with Fujifihn Diosynth Rights 

100 Million Doses DP Available 2/28/2021 5.8 3.6 Recipient NIA 

DS and DP Industrial-Scale Validation Report 6/30/2021 5.9 3.6 Recipient 
Unlimited 
Rittl1ts 

Temporary Storage of Final Drug Product IO-dose 
6/30/2021 5.10 3.6 Recipient 

Unlimited 
Vials (as FFP) (est. 6 months) Ri!?hts 

Final CID / BLA Document Submitted 9/29/2023 5.11 3.6.6 Recipient 
Unlimited 
Ri!?hts 

Clinical Trial Activities (V AT02) 8/28/2022 5.12 3.4.1 Recipient 
Unlimited 
Ri2hts 

21 
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4.13 Clinical Trial Activities (V AT03)* 

4.14 Clinical Trial Activities (V AT04) 

4.15 Final PM Report 

4.16 Manufacturing Development Plan** 

4.17 FDA communications, meeting minutes, records 

FDA inspection and enforcement documents (e.g., 
4.18 notice of violations, 483s, foreign inspection 

reports, etc.) 

4.19 Confirmation of FDA Registration and Listing 

4.20 
Lot Release and cGMP certification prior to 
shipment/Government acceptance. 

4.21 
PL 115-92 Authorization Letter for DoD Medical 
Priorities 

4.22 Supply Chain Resiliency Plan or Sanofi Equivalent 

Manufacturing Data Requirement or Sanofi 
4.23 

Equivalent 

Product Development Source Material & 
4.24 

Manufacturing Reports and Projections 

4.25 Work Location Report 

4.26 Facility Security Plan or Sanofi Equivalent 

4.27 Quarterly Teclmical and Business Status Report 

4.28 Annual Technical and Business Status Report 

4.29 Monthly Status Report 

Period of Perfonnance: 48 months 
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8/11/2023 

6/4/2022 

9/29/2023 

9/29/2023 

9/29/2023 

9/29/2023 

9/29/2023 

9/29/2023 

9/29/2023 

Within 30 
days after 
award 
Within 30 
days after 
award 
Within 30 
days after 
award 
Within 30 
days after 
award 
Within 30 
days after 
award 

Mar 315\ Jun 
30th, Dec 31st 

Annually Sept 
30th 

Monthly 

5.13 3.4.2 Recipient 
Unlimited 
Rights 

5.14 3.4.2 Recipient 
Unlimited 
Rights 

5.15 3.7.3 Recipient 
Unlimited 
Rights 

NIA 3.7.1 Recipient 
Unlimited 
Rights 

IA 3.1 Recipient 
Unlimited 
Rights 

Unlimited IA 3. I Recipient 
Rights 

IA 3.1 Recipient 
Unlimited 
Rights 

IA 4.1 Recipient 
Unlimited 
Rights 

IA 7.4 Recipient 
Unlimited 
Rights 

10.0 Recipient 
Limited 

Appendix 
Rights 

l 
10.0 Recipient Limited 
Appendix Rights 
l 
10.0 Recipient Limited 
Appendix Rights 
l 
10.0 Recipient Limited 
Appendix Rights 
l 
10.0 Recipient Limited 
Appendix Rights 
l 

5.17, Recipient GPR 
5.18, 
5.19, 
5.21, 
5.22, 
5.23, 
5.25, 
5.26, 
5.27, 
5.29, 
5.30, 5.31 

5.16, Recipient GPR 
5.20, 
5.24, 
5.28, 5.32 

IA Recipient GPR 
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* A !though the cost quoted is for an efficacy study, the finish date is based on the immunogenicity trial described in 
the So Wand would change in the event an efficacy trial were required. 
* * The Manufacturing Development Plan will describe the manufacturing process for the drug/biologic product to 
ensure conformity with §50l(a)(2)(B) of the Food, Drug, and Cosmetics Act (FD&C Act, Title 21 United States 
Code (USC) §351 (a)(2)(B)), regarding good manufacturing practices (GMP). This plan shall describe, but is not 
limited to planned or completed drug substance studies; list of excipients and information to support the safety of 
excipients that, when appropriate, shall be cross-referenced; drug product and formulation development summary 
from initial concept throughfinal design; physicochemical and biological properties; manufacturing process 
development and validation program documents; container closure system documents [description, choice, 
rationale}; microbiological attributes documents and plans; compatibility documents (e.g., precipitation); assay 
development and validation, stability plan; and any associated risks. 

4.1 Acceptance of Vaccine Doses 

• BARDA 's standard operating procedw-e (SOP) for product acceptance will be followed 
for any product accepted regardless of the method of delivery; stockpile (SNS), 
distribution location, held in vendor managed inventory (VMI), or others as defined at a 
future date. 
o Upon acceptance by the Agreements Officer Representative (AOR) of any lot of 

vaccine under this contract, title to such vaccine will transfer upon delivery of drug 
product to vendor-managed inventory and the Government's corresponding written 
acceptance of the delivery of each such lot of drug product. AOR will not withhold 
acceptance solely based on lack of product license or lack of approval for use under 
EUA. 

o Any deviations, out of specification (OOS) results, or other product issues shall be 
reported to the USG within 3 calendar days. 

o These materials should be maintained in the contractor's quality and inventory 
systems, ready for use in the continued manufacture of bulk material or final 
container doses intended for clinical use or use under Emergency Use Authorization 
or use under a BLA. 

o Notification must be made to the AOR or designated government representative for 
product acceptance at least 10 calendar days prior to delivery. Exceptions are 
permitted if approved by the AO. 

o The Government shall accept product that conforms to contract requirements based 
on Certificates of Analysis and Certificate(s) of Current Good Manufacturing 
Practices ( cGMP) Confonnity provided by Contractor. 

o Any product produced or stored under this contract is subject to inspection by a duly 
authorized US Government (USG) representative, and with reasonable notice (i.e., 
not less than 24 hours). 

o Upon receipt of Final Report and inspection (physical or representative, i.e., pictures), 
the AOR will review and recommend acceptance or rejection; the AOR will 
correspondingly notify the Contractor of acceptance or rejection. the USG reserves 
the right to audit, either by the USG and/or Government designee(s), the facilities 
used under this contract and all records related to the manufacture, testing, and 
storage of the product. 

o Upon delivery of product, notification of delivery quantities and any movement must 
be made to the AOR and government representatives (i.e., AOR and BARDA 
Regulatory and Quality Affairs Quality Branch). 
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o Unless othe1wise mutually agreed upon by the parties, drug product shall be shipped, 
trackable by GPS, to the Government-designated sites within the continental United 
States. 

o Contractor will retain physical risk ofloss for all product stored as vendor-managed 
inventory until delivery and accepted by Government at government-designated site. 

o Contractor will notify government (AO, AOR, and BARDA RQA Quality Branch) of 
any storage or quality deviation for product held in VMI, within 3 calendar days 

o To the extent that Contractor is responsible for the correction, repair or replacement 
of Government prope1ty held in vendor-managed inventory and replacement upon 
loss or damage is feasible, the Government will accept replacement of such property. 

o Vendor-managed storage of product manufactured under this agreement is supported 
through 30 June 2021, and, as such, the USG must either (a) take possession on or 
before this date and provide Contractor with disposition instructions in sufficient time 
to transfer physical material from Contractor by this date or (b) bilaterally modify this 
agreement to extend the period of vendor management of storage prior to this date. 

o The USG understands that prices identified in this contract include insurance costs 
applicable to material that will become Government property, including product 
stored as vendor-managed inventory. 

• USG right to inspect product: The AO and/or the AOR may perform inspection of materials 
and services. Inspections of material created under this contract may be made by a duly 
authorized USG representative, and with reasonable notice (i.e., not less than 24 hours). The 
USG reserves the right to conduct an audit, either by Government and/or Government 
designee(s), of the facilities used under this contract and all records related to the 
manufacture, testing, and storage of the product. 

o The manufacturer will make the necessary efforts to arrange and hold Final Drug 
Product (FDP) at a facility under their control. In this case, the manufacturer will: 
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• Provide temperature-controlled storage at the manufacturer's site approved by 
the USG, according to cGMP and the Contractor's product specifications. 

• Store bulk lots and final containers physically segregated from other products 
• Ensure proper labeling of stored materials as USG property. 
• Execute stability testing of stored material in a manner consistent with the 

stability testing plan approved by the AOR. Rep01t interim data and results to 
the AOR on a monthly basis. 

• Appropriately identify reserve samples that are representative of each lot of 
drug substance and drug product shall be retained. The reserve samples 
consist of at least twice the quantity necessary for all tests required to 
determine whether the drng substance and drng product meets its established 
specifications including a minimum of 60 months of stability testing. 

• Ensure stored materials are compliant with the Contractor's internal quality 
control system and are ready for use in further cGMP governed manufacturing 
of clinical material or licensed doses as directed by the USG. 

• Provide the government access to review the security systems in place and 
request updates as needed. 

• Include in monthly report inventory for drug substance and/or drug product 
(lot number, number of lots, number of vials), including inventory quantity 
changes, current quantity, storage facility/location, manufacturing date, latest 
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stability result for potency, date of next expected stability result and the 
current expiration date (if applicable). 

■ Ensure that material being relocated for the contractors' convenience is 
adequately insw-ed at no cost to the government and with AOR approval. 

■ Conduct testing necessary to ensure continued use of the stored material for 
pre-pandemic preparation, pandemic response and, where appropriate, 
manufacture of licensed doses. 

■ Make appropriate updates to the regulatory documentation supporting the 
continued use of the stored material for pre-pandemic preparation, pandemic 
response and, where appropriate, manufacture of licensed doses. 

■ If using a subcontracted storage site, provide the quality agreement, specify 
the location and terms of the storage contract and receive approval by the 
AOR. 

• The contractor may request to arrange and hold FDP at a USG contracted facility (e.g., SNS 
facility). In this case the provisions immediately above still apply with the addition that the 
manufacturer enter into a quality agreement with the USG contracted facility. All costs to 
move FDP to the USG contracted facility remain with the manufacturer. Title remains with 
the manufacturer. 

• The manufactw-er may invoice for costs incw-red while in VMI and prior to delivery and 
acceptance of services and/or product. Product in VMI that falls into any of the following 
categories shall be replaced by the contractor at no cost to the USG: 

o If product does not meet any criterion outlined in this contract. 
o If product is deemed to be recalled for any reason, as outlined in the Product Recalls, 

Including Removal and corrections published by U.S. Department of Health and 
Human Services, Food and Drug Administration, Office of Regulatory Affairs; or 
based upon Chapter 7 of the Regulatory Procedw-es Manual of March 2007. 

• The contractor may invoice upon USG delivery and acceptance of services and/or product. In 
this case, the terms outlined in Responsibility for Supplies below apply. 

• The Contractor cannot reclaim title to product upon acceptance by the USG. Prior to 
expiration or tem1ination of this contract, the USG may affect final distribution of any 
vaccines remaining in storage by any one or combination of the following methods: 

o The USG may elect to require shipment of the vaccine to USG facilities or to state 
and local health agencies and/or other providers. 

o The USG may direct the Contractor to destroy all quantities remaining in storage. In 
this case, a letter of disposition will be provided to the USG. 

If, for whatever reason, the USG takes possession while in VMI, these instructions will be 
defined as FOB-01igin. Any vaccine lot under this contract, title to such vaccine will transfer 
upon delivery of drug product to VMI and the Government's corresponding written acceptance 
of the delivery of each such lot of drug product. These materials should be maintained in the 
contractor's quality and inventory systems, ready for use in the continued manufacture of bulk 
material or final container doses intended for clinical use or use under Emergency Use 
Authorization or use under a BLA as outlined above. The elements outlined above remain in 
effect. The difference being that the USG bears responsibility and associated costs with 
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transp011ation to final destination and cost to replace product for losses en route to final 
destination. 

Responsibility for Supplies 

(a) Title to supplies furnished under this contract shall pass to the Government upon fo1mal 
acceptance, regardless of when or where the Government takes physical possession, unless the 
contract specifically provides for earlier passage of title. 

(b) Unless the contract specifically provides othe1wise, risk of loss of or damage to supplies shall 
remain with the Contractor until, and shall pass to the Government upon --

(1) Delivery of the supplies to a carrier, if transpo11ation is f.o.b. origin; or 

(2) Acceptance by the Government or delive1y of the supplies to the Government at the 
destination specified in the contract, whichever is later, if transportation is f.o.b. destination. 

(c) Paragraph (b) of this section shall not apply to supplies that so fail to conform to contract 
requirements as to give a right of rejection. The risk of loss of or damage to such nonconfoiming 
supplies remains with the Contractor until cure or acceptance. After cure or acceptance, 
paragraph (b) of this section shall apply. 

The contractor shall provide all data deliverables in electronic format, file name format shall 
be: Project # - Deliverable Description. (example. 2011-005 Quarterly Technical and 
Business Status Report). 

The USG will provide acceptance of all data deliverables within sixty (30) days of receipt of 
the final version. Drafts will be reviewed and comments provided to the contractor within 
30 days. 

5.0 MILESTONE PAYMENT SCHEDULE 

Milestone 
Name 

Reference 

5.1 
Mechanism of Action Study Report 
(Non-Clinical 

5.2 
Antibody Persistence Study Report 
(Non- Clinical) 

5.3 DART Report 

5.4 CoA Completed DS Pm 

5.5 Certificates of Compliance DP Pm 

5.6 
Pm Supply & Regulatory 

Final Tech Transfer Comparability 
5.7 Report with Stability with Fujifilm 

Dio th 

5.8 
l00M Doses DP Available (as FFP-
Firm Fixed P1ice 
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Deliverable 
Reference 

4.1 

4.2 

4.3 

4.4 

4.5 

4.6 

4.7 

4.8 

Finish Total Cost 

5/28/2021 

1/15/2021 

4/9/2021 

12/4/2020 

12/6/2020 

8/31/2022 

2/22/2021 

2/28/2021 
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5.9 
DS and DP Industrial-Scale 

4.9 6/30/2021 
Validation Re ort 
Temporary Storage of Final Drug 

5.10 Product I 0-dose Vials (as FFP) (est. 6 4.10 6/30/2021 
months)* 

5.11 
Final CTD / BLA Document 

9/29/2023 
Submitted 

5.12 Clinical T1ial Activities (V AT02) 4.11 8/28/2022 

5.13 Clinical Trial Activities (V AT03)** 4.12 8/11/2023 

5.14 Clinical Trial Activities (VAT04) 4.13 6/4/2022 

5.15 Final PM Report 4.14 9/29/2023 

5.16 
Annual Technical and Business Status 

4.28 9/30/2020 $0 
Re ort 

5.17 
Quarterly Technical and Business 

4.27 12/31/2020 $0 
Status Re ort 

5.18 
Quarterly Technical and Business 

4.27 3/31/2021 $0 
Status Re ort 

5.19 
Quarterly Technical and Business 

4.27 6/30/2021 $0 
Status Re ort 

5.20 
Annual Technical and Business Status 

4.28 9/30/2021 $0 
Re ort 

5.21 
Quarterly Technical and Business 

4.27 12/31/2021 $0 
Status Re ort 

5.22 
Quaiterly Technical and Business 

4.27 3/31/2022 $0 
Status Re ort 

5.23 
Quarterly Technical and Business 

4.27 6/30/2022 $0 
Status Re ort 

5.24 
Annual Technical and Business Status 

4.28 9/30/2022 $0 
Re ort 

5.25 
Quarterly Technical and Business 

4.27 12/31/2022 $0 
Status Re ort 

5.26 
Quarterly Technical and Business 

4.27 3/31/2023 $0 
Status Re ort 

5.27 
Quarterly Technical and Business 

4.27 6/30/2023 $0 
Status Re ort 

5.28 
Annual Technical and Business Status 

4.28 9/30/2023 $0 
Re ort 

5.29 
Quarterly Technical and Business 

4.27 12/31/2023 $0 
Status Re ort 

5.30 
Quarterly Technical and Business 

4.27 3/31/2024 $0 
Status Re ort 

5.31 
Quarterly Technical and Business 

4.27 6/30/2024 $0 
Status Re ort 

5.32 
Final Technical and Business Status 

4.28 9/30/2024 -Re ort 

Cost, No 
Total: $1,769,013,470 

Period of Performance - 48 months Fee 
* Insurance costs to be determined. 
**Although the cost quoted is for an efficacy study, the finish date is based on the immunogenicity trial described in 
the So Wand would change in the event an efficacy trial were required. 
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5.1 Most Favored Nation Clause 
(i) Due to the exceptional and unprecedented nature of the COVID-19 threat to 

global public health and in recognition of the long historical partnership between the U.S. 
Government and Sanofi Pasteur working on global pandemic solutions, as well as the 
investments made towards the development of a safe and effective vaccine against COVID-19, 
Sanofi Pasteur agrees that it will not sell any COVID-19 vaccine licensed under this Agreement 
to any nation that is a member of the Group of Seven plus Switzerland ("Covered Nation") at a 
price that is more favorable than those set forth in th.is Project Agreement. 

(ii) If, at any time prior to December 31, 2021, Sanofi Pasteur enters into any 
agreement with a Covered Nation to sell COVID-19 vaccine doses at a price lower than the price 
currently paid by the U.S. Government for the same COVID-19 vaccine doses, Sanofi Pasteur 
shall provide notice within 30 days to the U.S. Government and the U.S. Government may elect, 
at its discretion, to receive the benefit of this provision and receive COVID-19 vaccine doses at 
that lower price. 

(iii) Upon any such election by the U.S. Government, this Project Agreement shall be 
deemed to have been amended and modified such that, from the date on which the more 
favorable pricing was first provided to any Covered Nation (the "Amended Pricing Effective 
Date"), the U.S. Government will receive that lower price for all orders of COVID-19 vaccine 
doses following that Amended Pricing Effective Date. 

(iv) Additionally, Sanofi Pastem will provide a credit, expressed as a cost share, 
towards future U.S. Government payments made under this Project Agreement in the amount 
that the U.S. Government paid above the more favorable pricing for any purchases of COVID-19 
vaccine doses placed prior to the Amended Pricing Effective Date. In the event the credit 
exceeds the remaining payments due Sanofi Pasteur under this Project Agreement, the parties 
agree to negotiate how best to protect the Government's interest as part of the Close-out 
Procedures specified in Section 2.05 of Other Transaction Agreement number WlSQKN-16-9-
1002. 

(v) Any price reductions provided hereunder are not intended as an inducement or 
reward for any procurement or pmchasing decisions by the U.S. Government of any Sanofi 
Pasteur product. 

6.0 SHIPPING PROVISIONS 

The contractor shall submit Quarterly, Annual, and final reports in accordance with the Base 
Agreement to deliverables.mcdc@ati.org. All deliverables intended for the AOR shall be 
delivered electronically to the AOR identified below. 

A copy of all data deliverables shall be sent to 
usarmy.detrick.dod-jpeo-cbmd.mbx.otadehverable@mail.mil. 

Shipping info1mation shall be provided upon acceptance of the manufactured product. 

7.0 INTELLECTUAL PROPERTY and REGULATORY RIGHTS 
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7.1 Patent Rights 
Patent rights and rights in any Subject Invention, as that term is defined in Article X Sections 
10.01-10.13 of Other Transaction Agreement number Wl SQKN-16-9-1002, shall be governed 
by Article X of the OT A and consistent with W l SQKN-16-9-1002. These patent rights and 
rights in any Subject Invention include, but are not limited to, the Government's retention of 
certain licensure rights in subject inventions and applicability of the Government's March-In 
rights. Specifically, with respect to any Subject Invention in which Sanofi retains title and as set 
fo1th in Article X Section 10.02, the Government shall have a non-exclusive, nontransferable, 
irrevocable, paid-up license to practice or have practiced on behalf of the United States the 
Subject Invention throughout the world. Furthermore, Sanofi agrees that, with respect to any 
Subject Invention in which it has retained title, the Government, has the right to require Sanofi 
to obtain and grant a non-exclusive license to a responsible applicant or applicants, upon terms 
that are reasonable under the circumstances as set forth in Article X, Section 10.10. 

7.2 Technical Data Rights 
Sanofi Pasteur grants the Government Unlimited Rights, as that term is defined DF ARS 
227.2013, in all Sanofi Pastew-data (excluding with respect to[IDI@]data) that is delivered to 
the Government under this Project Agreement. 

7 .3 Confidential Information 

7.3.1 General 
Neither Paity, as the Receiving Party, shall, directly or indirectly, divulge or reveal to any person 
or entity any confidential information of the other Party without the Disclosing Party's prior 
written consent, or use such Confidential Infonnation except as pennitted under this Project 
Agreement. 

7.3.2 Exclusion 
Such obligation of confidentiality shall not apply to information which the Receiving Party can 
demonstrate through competent evidence: (i) was at the time of disclosure in the public domain; 
(ii) has come into the public domain after disclosure through no breach of this contract; (iii) was 
known to the Receiving Party prior to disclosure thereof by the Disclosing Party; (iv) was 
lawfully disclosed to the Receiving Party by a Third Party which was not under an obligation of 
confidence to the Disclosing Party with respect thereto; or (v) was approved for public release by 
prior written permission of the Disclosing Pai·ty. 

7.4 Regulatory Rights 
This Project Agreement involves research with an investigational drug, biologic or medical 
device that is regulated by the U.S. Food and Drug Administration (FDA) and requires FDA pre­
market approval or clearance before conunercial authorization. It is expected that this contract 
will result in the FDA authorization, clearance, and commercialization of Sanofi' s Adjuvanted 
Recombinant COVID-19 Vaccine as a Vaccine for SARS-CoV-2 Coronavirus (the 
"Technology"). The Contractor is the Sponsor of the Regulatory Application (an investigational 
new drug application (IND), investigational device exemption (IDE), emergency use 
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authorization (EUA), new drug application (NDA), biologics license application (BLA), 
premarket approval application (PMA), or 51 0(k) pre-market notification filing (51 0(k)) or 
another regulatory filing submitted to FDA) that controls research under this contract. As the 
Sponsor of the Regulatory Application to FDA ( as the terms "sponsor" and "applicant" are 
defined or used in at 21 CFR §§3.2(c), 312.5, 600.3(t), 812.2(b), 812 Subpart C, or 814.20), the 
Contractor has certain standing before the FDA that entitles it to exclusive communications 
related to the Regulatory Application. 

The Paiiies agree that Contractor has invested significant time and resources in its platform and 
IP and is the best company situated to manage production of the Adjuvanted Recombinant 
COVID-19 Vaccine. At the same time, the Parties acknowledge that the Government has made 
significant investments in the prototype. Accordingly, the Contractor and the Government agree 
to the following: 

a. Communications. Contractor will provide the Government with all communications and 
summai·ies thereof, both formal and informal, to or from FDA regarding the Technology and 
ensme that the Government representatives are invited to participate in any formal or informal 
Sponsor meetings with FDA; 

b. DoD Medical Product Priority. PL 115-92 allows the DoD to request, and FDA to provide, 
assistance to expedite development of products to diagnose, treat, or prevent serious or life­
threatening diseases or conditions facing American military personnel. The Awardee recognizes 
that only the DoD can utilize PL 115-92. As such, the Awardee will work proactively with the 
Government to leverage this law to its maximum potential under this Project Agreement. The 
Awai·dee shall submit Public Law 115-92 Sponsor Authorization Letter that will be delivered to 
the designated OWS POC(s) within 30 days of award. 

c. Rights of Reference. To the extent necessary or useful to exercise the Government's rights 
under the license grants in Section 7 of this Project Agreement and subject to the restrictions set 
forth in that section, Sanofi Pasteur hereby grants to the Government and its permitted 
sublicensees a limited "1ight ofreference or use" (as that term is defined in 21 C.F.R. § 314.3(b), 
as amended from time to time) strictly for COVID-19 or other Material Threat (as defined at 
Section 319 of the Public Health Service Act) Purposes to Sanofi Pasteur's filings to the FDA in 
connection with the Regulatory Application (excluding such right of reference or use for[E>JI)] 
and Sanofi Pasteur shall provide appropriate notification of the Government's access and 
reference rights to the applicable regulatory authorities requested by the Government for the 
limited pmposes described above. Sanofi Pasteur agrees to provide a letter of cross-reference to 
the Government and file such letter with the appropriate FDA office. This provision is in 
addition to any rights in technical data described earlier in this document, excluding with respect 
to-

8.0 ENSURING SUFFICIENT SUPPLY OF THE PRODUCT 

1. In recognition of the Government's significant funding for the development and 
manufacturing of the product in this Project Agreement and the Government's need to provide 
sufficient quantities of a COVID-19 vaccine to protect the United States population, the 
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Government shall have the remedy described in this section to ensure sufficient supply of the 
product to meet the needs of the public health or national secmity. This remedy is not available 
to the Government unless and until both of the following conditions are met: 

a. Sanofi gives wiitten notice, required to be submitted to the Government no later than 
15 business days, of: 

i. any fmmal management decision to terminate manufactming of this product 
vaccine p1ior to delivery of 100 million doses to USG, or; 

ii. any fo1mal management decision to discontinue sale of this product vaccine to 
the Government prior to delivery of I 00 million doses to USG; or 

iii. any filing that anticipates Federal bankmptcy protection; and 
b. Sanofi has submitted an Emergency Use Authorization under §564 of the FD&C Act 

or a biologics license application provisions of §35 l(a) of the Public Health Service Act (PHSA). 

2. If both conditions listed in section (a) occur, Sanofi, upon the request of the Government, 
shall provide the following items necessary for the Government to pursue manufactming of this 
product vaccine with a third patiy for exclusive sale to the U.S. Government: 

a. a wiiting evidencing a non-exclusive, nontransferable, i.J.Tevocable (except for cause), 
royalty-free paid-up license to practice or have practiced for or on behalf of the U.S. Government 
any Sanofi Background Patent, Copyiight, other Sanofi Intellectual Property, Sanofi Know-How, 
Sanofi Technical Data rights necessaty to manufacture or have manufactured the vaccine; 

b. necessary FDA regulatmy filings or authorizations owned or controlled by Sanofi 
related to this product vaccine and any confumatory instrument pe11aining thereto (excluding 
with respect to-); and 

c. any outstanding Deliverables contemplated or materials purchased under this Project 
Agreement. 

3. This Article shall be inc01porated into any contract for follow-on activities for the 
Government to acquire and use additional doses of the product. Per section 1.3, the estimated 
quantity for follow-on production/procurement is sufficient quantities to vaccinate approximately 
300 million people. 

4. This Article will smvive the acquisition or merger of the Contractor by or with a third pruiy. 
This Atticle will smvive the expi.J.·ation of this agreement. 

9.0 PUBLICATION POLICY 

9.1 Publication of Clinical Data Related to the Trial 
Any publication or presentation related to the clinical trial must be submitted to SPrin'l!II for 
review before submission of the manuscript. After publication of the results of the ~ 
pat1icipating center may publish or otherwise use its own data provided that an publication of 
data from the trial gives recognition to the trial group. In addition, SP • shall be offered 
an association with all such publications, it being understood that SP • are each entitled 
to refuse the association. 
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SP [t;JIQJmust have the opportunity to review all proposed abstracts, manuscripts, or 
presentations regarding these trials at least 30 ■vr to submission for publication / 
presentation. Any information identified by SP • ~ as confidential must be deleted prior to 
submission, it being understood that the results of this trial are not to be considered confidential, 
provided that an ublication of data from the 1Iial gives recognition to the trial group. In 
addition, SP • shall be offered an association with all such publications, it being 
understood that SP • are each entitled to refuse the association. 

9.2 Publication of nonclinical Subject Data 
Publication of -Jinical Subject Data shall be prohibited without the express permission of 
Sanofi Pasteur • ~ . 

10.0 SECURITY 

The security classification level for this effort is UNCLASSIFIED 

The Attached Appendix 1 is hereby incorporated in this SOW. 

11.0 MISCELLANEOUS REQUIREMENTS (SAFETY, ENVIRONMENTAL, ETC.) 

11.1 Associate Contractor Agreement (ACA) 

In the following clause "Confractor" shall mean "subconfractor/supplier" and 

a) It is recognized that success of the Adjuvanted Recombinant COVID-19 Vaccine 
Development research effo11 depends in part upon the open exchange of information between the 
various Associate Conti·actors involved in the effo11. This clause is intended to insure that there 
will be approp1iate coordination and integration of work by the Associate Contractors to achieve 
complete compatibility and to prevent unnecessary duplication of eff01t. 

By executing this conti·act, the Contractor assumes the responsibilities of an Associate 
Contractor. For the purpose ofthis clause, the term Conti·actor includes subsidia1ies, affiliates, 
and organizations under the confrol of the contractor (e.g. subcontractors). 

(b) Work under this contract may involve access to proprietary or confidential data from an 
Associate Contractor. To the extent that such data is received by the Contractor from any 
Associate Contractor for the perf01mance of this contract, the Conti·actor hereby agrees that any 
proprietary information received shall remain the property of the Associate Contractor and shall 
be used solely for the purpose of the Adjuvanted Recombinant COVID-19 Vaccine Development 
research effort. Only that inf01mation which is received from another contractor in writing and 
which is clearly identified as proprietary or confidential shall be protected in accordance with 
this provision. The obligation to retain such inf 01mation in confidence will be satisfied if the 
Contractor receiving such information utilizes the same confrols as it employs to avoid 
disclosure, publication, or dissemination of its own prop1ietary info1mation. The receiving 
Conti·actor agrees to hold such inf01mation in confidence as provided herein so long as such 
inf01mation is of a prop1ietary/confidential or limited rights nature. 
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(c) The Contractor hereby agrees to closely cooperate as an Associate Contractor with the other 
Associate Contractors on this research effo1t. This involves as a minimum: 

( 1) Maintenance of a close liaison and working relationship; 

(2) Maintenance of a free and open information network with all Government-identified 
Associate Contractors; 

(3) Delineation of detailed interface responsibilities; 

( 4) Entering into a written agreement with the other Associate Contractors setting forth the 
substance and procedures relating to the foregoing, and promptly providing the Agreements 
Officer/Procuring Contracting Officer with a copy of same; and, 

(5) Receipt of proprietary infonnation from the Associate Contractor and transmittal of 
Contractor proprietary information to the Associate Contractors subject to any applicable 
prop1ietary information exchange agreements between associate contractors when, in either case, 
those actions are necessary for the performance of either. 

( d) In the event that the Contractor and the Associate Contractor are unable to agree upon any 
such interface matter of substance, or if the technical data identified is not provided as scheduled, 
Sanofi Pasteur shall promptly notify the Agreements Officer Representative and OT A Program 
Manager. The Government will determine the appropriate corrective action and will issue 
guidance to the affected Contractor. 

(e) The Contractor agrees to insert in all subcontracts hereunder which require access to 
prop1ietary information belonging to the Associate Contractor, a provision which shall conform 
substantially to the language of this clause, including this paragraph (e). 

11.2 ( a) The Contractor should enter into Associate Contractor Agreements (ACA) for any 
portion of the contract requiring joint participation in the accomplishment of the Government s 
requirement. The agreements should include the basis for sharing information, data, technical 
knowledge, expertise, and/or resources essential to the integration of the Adjuvanted 
Recombinant COVID-19 Vaccine Development, to ensure the greatest degree of cooperation for 
the development of the program to meet the terms of the contract. Associate contractors are listed 
in (g) below. 

(b) ACAs should include the following general information: 

( 1) Identify the associate contractors and their relationships. 

(2) Identify the program involved and the relevant Government contracts of the associate 
contractors. 

(3) Describe the associate contractor interfaces by general subject matter. 

( 4) Specify the categories of information to be exchanged or support to be provided. 
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(5) Include the expiration date (or event) of the ACA. 

(6) Identify potential conflicts between relevant Government contracts and the ACA; 
include agreements on protection of proprietary data and restrictions on employees. 

(c) Provide a copy of such agreement to the Contracting Officer for review before execution of 
the document by the cooperating contractors. 

( d) The Contractor is not relieved of any contract requirements or entitled to any adjustments to 
the contract te1ms because of a failure to resolve a disagreement with an associate contractor. 

(e) Liability for the improper disclosure of any proprietary data contained in or referenced by any 
agreement rests with the parties to the agreement, and not the Government. 

(f) All costs associated with the agreements are included in the negotiated cost of this contract. 
Agreements may be amended as required by the Government during the peiformance of this 
contract. 

(g) The following contractors are associate contractors with whom agreements are required: 

Contractor 

Sanofi Pasteur 

(b)(4) 

Address Program / Contract 

OWS Project Entitled: 
Adjuvanted Recombinant 
COVID-19 Vaccine 

12.0 GOVERNMENT FURNISHED PROPERTY/MATERIAL/INFORMATION 
on behalf of the Government, shall rovide as GFM, 1 OOM doses of Ad· uvant 

13.0 AGREEMENTS OFFICER'S REPRESENTATIVE (AOR) AND AL TERNA TE 
AOR CONTACT INFORMATION 

AOR 

NAME: 
EMAIL: 
PHONE 
AGENCY NAME/DMSION/SECTION: Department of Health and Human Services, 
Biomedical Advanced Research and Development Agency 
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Appendix 1: Clause for MCDC Consortium Other Transaction 
Authority Agreements 

Standard Language OWS for Consortium OT A 

Required MCDC Base Agreement Modifications 

The Medical CBRN Consortium (MCDC) Base Agreement, Article XVII, SECURITY & OPSEC shall apply to this 
Project Agreement. In addition, the below language shall replace Paragraph 6 of Atticle XVU of the MCDC Base 
Agreement. 

(6) Access and General Protection/Security Policy and Procedures. This standard language text is applicable to ALL 
PAH employees working on critical program information or covered defense information related to Operation Warp 
Speed (OWS), and to those with an area of performance within an Army controlled installation, facility or area. 
PAH employees shall comply with applicable installation, facility and area commander installation/facility access 
and local security policies and procedures (provided by government representative). The PAH also shall provide all 
infonnation required for background checks necessary to access critical program information or covered defense 
infonnation related to OWS, and to meet installation access requirements to be accomplished by installation Provost 
Marshal Office, Director of Emergency Services or Security Office. The PAH workforce must comply with all 
personal identity verification requirements as directed by DOD, HQDA and/or local policy. In addition to the 
changes otherwise authorized by the changes clause of this agreement, should the Force Protection Condition 
(FPCON) at any individual facility or installation change, the Government may require changes in PAH security 
matters or processes. 

Required SOW Language for Deliverables (in body of SOW or Deliverables Section) 

Information Security 

Classification guidance for Operation Warp Speed - The security level for this agreement is UNCLASSIFIED. 

"Controlled technical infonnation," "covered contractor information system," "covered defense information," "cyber 
incident," "infonnation system," and "technical infonnation" are defined in DFARS Clause 252.204-7012, Safeguarding 
Covered Defense Information and Cyber Incident Reporting. 

Personnel Security 

In addition to the industry standards for employment background checks, The Contractor must be willing to have 
key individuals, in exceptionally sensitive positions, identified for additional vetting by the United States 
Government. 

Supply Chain Resiliency Plan 
The contractor shall develop and submit within 30 calendar days after contract award, a comprehensive Supply 
Chain Resiliency Program that provides identification and reporting of critical components associated with the 
secure supply of drug substance, drug product, and work-in-process through to finished goods. 

a} A critical component is defined as any material that is essential to the product or the manufacturing 
process associated with that product. Included in the definition are consumables and disposables 
associated with manufacturing. NOT included in the definition are facility and capital equipment. 
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Consideration of critical components includes the evaluation and potential impact ofraw materials, excipients, 
active ingredients, substances, pieces, parts, software, finnware, labeling, assembly, testing, analytical and 
environmental componentry, reagents, or utility materials which are used in the manufacturing of a drug, cell banks, 
seed stocks, devices and key processing components and equipment. A clear example of a critical component is one 
where a sole supplier is utilized. 

The contractor shall identify key equipment suppliers, their locations, local resources, and the associated control 
processes at the time of award. This document shall address planning and scheduling for active phannaceutical 
ingredients, upstream, downstream, component assembly, finished drug product and delivery events as necessary for 
the delivery of product. 

a) Communication for these requirements shall be updated as part of an annual review, or as necessary, as part 
of regular contractual communications. 

b) For upstream and downstream processing, both single-use and re-usable in-place processing equipment, 
and manufacturing disposables also shall be addressed. For finished goods, the inspection, labeling, 
packaging, and associated machinery shall be addressed taking into account capacity capabilities. 

c) The focus on the aspects of resiliency shall be on critical components and aspects of complying with the 
contractual delivery schedule. Delivery methods shall be addressed, inclusive of items that are foreign­
sourced, both high and low volume, which would significantly affect throughput and adherence to the 
contractually agreed deliveries. 

The contractor shall articulate in the plan, the methodology for inventory control, production planning, scheduling 
processes and ordering mechanisms, as part of those agreed deliveries. 

a) Production rates and lead times shall be understood and communicated to the Contracting/Agreement 
Officer or the Contracting/Agreement Officer's Representative as necessary. 

b) Production throughput critical constraints should be well understood by activity and by design, and 
communicated to contractual personnel. As necessary, communication should focus on identification, 
exploitation, elevation, and secondary constraints of throughput, as appropriate. 

Reports for critical items should include the following information: 
a) Critical Material 
b) Vendor 
c) 
d) 
e) 

Supplier, Manufach1Ting / Distribution Location 
Supplier Lead Time 
Shelf Life 

f) Transportation I Shipping restrictions 

The CO and COR reserve the right to request un-redacted copies of technical documents, during the period of 
performance, for distribution within the Government. Documents shall be provided within ten ( I 0) days after CO 
issues the request. The Contractor may arrange for additional time if deemed necessary, and agreed to by the CO. 

Manufacturing Data Requirements: 
The Contractor shall submit within 30 calendar days after award detailed data regarding project materials, sources, 
and manufacturing sites, including but not limited to: physical locations of sources of raw and processed material by 
type of material; location and nature of work performed at manufacturing, processing, and fill/finish sites; and 
location and nature of non-clinical and clinical studies sites. The Government may provide a table in tabular format 
for Contractor to be used to submit such data which would include but not be limited to the following: 

• Storage/inventory of ancillary materials (vials, needles, syringes, etc.) 
• Shipment of ancillary materials (vials, needles, syringes, etc.) 
• Disposal of ancillary materials (vials, needles, syringes, etc.) 
• Seed development or other starting material manufacturing 
• Bulk drug substance and/or adjuvant production 
• Fill, finish, and release of product or adjuvant 
• Storage/inventory of starting materials, bulk substance, or filled/final product or adjuvant 
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• Stability inforn1ation of bulk substance and/or finished product 
• Shipment of bulk substance of final product 
• Disposal of bulk substance or final product 

Product Development Source Material and Manufacturing Reports and Projections: 
The Contractor shall submit a detailed spreadsheet regarding critical project materials that are sourced from a 
location other than the United States, sources, and manufacturing sites, including but not limited to: physical 
locations of sources of raw and processed material by type of material; location and nature of work performed at 
manufacturing sites; and location and nature of non-clinical and clinical study sites. 

The Contractor will provide manufacturing reports and manufacturing dose tracking projections/actuals utilizing the 
"COVID-19 Dose Tracking Templates", on any contract/agreement that is manufacturing product 

• Contractor will submit Product Development Source Material Report 
o Within month of contract award 
o Within 30 days of substantive changes are made to sources and/or materials 
o Or on the 6th month contract anniversary. 

• Contractor will update the Dose Tracking Template weekly, during manufacturing campaigns and COVID 
response, with the first deliverable submission within 15 days of award/modification 

• The Government will provide written comments to the Product Development Source Material and 
Manufacturing Report within 15 business days after the submission 

• If corrective action is recommended, Contractor must address all concerns raised by the Government in 
writing 

Contractor Locations: 
The contractor shall submit detailed data regarding locations where work will be performed under this contract, 
including addresses, points of contact, and work performed per location, to include sub-contractors. 
Contractor will submit Work Locations Report: 

• Within 5 business days of contract award 
• Within 30 business days after a substantive location or capabilities change 
• Within 2 business days of a substantive change if the work perfonned supports medical countermeasure 

development that addresses a threat that has been declared a Public Health Emergency by the HHS 
Secretary or a Public Health Emergency of International Concern (PHElC) by the WHO 

Required SOW Language for Securitv Section 

This project requires an OPSEC Plan and a Security Plan. 

The contractor shall develop a comprehensive security program that provides overall protection of personnel, 
infonnation, data, and facilities associated with fulfilling the Government requirement. This plan shall establish 
security practices and procedures that demonstrate how the contractor will meet and adhere to the security 
requirements outlined below prior to the commencement of product manufacturing, and shall be delivered to the 
Government within 30 calendar days of award. The contractor shall also ensure all subcontractors, consultants, 
researchers, etc. perfonning work on behalf of this effort, comply with all Operation Warp Speed and Project 
Agreement security requirements and prime contractor security plans. 

a) The Government will review in detail and submit comments within ten (10) business days to the 
Contracting Officer (CO) to be forwarded to the Contractor. The Contractor shall review the Draft Security 
Plan comments, and, submit a Final Security Plan to the U.S. Government within thirty (10) calendar days 
after receipt of the comments. 

b) The Security Plan shall include a timeline for compliance of all the required security measures outlined by 
the Government. 

c) Upon completion of initiating all security measures, the Contractor shall supply to the Contracting Officer a 
letter certifying compliance to the elements outlined in the Final Security Plan. 
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At a minimum, the Final Security Plan shall address the following items: 

Security Requirements: 

1. Facility Security Plan 
Description: As part of the partner facility's overall security program, the contractor shall submit a written 
security plan with their proposal to the Agreement Officer for review and approval by Operation Warp Speed 
security subject matter experts. The performance of work under the Project Agreement will be in accordance with 
the approved security plan. The security plan will include the following processes and procedures at a minimum: 

Security Administration 

Personnel Security 

Physical Security Policies 
and Procedures 

Information Security 
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• organization chart and responsibilities 

• written security risk assessment for site 
• threat levels with identification matrix (High, Medium, or Low) 

• enhanced security procedures during elevated threats 
• liaison procedures with law enforcement 

• annual employee security education and training program 

• policies and procedures 
• candidate recruitment process 

• background investigations process 

• employment suitability policy 

• employee access determination 

• rules of behavior/ conduct 

• termination procedures 
• non-disclosure agreements 

• internal/external access control 

• protective services 

• identification/badging 
• employee and visitor access controls 

• parking areas and access control 
• perimeter fencing/barriers 

• product shipping, receiving and transport security procedures 
• facility security lighting 

• restricted areas 

• signage 
• intrusion detection systems 
• alarm monitoring/response 

• closed circuit television 

• product storage security 

• other control measures as identified 

• identification and marking of sensitive information 

• access control 

• storage of information 

• document control procedures 

• retention/ destruction requirements 
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Infonnation 
Technology/Cyber Security 
Policies and Procedures 

2. Site Security Master Plan 

• intrusion detection and prevention systems 

• threat identification 
• employee training (initial and annual) 

• encryption systems 
• identification of sensitive information/media 

• password policy (max days 90) 
• lock screen time out policy (minimum time 20 minutes) 

• removable media policy 
• laptop policy 

• removal of IT assets for domestic/foreign travel 
• access control and determination 

• VPN procedures 
• WiFi and Bluetooth disabled when not in use 

• system document control 

• system backup 
• system disaster recovery 

• incident response 

• system audit procedures 

• property accountability 

Description: The partner facility shall provide a site schematic for security systems which includes: main access 
points; security cameras; electronic access points; IT Server Room; Product Storage Freezer/Room; and bio­
containment laboratories. 

3. Site Threat/ Vulnerability/ Risk Assessment 
Description: The partner facility shall provide a written risk assessment for the facility addressing: criminal 
threat, including crime data; foreign/domestic terrorist threat; industrial espionage; insider threats; natural 
disasters; and potential loss of critical infrastructure (power/water/natural gas, etc.) This assessment shall include 
recent data obtained from local law enforcement agencies. The assessment should be updated annually. 

4. Physical Security 
Description: 

Closed Circuit Television 
(CCTV) Monitoring 

Facility Lighting 
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a) Layered (internal/external) CCTV coverage with time-lapse video 
recording for buildings and areas where critical assets are processed or 
stored. 

b) CCTV coverage must include entry and exits to critical facilities, 
perimeters, and areas within the facility deemed critical to the execution 
of the contract. 

c) Video recordings must be maintained for a minimum of 30 days. 
d) CCTV surveillance system must be on emergency power backup. 
e) CCTV coverage must include entry and exits to critical facilities, 

perimeters, and areas within the facility deemed critical to the execution 
of the contract. 

f) Video recordings must be maintained for a minimum of 30 days. 
g) CCTV surveillance system must be on emergency power backup. 
a) Lighting must cover facility perimeter, parking areas, critical 

infrastructure, and entrances and exits to buildings. 
b) Lighting must have emergency power backup. 
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Shipping and Receiving 

Access Control 

Employee/Visitor 
Identification 

Security Fencing 

Protective Security Forces 

Protective Security Forces 
Operations 
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c} Lighting must be sufficient for the effective operation of the CCTV 
surveillance system during hours of darkness. 

a) Must have CCTV coverage and an electronic access control system. 
b) Must have procedures in place to control access and movement of 

drivers picking up or delivering shipments. 
c) Must identify drivers picking up Government products by government 

issued photo identification. 

a) Must have an electronic intrusion detection system with centralized 
monitoring. 

b) Responses to alarms must be immediate and documented in writing. 
c} Employ an electronic system (i.e., card key) to control access to areas 

where assets critical to the contract are located (facilities, laboratories, 
clean rooms, production facilities, warehouses, server rooms, records 
storage, etc.). 

d) The electronic access control should signal an alarm notification of 
unauthorized attempts to access restricted areas. 

e) Must have a system that provides a historical log of all key access 
transactions and kept on record for a minimum of12 months. 

f) Must have procedures in place to track issuance of access cards to 
employees and the ability to deactivate cards when they are lost or an 
employee leaves the company. 

g) Response to electronic access control alarms must be immediate and 
documented in writing and kept on record for a minimum of 12 months. 

h) Should have written procedures to prevent employee piggybacking 
access 

i) to critical infrastructure (generators, air handlers, fuel storage, etc.) 
should be controlled and limited to those with a legitimate need for 
access. 

j) Must have a written manual key accountability and inventory process. 
k} Physical access controls should present a layered approach to critical 

assets within the facility. 

a) Should issue company photo identification to all employees. 
b) Photo identification should be displayed above the waist anytime the 

employee is on company property. 
c) Visitors should be sponsored by an employee and must present 

government issued photo identification to enter the property. 
d) Visitors should be logged in and out of the facility and should be 

escorted by an employee while on the premises at all times. 
Requirements for security fencing will be detennined by the criticality of the 
program, review of the security plan, threat assessment, and on site security 
assessment. 

Requirements for security officers will be determined by the criticality of the 
program, review of the security plan, threat assessment, and onsite security 
assessment. 

a) Must have in-service training program. 
b) Must have Use of Force Continuum. 
c} Must have communication systems available (i.e., land line on post, cell 

phones, handheld radio, and desktop computer). 
d) Must have Standing Post Orders. 
e) Must wear distinct uniform identifying them as security officers. 
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5. Security Operations 
Description: 

Infonnation Sharing a) Establish formal liaison with law enforcement. 
b) Meet in person at a minimum annually. Document meeting notes and 

keep them on file for a, minimum of 12 months. POC information for LE 
Officer that attended the meeting must be documented. 

c) Implement procedures for receiving and disseminating threat 
information. 

Training a) Conduct new employee security awareness training. 
b) Conduct and maintain records of annual security awareness training. 

Security Management a) Designate a knowledgeable security professional to manage the security 
of the facility. 

b) Ensure subcontractor compliance with all Government security 
requirements. 

6. Personnel Security 
Description: 

Records Checks 

Verification of social security number, date of birth, citizenship, education 
credentials, five-year previous employment history, five-year previous residence 
history, FDA disbannent, sex offender registry, credit check based upon position 
within the company; motor vehicle records check as appropriate; and 
local/national criminal history search. 

Hiring and Retention a) Detailed policies and procedures concerning hiring and retention of 
Standards employees, employee conduct, and off boarding procedures. 

b) Off Boarding procedures should be accomplished within 24 hour of 
employee leaving the company. This includes termination of all network 
access. 

7. Information Security 
Description: 

Physical Document Control a) Applicable documents shall be identified and marked as procurement 
sensitive, proprietary, or with appropriate government markings. 

b) Sensitive, proprietary, and government documents should be 
maintained in a lockable filing cabinet/desk or other storage device and 
not be left unattended. 

c) Access to sensitive information should be restricted to those with a 
need to know. 

Document Destrnction Documents must be destroyed using approved destrnction measures (i.e, 
shredders/approved third party vendors/ pulverizing / incinerating). 

8. Information Technology & Cybersecurity 
Description: 

Identity Management 
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a) 

b) 
c) 
d) 

Physical devices and systems within the organization are inventoried 
and accounted for annually. 
Organizational cybersecurity policy is established and communicated. 
Asset vulnerabilities are identified and documented. 
Cyber threat intelligence is received from information sharing forums 
and sources. 
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Access Control 

Training 

Audit and Accountability 

Configuration Management 

Contingency Planning 

Incident Response 

Media and Infom1ation 
Protection 

Physical and Environmental 
Protection 

AMERICAN 
PVERSIGHT 

e) 

f) 

g) 

a) 
b) 

c) 

d) 
a) 

a) 

b) 

c) 
d) 

a) 
b) 

a) 

a) 

a) 
b) 

c) 
d) 
a) 

b) 
c) 

d) 

Threats, vulnerabilities, likelihoods, and impacts are used to determine 
risk. 
Identities and credentials are issued, managed, verified, revoked, and 
audited for authorized devices, users and processes. 
Users, devices, and other assets are authenticated (e.g., single-factor, 
multifactor) commensurate with the risk of the transaction (e.g., 
individuals' security and privacy risks and other organizational risks) 

Limit information system access to authorized users. 
Identify information system users, processes acting on behalf of users, 
or devices and authenticate identities before allowing access. 
Limit physical access to information systems, equipment, and server 
rooms with electronic access controls. 
Limit access to/ verify access to use of external information systems. 
Ensure that personnel are trained and are made aware of the security 
risks associated with their activities and of the applicable laws, policies, 
standards, regulations, or procedures related to information technology 
systems. 
Create, protect, and retain information system audit records to the 
extent needed to enable the monitoring, analysis, investigation, and 
reporting of unlawful, unauthorized, or inappropriate system activity. 
Records must be kept for minimum must be kept for 12 months. 
Ensure the actions of individual information system users can be 
uniquely traced to those users. 
Update malicious code mechanisms when new releases are available. 
Perform periodic scans of the information system and real time scans of 
files from external sources as files are downloaded, opened, or 
executed. 

Establish and enforce security configuration settings. 
Implement sub networks for publically accessible system components 
that are physically or logically separated from internal networks. 

Establish, implement, and maintain plans for emergency response, 
backup operations, and post-disaster recovery for information systems 
to ensure the availability of critical information resources at all times. 

Establish an operational incident handling capability for information 
systems that includes adequate preparation, detection, analysis, 
containment, and recovery of cybersecurity incidents. Exercise this 
capability annually. 

Protect information system media, both paper and digital. 
Limit access to information on information systems media to authorized 
users. 
Sanitize and destroy media no longer in use. 
Control the use of removable media through technology or policy. 

Limit access to information systems, equipment, and the respective 
operating environments to authorized individuals. 
Intrusion detection and prevention system employed on IT networks. 
Protect the physical and support infrastructure for all information 
systems. 
Protect information systems against environmental hazards. 
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e) Escort visitors and monitor visitor activity. 

Network Protection Employ intrusion prevention and detection technology with immediate analysis 
capabilities. 

9. Transportation Security 
Description: Adequate security controls must be implemented to protect materials while in transit from theft, 
destruction, manipulation, or damage. 

Drivers a) Drivers must be vetted in accordance with the Government Personnel 
Security Requirements. 

b) Drivers must be trained on specific security and emergency procedures. 
c) Drivers must be equipped with backup communications. 
d) Driver identity must be 100 percent confirmed before the pick-up of any 

Government product. 
e) Drivers must never leave Government products unattended, and two 

drivers may be required for longer transport routes or critical products 
during times of emergency. 

f) Truck pickup and deliveries must be logged and kept on record for a 
minimum of 12 months. 

Transport Routes a) Transport routes should be pre-planned and never deviated from except 
when approved or in the event of an emergency. 

b) Transport routes should be continuously evaluated based upon new 
threats, significant planned events, weather, and other situations that 
may delay or disrupt transport. 

Product Security a) Government products must be secured with tamper resistant seals 
during transport, and the transport trailer must be locked and sealed. 

• Tamper resistant seals must be verified as "secure" after the 
product is placed in the transport vehicle. 

b) Government products should be continually monitored by GPS 
technology while in transport, and any deviations from planned routes 
should be investigated and documented. 

c) Contingency plans should be in place to keep the product secure during 
emergencies such as accidents and transport vehicle breakdowns. 

10. Security Reporting Requirements 
Description: The partner facility shall notify the Agreement Officer within 24 hours of any activity or incident 
that is in violation of established security standards or indicates the loss or theft of government products. The 
facts and circumstances associated with these incidents will be documented in writing for government review. 

11. Security Audits 
Description: The partner facility agrees to fonnal security audits conducted at the discretion of the government. 
Security audits may include both prime and subcontractor. 
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MCDC201 l-001 

UNDEFT ITTZED PROJECT ACTION 

MCDC2011-005 is a hybrid Cost/Fixed Price Agreement that will be awarded under W l 5QKN-l 6-9-l 002 (hereinafter 
"Agreement"). Due to urgency concerns, this Undefinitized Project Action (UPA) is being issued to Sanofi Pasteur, 
Inc. (hereinafter "Contractor") for Adjuvanted Recombinant COVID-19 Vaccine Development. The following is 
hereby incorporated as part of this Agreement. 

1. DEFl lTlZATlON: 
a) This Agreement covers a hybrid Cost/Fixed Price UPA that awards prototype project MCDC2011-005. 

The Contractor agrees to promptly begin negotiating with the Agreements Officer on the terms of a 
definitive Agreement for the project, which wi 11 include: ( l) all mutually agreeable terms and conditions 
related to this Agreement, and (2) all other terms and conditions required by law. The Contractor will be 
required to submit a qualifying cost proposal with all necessary supporting documentation, in order to 
allow for a full evaluation of costs. 

b) Th schedule for definitizing this Agreement is as follows: 
1. Receipt of Qualifying Proposal: 10 September 2020 

11. Estimated Start of egotiations: 0 I October 2020 
111. Estimated Date ofDefinitization: 09 December 2020 

c) lfa definitive Agreement is not finalized to supersede this UPA by the target date in paragraph 2(b)(iii), 
or within any extension granted in writing by the Agreements Officer, the Agreements Officer may, with 
the approval of the Anny Contracting Command-New Jersey, Senior Contracting Official, unilaterally 
determine a fair and reasonable price. This determination is subject to Contractor appeal, as provided for 
in the Disputes article of WI 5QKN-16-9- I 002, but the Contractor shall not cease perfonnance of this 
Agreement while proceeding through the dispute process. 

d) After the Agreements Ofiicer's detennination of a fair and reasonable price, the Agreement shall be 
governed by all of the terms and conditions of the definitive Agreement. Furthermore, all the terms and 
conditions of this UP A shall continue in effect, except for those that by their nature apply only to UP As. 
e) The Government and Contractor agree that this UPA will include a ceiling in the amount of 

$1,769,013,470. This ceiling may be adjusted only by the written agreement of both parties. 

2. PAYMENT OF ALLOW ABLE COSTS BEFORE DEFINITZA TIO : 
Prior to definitization of this Agreement, the Government will reimburse the Contractor for all allowable and 
allocable costs up to 50% of the approved ot-To-Exceed (NTE) Price of$l,769,013,470. At any time before 
a payment, the Agreements Officer may have the Contractor's invoices or vouchers audited. Any payment 
may be (l) reduced by any amounts found by the Agreements Officer not deemed authorized in accordance 
with the Statement of Work, or (2) adjusted for overpayments made on preceding invoices or vouchers. 

3. UMTT A TIONS O OBLIGA TIO S: 
The Government will not obligate more than 50 percent of the TE Price before definitization. 

4. UMTT A TJON OF GOVERNMENT LTABILTTY: 
a) Tn perfonnance of this Agreement, the Contractor is not authorized to make expenditures or incur 

obligations exceeding $1,769,013,470 dollars. 
b) The maximum amount for which the Government shall be liable if this Agreement is terminated is 

$1,769,013,470 dollars. 

5. EXECUTIO AND COMMENCEME T OF WORK: 
Upon acceptance by both parties, the Contractor shall proceed with performance of the Statement of Work, 
including the purchase of any necessary materials. 
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CONTRACT DATA REQUIREMENTS LIST 
(2 Data Items) 

Form Approved 
0MB No. 0704--0188 

The public reporting l:urden for this cnllection d information is estimallld to average 220 hours per response, including the time for reviewing instnJct!ms, seardiing existing 
data sources, IJ3lherlng and malnl.!fmlO the data needed, and ~eting and reviewing the collection d Information. Send cooment:s tl!!lilftllng this IUOef'I estimate or any 
other aspect ii: this collection d inforinatial, indudng suggestiais for mducing the burden, to the Department d Defense, Executi\/e Services Directorate 
(0704-0188). Respoudeut:s should be aware that notwithstanding arry other l)l"(MSlon d law, no person shall be subject to any penalty for fai1ing to comply v.tth a collection 
of information if it does not dsplay a a.irrenlly valid 0MB control oomber. Please do not return your form to the above organization. Send completed form to the 
Government Issuing Contracting Officer for the Contract/PR No. Usied In Blodl E. 

A. CONTRACT LINE ITEM NO. B.EXHIBIT C.CATEGORY: 
A TOP___ TM_OTHER General/Admin Data 

D. SYSTEMnTEM E. CONTRACT/PR NO. F. CONTRACTOR 
Production of AS03 Adjuvant to support ~ GlaxoSmithKline, LLC 
1. DATA ITEM NO. 2. TlllEOF DATA ITEM 

AOOl Quality Assessment Report 

J.SUBTITlE 

Quality Report 

4. AUTHORITY (Dara Acquisition Document NoJ 

Dl-QCIC-81187 (Tailored) 
5. CONTRACT REFERENCE 

C.4.a 
6. REQUIRING OFFICE 

BARDA 
7. 00250 REQ 

No 
9. OISTSTATEMENT 

REQUIRED 
10. FREQUENCY 

Once 
12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
14. otSTRIBUTION 

8.APPCODE 

NA 
16. REMARKS 

A 
11. AS OF DATE 

NA 
13. DATE Of SUBSEQUENT 

SUBMISSION 
Refer to Block 16 

4. The Data Item Description (DID) may be obtained from 
hnp://quicksearch.dla.mil/. 
9. Distribution Statement C: Distribution authorized to U.S. 
Government agencies and their Contractors (Administrative or 
Operational Use). Determination made July 18, 2020. Distribution 
guidance is included in DoD Insu11ction 5230.24. 
12. & 13. The contractor shall submitt the Quality Report within 30 
days of award for Government review. 
14. Submit as an electronic file in Microsoft Office (i.e. Word. Excel, 
Power Point via email to the BARDA re resentative: --

*, and the Contracting 

a. AOORESSEE 

BARDA• 

ACC -New Jersey"* 

15.TOTAL 

1. DATA ITEM NO. J.SUBTITlE 

b. CDPIES 

Anal 
Draft 

Reg Repro 

0 

0 0 

2 0 

A002 

2. Till£ Of OAT A ITEM 

Conference Minutes Monthly Teleconferences and Communication 

4. AUTHORITY (Data Acqui:iilion Docunent NoJ 

Dl-ADMN-81250 (Tailored) 
7. 00250 REQ 

No 
8. APP CODE 

NA 
16. REMARKS 

9. DISTSTATEMENT 
REQUIRED 

A 

5. CONTRACT REFERENCE 

C.4.b 
10. FR QUENCY 

Monthly 
11. AS OF DATE 

NA 

12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
13. DATE OF SUBSEQUENT 

SUBMISSION 
Refer to Block 16 

6. REQUIRING OFFICE 

BARDA 
14. DISTRIBUTION 

b. CDPIES 

a. ADDRESSEE Anal 
Draft 

Reg R.epro 

BARDA• 0 1 0 
4. The Data Item Description (DID) may be obtained from http://quicksearch.dla mil/. ACC -New Jersey"• 
9. Distlibution Statement C: Distribution authorized to U.S. Government agencies and 1-------~---+-----1--+-----1 

0 0 

their Contractors (Administrative or Operational Use). Detemtination made July 18, 
2020. Distnbution guidance is included in DoD Instruction 5230.24. 
12. & 13. I). The contractor shall provide agendas and read-ahead material as required ,----------+-----;--+-----t 

one day prior to the meetings and shall provide minutes of each meeting to the 
Government. 2). The contractor shall include key subcontractors as attendees at these 
teleconferences when applicable. 3). The contractor shall provide meeting minutes 
within three (3) business days after each formal scheduled meeting/teleconference 
conducted with the Government. 
14. Submit as an electronic file in Microsoft Office i.e. Word. Excel, Power Point) 
via email to the BARDA r resentative: 

*, and the Contracting O 1cer** (KO),_ 

H.DATE I. APPROVED BY ---PREVIOUS EDIDON MAY BE USED. 

15. TOTAL 

Reset 

► 2 0 

J. DATE 

Page_l _of__l_Pages 
ACIObe Professional a o 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 
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CONTRACT DATA REQUIREMENTS LIST 
(2 Data Items) 

Form Approved 
0MB No. 0704--0188 

The public reporting l:urden for this cnllection d information is estimallld to average 220 hours per response, including the time for reviewing instnJct!ms, seardiing existing 
data sources. oathering and malnl.!frvlO the data needed, and COfr4lleting and reviewing the collection d Information. Send cooment:s tl!!lilftling this IUOef'I estimate or any 
other aspect ii: this collection d inforinatial, indudng suggestiais for reducing the burden, to the Department d Defense, Executi\/e Services Directorate 
(0704-0188). Respoudeut:s should be aware that notwithstanding any other l)l"(MSlon d law, no person shall be subject to any penalty for fai1ing to comply v.tth a collection 
of information if it does not dsplay a currently valid 0MB control oomber. Please do not return your form to the above organization. Send completed form to the 
Government Issuing Contracting Officer for the Contraa/PR No. Usied In Blodl E. 

A. CONTRACT LINE ITEM NO. B.EXHIBIT C.CATEGORY: 
A TOP___ TM_OTHER General/Admin Data 

D. SYSTEMnTEM E. CONTRACT/PR NO. F. CONTRACTOR 
Production of AS03 Adjuvant to suppon ~ GlaxoSmithKline, LLC 
1. DATA ITEM NO. 2. TITlEOF DATA ITEM J.SUBTITlE 

A003 Conference Minutes Ad Hoc Meetings 

4. AUTHORITY (Datil Aa:iuisirion Docvment NoJ 

Dl-ADMN-81250 (Tailored) 
7. 00250 REQ 

No 
8.APPCODE 

NA 

9 OISTSTATEMENT 
REQUIRED 

A 

5. CONTRACT REFERENCE 

C.4.c 
10. FREQUENCY 

As Required 
11. AS OF DATE 

NA 

12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
13. DATE OF SUBSEQUENT 

SUBMISSION 
Refer to Block 16 

6. REQUIRING OFFICE 

BARDA 
14. DISTRIBUTION 

a. AOORESSEE 
Draft 

b. CDPIES 

Anal 

Reg Repro 

16. REMARKS BARDA• O 1 O 
1-----------+------l--+-----I 

4. The Data Item Desctiption (DID) may be obtained from 1-A_CC_-N_e_w_J_er_sey"'~•-+---o--+---+-0---1 

http://quicksearch.dla.mil/. 
9. Distribution Statement A: Disttibution authorized to U.S. Government 
agencies and their Contractors (Administrative or Operational Use). 
Detennination made July 18, 2020. Distribution guidance is included in 
DoD Instmction 5230.24. 
12. & 13. In addition to the monthly meetings, additional ad hoc meetings 
to address specific issues or to convey time-sensitive updates or scientific 
data related to the program will be held .. 
14. Submit as an electronic file in Microsoft Office (i.e. Word. Excel 
Power Point via email to the BARDA representative:­

*. and the Contt·acting ~ 
) 

15.TOTAL 

A004 

2. Till£ OF OAT A ITEM 

Incident Repo11 

J.SUBTITlE 

Incident Report 

4. AUTHORITY (Data AcquiMion Docunent NoJ 

Dl-MGMT-82071 (Tailored) 
5. CONTRACT REFERENCE 

C.4.d 
6. REQUIRING OFFICE 

BARDA 

0 2 0 

7 00 250 
REQ 

No 

9 OISTSTATEMENT 
REQUIRED 

10 FREQUENCY 12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
DISTRIBUTION 

8.APPCOOE 

NA 

16.REMARKS 

A 

As Required 
11. AS OFOATE 

NA 
1J. DATE OF SUBSEQUENT 

SUBMISSION 
Refer to Block 16 

4. The Data Item Description (DID) may be obtained from 
http ://quicksearch.dla.mil/. 
9. Distribution Statement A: Distribution authorized to U.S. Government agencies 
and their Contractors (Administrative or Operational Use). Determination made 
July 18, 2020. Distnl>ution guidance is included in DoD Instruction 5230.24. 
12. & 13. A written summary repo11 shall be submitted within three (3) business 
days of an incident. to include what happened, what was the impact, if there are any 

b. CDPIES 

a. AOORESSEE Anal 
Draft 

Reg R.epro 

BARDA• 0 1 0 

ACC -New Jersey"• 0 0 

available corrective actions and a time line for when the co1rective actions would be 1----------+-----1--+---1 

in place. 
14. Submit as an electronic file in Microsoft Office i.e. Word. Excel. Power Point) 
via email to the BARDA re resentative: 

*. and the Contractmg O cer** (KO),_ 1-----------+------l--+-----1 

PREVIOUS EDIDON MAY BE USED. 
Reset 

Page_2_of_3_Pages 
Adobe Professional 8 O 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 
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CONTRACT DATA REQUIREMENTS LIST 
(2 Data Items) 

Form Approved 
0MB No. 0704--0188 

The public reporting l:urden for this cnllection d information is estimallld to average 220 hours per response, including the time for reviewing instnJct!ms, seardiing existing 
data sources, IJ3lherlng and malnl.!fmlO the data needed, and ~eting and reviewing the collection d Information. Send cooment:s tl!!lilftllng this IUOef'I estimate or any 
other aspect ii: this collection d inforinatial, indudng suggestiais for mducing the burden, to the Department d Defense, Executi\/e Services Directorate 
(0704-0188). Respoudeut:s should be aware that notwithstanding arry other l)l"(MSlon d law, no person shall be subject to any penalty for fai1ing to comply v.tth a collection 
of information if it does not dsplay a a.irrenlly valid 0MB control oomber. Please do not return your form to the above organization. Send completed form to the 
Government Issuing Contracting Officer for the Contract/PR No. Usied In Blodl E. 

A. CONTRACT LINE ITEM NO. B.EXHIBIT C.CATEGORY: 
A TOP___ TM_OTHER General/Admin Data 

D. SYSTEMnTEM E. CONTRACT/PR NO. F. CONTRACTOR 
Production of AS03 Adjuvant to suppor1 ~ GlaxoSmithKline, LLC 
1. DATA ITEM NO. 2. TITlEOF DATA ITEM 

A005 Contract Stummuy Report 

4. AUTHORITY (Dara ACQUisifion Doalment NoJ 

Dl-ADMN-80447A 
5. CONTRACT REFERENCE 

C.4.e 

J.SUBTITlE 

Draft and Final Reports 

6. REQUIRING OFFICE 

BARDA 
7. 00250 REQ 

No 
9. OISTSTATcMENT 

REQUIRED 
10. FREQUENCY 

Twice 
12. OAT£ OF FIRST SUBMISSION 

Refer to Block 16 
14. DISTRIBUTION 

8.APPCOOE 

A 
C 

11. AS OF OAT£ 

NA 
13. DATE OF SUBSEQUENT 

SUBMISSION 
Refer to Block 16 

b. CDPIES 

a. AOORESSEE Anal 
Draft 

Reg Repro 

16. REMARKS BARDA• l 1 O 
1----------+--------l--+------I 

4 The Data Item Description (DID) may be obtained from http://quickscarch dla mil/ ACC -New Jersey"* O 0 
9 Distn"bution Statement A~ Distribution authorized to US Government agencies and lheir Contractors 1-------~--+--------l--+------t 

(Administrative or Opcratiooal Use) Dctcrmin.uion made July 18, 2020 Distribution guidance is included in DoD 1----------+--------l--+------1 
Instruction 5230 24 
12 & 13 Due 30 calendar days before the end oflhe PoP and lhe Final Technical Progress Reportoo or before the 
completion date oflhe PoP The Progress Report slwl c.ontain manufacturing process description including: 
• batch number 
• date and location of manufacture (ioclnding buildiog, room. line cumber) 
• sru,lf life 
• description of process/testing 
• final production volume 
• comp Ide list of amlytical tests performed and results 
• Certificate(s) of Analysis 
• Certificate(s) ofCument Good Mannfacturing Practices (cGMP) Conformity 
• Any <11,viations 
• Fioal status, c g , released. etc 
• Storage bag, vial, and container closure details 
14 Submit as an electronic file in Microsoft Office i e Word., Excel, Power Point) via email to the BARDA 

cntativc: lllll■il-■■■I>", and the Contracting Officer"• (KO), Triw 

15. TOTAL 2 0 
J.SUBTITlE 

4. AUTHORITY (Data Acqui:iilion Ooa.ment /lloJ 5. CONTRACT REFERENCE 

7.00250REQ 9. DIST STATEMENT 10. FREQUENCY 12. OAT£ OF FIRST SUBMISSION 

REQUIRED 

8.APPCOOE 

16.REMARKS 

NOT USED 

G. PREPARED BY 

11. AS OF DATE 

H.DATE 

13. DATE OF SUBSEQUENT 

SUBMISSION 

I. APPROVED BY 

PREVIOUS EDIDON MAY BE USED. 

6. REQUIRING OFFICE 

DISTRIBUTION 

a. ADDRESSEE 

15. TOTAL 

Reset 

b. CDPIES 

Rnal 
Draft 

Reo R.epro 

0 

► 
J. DATE 

Page_3_of_3_Pages 
Adobe Prnfesslonal 8 O 

17. PRICE GROUP 

18. ESTIMATcO 
TOTAL PRICE 

17. PRICE GROUP 

18. ESTIMATcO 
TOTAL PRICE 
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CONTRACT DATA REQUIREMENTS LIST 
(2 Data Items) 

Form Approved 
0MB No. 0704--0188 

The public reporting l:urden for this cnllection d information is estimallld to 220 hours response, including the time for reviewi instructims seardiing existing 
data sources, IJ3lherlng and malnl.!fmlO the data needed, and COfr4lleting and~rl!I the col~ d Information. Send cooment:s reoar1'1ng this ~ estimate or any 
other aspect ii: this collection d inforinatial, indudng suggestiais for mducing the burden, to the Department d Defense, Executive Services Directorate 
(0704-0188). Respoudeut:s should be aware that notwithstanding art'/ other l)l"(MSlon d law, no person shall be subject to any penalty for fa'lflg to comply v.tth a collection 
of information if it does not dsplay a a.wrnnlly valid 0MB control oomber. Please do not return your form to the above organization. Send completed form to the 
Government Issuing Contracting Officer for the Contract/PR No. Usied In Blodl E. 

A. CONTRACT LINE ITEM NO. 

D. SYSTEMnTEM 
Production of AS03 Adjuvant to suppor1 

1. DATA ITEM NO. 2. TITl.EOF DATA ITEM 

C.CATEGORY: B.EXHIBIT 
A 

TOP ___ TM,_OTHER ________ _ 

E. CONTRACT/PR NO. 
~ 

F. CONTRACTOR 
GlaxoSmithKline, LLC 
J.SUBTITl.E 

A006 Internal Contractor Technical Data Product Development Source Material and 
Manufacturing Reports and Projections 

4. AUTHORITY (Dalil Ac;quisirion Docvment NoJ 

Dl-SESS-81309 
7. 00250 REQ 

No 
9. OISTSTATEMENT 

REQUIRED 

C 

5. CONTRACT REFERENCE 

10. FREQUENCY 

Monthly 

12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
13. DATE OF SUBSEQUENT 

SUBMISSION 

6. REQUIRING OFFICE 

BARDA 
14. DISTRIBUTION 

b. CDPIES 

a. AOORESSEE Rnal 
Draft 

8.APPCODE 

A 

11. AS OF DATE 

NA Refer to Block 16 Reg Repro 

16. REMARKS BARDA• O 1 O 
1---------+--------l--+------I 

4 The Datl Item Description (DID) may be obtli.ocd from hnp://quickscarch db mil/ ACC -New Jerscr-• 0 0 
9 Distnlmtioo Statement C: Distnbution amhocized lo U S Government agencies and their Contractors 1------~--+--------l--+------t 

(Administrative or Operational Use) Deteonination made July 18, 2020 Distribution guidance is included in 
DoD Instruction 5230 24 
12 & 13 I) The comractor will submit Product Development Source Material Report 
within month of contract award, within 30 days of substantive changes are made to sources and/or materials, or 1----------+-----;---+-----t 

oo the 6th moruh contract anniversary 2) The contractor will update the Dose Tracking Template weekly 
during maoufactwiog campaigns and daily during response operations (where a Public Health Emergency b3s 
been declared) and COVID-19 response. with the first deliverable submission within IS days of 
award/modification Updates to be provided weekly in advance of commercial-scale manufacturing and daily 
once material for use in =J>O0se operations begins manufactW"e 3) The Goveromcot will provide wtinen 
comments to the Product Development Sowce Material and Manubcturing Report within I S business days 
after the submission If corrective action is recommended, Contractor must address all concerns raised by 
BARDA in writing The Product Development and Source Material report to be submitted via spreadsheet; 
Dose Tracking can be completed via sp,-eadsbeet or other fonnat (e g XML or ISON) as agreed to by USG 
and company 
14 Submit as an electronic file in Microsoft Office i e Word. Excel, Power Point) via em.ail 10 the BARDA 

eotative: )*, and the Contracting Office<** (KO), 

15.TOTAL 

2. Tm£ OF OAT A ITEM J.SUBTITl.E 

A007 Contract Summary Report 

4. AUTHORITY (Data Acqui:iilion Docunent /lloJ 

Dl-ADMN-80447 A 
5. CONTRACT REFERENCE 

Contractor Location 

6. REQUIRING OFFICE 

BARDA 

0 2 0 

7.D0250REQ 

NO 
9. OISTSTATEMENT 

REQUIRED 
10. FREQUENCY 

Once 

12. DATE OF FIRST SUBMISSION 

Refer to Block 16 
14. DISTRIBUTION 

8.APPCOOE 

NA 
C 11. AS OF DATE 

NA 

1J, DATE OF SUBSEQUENT 
SUBMISSION 

Refer to Block 16 

a. AOORESSEE 

16. REMARKS BARDA• 

b. CDPIES 

Anal 
Draft 

Reg R.epro 

0 1 0 
1---------+--------l--+------I 

4. The Data Item Desc1iption (DID) may be obtained from http://quicksearch.dla mil/. ACC -New Jerscr-• 0 0 
9. Distiibution Statement C: Distribution authorized to U.S. Government agencies and 1------~--+--------l--+------1 

their Contractors (Administrative or Operational Use). Determination made July 18. 
2020. Disttibution guidance is included in DoD Instruction 5230.24. 
12. & 13. The contractor will submit Work Locations Report within 5 business days 
of contract award. within 30 business days afte.r a substantive location or capabilities 
change, and within 2 business days of a substantive change if the work performed 
supports medical countermeasure development that addresses a threat that has been 
declared a Public Health Emergency by the HHS Secretruy or a Public Health 
Emergency of International Concern (PHEIC) by the WHO. 
14. Submit as an electronic file in Microsoft Office i.e. Word, Excel. Power Point) 
via email to the BARDA r resentative: 

•, and the Contractmg O 1cer♦• (KO).-

H.DATE I. APPROVED BY ---
PREVIOUS EDIDON MAY BE USED. 

15. TOTAL 

Reset 

► 0 2 0 

J. DATE 

Page_l_of_l_Pages 
Adobe Professional 8 O 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 

17. PRICE GROUP 

18. ESTIMATED 
TOTAL PRICE 
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SOLICITATION/CONTRACT/ORDER FOR COMMERCIAL ITEM 1. Requisition Number Page 1 01' 32 

Offcri,r To Complete Block 12, 17, 23, 24, & 30 SEE SCHEDULE 

2. Contract No. 3. A ward/Effective Date I 4. Order Number 5. Solicitation Number 6. Solicitation Issue Date 
WlSQKN-20-C-0048 2020JUL30 

7. For Solicitation A.Name 8. Telephone Number (No Collect Calls) 8. Ofl'er Due Date/Local Time 
Information Call: ► fiHl;J- tmm 
9. Issued By Code I WlSQKN 10. This Acquisition is D Unrestricted OR D Set Aside: % For: 

ARMY CONTRACTING COMMAND - NJ 

PICATINNY ARSENAL, NJ 07806-5000 D Small Business D Women-O\\11ed Small Business (WOSB) 

Ouubzone Small Business 

Eligible Under the Women-Owned Small Business Program 

□ EDWOSB 

D Service-Disabled Veteran-Owned Small Business NAICS: 325412 

Email: fiHffl □ S(A) Size Standard: 

11. Delivery For FOB Destination 12. Discount Terms 
D 13a. This Contract ls A Rated Order Under DPAS (15 CFR 700) I 13b. Rating 

Unless Block ls Marked NONE 

GJ Sec Schedule 14. Method Of Solicitation □ RFQ D1FB QRFP 

15. Deliver To Code I 16. Administered By Code WlSQKN 
SEE SCHEDCJLE ACC NJ 

BLDG 10 PHIPPS RD 

PICATINNY ARSENAL, NJ 07806-5000 

Telephone No. 
17a. Coutraclor/Ofl'eror Code 1-•I Facility I 18a. Payment Will Be Made By Code HQ0304 

GLAXOSMITHKLINE LLC DEFENSE FINANCE & ACCTING SERVICE 

5 MOORE DR DFAS COLUMBUS 
RESEARCH TRIANGLE PARK, NC 27709-0143 DFAS-JAIQBAC/CO 

PO BOX 182317 
COLUMBUS OH 43218-2317 

Tclenhone No. 

0 17b. Check U-Remittance ls Different And Put Such 18b. Submit Invoices To Address Shown In Block 18a Unless Block Below ls Checked 

Address In Offer 0 See Addendum 
19. 20. 21. 22. 23. 24. 

Item No. Schedule Of Sunnlies/Services Quantity Unil Unil Price Amount 

SEE SCHEDULE 

(Use Reverse and/or Attach Additional Sheets As Nccessury) 
25. Accounting Aud Appropriation Data 26. Total Award Amount (For G-Ovt. Use Only) 

SEE CONTRACT ADMINISTRATION DATA $342,000,000.00 

D 27a.Solicitation Incorporates By Reference FAR 52.212-l, 52.212-4. FAR 52.212-3 And 52.212-5 Arc Attached. Addenda 

0 27b.Contract/Purchase Order Incorporates By Reference FAR 52.212-4. FAR 52.2U-5 Is Attached. Addenda 

D Are D Arc Not Attached. 

D Are 0 Are Not Attached. 

GJ 28. Contractor ls Rec1uired To Sign This Document And Return __ 2 __ _ 

Copies to Issuing Office. Contractor Agrees To Furnish And Deliver All Items Set Forth 
Or Otherwise Identified Above And Ou Any Additional Sheets Subject To The Terms 
And Conditions S ecified. 

D 29. Award Of Contract: Ref. ___________ Offer 
Dated ______ • Your OITer Ou Solicitation (Block 5), Including 

Any Additions Or Changes Which Arc Set Forth Herein, ls Accepted As 
To Items: 

30a. Signature Of Offeror/Contractor Jiu. United Stale.~ Of America (Signature Of Contracting Officer) 
/SIGNED/ 

30b. Name And Title Of Signer (Type Or Print) 

Authorized For Local Reproduction 
Previous Edition ls Not Usable 

AMlf ICAr--.. 
pVERSIGHT 

30c. Date Signed 31b. Name 01' Contracting Olticer (Type Or Print) 31c. Date Signed 

2020JUL30 

Standard Form 1449 (Rev. 2/2012) 
Prescribed By GSA-FAR (48 CFR) 53.212 
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19. 20. 21. 22. 23. 24. 
Item No. Schedule Of Sumilies/Services Quantity Unit Unit Price Amount 

32a. Quantity ln Column 21 Has Been 

D Received D Inspected D Accepted, And Conforms To The Contract, Except As Noted: ______________________ _ 

32b. Signature Of Authorized Government Representative 32c. Date 32d. Printed ame and Title of' Authorized Government Representative 

32e. Mailing Address of Authorized Government Representative 32f. Telephone Number of Authorized Government Representative 

32g. E-Mail of' Authorized Government Representative 

33. Ship Number 34. Voucher Number 35. Amount Verified 36. Payment 37. Check Number 
Correct For 

I Partial j j Final 

38. S/R Account No. 39. S/R Voucher Number 40. Paid By 

41a. I Certify This Account ls Correct And Proper For Payment 
41b. Signature And Title Of Certifying Officer 

AM[ HICAN 
PVERSIGHT 

41c. Date 

D Complete D Partial D Final 

42a. Received By (Print) 

42b. Received At (Location) 

42c. Date Rec'd (YY/MM/DD) I 42d. Total Containers 

Standard Form 1449 (Rev. 2/2012) Back 
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CONTI UA TION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PUN/SllN 

Name of Offcror or Contractor: GLAXOSMITHKLINE LLC 

SUPPLEMENTAL INFORMATION 

Buyer Name: rii\Wf:t 
Buyer Office Symbol/Telephone Number: CCNJ-IC1ni~il~--Gl.:l'I __ _ 
Type of Contract 1: Firm fixed Price 

Kind of Contract: Other 

Type of Business: Large Business Performing in U.S. 

Surveillance Criticality Designator: A 

Contract Expiration Date: 2021fEB28 

*** End of Narrative AOOOO *** 
Executive Summary 

Background: 

MOD/AMD 

Page 2 of 32 

The U.S Army Contracting Command - New Jersey (CCNJ), on behalf of Joint Program Executive Office for Chemical, Biological, Radiological 

and Nuclear Defense (JPEO-CBRND) and the Biomedical Advanced Research and Development Authority (BARDA), is awarding this contract for 

the purchase of GlaxoSrnithKline 1 s (GSK's) proprietary Adjuvant System 03 (AS03)to support the US Department of Health and Human Services 

(HHS) 1 through Operation Warp Speed and the Department of Defense (DOD)requierrnent to procure mass quantities of COVID- 19 vaccines from 

multiple vendors to support military locations and personnel throughout the Continental United States (CONUS) and outside the 

Continental United States (OCONUS). To advance the US response to COVID- 19, requirements and technology continue to be identified that 

are crucial to addressing the public health emergency. Procurement of the products and technology, leading to obtaining sufficient 

vaccine dosages to vaccinate the US population, will enable the US to bring to bear the most effective measures to defeat the threat of 

COVID-19. 

The following has been updated from the applicable RFP (WlSQKN-20-R-0141): 

1. Section B has been updated to include Price information. 

2. Updated Clauses under Special Contract Requirements to include PREP Ac-t, Third Party Use of AS03, Excusable Delays Due to COVID-19, 

Payments, and Press Release. 

3. Representations, certifications, and other statements of Offerers or respondents of the solicitation are hereby incorporated into the 

contract by reference. 

4. Attachments have been updated to include the following documents: 

a)Attachment 0003 - GSK Small Business Subcontracting Plan 

5. The GSK Small Business Subcontracting Plan, dated 15 January 2020 is hereby incorporated into the contract (see Attachment 

0003) . 

AM[ HICAN 
PVERSIGHT 

••• END Of NARRATIVE A0001 ••• 
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CONTINUATION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PIIN/SIIN MOD/AMD 

Name of O!Teror or Contractor: GLAXOSMITHKLINE LLC 

ITEM NO 

0001 

0001M 

SUPPLIES/SERVICES 

SUPPLIES OR SERVICES AND PRICES/COSTS 

COVID VACCINES 

NSN: 9999-99-999-9999 

AQJUVANT SYSTEM 03 !AS03l 

COMMODITY NAME: COVID VACCINES 

CLIN CONTRACT TYPE: 

Firm Fixed Price 

PRON: JPOEB73684 

PSC: 6505 

PRON AMD: 01 

Packaging and Marking 

Tnsoectioo and Accentaoce 

ACRN: AA 

INSPECTION: Origin ACCEPTANCE: Origin 

Deliveries or Performance 
SUPPL DOC 

~ MILSTRIP ADQB._ .s.lii...CJl. MARK FOR I.LC.I< 

000lAB 

AM F 1r, 

001 W56HXN00207002 75A501 

PEL REL cp 
001 

FOB POINT: Origin 

QUANTITY 

J 

PEL DATE 

SHIP TO: 

(75A501) OFFICE OF ACQ MGMT POLICY 

HUBERT HUMPHREY BLDG 200 

INDEPENDENCE AVENUE SW ROOM 336E 

WASHINGTON,DC,20201 

(End of narrative F00l) 

ADJUVANT SYSTEM 03 {AS03) 

COMMODITY NAME: COVID Vaccines 

CLIN CONTRACT TYPE: 

Firm Fixed Price 
PRON: JPOEB73686 PRON AMO: 01 ACRN: AB 

pVERSIGHT 

3 

QUANTITY UNIT 

EA $ 

EA $ 

Page 3 of 32 

UNIT PRICE AMOUNT 

$ 

$ 
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CONTINUATION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PIIN/SIIN MOD/AMD 

Name of O!Teror or Contractor: GLAXOSMITHKLINE LLC 

ITEM NO 

0002 

AOOl 

AM F 1r, 

SUPPLIES/SERVICES 

PSC: 6505 

Packaging and Marking 

Insoection and Acceotance 
INSPECTION: Origin ACCEPTANCE: Origin 

Deliveries or Performance 
DOC SUPPL 

~ MILSTRIP AlliIB._ .s.I!,____Q)_ 

75A501 J 

MARK FOR 
001 W56HXN00207001 

DEL REL CD 

001 

QUANTITY DEL DATE 

FOB POINT: Origin 

SHIP TO: 

(75A50ll OFFICE OF ACQ MGMT POLICY 

HUBERT HUMPHREY BLDG 200 

INDEPENDENCE AVENUE SW ROOM 336E 

WASHINGTON,DC,20201 

(End of narrative FOOl) 

CONTRACT DATA REQUIREMENTS LIST 

Il'..___l:__I, 

3 

The ELIN below is associated with the Data Item 

numbers in the Contract Data Requirements List (CORL, 

DD 1423), in Section J. Reference individual CDRLs 

for applicable instructions and delivery dates. 

(End of narrative A001) 

D01423 CDRLS AOOl THROUGH A007 

SERVICE REQUESTED: DATA ITEMS 

CLIN CONTRACT TYPE: 

Firm Fixed Price 

Inspection and Acceptance 
INSPECTION: Destination ACCEPTANCE: Destination 

pVERSIGHT 

QUANTITY UNIT 

LO 

Page 4 of 32 

UNIT PRICE AMOUNT 

** NSP ** 
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CO TI UA TIO SHEET 
Reference No. of Document Being Continued 

Wl5QKN-20-C-0048 
PIIN/SII MOD/AMD 

Name of Offeror or Contractor: GLAXOSMITHKLINE LLC 

ITEM NO SUPPLIES/SERVICES Q A TITY UNIT 

Deliveries or Performance 

DLVR SCH PERF CDMPL 

REL CD QUANTIIY DATE 

001 1 SEE DD FORM 1423 

AM f 
VERSIGHT p 

Page s of 32 

U ITPRICE AMOUNT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000126

CONTINUATION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PIIN/SIIN MOD/AMD 

Name of O!Teror or Contractor: GLAXOSMITHKLINE LLC 

DESCRIPTION/SPECIFICATIONS/WORK STATEMENT 

STATEMENT OF WORK 

cGMP Adjuvant Commercial Scale Bulk Lot(sl 
And 
Fill-Finish of Adjuvant in 

Page G of 32 

C.l Scope. The Department of Defense and the Department of Health and Human Services (HHS) in support of the national emergency 

response to the Coronavirus Disease 2019 (COVID-19) requires the production of AS03 Adjuvant on a commercial item basis, to support -
doses of a vaccine to prevent the general population from developing CDVID-19. 

C.1.1 Background. The United States Department of Health and Human Services (HHS) continuously monitors emerging infectious disease 

risk and prepares to respond to the threat of novel emerging infectious disease outbreaks in the United States. HHS is responding to an 

outbreak of respiratory disease caused by a novel coronavirus that was first detected in China and which has now spread to worldwide, 
including in the United States. The virus has been named SARS-CoV-2 and the disease it causes has been named coronavirus disease 2019 
(abbreviated CDVID-19) . 

On January 30 1 2020, the International Health Regulations Emergency Committee of the World Health Organization (WHO) declared the 

outbreak a "https://www.who.int/news-room/detail/30-01-2020-statement-on-the-second-meeting-of-the-international-health-regulations-

%282005\-29-emergency-committee-regarding-the-outbreak-of-novel-coronavirus--\-282019-ncov\29 " (PHEICl. On January 31, Health and Human 
Services Secretary Alex M. Azar II declared a public health emergency (PHE) for the United States to aid the nations healthcare 
community in responding to COVID-19. On March 11, "https://www.who.int/dg/speeches/detail/who-direotor-general-s-opening-remarks-at-the-
media-briefing-on-covid-19---11-march-2020 "characterized COVID-19 as a pandemic. Dn March 13, the President of the United States 
declared the COVID-19 outbreak a 11 https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-

novel-coronavirus-disease-covid-l9-outbreak/ " . Vaccination is often the most effective measure for the control of infectious 

diseases. As part of HHS preparedness and response activities, HHS seeks to purchase AS03 adjuvant. AS03 adjuvant administration with 
vaccine antigen improves immunogenicity and achieves antigen dose-sparing. 

C.2 Objectives: The Contractor shall manufacture and fill-finish a total of of AS03 adjuvant. This shall consist of -
~ for delivery no later than and for delivery no later than 

C.3. REQUIREMENTS 

The contractor shall supply no later than 1 and for delivery no later than 

C.3.1 The contractor shall complete the following in support of cGMP Adjuvant: Commercial Scale Bulk Lot(s): 

a. Manufacture the bulk adjuvant equivalents) at commercial scale according to current Good Manufacturing Practices (cGMPI 
under 21 CFR parts 210, 211, and 600, as applicable, and store at appropriate conditions during lot release testing 

b. Make available batch records for review by HHS 

c. Execute lot release product testing of bulk adjuvant 

C.3.2 The contractor shall complete Fill-finish of Adjuvant in 

a. Fill-finish adjuvant in final containers 

b. Fill-finish activities of adjuvant shall be carried out at facilities in compliance with FDA-cGMP guidelines. 

c. Full release testing of the fill-finished adjuvant (AS03) should be performed. 

C.3.3 Storage and Stability: 

C.3.4 Product Acceptance: 

a. The contractor will be paid for product 
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b. Contractor will retain full responsibility for storing and maintaining product 

c. Contractor will label and release labeled product upon direction of the USG 

d. Contractor will enter into an agreement with third party to support transfer of adjuvant to the third party. 

C.3.5 ASD3 Adjuvant Product Container Labeling: The contractor shall label and/or package final adjuvant product in alignment with the 
requirements of the regulatory authorities (CDA). 

C.3.6 

C.4 Reporting Requirements: 

a. A Quality Assessment Report should be submitted within 30 days of award for Government review (DI-QCIC-81187(Tailored)). 

b. Monthly Teleconferences and Communication: The contractor shall conduct monthly teleconferences with the Government throughout the 

performance of the Agreement to discuss tasks accomplished and direction for the upcoming tasks. The Government anticipates reducing the 

teleconferences once the manufacturing tasks begin. Awardee shall provide agendas and read-ahead material as required one day prior to 
the meetings and shall provide minutes of each meeting to the Government. Monthly progress reports will include baseline and updated 
project timelines, milestones and summaries of product manufacturing and testing. Awardee shall include key subcontractors as attendees 
at these teleconferences when applicable. The Awardee shall provide meeting minutes within three 13) business days after each formal 
scheduled meeting/teleconference conducted with the Government ((DI-ADMN-81250(Tailored)). 

c. In addition to the monthly meetings, additional ad hoc meetings to address specific issues or to convey time-sensitive updates or 
scientific data related to the program will be held ((DI-ADMN-81250(Tailored)). 

d. Incident Report. The contractor shall report any incident including any involving critical deviations, such as out of specification 

(O0S) results, or other product issues shall be reported to the USG within 3 calendar days. Notify the Technical Point of Contact (TPOC) 

within one day of incident. A written summary report shall be submitted within three (3) business days of an incident, to include what 

happened, what was the impact, if there are any available corrective actions and a time line for when the corrective actions would be in 

place ((DI-MGMT-8207l(Tailored)). 

e. Contract Summary Report shall be submitted 30 calendar days before the end of the PoP and the Final Technical Progress Report on or 
before the completion date of the PoP (DI-ADMN-80447A). The Reports shall contain manufacturing process description including: 

-batch number 
- date and location of manufacture (including building, room, line number) 
-shelf life 
-description of process/testing 
-final production volume 

-complete list of analytical tests performed and results to be agreed between contractor and the USG in advance of 

preparation of the report 
-Certificate(s) of Analysis 
-Certificate (sl of Current Good Manufacturing Practices (cGMP) Conformity 
-Any critical deviations 

-Final status, e.g., released, etc. 

-Storage bag, vial, and container closure details 

-Photos including USG Property labels 

a. Product Development Source Material and Manufacturing Reports and Projections: The Contractor shall submit a 
detailed spreadsheet regarding critical project materials that are sourced from a location other than the United States, 
sources, and manufacturing sites, including but not limited to: physical locations of sources of raw and processed material by 

type of material; location and nature of work performed at manufacturing sites; and location and nature of non-clinical and 

clinical study sites. The contractor wlll submit a Product Development Source Material Report within one month of contract 
award. The contractor shall also, within 30 days of substantive changes are made to sources and/or materials, or on the 6th 
month concract anniversary. The contractor shall update che Dose Tracking Template weekly during manufaccuring. The Contractor 
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will provide manufacturing reports and manufacturing dose tracking projections/actuals utilizing the COVID-19 Dose Tracking 

Templates or similar, on any contract/agreement that is manufacturing product, including product for clinical trial use. 

manufacturing campaigns and daily during response operations (where a Public Health Emergency has been declared) and COVID-19 
response, with the first deliverable submission within 15 days of award/modification. Updates to be provided weekly in advance 
of commercial-scale manufacturing and daily once material for use in response operations begins manufacture. The Government 
will provide written comments to the Product Development Source Material and Manufacturing Report within 15 business days after 
the submission. If corrective action is recommended, the contractor must address all concerns raised by BARDA in writing a 

Product Development and Source Material report to be submitted via spreadsheet; Dose Tracking can be completed via spreadsheet 

or other format (e.g. XML or JSON) as agreed to by USG and company (DI-S&SS-81309). 

b. Contractor Locations: The contractor shall submit detailed data regarding locations where work will be performed under 
this contract, including addresses, points of contact, and work performed per location, to include sub-contractors. Contractor 
will submit Work Locations Report within 5 business days of contract award, and within 30 business days after a substantive 

location or capabilities change. The contractor shall within 2 business days of a substantive change if the work performed 

supports medical countermeasure development that addresses a threat that has been declared a Public Health Emergency by the HHS 
Secretary or a PHEIC by the WHO (DI-ADMN-80447A). 

C.5 Period of Performance: Deliveries are due no later than or as described above. 

C.6 Inspection: 

C.6.1 The TPOC is a duly authorized representative of the Government and is responsible for the inspection and/or acceptance of all 
items/activities to be delivered and/or completed under this agreement. The parties acknowledge that acceptance may depend on the 
compliance with fDA regulations at 21 CfR 600-680 regarding the BLA, cGMP regulations at 21 CfR 210, 211, and other fDA regulations. 
The COR reserves the right, prior to acceptance, to consult with FDA under its authority under Public Law 115-92 to determine compliance 

of the material to be delivered. To this end, contractor agrees to provide a letter to FDA authorizing the Government to engage in 

dialog with FDA about the ultimate compliance of this product prior to acceptance. 

C.7 Packaging and Marking: The contractor shall package 

C.B Transportation: 

C.9 Government Technical Peine of Contact 

riftiii 
BARDA 
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52.246-2 INSPECTION OF SUPPLIES--FIXED-PRICE 

52.246-16 RESPONSIBILITY FOR SUPPLIES 
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Date 
FEB/2006 

The contractor shall develop and submit within 30 calendar days of contract award, a comprehensive Supply Chain Resiliency Program that 

provides identification and reporting of critical components associated with the secure supply of drug substance, drug product, and work­

in-process through to finished goods. 

a) A critical component is defined as any material that is essential to the product or the manufacturing process associated with 

that product. Included in the definition are consumables and disposables associated with manufacturing. NOT included in the definition 

are facility and capital equipment. 

Consideration of critical components includes the evaluation and potential impact of raw materials, excipients, active ingredients, 

substances, pieces, pa~ts, softwa~e, firmware, labeling, assembly, testing, analytical and environmental componentcy, ~eagents, o~ 
utility materials which are used in the manufacturing of a drug, cell banks, seed stocks, devices and key processing components and 

equipment. A clear example of a critical component is one where a sole supplier is utilized. 

The contractor shall identify key equipment suppliers, their locations, local resources, and the associated control processes at the 

time of award. This document shall address planning and scheduling for active pharmaceutical ingredients, upstream, downstream, 

component assembly, finished drug product and delivery events as necessary for the delivery of product. 

a) Communication for these requirements shall be updated as part of an annual review 1 or as necessary, as part of regular 

contractual communications. 

b) For upstream and downstream processing, both single-use and re-usable in-place processing equipment, and manufacturing 

disposables also shall be addressed. For finished goods, the inspection, labeling, packaging, and associated machinery shall be 

addressed taking into account capacity capabilities. 

c) The focus on the aspects of resiliency shall be on critical components and aspects of complying with the contractual delivery 

schedule. Delivery methods shall be addressed, inclusive of items that are foreign-sourced, both high and low volume 1 which would 

significantly affect throughput and adherence to the contractually agreed deliveries. 

The contractor shall articulate in the plan, the methodology for inventory control, production planning, scheduling processes and 

ordering mechanisms, as part of those agreed deliveries. 

a) Production rates and lead times shall be understood and communicated to the Contracting Officer or the Contracting Officer's 

Representative as necessary. 

b) Production throughput critical constraints should be well understood by activity and by design, and communicated to contractual 

personnel. As necessary, communication should focus on identification 1 exploitation, elevation, and secondary constraints of throughput, 

as appropriate. 

Reports for critical items should include the following information: 

a) Critical Material 

b) Vendor 

c) Supplier, Manufacturing/ Distribution Location 

d) Supplier Lead Time 

e) Shelf Life 

f) Transportation / Shipping restrictions 

The CO and COR reserve the right to request un-redacted copies of technical documents 1 during the period of performance, for 

distribution within the Government. Documents shall be provided within ten (10) days after CO issues the request. The Contractor may 

arrange for additional time if deemed necessary, and agreed to by the CO. 

Manufacturing Data Requirements 

The Contractor shall submit within 30 calendar days of contract award detailed data regarding project materials, sources, and 

manufacturing sites, including but not limited to: physical locations of sources of raw and processed material by type of material; 

location and nature of work performed at manufacturing, processing, and fill/finish sites; and location and nature of non-clinical and 

clinical studies sites. The Government may provide a table in tabular format for Contractor to be used to submit such data which would 

include but not be limited to the following: 

Storage/inventory of ancillary materials (vials, needles, syringes, etc. 

Shipment of ancillary materials (vials, needles 1 syringes, etc.) 

Disposal of ancillary materials (vials, needles 1 syringes, etc.) 

Seed development or other starting material manufacturing 

Bulk drug substance and/or adjuvant production 

Fill, finish, and release of product or adjuvant 

AMl I "'"'' I 
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Storage/inventory of starting materials 1 bulk substance 1 or filled/final product or adjuvant 

Stability information of bulk substance and/or finished product 

Shipment of bulk substance of final product 

Disposal of bulk substance or final product 

Product Development Source Material and Manufacturing Reports and Projections 
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The Contractor shall submit a detailed spreadsheet regarding critical project materials that are sourced from a location other than the 

United States 1 sources, and manufacturing sites, including but not limited to: physical locations of sources of raw and processed 

material by type of material; location and nature of work performed at manufacturing sites; and location and nature of non-clinical and 

clinical study sites. 

The Contractor will provide manufacturing reports and manufacturing dose tracking projections/actuals utilizing the COVID-19 Dose 

Tracking Templates, on any contract/agreement that is manufacturing product 

Contractor will submit Product Development Source Material Report 

o Within month of contract award 

o Within 30 days of substantive changes are made to sources and/or materials 

o Or on the 6th month contract anniversary. 

Contractor will update the Dose Tracking Template weekly, during manufacturing campaigns and COVID response, with the first 

deliverable submission within 15 days of award/modification 

The Government will provide written comments to the Product Development Source Material and Manufacturing Report within 15 

business days after the submission 

If corrective action is recommended, Contractor must address all concerns raised by the Government in writing 

Contractor Locations 

The contractor shall submit detailed data regarding locations where work will be performed under this contract, including addresses, 

points of contact, and work performed per location, to include sub-contractors. 

Contractor will submit Work Locations Report: 

Within 5 business days of contract award 

Within 30 business days after a substantive location or capabilities change 

Within 2 business days of a substantive change if the work performed supports medical countermeasure development that addresses a 

threat that has been declared a Public Health Emergency by the HHS Secretary or a Public Health Emergency of International Concern 

(PHEIC) by the WHO 

Access and General Protection/Security Policy and Procedures 

This standard language text is applicable to ALL employees working on critical information related to Operation Warp Speed (OWS), and to 

those with an area of performance within a Government controlled installation, facility or area. Employees shall comply with applicable 

installation, facility and area commander installation/facility access and local security policies and procedures (provided by 

government representative). The performer also shall provide all information required for background checks necessary to access 

critical information related to OWS, and to meet Government installation access requirements to be accomplished by installation Director 

of Emergency Services or Security Office. The workforce must comply with all personnel identity verification requirements as directed 

by the Government and/or local policy. In addition to the changes otherwise authorized by the changes clause of this agreement, should 

the security status of OWS change the Government may require changes in performer security matters or processes. In addition to the 

industry standards for employment background checks, The Contractor must be willing to have key individuals, in exceptionally sensitive 

positions, identified far additional vetting by the United States Government. 

Operational Security (OPSEC) 

The performer shall develop an OPSEC Standard Operating Procedure (SOP)/Plan within ninety (90)-calendar-days of project award to be 

reviewed and approved by the responsible Government OPSEC officer. This plan will be submitted to the COR for coordination of 

approvals. This SOP/Plan will include identifying the critical information related to this contract, why it needs to be protected, 

where it is located, who is responsible for it, and how to protect it. 

Security Plan 

The contractor shall develop a comprehensive security program that provides overall protection of personnel, information, data, and 

facilities associated with fulfilling the Government requirement. This plan shall establish security practices and procedures that 

demonstrate how the contractor will meet and adhere to the security requirements outlined below prior to the commencement of product 

manufacturing, and shall be delivered ta the Government within 30 calendar days of award. The contractor shall also ensure all 

subcontractors, consultants, researchers, etc. performing work an behalf of this effort, comply with all Government security 

requirements and prime contractor security plans. 
a) The Government will review in detail and submit comments within ten (10) business days to the Contracting Officer (CO) to be 

forwarded to the Contractor. The Contractor shall review the Draft Security Plan comments, and, submit a Final Security Plan to the U.S. 

Government within thirty (10) calendar days after receipt of the comments. 

b) The Security Plan shall include a timeline for compliance of all the required security measures outlined by the Government. 

c) Upon completion of initiating all security measures, the Contractor shall supply to the Contracting Officer a letter certifying 

compliance to the elements outlined in the Final Security Plan. 

At a minimum, the Final Security Plan shall address the following items: 
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Security Requirements: 

1. facility Security Plan 

Description, As part of the partner facilitys overall security program, the contractor 

shall submit a written security plan with their proposal to the Government for review 

and approval by Government security subject matter experts. The performance of work under 

the contract will be in accordance with the approved security plan. The security plan 

will include the following processes and procedures at a minimum, 

Security Administration 

Physical Security 

Policies and Procedures 

Information Security 

Information 

Technology/Cyber Security 

Policies and Procedures 

AM[ HICAN 
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organization chart and responsibilities 

w~itten security ~isk assessment for site 
threat levels with identification matrix (High, Medium, or Low} 

enhanced security procedures during elevated threats 

liaison procedures with law enforcement 

annual employee security education and training program 

policies and procedures 

candidate recruitment process 

background investigations process 

employment suitability policy 

employee access determination 

rules of behavior/ conduct 

te~mination p~ocedures 
non-disclosure agreements 

internal/external access control 

protective services 

identification/badging 

employee and visitor access controls 
parking areas and access control 

perimeter fencing/barriers 

product shipping, receiving and transport security procedures 

facility security lighting 

restricted areas 
signage 

intrusion detection systems 

alarm monitoring/response 

closed circuit television 

product storage security 

other control measures as identified 

identification and marking of sensitive information 

access control 

storage of information 
document control procedures 

retention/ destruction requirements 

intrusion detection and prevention systems 

threat identification 

employee training (initial and annual) 

encryption systems 

identification of sensitive information/media 

password policy (max days 90) 

lock screen time out policy (minimum time 20 minutes) 

removable media policy 

laptop policy 

removal of IT assets for domestic/foreign travel 

access control and determination 

VE'N procedures 

WiFi and Bluetooth disabled when not in use 

system document control 

system backup 

system disaster recovery 

incident response 
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2. Site Security Master Plan 

system audit procedures 

property accountability 

Description: The partner facility shall provide a site schematic for security systems which 

includes: main access points; secu~ity cameras; elect~onic access points; IT Serve~ Room; 
Product Storage Freezer/Room; and bio-containment laboratories. 

3. Site Threat /Vulnerability/ Risk Assessment 

Description: The partner facility shall provide a written risk assessment for the facility 

addressing, criminal threat, including crime data; foreign/domestic terrorist threat; industrial 

espionage; insider threats; natural disasters; and potential loss of critical infrastructure 

(power/water/natural gas, etc.) This assessment shall include recent data obtained from local 

law enforcement agencies. The assessment should be updated annually. 

4. Physical Security 

Description, 

Closed Circuit Television 

(CCTV) Monitoring 

Facility Lighting 

Shipping and Receiving 

Access Control 

AM[ HICAN 
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a) Layered (internal/external) CCTV coverage with time-lapse 

video recording for buildings and areas where critical assets 

are processed or stored. 

bi CCTV coverage must include entry and exits to critical 

facilities, perimeters, and areas within the facility deemed 

critical to the execution of the contract. 

c) Video recordings must be maintained for a minimum of 30 days. 

d) CCTV surveillance system must be on emergency power backup. 

el CCTV coverage must include entry and exits to critical 

facilities, perimeters, and areas within the facility deemed 

critical to the execution of the contract. 

fl Video recordings must be maintained for a minimum of 30 days. 

g) CCTV surveillance system must be on emergency power backup. 

al Lighting must cover facility perimeter, parking areas, 

critical infrastructure, and entrances and exits to buildings. 

bl Lighting must have emergency power backup. 

cl Lighting must be sufficient for the effective operation of 

the CCTV surveillance system during hours of darkness. 

al Must have CCTV coverage and an electronic access control system. 

bl Must have procedures in place to control access and movement of 

drivers picking up or delivering shipments. 

cl Must identify drivers picking up Government products by government 

issued photo identification. 

a) Must have an electronic intrusion detection system with 

centralized monitoring. 

bi Responses to alarms must be immediate and documented in writing. 

cl Employ an electronic system (i.e., card key) to control access 

to areas where assets critical to the contract are located 

(facilities, laboratories, clean rooms 1 production facilities, 

warehouses, server rooms, records storage, etc.} 

di The electronic access control should signal an alarm notification 

of unauthorized attempts to access restricted areas. 

el Must have a system that provides a historical log of all key access 

transactions and kept on record for a minimum ofl2 months. 

f) Must have procedures in place to track issuance of access cards to 

employees and the ability to deactivate cards when they are lost 

or an employee leaves the company. 

gl Response to electronic access control alarms must be immediate and 

documented in writing and kept on record for a minimum of 12 months. 

h) Should have written procedures to prevent employee piggybacking access 

i) to critical infrastructure (generators 1 air handlers, fuel storage 1 etc.) 

should be controlled and limited to those with a legitimate need for 

access. 

jl Must have a written manual key accountability and inventory process. 
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Employee/Visitor 

Information 

Security Fencing 

Protective Security 

Forces 

Protective Security 

Forces Operations 

5. Security Operations 

Description: 

Information Sharing 

l't"aining 

Security Management 

6. Personnel Security 

Description: 

Records Checks 

Hiring and Retention 

Standards 

7. Information Security 

Oescription: 

Physical Document Control 

AM[ HICAN 
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k) Physical access controls should present a layered approach to critical 

assets within the facility. 

al Should issue company photo identification to all employees. 

bl Photo identification should be displayed above the waist anytime the 

employee is on company property. 

c) Visitors should be sponsored by an employee and must present government 

issued photo identification to enter the property. 

di Visitors should be logged in and out of the facility and should be escorted 

by an employee while on the premises at all times. 

Requirements for security fencing will be determined by the criticality of 

the program, review of the security plan, threat assessment, and onsite security 

assessment. 

Requirements for security officers will be determined by the criticality of the 

program, review of the security plan_ threat assessment, and onsite security 

assessment. 

a) Must have in-service training program. 

bl Must have Use of Force Continuum. 

cl Must have communication systems available (i.e., landline on post, 

cell phones, handheld radio, and desktop computer). 

di Must have Standing Post Orders. 

e) Must wear distinct uniform identifying them as security officers. 

a) Establish formal liaison with law enforcement. 

b) Meet in person at a minimum annually. Document meeting notes and keep 

them on file for a, minimum of 12 months. POC information for LE Officer 

that attended the meeting must be documented. 

cl Implement procedures for receiving and disseminating threat information. 

a) Conduct new employee security awareness training. 
b) Conduct and maintain records of annual security awareness training. 

al Oesignate a knowledgeable security professional to manage the security 

of the facility. 

bl Ensure subcontractor compliance with all Government security requirements. 

Verification of social security number, date of birth, citizenship, education 

credentials, five-year previous employment history, five-year previous 

residence history, FDA disbarment, sex offender registry, credit check based 

upon position within the company; motor vehicle records check as appropriate; 

and local/national criminal history search. 

a) Oetailed policies and procedures concerning hiring and retention of 

employees, employee conduct, and off boarding procedures. 

b) Off Boarding procedures should be accomplished within 24 hour of employee 

leaving the company. This includes termination of all network access. 

a) Applicable documents shall be identified and marked as procurement 

sensitive, proprietary, or with appropriate government markings. 

bl Sensitive, proprietary, and government documents should be maintained 

in a lockable filing cabinet/desk or other storage device and not be 
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Document Destruction 

left unattended. 

c) Access to sensitive information should be restricted to those with a 

need to know. 

Documents must be destroyed using approved destruction measures 

(i.e, shredders/approved third party vendors /pulverizing/ incinerating) 

8. Information Technology & Cybersecurity 

Description: 

Identity Management 

Access Control 

al Physical devices and systems within the organization are inventoried 

and accounted for annually. 

b) Organizational cybersecurity policy is established and communicated. 

c) Asset vulnerabilities are identified and documented. 

di Cyber threat intelligence is received from information sharing forums 

and sources. 

el Threats, vulnerabilities, likelihoods, and impacts are used to determine 

risk. 

f) Identities and credentials are issued, managed, verified, revoked, and 

audited for authorized devices, users and processes. 

g) Users, devices, and other assets are authenticated (e.g., single-factor, 

multifactor) commensurate with the risk of the transaction (e.g., 

individuals security and privacy risks and other organizational risks) 

a) Limit information system access to authorized users. 

b) Identify information system users, processes acting on behalf of users 1 

or devices and authenticate identities before allowing access. 

cl Limit physical access to information systems, equipment, and server rooms 

with electronic access controls. 

di Limit access to/ verify access to use of external information systems. 
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Training a) Ensure that personnel are trained and are made aware of the security risks 

associated with their activities and of the applicable laws, policies, 

standards, regulations, or procedures related to information technology systems. 

Audit and Accountability 

Configuration Management 

Contingency Planning 

Incident Response 

Media and Information 

Protection 

a) Create, protect, and retain information system audit records to the extent 

needed to enable the monitoring, analysis, investigation, and reporting of 

unlawful, unauthorized 1 or inappropriate system activity. Records must be kept 

for minimum must be kept for 12 months. 

bl Ensure the actions of individual information system users can be uniquely traced 

to those users. 

c) Update malicious code mechanisms when new releases are available. 

d) Perform periodic scans of the information system and real time scans of files 

from external sources as files are downloaded, opened, or executed. 

al Establish and enforce security configuration settings. 

bl Implement sub networks for publically accessible system components that are 

physically or logically separated from internal networks. 

al Establish, implement, and maintain plans for emergency response, backup 

operations, and post-disaster recovery for information systems to ensure 

the availability of critical information resources at all times. 

a) Establish an operational incident handling capability for information systems 

that includes adequate preparation 1 detection, analysis, containment, and 

recovery of cybersecurity incidents. Exercise this capability annually. 

al Protect information system media, both paper and digital. 

bi Limit access to information on information systems media to authorized users. 

c) Sanitize and destroy media no longer in use. 

d) Control the use of removable media through technology or policy. 

Physical and Environmental al Limit access to information systems, equipment, and the respective 

Protection operating environments to authorized individuals. 

r IV IL I II'-'/ I ~ 

PVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000136

CONTINUATION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PUN/SUN MOD/AMD 

Name of Offeror or Contractor: GLAXOSMITHKLINE LLC 

Network Protection 

9. Transportation Security 

b) Intrusion detection and prevention system employed on IT networks. 

C) Protect the physical and support infrastructure for all information systems. 

di Protect information systems against environmental hazards. 

el Escort visitors and monitor visitor activity. 

Employ intrusion prevention and detection technology with immediate analysis 

capabilities. 

Description: Adequate security controls must be implemented to protect materials while in transit from theft, 

destruction, manipulation, or damage. 

Drivers a) Drivers must be vetted in accordance with Government Personnel Security 

Transport Routes 

Product Security 

Requirements. 

bl Drivers must be trained on specific security and emergency procedures. 

cl Drivers must be equipped with backup communications. 

di Driver identity must be 100 percent confirmed before the pick-up of any 

Government product. 

e) Drivers must never leave Government products unattended, and two drivers 

may be required for longer transport routes or critical products during 

times of emergency. 

fl Truck pickup and deliveries must be logged and kept on record for a 

minimum of 12 months. 

a) Transport routes should be pre-planned and never deviated from except 

when approved or in the event of an emergency. 

bl Transport routes should be continuously evaluated based upon new threats, 

significant planned events, weather, and other situations that may delay 

or disrupt transport. 

a) Government products must be secured with tamper resistant seals during 

transport, and the transport trailer must be locked and sealed. 

Tamper resistant seals must be verified as secure after the 

product is placed in the transport vehicle. 

bl Government products should be continually monitored by GPS technology 

while in transport, and any deviations from planned routes should be 

investigated and documented. 

c) Contingency plans should be in place to keep the product secure during 

emergencies such as accidents and transport vehicle breakdowns. 

10. Security Reporting Requirements 

Description: The partner facility shall notify the Government Security Team within 24 hours of any 

activity or incident that is in violation of established security standards or indicates the loss or 

theft of government products. The facts and circumstances associated with these incidents will be 

documented in writing for government review. 

11. Security Audits 

Description: The partner facility agrees to formal security audits conducted at the discretion 

of the government. Security audits may include both prime and subcontractor. 
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CONTRACT ADMINISTRATION DATA 

LrNE 

.llll'L 
OOOlAA 

OOOlAB 

~ 

AA 
AB 

PRON/ 
AMS CD/ 

MIPR/ OBLG JO NO/ 

Gf]al!S AI/I .s..I8L ACCT ASSIGN 
JPOEB73684 2 S.0074658.5.10.2 

JPOEB73686 2 S.0074658.5.10.1 

AccopNTING CLASSifICATION 
021 202020212040 
021 202020212040 

A5XAH 643627E79RG04 
A5XAH 643627E79RG04 

AC.BN. 
AA 

AB 

255Y L069073684 S.0074658.5.10.2 
255Y L069073686 S.0074658.5.10.1 

TOTAL 

$ 

s 

$ 
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OBLIGATED 
AMOUNT 

342,000,000.00 

021001 $ 

021001 $ 

OBLIGATED 

At::JOW:lI 

TOTAL $ 342,000,000.00 

ACRN EDI/SFIS ACCOUNTING CLASSIFICATION 
LrNE 
ITEM 

OOOlAA 
OOOlAB 

.'-.P. 021 202020212040 ASXAH 643627E79RG04 
AB 021 202020212040 ASXAH 643627E79RG04 

255Y L069073684 S.0074658.5.10.2 
255Y 1069073686 S.0074658.5.10.1 

021001 
021001 

Reaulatorv Cite Date 

252.232-7006 WIDE AREA WORKFLOW PAYMENT INSTRUCTIONS DEC/2018 
(a) Definitions. As used in this clause--

"Department of Defense Activity Address Code (DoDAAC)" is a six position code that uniquely identifies a unit, activity, or 
organization. 

"Document type 11 means the type of payment request or receiving report available for creation in Wide Area WorkFlow (WAWF). 

"Local processing office (LPO)" is the office responsible for payment certification when payment certification is done external co the 

entitlement system. 

"Payment request" and "receiving report" are defined in the clause at 252.232-7003, Electronic Submission of Payment Requests and 
Receiving Reports. 

(b) Electronic invoicing. The WAWF system provides the method to electronically process vendor payment requests and receiving reports, 
as authorized by Defense Federal Acquisition Regulation Supplement (DFARSI 252.232-7003, Electronic Submission of Payment Requests and 
Receiving Reports. 

(c) WAWF access. to access WAi'IJF, the Contractor shall--

(1) Have a designated electronic business point of contact in the System for Award Management at https://www.sam.gov ; and 

(2) Be registered to use WAWF at https: / /wawf. eb. mil/ 
this Web site. 

following the step-by-step procedures for self-registration available at 

(d) WAWF training. The Contractor should follow the training instructions of the WAWF Web-Based Training Course and use the Practice 

Training Site before submitting payment requests through WAWF. Both can be accessed by selecting the "Web Based Training" link on the 
WAWF home page at https://wawf.eb.mil/ 

(e) WAWF methods of document submission. Document submissions may be via Web entry, Electronic Data Interchange, or File Transfer 
Protocol. 

(fl WAWF payment instructions. The Contractor shall use the following information when subrnitting payment requests and receiving reports 
in WAWF for this contract or cask or delivery order: 
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(1) Document type. The Contractor shall submit payment requests using the following document type(s) 

(i) Por cost-type line items, including labor-hour or time-and-materials, submit a cost voucher. 

(ii) Por fixed price line items--
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(A) That require shipment of a deliverable, submit the invoice and receiving report specified by the Contracting Officer. 

Invoice (Contractor Only) 

(Bl Por services that do not require shipment of a deliverable, submit either the Invoice 2inl, which meets the requirements for 

the invoice and receiving report, or the applicable invoice and receiving report, as specified by the Contracting Officer. 

Invoice as 2-in 

(iii) Por customary progress payments based on costs incurred, submit a progress payment request. 

(iv) for performance based payments, submit a performance based payment request. 

(v) For commercial item financing 1 submit a commercial item financing request. 

(21 Past Pay requests are only permitted when Pederal Acquisition Regulation (PAR) 52.213-1 is included in the contract. 

{Note: The Contractor may use a WAWF Hcombo11 document type to create some Combinations of invoice and receiving report in one step.] 

(3) Document routing. The Contractor shall use the information in the Routing Data Table below only to fill in applicable fields in 

WAWP when creating payment requests and receiving reports in the system. 

Routing Data Table* 

Field Name in WAWF 

Pay Official DoDAAC 

Issue By DoDAAC 

Admin DoDAAC 

Inspect By DoDAAC 

Ship To Code 

Ship From Code 

Mark Por Code 

Service Approver (DoDAACI 

Service Acceptor (DoDAACI 

Accept at Other DoDAAC 

LPO DoDAAC 

DCAA Auditor DoDAAC 

Other DoDAACls) 

Data to be entered in WAW~ 

HQ0337 

Wl5QKN 

S3309A 

W90ZQ2 

TBD 

TBD 

TBD 
N/A 

N/A 

N/A 

N/A 

N/A 

N/A 

(4) Payment request. The Contractor shall ensure a payment request includes documentation appropriate to the type of payment request 

in accordance with the payment clause 1 contract financing clause, or Federal Acquisition Regulation 52.216-7, Allowable Cost and 

Payment, as applicable. 

(51 Receiving report. The Contractor shall ensure a receiving report meets the requirements of DPARS Appendix P. 

(g) WAWP point of contact. 

(1) The Contractor may obtain clarification regarding invoicing in WAWt from the following contracting activity 1 s WAWF point of 

contact. 

• • 
(2) Contact the WAWF helpdesk at 866-618-5988, if assistance is needed. 
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In the following clause "Contractor'' shall mean "subcontractor/supplier'' and 
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a) It is recognized that success of the Adjuvanted Recombinant COVID-19 Vaccine Development research effort depends in part upon the 

open exchange of information between the various Associate Contractors involved in the effort. This clause is intended to insure that 

there will be appropriate coordination and integration of work by the Associate Contractors to achieve complete compatibility and to 

prevent unnecessary duplication of effort. 

By executing this contract, the Contractor assumes the responsibilities of an Associate Contractor. For the purpose of this clause, the 

term Contractor includes subsidiaries, affiliates, and organizations under the control of the contractor (e.g. subcontractors). 

(b} Work under this contract may involve access to proprietary or confidential data from an Associate Contractor. To the extent that 

such data is received by the Contractor from any Associate Contractor for the performance of this contract, the Contractor hereby agrees 

that any proprietary information received shall remain the property of the Associate Contractor and shall be used solely for the purpose 

of the Adjuvanted Recombinant COVID-19 Vaccine Development research effort. Only that information which is received from another 

contractor in writing and which is clearly identified as proprietary or confidential shall be protected in accordance with this 

provision. The obligation to retain such information in confidence will be satisfied if the Contractor receiving such information 

utilizes the same controls as it employs to avoid disclosure, publication 1 or dissemination of its own proprietary information. The 

receiving Contractor agrees to hold such information in confidence as provided herein so long as such information is of a 
proprietary/confidential or limited rights nature. 

(c) Ihe Contractor hereby agrees to closely cooperate as an Associate Contractor with the other Associate Contractors on this research 

effort. This involves as a minimum: 

(1) Maintenance of a close liaison and working relationship; 

(2) Maintenance of a free and open information network with all Government-identified Associate Contractors; 

(3) Delineation of detailed interface responsibilities; 

(4) Entering into a written agreement with the other Associate Contractors setting forth the substance and procedures relating to the 

foregoing, and promptly providing the Agreements Officer/Procuring Contracting Officer with a copy of same; and, 

(5) Receipt of proprietary information from the Associate Contractor and transmittal of Contractor proprietary information to the 

Associate Contractors subject to any applicable proprietary information exchange agreements between associate contractors when, in 

either case, those actions are necessary for the performance of either. 

(d) In the event that the Contractor and the Associate Contractor are unable to agree upon any such interface matter of substance, or if 

the technical data identified is not provided as scheduled, GlaxoSmithKline shall promptly notify the JPEO OR BARDA Program Manager. Ihe 

Government will determine the appropriate corrective action and will issue guidance to the affected Contractor. 

(e) The Contractor agrees to insert in all subcontracts hereunder which require access to proprietary information belonging to the 

Associate Contractor, a provision which shall conform substantially to the language of this clause, including this paragraph le). 

11.2 (a)Ihe Contractor should enter into Associate Contractor Agreements (ACA) for any portion of the contract requiring joint 

participation in the accomplishment of the Governments requirement. The agreements should include the basis for sharing information, 

data, technical knowledge 1 expertise, and/or resources essential to the integration of the (insert name of the program or project), to 

ensure the greatest degree of cooperation for the development of the program to meet the terms of the contract. Associate contractors 

are listed in (g) below. 

(b) ACAs should include the following general information: 

(1) Identify the associate contractors and their relationships. 

(2) Identify the program involved and the relevant Government contracts of the associate contractors. 

(3) Describe the associate contractor interfaces by general subject matter. 

(4) Specify the categories of information to be exchanged or support to be provided. 

(5) Include the expiration date (or event) of the ACA. 
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(6) Identify potential conflicts between relevant Government contracts and the ACA; include agreements on protection of\-proprietary 

data and restrictions on employees. 

(c) Provide a copy of such agreement to the Contracting Officer for review before execution of the document by the cooperating 
contractors. 

(d) The Contractor is not relieved of any contract requirements or entitled to any adjustments to the contract terms because of a 

failure to resolve a disagreement with an associate contractor. 

(e) Liability fer the improper disclosure of any proprietary data contained in or referenced by any agreement rests with the parties co 
the agreement, and not the Government. 

(f) All costs associated with the agreements are included in the negotiated cost of this contract. Agreements may be amended as required 

by the Government during the performance of this contract. 

(g) The following contractors are associate contractors with whom agreements are required: 

Contractor Address 

Gla><oSmithKline 

MANDATORY OPSEC CLAUSE 

Kev Pecsoooel 

Program/Contract 

OWS Project Entitled: 
Adjuvanted Recombinant 

COVID-19 Vaccine 
Development 

cGMP Adjuvant Commercial Scale Bulk Lot(s) 
And Fill-Finish of Adjuvant in 

Any key personnel specified in this contract are considered to be essential to work performance. At least thirty (30) calendar days 
prior to the Contractor voluntarily diverting any of the specified individuals to other programs or contracts the Contractor shall 

notify the Contracting Officer and shall submit a justification for the diversion or replacement and a request to replace the 

individual. The request must identify the proposed replacement and provide an explanation of how the replacement's skills# experience# 

and credentials meet or exceed the requirements of the contract (including, when applicable, Human Subjects Testing requirements). If 

the employee of the Contractor is terminated for cause or separates from the Contractor voluntarily with less than thirty (301 calendar­
day notice, the Contractor shall provide the maximum notice practicable under the circumstances. The Contractor shall not divert, 
replace, or announce any such change to key personnel without the written consent of the Contracting Officer. The contract will be 
modified to add or delete key personnel as necessary to reflect the agreement of the parties. The following individuals are determined 

to be key personnel: 

Substitution of Key Personnel 

The Contractor agrees to assign to the contract those persons whose resumes/CVs were submitted with the proposal who are necessary to 

fill the requirements of the contract. No substitutions shall be made except in accordance with this clause. 

All requests for substitution must provide a detailed explanation of the circumstance necessitating the proposed substitution, a 
complete resume for the proposed substitute and any other information requested by the contracting officer to approve or disapprove the 
proposed substitution. All proposed substitutes must have qualifications that are equal to or higher than the qualifications of the 

person to be replaced. The contracting officer or authorized representative will evaluate such requests and promptly notify the 

contractor of his approval or disapproval thereof. 

The contractor further agrees to include the substance of this clause in any subcontract, which may be awarded under chis contract. 

~ 
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Disclosure of Information 

Page 22 of 32 

Performance under this contract may require the Contractor to access non-public data and information proprietary to a Government 

agency, another Government Contractor or of such nature that its dissemination or use other than as specified in the work statement 

would be adverse to the interests of the Government or others. Neither the Contractor, nor Contractor personnel, shall divulge nor 

release data nor information developed or obtained under performance of this contract, except authorized by Government personnel or upon 

written approval of the CO in accordance with OWS or other Government policies and/or guidance. The Contractor shall not use, disclose, 

or reproduce proprietary data that bears a restrictive legend, other than as specified in this contract, or any information at all 

regarding this agency. 

The Contractor shall comply with all Government requirements for protection of non-public information. Unauthorized disclosure of 

nonpublic information is prohibited by the Governments rules. Unauthorized disclosure may result in termination of the contract, 

replacement of a Contractor employee, or other appropriate redress. Neither the Contractor nor the Contractors employees shall disclose 

or cause to be disseminated, any information concerning the operations of the activity, which could result in, or increase the 

likelihood of, the possibility of a breach of the activitys security or interrupt the continuity of its operations. 

No information related to data obtained under this contract shall be released or publicized without the prior written consent of the 

COR, whose approval shall not be unreasonably withheld, conditioned, or delayed, provided that no such consent is required to comply 

with any law, rule, regulation, court ruling or similar order; for submission to any government entity for submission to any securities 

exchange on which the Contractors (or its parent corporations) securities may be listed for trading; or to third parties relating to 

securing, seeking, establishing or maintaining regulatory or other legal approvals or compliance, financing and capital raising 

activities, or mergers, acquisitions- or other business transactions. 

Publications and Publicity 
The contractor shall not release any reports, manuscripts, press releases, or abstracts about the work being performed under this 

contract without written notice in advance to the Government. 

la) Unless otherwise specified in this contract, the contractor may publish the results of its work under this contract. The contractor 

shall promptly send a copy of each submission to the COR for security review prior to submission. The contractor shall also inform the 

COR when the abstract article or other publication is published, and furnish a copy of it as finally published. 

(b) Unless authorized in writing by the CO, the contractor shall not display Government logos including Operating Division or Staff 

Division logos on any publications. 

le) The contractor shall not reference the products(s) or services(s) awarded under this contract in commercial advertising, as defined 

in fAR 31.205-1, in any manner which states or implies Government approval or endorsement of the product(s) or service(s) provided. 

(d) The contractor shall include this clause, including this section (d) in all subcontracts where the subcontractor may propose 

publishing the results of its work under the subcontract. The contractor shall acknowledge the support of the Government whenever 

publicizing the work under this contract in any media by including an acknowledgement substantially as follows: 

"This project has been funded in whole or in part by the U.S. Government under Contract No. XXXX. The US Government is authorized to 

reproduce and distribute reprints for Governmental purposes notwithstanding any copyright notation thereon. 

Confidentialitv of Information 
a. Confidential information, as used in this article, means information or data of a personal nature about an individual, or 

proprietary information or data submitted by or pertaining to an institution or organization. 

b. The Contracting Officer and the Contractor may, by mutual consent, identify elsewhere in this contract specific information and/or 

categories of information which the Government will furnish to the Contractor or that the Contractor is expected to generate which is 

confidential. Similarly, the Contracting Officer and the Contractor may, by mutual consent, identify such confidential information from 

time to time during the performance of the contract. failure to agree will be settled pursuant to the "Disputes" clause. 

c. If it is established elsewhere in this contract that information to be utilized under this contract, or a portion thereof, is 

subject to the Privacy Act, the Contractor will follow the rules and procedures of disclosure set forth in the Privacy Act of 1974, 5 

U.S.C. 552a, and implementing regulations and policies, with respect to systems of records determined to be subject to the Privacy Act. 

d. Confidential information, as defined in paragraph la) of this article, shall not be disclosed without the prior written consent of 

the individual, institution, o~ o~ganization. 

e. Whenever the Contractor is uncertain with regard to the proper handling of material under the contract, or if the material in 

question is subject to the Privacy Act or is confidential information subject to the provisions of this article, the Contractor shall 

obtain a written determination from the Contracting Officer prior to any release, disclosure, dissemination, or publication. 

AM[ HICAN 
PVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000143

CONTI UA TION SHEET 
Reference No. of Document Being Continued 

WlSQKN-20-C-0048 
PUN/SllN MOD/AMD 

Name of Offcror or Contractor: GLAXOSMITHKLINE LLC 

Page n of 32 

£. Contracting Officer Determinations will reflect the result of internal coordination with appropriate program and legal officials. 

g. The provisions of paragraph (di of this article shall not apply to conflicting or overlapping provisions in other Federal, State 

or local laws. 

All above requirements MUST be passed to all Sub-contractors. 

Organizational Conflicts of Interest 

Performance under this contract may create an actual or potential organizational conflict of interest such as are contemplated by FAR 

Part 9.505-General Rules. The Contractor shall not engage in any other contractual or other activities which could create an 

organizational conflict of interest (OCI). This provision shall apply to the prime Contractor and all sub-Contractors. This provision 

shall have effect throughout the period of performance of this contract, any extensions thereto by change order or supplemental 

agreement, and for two (2) years thereafter. The Government may pursue such remedies as may be permitted by law or this contract, upon 

determination that an OCI has occurred. 

The work performed under this contract may create a significant potential for certain conflicts of interest, as set forth in FAR Parts 

9.505-1, 9.505-2, 9.505-3, and 9.505-4. It is the intention of the parties hereto to prevent both the potential for bias in connection 

with the Contractors performance of this contract, as well as the creation of any unfair competitive advantage as a result of knowledge 

gained through access to any non-public data or third party proprietary information. 

The Contractor shall notify the Contracting Officer immediately whenever it becomes aware that such access or participation may result 

in any actual or potential OCI. Furthermore, the Contractor shall promptly submit a plan to the Contracting Officer to either avoid or 

mitigate any such OCI. The Contracting Officer will have sole discretion in accepting the Contractors mitigation plan. In the event the 

Contracting Officer unilaterally determines that any such OCI cannot be satisfactorily avoided or mitigated, other remedies may be taken 

to prohibit the Contractor from participating in contract requirements related to OCI. 

Whenever performance of this contract provides access to another Contractors proprietary information, the Contractor shall enter into a 

written agreement with the other entities involved, as appropriate, in order to protect such proprietary information from unauthorized 

use or disclosure for as long as it remains proprietary; and refrain from using such proprietary information other than as agreed to, 

for example to provide assistance during technical evaluation of other Contractors offers or products under this contract. An executed 

copy of all proprietary information agreements by individual personnel or on a corporate basis shall be furnished to the CO within 

fifteen (15) calendar days of execution. 

Institutional Responsibility Regarding Investigator Conflicts of Interest 

The Institution (includes any Contractor, public or private, excluding a Federal agency) shall comply with the requirements of 45 CFR 

Part 94, Responsible Prospective Contractors, which promotes objectivity in research by establishing standards to ensure that 

Investigators (defined as the project director or principal Investigator and any other person, regardless of title or position, who is 

responsible for the design, conduct, or reporting of research funded under Government contracts, or proposed for such funding, which may 

include, for example, collaborators or consultants) will not be biased by any Investigator financial conflicts of interest. 45 CFR Part 

94 is available at the following Web site: http://www.ecfr.gov/cgi­

bin/textidx0c-ecfr&SI0;0af84ca649a74846f102aaf664dal623&rgn;div5&view-text&node;45:l.O.l.l.51&idno; 

As required by 45 CFR Part 94, the Institution shall, at a minimum: 

a. Maintain an up-to-date, written, enforceable policy on financial conflicts of interest that complies with 45 CFR Part 94, inform 

each Investigator of the policy, the Investigator's reporting responsibilities regarding disclosure of significant financial interests, 

and the applicable regulation 1 and make such policy available via a publicly accessible Web site, or if none currently exist, available 

to any requestor within five business days of a request. A significant financial interest means a financial interest consisting of one 
or more of the following interests of the Investigator (and those of the Investigator's spouse and dependent children) that reasonably 

appears to be related to the Investigator's institutional responsibilities: 

1. With regard to any publicly traded entity, a significant financial interest exists if the value of any remuneration received from 

the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of 

disclosure, when aggregated, exceeds $5,000. Included are payments and equity interests; 

2. With regard to any non-publicly traded entity, a significant financial interest exists if the value of any remuneration received 

from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the 

Investigator 1 s spouse or dependent children) holds any equity interest; or 

3. Intellectual property rights and interests, upon receipt of income related to such rights and interest. 

Significant financial interests do not include the following: 

1. Income from seminars, lectures, or teaching 1 and service on advisory or review panels for Government agencies, Institutions of 

higher education, academic teaching hospitals 1 medical centers, or research institutes with an Institution of higher learning; and 

2. Income from investment vehicles, such as mutual funds and retirement accounts, as long as the Investigator does not directly 

control the investment decisions made in these vehicles. 
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b. Require each Investigator to complete training regarding the Institution's financial conflicts of interest policy prior to 

engaging in research related to any Government funded contract and at least every four years. The Institution must take reasonable steps 

[see Part 94.4(c)) to ensure that investigators working as collaborators, consultants or subcontractors comply with the regulations. 

c. Designate an official(s) to solicit and review disclosures of significant financial interests from each Investigator who is 

planning to participate in, or is participating in, the Government funded research. 

d. Require that each Investigator who is planning to participate in the Government funded research disclose to the Institution's 

designated official(sl the Investigator's significant financial interest (and those of the Investigator's spouse and dependent children) 

no later than the date of submission of the Institution's proposal for Government funded research. Require that each Investigator who is 

participating in the Government funded research to submit an updated disclosure of significant financial interests at least annually, in 

accordance with the specific time period prescribed by the Institution during the period of the award as well as within thirty days of 

discovering or acquiring a new significant financial interest. 

e. Provide guidelines consistent with the regulations for the designated official ls) to determine whether an Investigator's 

significant financial interest is related to Government funded research and, if so related, whether the significant financial interest 

is a financial conflict of interest. An Investigator's significant financial interest is related to Government funded research when the 

Institution, thorough its designated official(s), reasonably determines that the significant financial interest: Could be affected by 

the Government funded research; or is in an entity whose financial interest could be affected by the research. A financial conflict of 

interest exists when the Institution, through its designated official ls), reasonably determines that the significant financial interest 

could directly and significantly affect the design, conduct, or reporting of the Government funded research. 

f_ Take such actions as necessary to manage financial conflicts of interest, including any financial conflicts of a subcontractor 

Investigator. Management of an identified financial conflict of interest requires development and implementation of a management plan 

and, if necessary 1 a retrospective review and mitigation report pursuant to Part 94.5(a). 

g. Provide initial and ongoing FCOI reports to the Contracting Officer pursuant to Part 94.S(b). 

h. Maintain records relating to all Investigator disclosures of financial interests and the Institution's review of, and response to, 

such disclosures, and all actions under the Institution 1 s policy or retrospective review, if applicable, for at least 3 years from the 

date of final payment or, where applicable, for the other time periods specified in 48 CFR Part 4 1 subpart 4.7, Contract Records 

Retention. 

i. Establish adequate enforcement mechanisms and provide for employee sanctions or other administrative actions to ensure 

Investigator compliance as appropriate. 

j. Complete the certification in Section K - Representations, Certifications, and Other Statements of Contractors titled 

"Certification of Institutional Policy on Financial Conflicts of Interest". 

If the failure of an Institution to comply with an Institution's financial conflicts of interest policy or a financial conflict of 

interest management plan appears to have biased the design, conduct, or reporting of the Government funded research, the Institution 

must promptly notify the Contracting Officer of the corrective action taken or to be taken. The Contracting Officer will consider the 

situation and 1 as necessary, take appropriate action or refer the matter to the Institution for further action, which may include 

directions to the Institution on how to maintain appropriate objectivity in the Government funded research project. 

The Contracting Officer and/or Government may inquire at any time before, during, or after award into any Investigator disclosure of 

financial interests, and the Institution's review of, and response to, such disclosure, regardless of whether the disclosure resulted in 

the Institution 1 s determination of a financial conflict of interests. The Contracting Officer may require submission of the records or 

review them on site. On the basis of this review of records or other information that may be available, the Contracting Officer may 

decide that a particular financial conflict of interest will bias the objectivity of the Government funded research to such an extent 

that further corrective action is needed or that the Institution has not managed the financial conflict of interest in accordance with 

Part 94.61b). The issuance of a Stop Work Order by the Contracting Officer may be necessary until the matter is resolved. 

If the Contracting Officer determines that Government funded clinical research, whose purpose is to evaluate the safety or effectiveness 

of a drug 1 medical device 1 or treatment, has been designed, conducted 1 or reported by an Investigator with a financial conflict of 

interest that was not managed or reported by the Institution, the Institution shall require the Investigator involved to disclose the 

financial conflict of interest in each public presentation of the results of the research and to request an addendum to previously 

published presentations. 

Prep Act 
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In accordance with the Public Readiness and Emergency Preparedness Act (PREP Act) 1 Pub. L. No. 109-148, Division C, Section 2, as 

amended (codified at 42 U.S.C. 247d-6d and 42 U.S.C. 247d-6e), as well as the Secretary of HHSs Declaration Under the Public Readiness 

and Emergency Preparedness Act for Medical Countermeasures Against COVID-19, 85 Fed. Reg. 15198 (Mar. 17, 2020, effective Feb. 4, 2020), 

and amended on April 15, 2020, 85 Fed. Reg. 21012 (together, the Prep Act Declaration): 

(i) This Agreement is being entered into for purposes of facilitating the manufacture, testing, development, disttibution, 

administration, and use of Covered Countermeasures for responding to the COVID-19 public health emergency, in accordance with Section VI 

of the PREP Act Declaration; 

Iii) Contractors performance of this Agreement falls within the scope of the Recommended Activities for responding to the 

COVID-19 public health emergency, to the extent it is in accordance with Section III of the PREP Act Declaration; and 

(iii) Contractor is a Covered Person to the extent it is a person defined in Section V of the PREP Act Declaration. 

Therefore, in accordance with Sections IV and VII of the PREP Act Declaration as well as the PREP Act (42 U.S.C. 247d-6d), the 

Department of Defense contracting via assisted acquisition on behalf of the HHS, expressly acknowledges and agrees that the HHS 

Declaration cited above, specifically its language providing immunity from suit and liability is applicable to this acquisition as long 

as Contractors activities fall within the terms and conditions of the PREP Act and the PREP Act Declaration. 

Third Party Use of AS03 

If development of a compatible vaccine is not successful, the USG will retain flexibility to use the adjuvant under the following 

conditions: The Government agrees that it will notify Contractor of proposed use for any coronavirus pandemic or influenza virus 

pandemic or associated pandemic preparedness activity clinical trials on U.S. soil as long as such doses are deemed suitable from 

quality petspective resulting from a changed use purpose such as specifications, labeling, and stotage conditions. These terms would 

apply to ordets placed under this Contract until the end of 2021. 

The ASOJ doses, if not used with the Contractors COVID-19 vaccine collaborator, could be used in future coronavirus and/or influenza 

virus pandemics or associated pandemic preparedness activities including clinical trials provided that Contractor and the antigen 

supplier have or put an agreement in place to address key business terms (i.e. IP, Liability, PREP Act, Data Rights, etc.I. GSK would 

commit to teview in good faith any potential antigen suppliers proposed by the USG and that any tetms agreed would be teasonable and 

consistent with other similar agreement5 the Contractor has in place. 

Excusable Delays Due to COVID-19 

The parties recognize that the global pandemic caused by COVID-19 has had a significant impact on the availability of certain suppliers 

and other tesources necessary to ptoduce certain pharmaceutical and related ptoducts, including the AS03 adjuvant. Accordingly, 

notwithstanding any provision to the contrary herein, the Contractor shall not be liable for default if nonperformance is caused by an 

occurrence beyond the reasonable control of the Contractor and without its fault or negligence, as contemplated in FAR 52.212-4(f). tor 

avoidance of doubt, occurrences beyond the reasonable control of the Contractor and without its fault or negligence also include supply 

chain disruptions arising from or related to the COVID-19 pandemic and the availability of materials for performance of this Contract. 

In the event of an excusable delay caused by a supply chain disruption arising form or related to the COVID-19 pandemic and the 

availability of materials for performance of this Conttact, Contractot shall follow the ptocedures at FAR 52.212-4(f). 

Payments 

The parties recognize that there may be potential regulatory requirements and conditions that restrict the Contractors ability to fill-

finish, deliver, and/or transfer AS03 to third parties, including !WiCJ , as contemplated in this Contract or under future 

agreements. Fot avoidance of doubt, and notwithstanding any potential tegulatoty tequitements and conditions specifically as it relates 

to the approval of labels that may restrict fill-finish, delivery 1 and/or transfer of AS03 to third parties, the Contractor shall be 

entitled to payment of the full contract price per dose for each dose that is manufactured and accepted by the Government under the 

terms of this Contract, regardless of any potential fill-finish, delivery and/or transfer restrictions. The Contractor shall cooperate 

in good faith with the Government, !WiCJ and/or any third party to address any potential regulatory requirements and 

conditions, but fill-finish, delivery and/or transfer to a third party shall not be a condition of payment of the per dose price. 

Material will be stored in the United States. 

Press Releases 

Contractor shall ensure that the Government has received and approved an advanced copy of any press release to this contract not less 

than 5 business days prior to the issuance of the press release. If corrective action is required, the Contractor agrees to accurately 

and factually reptesent the wotk conducted under this conttact in all press releases. Any final ptess releases shall be submitted to 

BARDA no later than one (1) calendar day prior to its release. 
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CONTRACT CLAUSES 

1 

2 

3 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

Regulatory Cite 

52 .204-13 

52.204-18 

52.212-4 

52.232-40 

252.203-7000 

252.203-7002 

252.203-7003 

252.204-7003 

252.204-7015 

252. 204-7018 

252.205-7000 

252.209-7004 

252.225-7012 

252.225-7048 

252.232-7010 

252.243-7002 

252.244-7000 

252.247-7023 

52.212-5 

T' l 

SYSTEM FOR AWARD MANAGEMENT MAINTENANCE 

COMMERCIAL AND GOVERNMENT ENTITY CODE MAINTENANCE 

CONTRACT TERMS AND CONDITIONS--COMMERCIAL ITEMS 

PROVIDING ACCELERATED PAYMENTS TO SMALL BUSINESS SUBCONTRACTORS 

REQUIREMENTS RELATING TO COMPENSATION OF FORMER DOD OFFICIALS 

REQUIREMENT TO INFORM EMPLOYEES OF WHISTLEBLOWER RIGHTS 

AGENCY OFFICE OF THE INSPECTOR GENERAL 

CONTROL OF GOVERNMENT PERSONNEL WORK PRODUCT 

NOTICE OF AUTHORIZED DISCLOSURE OF INFORMATION FOR LITIGATION SUPPORT 

PROHIBITION ON THE ACQUISITION OF COVERED DEFENSE TELECOMMUNICATIONS 

EQUIPMENT OR SERVICES 

PROVISION OF INFORMATION TO COOPERATIVE AGREEMENT HOLDERS 

SUBCONTRACTING WITH FIRMS THAT ARE OWNED OR CONTROLLED BY THE 

GOVERNMENT OF A TERRORIST COUNTRY 

PREFERENCE FOR CERTAIN DOMESTIC COMMODITIES 

EXPORT-CONTROLLED ITEMS 

LEVIES ON CONTRACT PAYMENTS 

REQUESTS FOR EQUITABLE ADJUSTMENT 

SUBCONTRACTS FOR COMMERCIAL ITEMS 

TRANSPORTATION OF SUPPLIES BY SEA--BASIC 

CONTRACT TERMS AND CONDITIONS REQUIRED TO IMPLEMENT STATUTES OR 

EXECUTIVE ORDERS--COMMERCIAL ITEMS 

Page 26 of 32 

Date 

OCT/2018 

JUL/2016 

OCT/2018 

DEC/2013 

SEP/2011 

SEP/2013 

AUG/2019 

APR/1992 

MAY/2016 

DEC/2019 

DEC/1991 

MAY/2019 

DEC/2017 

JUN/2013 

DEC/2006 

DEC/2012 

JUN/2013 

FEB/2019 

JUN/2020 

(a) The Contractor shall comply with the following Federal Acquisition Regulation (FAR) clauses, which are incorporated in this contract 

by reference, to implement provisions of law or Executive orders applicable to acquisitions of commercial items: 

(11 52.203-19, Prohibition on Requiring Certain Internal Confidentiality Agreements or Statements (JAN 2017) (section 743 of Division 

E, Title VII, of the Consolidated and Further Continuing Appropriations Act, 2015 (Pub. L. 113-235) and its successor provisions in 

subsequent appropriations acts (and as extended in continuing resolutions)}. 

(21 52.204-23, Prohibition on Contracting for Hardware, Software, and Services Developed or Provided by Kaspersky Lab and Other 

Covered Entities (Jul 2018) (Section 1634 of Pub. L. 115-91). 

(3) 52.204-25, Prohibition on Contracting for Certain Telecommunications and Video Surveillance Services or Equipment. (AUG 2019) 

(Section 889 (a) (11 (A) of Pub. L. 115-232) . 

(41 52.209-10, Prohibition on Contracting with Inverted Domestic Corporations (Nov 2015) 

(5) 52.233-3, Protest After Award (AUG 1996) (31 U.S.C. 3553). 

(6) 52.233-4, Applicable Law for Breach of Contract Claim (OCT 2004) (Public Laws 108-77 and 108-78 (19 U.S.C. 3805 note)). 

(bl The Contractor shall comply with the FAR clauses in this paragraph (bl that the contracting officer has indicated as being 

incorporated in this contract by reference to implement provisions of law or Executive orders applicable to acquisitions of commercial 

items: 

_JL_ 11) 52.203-6, Restrictions on Subcontractor Sales to the Government (Jun 2020), with Alternate I (Oct 1995) (41 U.S.C. 4704 and 

10 U.S.C. 2402), 

..L (2) 52.203-13, Contractor Code of Business Ethics and Conduct (Jun 2020) 141 U.S.C. 35091. 

(3) 52.203-15, Whistleblower Protections under the American Recovery and Reinvestment Act of 2009 (Jun 2010) (Section 1553 of 

Pub. L. 111-5 I • (Applies to contracts funded by the American Recovery and Reinvestment Act of 2009.) 

..L (4) 52 .204-10, Reporting Executive Compensation and First-Tier Subcontract Awards (Jun 2020) (Pub. L. 109-282) (31 U. S .C. 6101 

note). 

(5) [Reserved). 

(6) 52.204-14, Service Contract Reporting Requirements (Oct 2016) (Pub. L. 111-117, section 743 of Div. Cl. 

(7) 52.204-15, Service Contract Reporting Requirements for Indefinite-Delivery Contracts (Oct 2016) (Pub. L. 111-117, section 
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743 of Div. Ci. 

__;,;_ (8) 52.209-6, Protecting the Government's Interest When Subcontracting with Contractors Debarred, Suspended, or Proposed for 

Debarment (Jun 2020) (31 U .S.C. 6101 note). 

_x_ ( 9) 52. 209-9, Updates of Publicly .!\vailable Information Regarding Responsibility Matters (Oct 2018) (41 U. S .C. 2313) . 

(10) [Reserved] 

(11) (i) 52.219-3, Notice of HUBZone Set-Aside or Sole-Source Award (MAR 2020) (15 U.S.C. 657a). 

(ii) Alternate I (MAR 2020) of 52.219-3. 

(12) (i) 52 .219-4, Notice of Price Evaluation Preference for HUBZone Small Business Concerns (MAR 2020) (if the offeror elects to 

waive the preference, it shall so indicate in its offer) 115 U.S.C. 657a). 

(ii) Alternate I (MAR 2020) of 52.219-4. 

I 13) [Reserved] 

114) (i) 52.219-6, Notice of Total Small Business Set-Aside (MAR 2020) (15 U.S.C. 6441. 

(ii) Alternate I (MAR 2020) of 52.219-6. 

(iii) Al tern ate II (Nov 2011) of 52. 219-6. 

(15) (i) 52.219-7, Notice of Partial Small Business Set-Aside (MAR 2020) (15 U.S.C. 6441. 

(ii) Alternate I (MAR 2020) of 52.219-7. 

(iii) Alternate II (Mar 2004) of 52.219-7. 

116) 52.219-8, Utilization of Small Business Concerns (Oct 2018) 115 U.S.C. 637(dl (21 and (3) I . 

....lL. (17) (il 52.219-9, Small Business Subcontracting Plan (Jun 2020) 115 U.S.C. 637(d) 14)). 

(ii) Alternate I (Nov 2016) of 52 .219-9. 

(iii) Alternate II (Nov 2016) of 52.219-9. 

(iv) Alternate III (Jun 2020) of 52.219-9. 

(v) Alternate IV (Jun 2020) of 52.219-9. 

118) 52.219-13, Notice of Set-Aside of Orders (MAR 2020) 115 U.S.C. 644(rl). 

(19) 52.219-14, Limitations on Subcontracting (MAR 2020) (15 U.S.C. 637(a) 114) I. 

(20) 52. 219-16, Liquidated Oamages--Subcontracting Plan (JAN 1999) (15 U. S .C. 637 (d) 14) (Fl (i) I. 

(21) 52.219-27, Notice of Total Service-Disabled Veteran-Owned Small Business Set-Aside (MAR 20201 (15 U.S.C. 657 f) 

(22) 52. 219-28, Post Award Small Business Program Rerepresentation (MAR 2020) 115 U .S.C. 632 (al (2) I. 

( i) Alternate I (MAR 2020 I of 52. 219-28. 

(23) 52.219-29 Notice of Total Set-Aside for Economically Disadvantaged Women-Owned Small Business (EDWOSB) Concerns (MAR 2020) 

(15 U.S.C. 637(ml I. 

__ (24) 52.219-30 Notice of Total Set-Aside for Women-Owned Small Business (WOSB) Concerns gligible Under the WOSB Program (MAR 

2020) (15U.S.C. 637(m)). 

(25) 52.219-32, Orders Issued Directly Under Small Business Reserves (MAR 2020) (15 U.S.C. 644(rll. 

(26) 52.219-33, Nonmanufacturer Rule (MAR 2020) (15 U.S.C. 637(a) (17) I. 
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_JL_ (27) 52. 222-3, Convict Labor (June 2003) (E .0. 11755) . 

..L 128) 52.222-19, Child LaborCooperation with Authorities and Remedies (Jan 2020) (E.O. 13126). 

_x_ (29) 52. 222-21, Prnhibition of Segregated facilities (Apr 2015). 

_JL_ (30) (i) 52 .222-26, Equal Opportunity (Sep 2016) (E.O. 11246). 

(ii) Alternate I (Feb 1999) of 52 .222-26. 

_x_ (31) (i) 52.222-35, Equal Opportunity for Veterans (Jun 2020) (38 U.S.C. 4212). 

Iii) Alternate I (July 2014) of 52 .222-35. 

_..i:;._ (32) (i) 52.222-36, Equal Opportunity for Workers with Disabilities (Jun 2020) 129 U.S.C. 793). 

(ii) Alternate I (July 2014) of 52.222-36. 

(33) 52.222-37, Employment Reports on Special Disabled Veterans, Veterans of the Vietnam Era, and Other Eligible Veterans (Jun 

2020) (38 u.s.c. 4212) . 

..L (34) 52. 222-40, Notification of E:mployee Rights Under the National Labor Relations Act (Dec 2010) (E.O. 134961. 

_JL_ (35) (i) 52.222-50, Combating Trafficking in Persons (Jan 2019) (22 U.S.C. chapter 78 and E.O. 13627). 

(ii) Alternate I (Mar 2015) of 52.222-50 122 U.S.C. chapter 78 and E.O. 136271. 

(36) 52.222-54, E:mployment Eligibility Verification (Oct 20151. (Executive Order 12989). (Not applicable to the acquisition of 

commercially available off-the-shelf items or certain other types of commercial items as prescribed in 22.1803.) 

__ (37) (i) 52.223-9, Estimate of Percentage of Recovered Material Content for EPA-Oesignated Items (May 2008) (42 U.S.C. 

6962 (c) (31 (A) Iii) I. (Not applicable to the acquisition of commercially available off-the-shelf items. I 

__ (ii) Alternate 

off-the-shelf items.) 

(May 2008) of 52. 223-9 ( 42 U.S. C. 6962 (i I (2) IC)) . (Not applicable to the acquisition of commercially available 

(38) 52.223-11, Ozone-Depleting Substances and High Global Warming Potential Hydrofluorocarbons (June, 2016) (E.O. 13693). 

(39) 52.223-12, Maintenance, Service, Repair, or Disposal of Refrigeration Equipment and Air Conditioners (June, 20161 (E:.O. 

13693 I . 

(40) (i) 52.223-13, Acquisition of EPE:AT[supreg]-Registered Imaging Equipment (Jun 2014) (E.O.s 13423 and 13514). 

(ii) Alternate I (Oct 2015) of 52.223-13. 

(41) (il 52 .223-14, Acquisition of EPE:AT [supreg]-Registered Televisions (Jun 2014) (E.O.s 13423 and 13514). 

(ii) Alternate I (Jun 2014) of 52 .223-14. 

(42) 52.223-15, E:nergy Efficiency in Energy-Consuming Products (Dec 2007) (42 U.S.C. 8259b). 

(43) (il 52.223-16, Acquisition of EPE:AT[supreg]-Registered Personal Computer Products (Oct 2015) (E.O.s 13423 and 13514). 

(ii) Alternate I (Jun 2014) of 52 .223-16. 

_;,;_ (44) 52.223-18, E:ncouraging Contractor Policies to Ban Text Messaging While Driving (Jun 20201 (E:.O. 13513). 

(45) 52. 223-20, Aerosols (June, 2016) (E.O. 136931. 

(46) 52.223-21, Foams (June, 20161 (E:.0. 13693). 

(47) (i) 52.224-3, Privacy Training (JAN 2017) (5 U.S C. 552a). 

(ii) Alternate I (JAN 2017) of 52.224-3. 

(48) 52.225-1, Buy American--Supplies (MAY 2014) 141 U.S.C. chapter 83). 

(49) (il 52.225-3, Buy American--Free Trade Agreements--Israeli Trade Act IMAY 2014) (41 U.S.C. chapter 83, 19 U.S.C. 3301 note, 

19 U.S.C. 2112 note, 19 U.S.C. 3805 note, 19 U.S.C. 4001 note, Pub. L. 103-182, 108-77, 108-78, 108-286, 108-302, 109-53, 109-169, 109-
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283, 110-138, 112-41, 112-42, and 112-4 3. 

(ii) Alternate I (MAY 2014) of 52.225-3. 

(iii) Alternate II (MAY 20141 of 52.225-3. 

(iv) Alternate III (MAY 2014) of 52.225-3. 

(50) 52.225-5, Trade Agreements (Oct 20191 (19 U.S.C. 2501, et seq., 19 U.S.C. 3301 note). 

Page 29 of 32 

(51) 52.225-13, Restrictions on Certain Foreign Purchases (Jun 2008) IE.o.s, proclamations, and statutes administered by the 

Office of Foreign Assets Control of the Department of the Treasury). 

__ (52) 52.225-26, Contractors Performing Private Security Functions Outside the United States (Jul 2013) (Section 862, as amended, 

of the National Defense Authorization Act for Fiscal Year 2008; 10 U.S.C. 2302 Note). 

(53) 52.226-4, Notice of Disaster or Emergency Area Set-Aside (Nov 2007) 142 U.S.C. 51501. 

(54) 52.226-5, Restrictions on Subcontracting Outside Disaster or Emergency Area (Nov 2007) (42 U.S.C. 5150). 

(55) 52.229-12, Tax on Certain Foreign Procurements (JUN 20201, 

(56) 52. 232-29, Terms for Financing of Purchases of Commercial Items (Feb 2002) (41 U. s .C. 4505, 10 U. s .C. 2307 (f)). 

(57) 52.232-30, Installment Payments for Commercial Items (Jan 2017) (41 U.S.C. 4505, 10 U.S.C. 2307(f)). 

(58) 52.232-33, Payment by Electronic Funds Transfer System for Award Management (Oct 20181 (31 U.S.C. 33321. 

(59) 52.232-34, Payment by Electronic Funds Transfer -- Other Than System for Award Management (Jul 2013) (31 U.S.C. 3332). 

( 60) 52. 232-36, Payment by Third Party (MAY 2014) ( 31 U.S. C, 3332) . 

(61) 52.239-1, Privacy or Security Safeguards (Aug 1996) (5 U.S.C. 552a). 

(62) 52. 242-5, Payments to Small Business Subcontractors (Jan 2017) (15 U. S .C. 637 id) (13) I. 

(63) (i) 52.247-64, Preference for Privately Owned U.S.-Flag Commercial Vessels (Feb 2006) (46 U.S.C. Appx 1241 lb) and 10 U.S.C. 

2631 I . 

__ (ii) Alternate I (Apr 2003) of 52 .247-64. 

__ (iii) Alternate II (Feb 2006) of 52.247-64. 

(c) The Contractor shall comply with the FAR clauses in this paragraph (c), applicable to commercial services, that the Contracting 

Officer has indicated as being incorporated in this contract by reference to implement provisions of law or executive orders applicable 

to acquisitions of commercial items: 

(1) 52.222-41, Service Contract Labor Standards (Aug 2018) (41 U.S.C. chapter 67). 

12) 52.222-42, Statement of Equivalent Rates for Federal Hires (MAY 2014) (29 U.S.C. 206 and 41 U.S.C. chapter 67). 

(3) 52.222-43, Fair Labor Standards Act and Service Contract Labor Standards--Price Adjustment (Multiple Year and Option 

Contracts) (MAY 20141 (29 U.S.C. 206 and 41 U.S.C. chapter 67). 

__ (4) 52.222-44, Fair Labor Standards Act and Service Contract Labor Standards--Price Adjustment (MAY 2014) (29 U.S.C 206 and 41 

U.S.C. chapter 67). 

__ (5) 52.222-51, Exemption from Application of the Service Contract Labor Standards to Contracts for Maintenance, Calibration, or 

Repair of Certain Equipment--Requirements (MAY 2014) 141 U.S.C. chapter 67). 

__ (6) 52.222-53, Exemption from Application of the Service Contract Labor Standards to Contracts for Certain Services-­

Requirements (MAY 2014) (41 U.S.C. chapter 67), 

__ (7) 52.222-55, Minimum Wages Under Executive Order 13658 (Dec 2015) (Executive Order 13658). 
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(8) 52.222-62, Paid Sick Leave Under Executive Order 13706 (Jan 2017) (E.O. 13706) 

__ (9) 52.226-6, Promoting Excess Food Donation to Nonprofit Organizations (Jun 20201 (42 U.S.C. 1792) 

Page 30 of 32 

(d) Comptroller General Examination of Record. The Contractor shall comply with the provisions of this paragraph (d) if this contract 

was awarded using other than sealed bid, is in excess of the simplified acquisition threshold, as defined in FAR 2.101, on the date of 

award of this contract, and does not contain the clause at 52.215-2, Audit and Records -- Negotiation. 

(11 The Comptroller General of the United States, or an authorized representative of the Comptroller General, shall have access to and 

right to examine any of the Contractors directly pertinent records involving transactions related to this contract. 

(21 The Contractor shall make available at its offices at all reasonable times the records, materials, and other evidence for 

examination, audit, or reproduction, until 3 years after final payment under this contract or for any shorter period specified in FAR 

Subpart 4.7, Contractor Records Retention, of the other clauses of this contract. If this contract is completely or partially 

terminated, the records relating to the work terminated shall be made available for 3 years after any resulting final termination 

settlement. Records relating to appeals under the disputes clause or to litigation or the settlement of claims arising under or relating 

to this contract shall be made available until such appeals, litigation, or claims are finally resolved. 

(3) As used in this clause, records include books, documents, accounting procedures and practices, and other data, regardless of type 

and regardless of form. This does not require the Contractor to create or maintain any record that the Contractor does not maintain in 

the ordinary course of business or pursuant to a provision of law. 

(el (1) Notwithstanding the requirements of the clauses in paragraphs (a), (bl, (cl and (di of this clause, the Contractor is not 

required to flow down any FAR clause, other than those in this paragraph (e) (1) in a subcontract for commercial items. Unless otherwise 

indicated below, the extent of the flow down shall be as required by the clause--

(i) 52.203-13, Contractor Code of Business Ethics and Conduct (Jun 2020) 141 U.S.C. 35091. 

(ii) 52.203-19, Prohibition on Requiring Certain Internal Confidentiality Agreements or Statements (JAN 20171 (section 743 of 

Division E, Title VII, of the Consolidated and Further Continuing Appropriations Act, 2015 (Pub. L. 113-235) and its successor 

provisions in subsequent appropriations acts (and as extended in continuing resolutions)). 

(iii) 52.204-23, Prohibition on Contracting for Hardware, Software, and Services Developed or Provided by Kaspersky Lab and Other 

Covered Entities (Jul 2018) (Section 1634 of Pub. L. 115-91). 

(iv) 52.204-25, Prohibition on Contracting for Certain Telecommunications and Video Surveillance Services or Equipment. (AUG 2019) 

(Section 889 (a) (11 (A) of Pub. L. 115-232) . 

(v) 52.219-8, Utilization of Small Business Concerns (Oct 2018) (15 U.S.C. 637(dl 12) and 13)), in all subcontracts that offer 

further subcontracting opportunities. If the subcontract (except subcontracts to small business concerns) exceeds the applicable 

threshold specified in FAR 19.702(a) on the date of subcontract award, the subcontractor must include 52.219-8 in lower tier 

subcontracts that offer subcontracting opportunities. 

(vi) 52.222-21, Prohibition of Segregated Facilities (Apr 2015). 

(viii 52. 222-26, Equal Opportunity (Sep 20161 (E.O. 112461. 

(viii) 52.222-35, Equal Opportunity for Veterans (Jun 2020) (38 U.S.C. 4212). 

(ix) 52.222-36, Equal Opportunity for Workers with Disabilities (Jun 2020) (29 U.S.C. 793). 

(x) 52.222-37, Employment Reports on Veterans (Jun 2020) (38 U.S.C. 42121. 

(xi) 52.222-40, Notification of Employee Rights Under the National Labor Relations Act (DEC 2010) (E.O. 13496). 

(xii) 52.222-41, Service Contract Labor Standards (Aug 2018) (41 U.S.C. chapter 67). 

(xiii) (Al 52.222-50, Combating Trafficking in Persons (Jan 2019) 122 U.S.C. 7104 (gl). 

(B) Alternate I (Mar 2015) of 52.222-50 (22 u.s.c. 7104 (g)). 

(xiv) 52.222-51, Exemption from Application of the Service Contract Labor Standards to Contracts for Maintenance, Calibration, or 

Repair of Certain Equipment--Requirements (MAY 2014) 141 U.S.C. chapter 67) 

(xv) 52.222-53, Exemption from Application of the Service Contract Labor Standards to Contracts for Certain Services--Requirements 
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PUN/SllN MOD/AMD 

Name of Offeror or Contractor: GLAXOSMITHKLINE LLC 

(MAY 2014) (41 U.S.C. chapter 67). 

(xvi) 52.222-54, Employment Eligibility Verification (Oct 2015). 

(xviii 52.222-55, Minimum Wages Under Executive Order 13658 (Dec 20151 (Executive Order 136581. 

(xviii) 52.222-62 Paid Sick Leave Under Executive Order 13706 (Jan 2017) (E.O. 13706). 

(xix) IA) 52.224-3, Privacy Training (JAN 20171 (5 U.S.C. 552a), 

IB) Alternate I (JAN 2017) of 52.224-3. 

(xx) 52.225-26, Contractors Performing Private Security Functions Outside the United States (Jul 2013) (Section 862, as amended, of 

the National Defense Authorization Act for Fiscal Year 2008; 10 U.S.C. 2302 Note). 

(xxi) 52.226-6, Promoting Excess Food Donation to Nonprofit Organizations (Jun 2020) 142 U.S.C. 1792). Flow down required in 

accordance with paragraph (e) of FAR clause 52.226-6. 

(xxii) 52.247-64, Preference for Privately-Owned U.S. Flag Commercial Vessels (Feb 2006) (46 U.S.C. Appx 1241 (b) and 10 U.S.C. 2631). 

Flow down required in accordance with paragraph (d) of FAR clause 52.247-64. 

(2) While not required, the Contractor may include in its subcontracts for commercial items a minimal number of additional clauses 

necessary to satisfy its contractual obligations. 
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SECTION SF 30 BLOCK 14 CONTINUATIO PAGE 

SUMMARY OF CHANGES 

SECTION A - SOLTCITATTO /CONTRACT FORM 

The following have been added by full text: 
MOD DESCRIPTION - P0008 I 

The purpose of this modification is to: 
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Page 2 of 89 

1) Award RPP 20-11, MCDC2011-004 (Janssen Pharmaceuticals, Inc.) via incorporation of 
the Terms and Conditions below: 

2) Add incremental funding to the following project: 

RPP 20-11, PRE-20-11 (Janssen): $1,001,650,000.00 via CUN 0058. 

3) Incorporate an updated MCDC Award Tracker, listing the cost/fee and ceiling breakouts 
for each awarded project via MCDC Award Tracker P00081. 

The information, redlines, exchanges, comments provided herein are part of ongoing negotiations that the Parties consider 
to be Government deliberative process and Janssen trade secrets, commercial or financial information. The Parties are 
sharing this information, redlines, exchanges, comments under the assurance that each Party shall maintain the 
confidentiality of the information under the Trade Secrets Act, Procurement Integrity Act, other applicable statutes, 
regulations, rules, case law, contractual provisions, protective orders or otherwise, and as such, the information, redlines, 
exchanges, comments provided herein are exempt from disclosure under Exemptions 4 and 5 of the Freedom of Information 
Act ("FOIA"). 

P00081 Modification to MCDC OTA No. W15QKN-16-9-1002 

BETWEEN 

JANSSEN PHARMACEUTICALS, INC. 
1125 TRENTON-HARBOURTON ROAD 

TITUSVILLE, NJ 08560, USA 

AND 

THE U.S. ARMY CONTRACTING COMMAND - NEW JERSEY 
PHIPPS ROAD, BUILDING 9 

AMERICAN 
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PICATINNY ARSENAL, NJ 07806-5000 

AND 
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THE MEDICAL DEFENSE CBRN DEFENSE CONSORTIUM 
C/O ADVANCED TECHNOLOGY INTERNATIONAL 

315 SIGMA DRIVE 
SUMMERVILLE, SC 29486 

CONCERNING 

COVID-19 PANDEMIC-VACCINE RAPID ADVANCED RESEARCH & 
DEVELOPMENT ("ARD") TO LARGE-SCALE MANUFACTURING 
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Modification to MCDC OTA No. W15QKN-16-9-1002: P00081 

Project Identifier: MCDC2011-004 
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Requiring Activity: Joint Program Executive Office for Chemical, Biological, 
Radiological, and Nuclear Defense (JPEO-CBRND) 

Total Amount of the Agreement: $1,001,650,000 

Funds Obligated: $1,001,650,000 

Effective Date of Agreement: 

Period of Performance: Contract Award-January 31, 2022 (estimated) 

Authority: 1 O U.S.C. 2371 b, and 1 O U.S.C. 2371 b(f) 
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This Agreement is entered into between the United States of America, represented by the 
Department of Defense ("DoD"), Army Contracting Command-New Jersey; Advanced 
Technology International ("ATI") as the Consortium Management Firm ("CMF") of the 
Medical CBRN Defense Consortium; and Janssen Pharmaceuticals, Inc., pursuant to and 
under U.S. Federal law. 

Janssen Pharmaceuticals, Inc. 

DATE: 04 August 2020 

AMlf ICAr-,,.. 
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U.S. Department of Defense 

NAME: Peter W. Gerhard 
ITS: Agreements Officer, CCNJ-ET 

DATE: 05 August 2020 

The Medical Defense CBRN Defense 
Consortium c/o 
Advanced Technology International 

NAME: Mica Dolan 
ITS: VP Contacts and Procurement 
DATE: 04 August 2020 
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This Project Agreement is an "Other Transaction for Prototype" pursuant to 10 
U.S.C. § 2371 b. For the avoidance of doubt, this Project Agreement is not a procurement 
contract, grant, or cooperative agreement. The Federal Acquisition Regulation ("FAR") 
and the Defense Federal Acquisition Regulation Supplement ("DFARS") do not apply to 
this Project Agreement except for any provision expressly referenced herein. 

This Project Agreement is being entered between the United States Government, 
as represented by the U.S. Department of Defense, Joint Program Executive Office for 
Chemical, Biological, Radiological, and Nuclear Defense ("JPEO-CBRND"), the U.S. 
Department of Health and Human Services, Biomedical Advanced Research and 
Development Authority ("BARDA"); and Janssen Pharmaceuticals, Inc. on behalf of itself 
and the Janssen Consortium Members, as defined in 1.2 herein. 

Whereas the Public Readiness and Emergency Preparedness Act ("PREP Act") 
authorizes the Secretary of Health and Human Services (the "Secretary") to issue a 
Declaration to provide liability immunity to certain individuals and entities ("Covered 
Persons") against any claim of loss caused by, arising out of, relating to, or resulting from 
the manufacture, distribution, administration, or use of medical countermeasures 
("Covered Countermeasures"). 

Whereas the Secretary has issued a PREP Act Declaration on 10 March 2020, as 
amended, (herein referred to as "Secretary's COVI D-19 PREP Act Declaration") and 
declared that the spread of novel Coronavirus ("SARS-CoV-2") or a virus mutating 
therefrom and the resulting disease, Coronavirus Disease ("COVID-19"), constitutes a 
public health emergency. 

Now therefore, the Parties agree as follows: 

Article I. Scope of the Project Agreement 

Article I of the Agreement is hereby superseded by the following terms and conditions of 
this Project Agreement. 

Section 1.1 Introduction 

The development of a safe and effective SARS-CoV-2 vaccine is considered critical to 
contain the current COVID-19 pandemic and declared health emergency, and help to 
prevent future outbreaks. Working with its partners under BARDA OTA No. 
HHSO100201700018C ("BARDA OTA"), Janssen has generated Ad26.COV2.S, an 
adenovirus Type 26 ("Ad26") replication-incompetent recombinant vector expressing a 
stabilized SARS-CoV-2 vaccine, Ad26.COV2.S, recombinant ("Ad26.COV2.S"). 
Ad26.COV2.S has been shown to induce high levels of neutralizing antibodies against 
SARS-CoV-2 after immunization with a single dose of the vaccine candidate in different 
animal species. Furthermore, efficacy against SARS-CoV-2 infection has been shown in 
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Syrian hamsters. Additional preclinical results will be generated over the coming months, 
e.g. protection in Non-Human Primates ("NHP"). Clinical studies will start soon with the 
goal to demonstrate safety, immunogenicity and efficacy. Ad26.COV2.S will be 
manufactured on PER.C6® TetR cells and large-scale manufacturing will be needed to 
address the large demand for vaccination of large parts of the population. 

The following efforts, while integral to the overall Ad26.COV2.S program, are outside the 
scope of this Project Agreement: 

• Chemistry, Manufacturing, and Controls ("CMC") development, including 
manufacturing of Drug Substance ("DS") and Drug Product ("DP") and nonclinical 
and clinical development of Ad26.COV2.S, partially funded by BARDA OTA No. 
HHSO100201700018G; 

• Large-scale manufacturing DS capacity established at a Janssen facility in Leiden, 
Netherlands, as well as with a Contracting Manufacturing Organization ("CMO"), 
Emergent BioSolutions, which is located in Rockville, MD; 

• DP capacity established at Catalent in Bloomington, IN; 
• Facility construction and modification, equipment purchase, qualification, and 

technical transfer activities to manufacture both DS and DP domestically; 
• Preparation and submission of applications for an Emergency Use Authorization 

("EUA") and Biologics License Application ("BLA"); and 
• Monitoring, reporting, and healthcare worker, public education, and 

communications activities related to EUA distribution, which will be discussed and 
determined during the pre-EUA discussion period, as defined in applicable 
guidance documents. 

For the avoidance of doubt, Catalent and Emergent, described above, are not considered 
subcontractors under this Project Agreement. 

Article I, Section 2 of the Agreement, hereby adopts the following terms and conditions of 
the Project Agreement. If there is a conflict between the Agreement and the Project 
Agreement, the Agreement is hereby superseded by the following terms and conditions 
of this Project Agreement. 

Section 1.2 Definitions 

Academic Research Institution: This term/condition is not applicable to this Project 
Agreement, and it is hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-
1002. 

Affiliate: Any entity that controls, is controlled by, or is under common control with, a 
Party to this Project Agreement. In this context, "control" shall mean (1) ownership by one 
entity, directly or indirectly, of at least fifty percent (50%) of the voting stock of another 
entity; or (2) power of one entity to direct the management or policies of another entity, 
by contract or otherwise. 
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Agreement: Reference back to Article I, Section 2 of the MCDC Base OTA No. W1 SQKN-
16-9-1002. 

Agreements Officer ("AO"): Reference back to Article I, Section 2 of the MCDC Base 
OTA No. W1SQKN-16-9-1002. 

Agreements Officer's Representative ("AOR"): Reference back to Article I, Section 2 
of the MC DC Base OT A No. W 1 5QKN-1 6-9-1002. 

Background Invention: Background Invention means any Invention, or improvement to 
any Invention, other than a Subject Invention, that was conceived, designed, developed, 
produced, and/or reduced to practice prior to performance of the Agreement or this 
Project Agreement, or outside the scope of work performed under the Agreement or this 
Project Agreement. 

Basket: This term/condition is not applicable to this Project Agreement, and it is hereby 
self-deleting from the MCDC Base OT A No. W 1SQKN-16-9-1002. 

Cash Contribution: This term/condition is not applicable to this Project Agreement, and 
it is hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-1002. 

Confidential Information: Reference back to Article VIII, Section 1 of the MCDC Base 
OTA No. W1SQKN-16-9-1002. 

Consortium Management Firm ("CMF"): Reference back to Article I, Section 2 of the 
MCDC Base OT A No. W 1 SQKN-16-9-1 002. 

Cost Share: This term/condition is not applicable to this Project Agreement, and it is 
hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-1002. 

Contracting Activity: Reference back to Article I, Section 2 of the MCDC Base OTA No. 
W 1 SQKN-16-9-1 002. 

Date of Completion: The date on which the period of performance ends. 

Data: Recorded information first created in performance of the Project, regardless of form 
or method of recording, which includes but is not limited to, technical data and software, 
but does not include Subject Inventions, production/manufacturing know-how, trade 
secrets, clinical data, or financial, administrative, cost, pricing or management 
information. 

Deliverable(s): Any documentation (e.g. report, Executive Summary, Letter) given to the 
Government by Janssen to provide the Government with insight into "Janssen's 
Manufacturing Capability" (as defined herein) as described in the second column of Table 
1-5 in Article I, Section 5 under the heading "Deliverables." 
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Development: This term/condition is not applicable to this Project Agreement, and it is 
hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-1002. 

Disclosing Party: Reference back to Article VIII, Section 1 of the MCDC Base OTA No. 
W15QKN-16-9-1002. 

Effective Date: The date of execution of this Project Agreement by the Parties. If this 
Project Agreement is executed in counterparts, the Effective Date shall be the date of the 
last signature. 

Field: Means the development and use of a vaccine to protect against COVID-19 disease 
caused by SARS-CoV-2 infection. 

Government: Reference back to Article I, Section 2 of the MCDC Base OTA No. 
W 1 SQKN-16-9-1 002. Also referred to as "USG." 

Government Fiscal Year: Reference back to Article I, Section 2 of the MCDC Base OTA 
No. W15QKN-16-9-1002. 

Government Purpose Rights: The rights to (i) use, modify, reproduce, release, perform, 
display, or disclose Data within the Government without restriction; and (ii) release or 
disclose Data outside the Government and authorize persons to whom release or 
disclosure has been made to use, modify, reproduce, release, perform, display, or 
disclose that Data for Government purposes. Government purposes include competitive 
procurement, but do not include the rights to use, modify, reproduce, release, perform, 
display, or disclose Data for commercial purposes or authorize others to do so. 

In Kind Contribution: This term/condition is not applicable to this Project Agreement, 
and it is hereby self-deleting from the MC DC Base OT A No. W 1 SQKN-16-9-1 002. 

Invention: Any invention or discovery which is or may be patentable under Title 35 of the 
United States Code. 

Janssen Consortium: That group of Janssen Consortium Members that are: (i) Affiliates 
of one another; and (ii) have agreed with one another to collaborate to perform the 
objectives and obligations set forth in this Project Agreement. 

Janssen Consortium Member: Janssen Pharmaceuticals, Inc. ("JPI") acting on behalf 
of itself and as an agent of JOM Pharmaceutical Services, Inc. ("JOM"), Janssen 
Research & Development, LLC ("JRD"), Janssen Vaccines & Prevention B.V. ("JV&P"), 
Janssen Products, LP ("JPLP") and its other affiliates involved in the work under this 
Project Agreement, propose to come together to form a consortium to work together with 
the Government. For purposes of this Project Agreement, JPI will act as the contract 
holder and liaise with the Government as the point of contact for the other Janssen 
entities. The Consortium Members include each of JPI, JOM, JRD, JV&P, JPLP and their 
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Affiliates involved in the work under this Project Agreement, and are collectively referred 
to throughout the proposal as "Janssen." 

Janssen Manufacturing Capability: Janssen's Manufacturing Capability ("JMC") is the 
commercial manufacturing capability that Janssen either owns, operates, manages, 
leases, rents or contracts with another party at various locations and facilities in order to 
produce commercial products entirely at private expense for performance of this Project 
Agreement. The Government has no license in any background intellectual property, 
background technical data, or other information that is generated to either scale-up or to 
operate the JMC. 

Janssen Prototype Product Rights: All patent, copyright, trade secret, FDA regulatory 
filings and rights in data within Janssen's possession and control to sublicense without 
infringement of third-party intellectual property or agreements, necessary to make, use, 
offer for sale and sell the Prototype Product within the US market. 

Know-How: Information, practical knowledge, techniques, and skill development created 
by Recipient in performance of the Prototype Project necessary for the Practical 
Application of a Subject Invention within the Field. 

Limited Rights: The rights to use, modify, reproduce, perform, display, or disclose Data 
or other information, in whole or in part, within the Government solely for research 
purposes for the Field. The Government will ensure that disclosed information is 
safeguarded in accordance with the restrictions of this Project Agreement. The 
Government may not, without the prior written permission of Recipient, release or disclose 
Data or other information outside the Government, use Data or other information for 
competitive procurement or manufacture, release or disclose Data or other information 
for commercial purposes, or authorize Data or other information to be used by another 
party. 

Milestone: Each event identified in the second column of Table 1-1. 

Medical CBRN Defense Consortium ("MCDC"): Reference back to Article I, Section 2 
of the MCDC Base OTA No. W15QKN-16-9-1002. 

MCDC Executive Committee: Reference back to Article I, Section 2 of the MCDC Base 
OTA No. W15QKN-16-9-1002. 

MCDC Members: Reference back to Article I, Section 2 of the MCDC Base OTA No. 
W 15QKN-16-9-1 002. 

Nontraditional Defense Contractor: Reference back to Article I, Section 2 of the MCDC 
Base OTA No. W15QKN-16-9-1002. 

Other Transaction Agreement ("OTA"): Reference back to Article I, Section 2 of the 
MCDC Base OT A No. W 15QKN-16-9-1 002. 
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Other Transactions for Prototype Projects: Reference back to Article I, Section 2 of 
the MCDC Base OT A No. W 15QKN-16-9-1 002. 

Party: Each of ATI as the CMF, Janssen, and the Government (collectively, "Parties"). 

Payable Milestone: The obligation of the Government, and ATI as the CMF, acting as 
an agent on the Government's behalf, to pay Project Agreement Holder/Janssen, in 
accordance with Article V herein, when Janssen has triggered a payment in accordance 
with Table 1-1 in Article I, Section 3 of this Project Agreement. 

Period of Performance: Contract Award through January 31, 2022. 

Practical Application: With respect to a Subject Invention, to manufacture, in the case 
of a composition of product; to practice, in the case of a process or method, or to operate, 
in the case of a machine or system; and, in each case, under such conditions so as to 
establish that the Subject Invention is capable of being utilized. 

Program Manager: This term/condition is not applicable to this Project Agreement, and 
it is hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-1002. 

Project: Defined in Article Ill, Section 1 of this Project Agreement. 

Project Agreement ("PA"): Refers to this P00081 Modification of the MCDC OTA No. 
W 15QKN-16-9-1 002 entered into amongst: Janssen Pharmaceuticals, Inc., on behalf of 
the Janssen Consortium Members, herein defined; the U.S. Army Contracting Command­
New Jersey; and ATI as the MCDC CMF, including the Statement of Work as defined in 
Article I, Sections 3-6, all attachments and modifications thereto, which are expressly 
incorporated into and made a part of the Project Agreement. Also referred to as Project 
Agreement/Statement of Work. 

Project Agreement Holder ("PAH''): The MCDC member is Janssen which was issued 
the Project Agreement by the CMF and ACC-NJ. 

Project Management Lead (PML): This is the individual at Janssen responsible for 
management of this Project. 

Prototype Product: At least one of the 100 million Regimens of SARS-CoV-2 vaccine, 
Ad26.COV2.S recombinant resulting from the Prototype Project ("Ad26COV2.S"). 

Prototype Project: Janssen's demonstration of its capacity to perform large scale 
manufacturing domestically, utilizing the Janssen Manufacturing Capability of up to 100 
million Regimens of Ad26.COV2.S. 

Receiving Party: Reference back to Article VIII, Section 1 of the MCDC Base OTA No. 
W15QKN-16-9-1002. 
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Recipient: Janssen Pharmaceuticals, Inc. acting on its own behalf and on behalf of the 
Janssen Consortium and each Janssen Consortium Member. 

Regimen: A "vaccine regimen" or "regimen" is either: two separate injections of 5x10 10 

viral injections (single/low doses/.25ml) or one single injection of 1x1011 viral particles 
(double/high dose/.5ml). If clinical trials support a different dosing or administration 
regimen, the Parties will discuss how to proceed and may agree to modify this Project 
Agreement in response. 

Subject Invention ("SI"): Any Invention (ii) where the conception of such Invention and 
either (a) the first actual reduction to practice or (b) constructive reduction to practice of 
such Invention occurs in performance of the Project. 

Subject Invention ("SI") Intellectual Property Rights: Patent rights controlled by 
Recipient that are necessary to practice the Subject Invention in the Field. 

Technical Direction Letter ("TDL"): This term/condition is not applicable to this Project 
Agreement, and it is hereby self-deleting from the MCDC Base OTA No. W15QKN-16-9-
1002. 

Technology: Discoveries, innovations and Know-How, whether patentable or not, 
including computer software, recognized under U.S. law as intellectual creations to which 
rights of ownership accrue, including, but not limited to, patents, trade secrets, and 
copyrights first created in the Project and that have not been disclosed to the public, but 
does not include any Subject Invention. 

Third-Party Licensee: A US-based entity whose primary business is contract 
manufacturing for third parties, and is not currently or in the future controlled or affiliated 
with any entity or business that sells vaccines or pharmaceutical products directly to 
consumers, pharmacies, health care providers or Governmental entities. 

United States Army Contracting Command - New Jersey Contracting Activity 
("ACC-NJ"): Reference back to Article I, Section 2 of the MCDC Base OTA No. 
W15QKN-16-9-1002. 

White Paper: Reference back to Article I, Section 2 of the MCDC Base OTA No. 
W15QKN-16-9-1002. 

Other capitalized terms used in this Project Agreement, but not defined herein, shall have 
the meaning set forth in the MCDC Base OT A No. W 1 SQKN-1 6-9-1002. 

Section 1.3 Prototype Project, Milestones, and Pricing Assumptions and 
Conditions 
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Prototype Project. The scope of this Prototype Project is the demonstration by Janssen 
of the rapid, large scale supply and logistics capability to manufacture and deliver to the 
Government, 1 00M Regimens of the Ad26.COV2.S vaccine. Consistent with the 
Government's objectives under Operation Warp Speed ("OWS"), Janssen intends to 
employ its proprietary manufacturing technology and processes, in a manner compliant 
with applicable laws and regulations, including 21 CFR 210 and 211 and the Drug Supply 
Chain Security Act ("DSCSA") (to the extent required for COVID-19 medical 
countermeasures, as defined by relevant U.S. Food and Drug Administration ("FDA") 
guidance), to manufacture and deliver the Ad26.COV2.S vaccine. The successful 
provision of these Regimens shall establish the effectiveness of a technology capable of 
potentially providing immediate and long-term solutions to coronavirus infections. While 
preclinical and clinical activities are described in the Introduction section of this Statement 
of Work, the Parties acknowledge and agree that such activities are not related to the 
large-scale manufacturing demonstration and are out-of-scope for this Prototype Project. 

This effort constitutes a prototype project because it will be used to evaluate the technical 
feasibility of completion of the Prototype Project during the ongoing COVID-19 pandemic 
and unprecedented threats to several components of the Prototype Project. In addition, 
this is a prototype project because Janssen will demonstrate and prove-out the at-scale, 
multi-lot proprietary manufacturing activities in order to assess the feasibility to support 
the necessary quantity of safe and effective regimens required for vaccination of the U.S. 
population. Successful completion of the Prototype Project will demonstrate Janssen's 
capability to rapidly manufacture product, which can be further scaled-up to meet mutually 
agreed to surge requirements with limited advance notification. 

Milestones/Payments. One hundred million Regimens of Ad26.COV2.S vaccine will be 
provided by Janssen to the Government on a Firm Fixed Price ("FFP") per Regimen basis 
in accordance with the Milestone Payment Schedule. Due to variances in fill/finish yield, 
Janssen shall invoice for and the Government, through the CMF, shall pay for actual 
quantities delivered, at a rate of $10.00 per Regimen. Janssen shall use its reasonably 
diligent efforts to provide the Government the full 1 00M Regimens on or before the final 
delivery date. The Government will be under no obligation to receive or pay for any 
Regimens that are not made available for delivery according to the schedule defined in 
Table 1-1, except that (a) deliveries will be considered to be timely made according to the 
schedule to the extent that they are made up to 30 calendar days after the applicable 
delivery date, due to delays related to manufacturing, testing, or release, and (b) the 
Government will be obligated to accept and pay for Regimens that are not timely delivered 
by an initially applicable delivery date or within the alternative delivery windows identified 
in this paragraph, to the extent that any delay in delivery is solely attributable to an 
Excusable Delay Event as defined in Article IX, Section 4 of this Project Agreement. The 
Government will, at its discretion, have unilateral authority to extend future delivery dates 
before they have passed to the extent that any of the 1 QOM Regimens are not expected 
to be delivered according to the schedule defined in Table 1-1; however, Janssen will be 
under no obligation to deliver Regimens after December 31, 2021, unless mutually agreed 
to by both Janssen and the Government. For the avoidance of doubt, to the extent there 
is a shortfall in the amount of Regimens delivered by any given delivery date, which is not 
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excused or extended by the terms of this paragraph, then Janssen shall be free to dispose 
of such shortfall in its sole discretion. 

Janssen's current production plan contemplates 100% of release of finished Regimens in 
2020 and January and February of 2021 will occur in the US. If Janssen changes this 
plan in any substantial way, it will discuss with the Government adjustments to this Project 
Agreement that are consistent with the principles established in this section. 

On a month-by-month basis, for any Regimen that Janssen manufactures and releases 
in the United States in excess of the number of Regimens that Janssen planned to release 
in the United States for delivery under this Project Agreement from January through June 
2021 (irrespective of the source of drug substance), the Government will have an option: 
(i) for the months of January and February 2021, to purchase 100 percent of such excess; 
and (ii) for all remaining months, to purchase 20 percent of such excess Regimens at a 
price of, in each case, $10/Regimen and agrees that Janssen may allocate or sell the 
remaining amount of such excess at Janssen's sole discretion. For each delivery month 
identified in Table 1-1, Janssen will notify the Government about any such excess 
Regimens on or before the 15th of that month, and the Government will have 5 working 
days after receiving such notice in which to exercise its option. If the Government 
exercises its option, Janssen will provide the ordered excess Regimens by the delivery 
date identified in Table 1-1 for the month in which Janssen provided its notice. Any 
excess Regimens that are delivered in a particular month will be subtracted from the 
number of Regimens that Janssen would otherwise be required to deliver in the last month 
of scheduled deliveries as reflected in Table 1-1. In the event that, as the result of the 
purchase of excess Regimens as contemplated under this paragraph, no delivery is due 
in the last month of scheduled deliveries as reflected in Table 1-1, any excess Regimens 
that are delivered in a particular month will be subtracted from the number of Regimens 
that Janssen would be required to deliver in what would then be the final month in which 
deliveries under this Project Agreement will take place. Notwithstanding the foregoing, 
the Government's option may not be exercised in a way that would require Janssen to 
deliver more than 100 million Regimens under this Project Agreement. 

In the event that Janssen is able to commence delivery of Regimens manufactured and 
released in the United States prior to January of 2021, the Government shall have a right 
of first refusal to purchase such Regimens as set forth in this Paragraph. The 
Government's right shall cover hundred (100) percent of such Regimens. Janssen will 
notify the Government about the availability of such Regimens within fifteen (15) calendar 
days after learning of their availability. The Government will then have five (5) working 
days after receiving such notice in which to exercise its right of first refusal. Janssen may 
allocate or sell any Regimens that the Government does not elect to purchase in its sole 
discretion. Any purchased Regimens shall be subtracted from the quantity of Regimens 
Janssen is required to deliver in the last month of scheduled deliveries as reflected in 
Table 1-1. In the event that any such subtraction results in Janssen being required to 
deliver no Regimens in the last month of deliveries as reflected in Table 1-1, any 
additional or subsequent early deliveries will be subtracted from what would then be the 
final month in which deliveries under this Project Agreement will take place. 
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Notwithstanding the foregoing, the Government's rights may not be exercised in such a 
way that would require Janssen to deliver more than 100 million Regimens under this 
Project Agreement. 

Janssen is currently pursuing external validation of its not-for-profit calculation approach 
for the pricing of its Regimens to ensure it meets its commitment to make the Regimens 
available on a not-for-profit basis for use in the emergency pandemic, and Janssen is 
developing a framework under which any profit would be returned to purchasers of the 
Regimens. The Parties agree that the Government will benefit from the application of 
these procedures. This Project Agreement will not be closed out until at least one external 
validation is complete such that an appropriate credit can be completed if the final not­
for-profit price per Regimen is determined to be less than $10. In no case shall the price 
per Regimen exceed $10. 

T bl 1 1 M"I a e - . 1 estone . p avment Shdl c e u e 
Milestone Milestone Description Delivery Date Value 
Number 

1 2M Regimens of Ad26.COV2.S On or before 1/31/2021 $20,000,000 
2 1 OM Regimens of Ad26.COV2.S On or before 2/28/2021 $100,000,000 
3 25M Regimens of Ad26.COV2.S On or before 3/31/2021 $250,000,000 
4 25M Reqimens of Ad26.COV2.S On or before 4/30/2021 $250,000,000 
5 25M Regimens of Ad26.COV2.S On or before 5/31/2021 $250,000,000 
6 13M Regimens of Ad26.COV2.S On or before 6/30/2021 $130,000,000 

7 
Long-term Storage of Drug 

$1,650,000 Product (Option) 
Total (FFP) $1,001,650,000 

Date of Final Delivery 6/30/2021 

Pricing Assumptions and Conditions 

1) Short-term storage not to exceed 30 days and delivery to no more than 10 sites 
in the continental United States, are included in the $10/Regimen pricing. 

2) At the discretion of the Government, Janssen shall provide the Government 
with up to twelve (12) months storage of up to 1 OOM Regimens of 
Ad26.COV2.S (Milestone Number 7), 

The Government shall pay Janssen the full FFP amount, 
as identified in Table 1-1, distributed evenly across each month ordered for 
long-term storage capacity, with payment for each month due at the end of the 
applicable month. As applicable, Janssen will invoice the Government less per 
month for storage to the extent necessary to reflect Janssen storage vendor 
charges that are lower than expected for each month. 
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Subject to Article I, Section 1 , the following efforts are included in the scope of this Project 
Agreement/Statement of Work: 

Current Good Manufacturing Practice ("cGMP") manufacturing, fully compliant with 
21 CFR 210 and 211 subject to any guidance from, enforcement discretion 
exercised by, or formal waiver issued by the FDA in connection with COVID-19, of 
1 QOM Regimens of Ad26.COV2.S for distribution by the Government upon EUA 
under Section 564 of the Food, Drug, and Cosmetics ("FD&C") Act or a biologics 
licensure granted under Section 351 (a) of the Public Health Service ("PHS") Act 
by the FDA, including: 

o Final DP vaccine presentation will be subject to evaluation and discussion 
with the appropriate regulatory authorities under the BARDA OTA No. 
HHSO001201700018C. As such, the Parties understand and agree that 
the vaccine presentation may change during performance. 

o Labeling of EUA Regimens using the date of manufacture, and not expiry, 
in order to ensure continuous supply of Ad26.COV2.S, recombinant vaccine 
is maintained and not disrupted when FDA licensure is received. 

o Storage of up to 100 million Regimens of Ad26.COV2.S at Janssen or 
vendor facility. 

o Compliance with the DSCSA Sections 581-585 of PL 113-54 (Nov 27, 
2013), including product verification, serialization (serialization 
requirements need to be further evaluated and may impact timelines for 
delivery), traceability and detection and response requirements, unless 
exempted under DSCSA or other applicable legal exception, subject to any 
guidance from, enforcement discretion exercised by, or formal waiver 
issued by the FDA in connection with COVID-19. 

o Shipping, if required, to up to ten (10) USG directed destinations. 

o In coordination with the Government, Janssen will conduct a demonstration 
of the vaccine shipping process prior to the first delivery of doses at a time 
mutually agreed to by the Parties. Janssen agrees to share specifications 
and details associated with the shipping process and containers to enable 
the Government to adequately plan and prepare for potential distribution of 
the vaccine. 
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T bl 1 5 P a e - . rototype e 1vera es . D I' bl 
Deliverable 

Deliverable Description 
Number 

1 Project Kickoff Materials 

Phase 2/3 Clinical Trial 2 
Synopsis 

Provision of PL 115-92 3 (optional) 

4 Weekly Production 
Updates/ Reqimen Tracker 

Monthly Business and 
5 High-Level Technical 

Report 

6 EUA Filing 

7 BLA Filing 

8 
Delivery of 1 QOM 

Reqimens 

Release documentation for 
9 

delivered Regimens 

Supply Chain Resiliency 10 
Plan or Janssen Equivalent 

- -
Manufacturing Data 

11 Requirement or Janssen 
Equivalent -

Product Development 12 
Source Material 

- - -

13 

-

14 

-

15 

16 

17 
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Work Location Report or 
Janssen Equivalent 

·-
Facility Security Plan or 

Janssen Equivalent 
-

Confirmation of 
Registration and Listing 

with FDA 
Formal Written Responses 

from the FDA 
FDA Inspection and 
Compliance Notices, 

Observations and 
Responses 

Due Date I 
Within 30 calendar I 
da}'S after award 
Within 7 calendar 
days after FDA 

I approval 

10/31/2020 

Weekly, upon 
award 

On or before the 
15th of each month 

Within 7 calendar 
days after 

submission to FDA 
Within 7 calendar 

days after 
submission to FDA 
According to Table 

1-1 

According to Table 
1-1 

Within 30 calendar 
days after award 

Within 30 calendar 
days after award 

I Within 30 calendar 
days after award 

I 
Within 30 calendar 
days after award 

-
Within 30 calendar 
days after award 

I 
Within 7 calendar 

days of receipt 
I 

Within 7 calendar 
I days of receipt 

Within 7 calendar 
days of receipt 

I 

Format 

Agenda, PPT 
Slides, etc. 
Janssen-

determined 
format 

n/a 

Template to be 
provided by USG 

Janssen-
determined 

format 
Janssen-

determined 
format 

Janssen-
determined 

format 

n/a 

Janssen-
determined 

format 
Janssen-

determined 
format 

Janssen-
determined 

format 
Janssen-

determined 
format 
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Data Rights 

Government 
Purpose Rights 

Government 
Purpose Rights 

As Described 
in Agreed upon 

Letter 
Government 

Purpose Riqhts 

Government 
Purpose Rights 

Limited 
Rights*** 

Limited 
Rights*** 

n/a 

Government 
Purpose Rights 

Government 
Purpose Rights 

-
Government 

Purpose Rights 
-

Government 
Purpose Rights 

- - -
Janssen-

Government 
determined 

format 
Purpose Rights 

Janssen-
Government 

determined 
format 

Purpose Rights 
-

Janssen-
Government 

determined 
Purpose Rights 

format 

n/a Government 
Purpose Rights 

n/a 
Government 

Purpose Rights 
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Manufacturing Within 7 calendar 
18 

Development Plan* days of completion 

Quality Management Within 7 calendar 
19 

Plan** days of completion 

Shipping Specifications Within 7 calendar 20 
and Details days of completion 

Janssen-
determined 

format 
Janssen-

determined 
format 

Janssen-
determined 

format 
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Limited 
Rights*** 

Limited 
Rights*** 

Government 
Purpose Rights 

* Manufacturing Development Plan. Janssen will, in the level of detail and format that Janssen 
solely elects (provided such format provides a reasonable and industry-standard level of detail), describe 
the manufacturing process for the vaccine product to ensure conformity with §501 (a)(2)(B) of the Food, 
Drug, and Cosmetics Act (FD&C Act, Title 21 United States Code ("U.S.C.") §351 (a)(2)(B)), regarding 
GMP. This plan shall describe as such information becomes available to Janssen, but is not limited to, 
planned or completed drug substance studies; list of excipients and information to support the safety of 
excipients that, when appropriate, shall be cross-referenced; drug product and formulation development 
summary from initial concept through final design; physicochemical and biological properties; 
manufacturing process development and validation program documents; container closure system 
documents; microbiological attributes documents and plans; compatibility documents ( e.g., precipitation); 
assay development and validation, stability plan; and any associated risks. 

** Quality Management Plan. Janssen will, in the level of detail and format that Janssen solely 
elects (provided such format provides a reasonable and industry-standard level of detail), provide a quality 
management plan which may include, but is not limited to, the quality policy and objectives, management 
review, competencies and training, process document control, feedback, evaluation, corrective action and 
preventive action, process improvement, measurement, and data analysis processes. The framework is 
normally divided into infrastructure, senior management responsibility, resource management, lifecycle 
management, and quality management system evaluation. 

*** Both parties agree that in addition to USG funding for advanced research and development of 
Janssen's potentially viable vaccine for COVID-19, Janssen independently invested significantly more over 
a course of decades to develop the platform technology and capability. Accordingly, in recognition of the 
disproportionate levels of investment, the government accepts limited rights to use certain data that was 
predominantly developed at Janssen's expense. 

All Deliverables intended for the Agreements Officer's Representative ("AOR") shall be 
delivered. 

At least one copy of all data Deliverables shall be sent to: usarmy.detrick.dod-jpeo­
cbrnd.mbx.otadeliverable@mail.mil. 
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This Project Agreement/Statement of Work hereby is eligible for the award of a follow-on 
production contract for Ad26.COV2.S subject to the requirements of 10 U.S.C. § 2371 b 
(f)(2)(A) and (B) and (f)(3). In accordance with 10 U.S.C. § 2371 b(f), and upon successful 
demonstration of the Prototype Project or at the accomplishment of particularly favorable 
or unexpected results that would justify transitioning to production (e.g., EUA or BLA), 
additional production of up to 200M Regimens, may be awarded to partially or completely 
meet the USG objective of supplying a safe and effective Ad26.COV2.S to the entire US 
population. This Project Agreement includes options that are priced at Janssen's global 
not-for-profit price of $10/Regimen as described in Article I, Section 3 above, for follow­
on production, not to exceed 200 million Regimens. During the performance of the Project 
Agreement, the Government and Janssen will finalize the scope of production. If the 
Prototype Project is successful, as described in this Article I, Section 6, the Government 
may then enter into follow-on production by executing these options through a separate 
stand-alone production agreement. 

Article II. Term and Termination 

Section 11.1 Term 

The Period of Performance for this Project Agreement/Statement of Work is from the date 
of contract award through January 31, 2022. 

Section 11.2 Termination 

Termination for Vaccine Discontinuation. In the event that (a) Janssen notifies the 
Government that, as a result of significant emerging safety or efficacy data, Janssen is 
ceasing efforts to develop the Ad26.COV2.S, or (b) such a vaccine receives U.S. 
regulatory approval or authorization on or prior to expiration of the period of performance 
of this Project Agreement, but such approval or authorization is subsequently withdrawn 
and, after a reasonable amount of time, the Government determines that the authorization 
will not be restored or approval will not be granted, the Government will notify Janssen of 
its intent to terminate this Agreement. Under (a), if Janssen notifies the Government in 
good faith of a significant safety or efficacy issue, and the Government does not respond 
within a reasonable amount of time, then Janssen has the right to terminate the Project 
Agreement. 

Janssen shall have no liability to repay the Government for Regimens delivered prior to 
the notification of termination. Janssen shall be entitled to full payment for Regimens for 
which manufacturing has been completed, but which have not yet been delivered to the 
Government. With respect to Regimens for which manufacturing has been initiated but 
not completed, Janssen shall be entitled to payment of a proportion of the $10/Regimen 
price based on a percentage of the work performed toward release and delivery of such 
Regimens, plus reasonable charges that Janssen can demonstrate to the satisfaction of 
the Government using its standard record keeping system to have resulted from the 
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termination, but not to exceed $10/Regimen. By way of example, these costs may 
include, but are not necessarily limited to, costs associated with non-cancellable 
agreements with vendors to obtain manufacturing capacity or supplies in the performance 
of this Project Agreement. Janssen shall not be required to comply with the cost 
accounting standards or contract cost principles for this purpose. This paragraph does 
not give the Government any right to audit Janssen's records. Janssen shall not be paid 
for any work performed or costs incurred which reasonably could have been avoided. 

From and after the effective date of any such termination, Janssen shall have no further 
obligation to deliver any vaccine Regimens, and the Government shall have no further 
obligation to accept any such Regimens for delivery. After termination of this Project 
Agreement, Janssen may sell or transfer to a third party any Regimens that have not been 
delivered to the Government. 

Stop Work Orders. Except as required by applicable law or regulation, or judicial or 
administrative order, the Government shall not have the authority to issue a stop work 
order to halt the work contemplated under this Statement of Work. 

Section 11.3 Extension of Term 

The Parties may extend by mutual written agreement the term of this Project Agreement 
if funding availability and research opportunities reasonably warrant. Any extension shall 
be formalized through modification of the Project Agreement by the Agreements Officer 
("AO") and the Janssen Project Manager ("PM"). If the Recipient desires an extension to 
the period of performance of this Project Agreement, the Recipient shall submit a request 
in writing to the AO. Any request for an extension should include a revised 
milestone/project schedule (if applicable). 

Article Ill. Project Management, Modifications, and Administration 

Section 111.1 Management and Modifications 

Technical and project management of the manufacture and delivery of up to 100 million 
Regimens of Ad26.COV2.S ("Project") and the anticipated follow-on activities described 
in Article I, Section 6 above, established under this Project Agreement, shall be managed 
as detailed in this Article. 

a. Project Governance. Janssen is responsible for the overall management of 
the Prototype Project and related decisions. The Government and Janssen 
are bound to each other by a duty of good faith in achieving the Prototype 
Project objectives as defined in Article I. As such, the Government will have 
continuous involvement with Janssen. Janssen shall provide project results in 
accordance with the Deliverables schedule identified in Article I. 

b. Project Management. Janssen and the Government will each designate an 
individual responsible for facilitating the communications, reporting, and 
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meetings between the Parties. For Janssen the individual will serve as PM, 
and for the Government the individual will be the AOR. 

c. Project Reviews. Janssen and the Government will hold periodic project 
review meetings as determined by the Janssen Project Manager and AOR, 
however, these meetings shall not occur more frequently than every fourteen 
( 14) calendar days. 

d. Reviews Resulting in Modifications. During the performance of this Project 
Agreement, as described above, it may be necessary to modify the Statement 
of Work or delivery timeframes. No communications, whether oral or in writing, 
that purport to change this Project Agreement are valid unless a modification 
is issued by the AO. The Parties hereby agree that any mutually agreed upon 
written request for modification shall be executed in an expedited timeframe. 

e. Bilateral Modifications. Janssen or the Government may propose 
modifications to this Project Agreement. A modification that materially 
changes the obligations of either the Government or Janssen must be in 
writing and signed by the AO and Janssen's authorized official. Janssen's 
requests for modifications shall detail the technical and chronological impact 
of the proposed change on the Statement of Work or delivery timeframes. 

f. Unilateral Modifications. The AO may ONLY issue minor or administrative 
modifications, which do not change the obligations of Janssen in any adverse 
manner, such as changes to the paying office or appropriations data, or 
changes to Government personnel identified in the Project Agreement. 
Unilateral modifications will only be signed by the AO. 

Section 111.2 Project Agreement Administration 

Government Points of Contact: 

AO 

NAME: 
MAILING ADDRESS: Phipps Rd, Picatinny Arsenal, NJ 07806-5000 
EMAIL: 
PHONE: 
AGENCY NAME/DIVISION/SECTION: CCNJ-ET 

AOR 

NAME: 
EMAIL: 
PHONE: 
AGENCY NAME/DIVISION/SECTION: HHS/ASPR/BARDA 
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Janssen Points of Contact: 

CLM 

NAME: 
MAILING ADDRESS: 
EMAIL: 
PHONE: 

(will be provided within 30 calendar days after award) 

PM 

NAME: 
MAILING ADDRESS: 
EMAIL: 
PHONE: 

(will be provided within 30 calendar days after award) 

ATI: 
Advanced Technology International 
MCDC Contracts 
315 Sigma Drive 
Summerville, SC 29486 

Article IV. "PREP ACT" Coverage 
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In accordance with the Public Readiness and Emergency Preparedness Act ("PREP 
Act"), Pub. L. No. 109-148, Division C, Section 2, as amended (codified at 42 U.S.C. 
§ 247d-6d and 42 U.S.C. § 247d-6e), as well as the Secretary of Health and Human 
Service's ("HHS") Declaration Under the Public Readiness and Emergency Preparedness 
Act for Medical Countermeasures Against COVID-19, 85 Fed. Reg. 15198 (Mar. 17, 2020, 
effective Feb. 4, 2020), and amended on April 15, 2020, 85 Fed. Reg. 21012, and on 
June 8, 2020, 85 Fed. Reg. 34740 (together, the "Prep Act Declaration"): 

(i) This Project Agreement is being entered into for purposes of facilitating the 
manufacture, testing, development, distribution, administration, and use of 
"Covered Countermeasures" for responding to the COVID-19 public health 
emergency, in accordance with Section VI of the PREP Act Declaration; 

(ii) Janssen's performance of this Project Agreement falls within the scope of the 
"Recommended Activities" for responding to the COVID-19 public health 
emergency in accordance with Section Ill of the PREP Act Declaration; and 

AMERICAN 
PVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000177

WlSQKN-16-9-1002 
P00081 

Page 25 of 89 

(iii) Janssen is a "Covered Person" per Section V of the PREP Act Declaration. 

Therefore, in accordance with Sections IV and VII of the PREP Act Declaration, as well 
as the PREP Act (42 U.S.C. § 247d-6d), the Department of Defense contracting via 
assisted acquisition on behalf of the HHS, expressly acknowledges and agrees that the 
HHS Declaration cited above, specifically its language providing immunity from suit and 
liability is applicable to this Project Agreement, as long as Janssen's activities fall within 
the terms and conditions of the PREP Act and the PREP Act Declaration. 

The Government may not use, or authorize the use of, any products or materials provided 
under this Project Agreement, unless such use occurs in the United States (or a U.S. 
territory where U.S. law applies such as embassies, military installations and NATO 
installations) and is protected from liability under a declaration issued under the PREP 
Act, or a successor COVI D-19 PREP Act Declaration of equal or greater scope. Any use 
where the application of the PREP Act is in question will be discussed with Janssen prior 
to use and, if the parties disagree on such use, the dispute will be resolved according to 
Article VI, "Disputes." 

If the Government agrees to provide any additional clarity about the applicability of 
PREP Act immunity to any maker of a vaccine or pharmaceutical product to prevent or 
treat SARS-CoV-2, COVID-19, or mutations therefrom, the Government will provide the 
same clarity to Janssen under this Project Agreement. 

Article V. Obligation and Payment 

Section V.1 Limitation of Liability 

In no case shall the Parties' financial liability for performance exceed the amount 
obligated under this Project Agreement/Statement of Work. 

Section V.2 Fixed Price Payment Method 

Payments shall be made in accordance with the payment schedule of this Project 
AgreemenVStatement of Work, as shown in Article I, Section 3 above, provided the 
designated AOR has verified compliance with the Statement of Work and 
accomplishment of the stated effort. An acceptable invoice for FFP payments is one that 
(on the invoice): 

a. contains the date of invoice and the base Agreement number and Project 
Agreement number; 

b. identifies any associated technical milestones and the progress toward 
completion of each milestone; and 

c. lists the price contained in each Project Agreement. 
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Prior to the submission of invoices, Janssen shall have and maintain an established 
accounting system which complies with Generally Accepted Accounting Principles 
("GAAP") and the requirements of this Project Agreement. Consistent with this 
stipulation, an acceptable accounting system will be one in which all cash receipts and 
disbursements are controlled and documented properly. 

Section V.4 Payments and Payment Instructions 

a. The Parties agree that fixed payments will be made for delivery of product or 
storage. These payments reflect the value received by the Government toward 
the accomplishment of the goals of this Project Agreement. 

b. Janssen shall submit an original invoice as described in Article V, Section 2, 
above, via Payment terms are NET 30 days 
after CM F's receipt of an invoice that meets the conditions of Article V, Section 
2 above. 

c. In accordance with Article XII, herein, the Government shall inspect, accept or 
reject the work as promptly as practicable after submission or completion, 
unless otherwise specified in this Project Agreement/Statement of Work. 
Government failure to inspect, accept or reject the work shall not relieve 
Janssen from responsibility, nor impose liability on the Government, for 
nonconforming work. Work is nonconforming when it is defective in material or 
workmanship or is otherwise not in conformity with contract requirements. The 
remedy for nonconforming is rework by Janssen within reasonably revised 
timelines. 

d. The Parties hereby agree that reasonable delays in performance of this Project 
Agreement/Statement of Work shall not be considered nonconforming work, as 
defined above. The Parties hereby further agree that Janssen has provided 
timelines based on its best estimates in accordance with the Government's 
accelerated timeframes and that the nature of vaccine 
production/manufacturing is inherently complex and in order to ensure 
appropriate quality, safety and efficacy standards are met, some delays are 
unavoidable and these delays will be addressed by the Parties under the 
Governance structure of Article Ill of this Project Agreement/Statement of 
Work, as the circumstances dictate at that time. Each delivery identified in 
Table 1-1 will be made independent of the other deliveries, and a failure to 
make one or more deliveries will not impact the Parties' obligations with respect 
to the other deliveries as long as Janssen continues to make reasonably 
diligent efforts to make each delivery under this Project Agreement. 
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To the extent that the total Government payment under this Project Agreement exceeds 
$5,000,000, the Comptroller General, at its discretion, shall have access to and the right 
to examine records relevant to the work hereunder of any Consortium Member 
participating in the performance of this Project Agreement for a period of three (3) years 
after final payment is made. This requirement shall not apply with respect to any 
Consortium Member that participates in the performance of the Project Agreement that 
has not entered into any other Project Agreement (contract, grant, cooperative 
agreement, or "other transaction") that provides for access by a Government entity in the 
year prior to the date of this Project Agreement. This paragraph only applies to any record 
that was created or maintained in the ordinary course of business or pursuant to a 
provision of law in the performance of the Project Agreement. 

Article VI. Disputes 

A. General 

The Parties shall communicate with one another in good faith and in a timely, 
responsive, and cooperative manner when raising issues under this Article. 

8. Dispute Resolution Procedures 

1. Any claim or dispute between the Government and Janssen concerning 
questions of fact or law arising from or in connection with this Project 
Agreement, and, whether or not involving an alleged breach of this Project 
Agreement, shall be raised and resolved under this Article. 

2. Whenever legal disputes or claims arise, the Parties shall attempt to resolve 
the issue(s) by discussion and come to mutual agreement on a resolution as 
soon as practicable. In no event shall a dispute, disagreement or 
misunderstanding that arose more than three (3) months prior to the 
notification made under sub-section 8.3 of this article constitute the basis for 
relief under this article unless one level above the AO, in the interests of 
justice, waives this requirement. 

3. Failing resolution by mutual agreement, the aggrieved Party shall document 
the dispute, disagreement, or misunderstanding by notifying the other Party 
(through the AO or Janssen's POC, as the case may be) in writing of the 
relevant facts, identifying unresolved issues, and specifying the clarification 
or remedy sought. Within five (5) working days after providing notice to the 
other Party, the aggrieved Party may, in writing, request a joint decision by 
the ACC-NJ Division Chief for Emerging Technologies and senior executive 
appointed by Janssen. The other Party shall submit a written response on 
the matter(s) in dispute within thirty (30) calendar days after being notified 
that a decision has been requested. The Division Chief and the Recipient 
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senior executive shall conduct a review of the matter(s) in dispute and attempt 
to render a mutually agreeable decision in writing within thirty (30) calendar 
days of receipt of such written position. Any such joint decision is final and 
binding. 

4. In the absence of a joint decision, upon written request to the ACC-NJ 
Associate Director made within thirty (30) calendar days of the expiration of 
the time for a decision under sub-section B.3 above, the dispute shall be 
further reviewed. The Associate Director may elect to conduct this review 
personally or through a designee or jointly with a senior executive appointed 
by Janssen. Following the review, the Associate Director or designee will 
resolve the issue(s) and notify the Parties in writing. This decision may be 
appealed to any federal court of competent jurisdiction. 

5. Notwithstanding any other provisions of this Article, the Parties agree that 
Janssen shall have the right to pursue any contract dispute arising under this 
Project Agreement in any federal court of competent jurisdiction, including the 
appropriate Court of Appeals, or the Supreme Court, at any time without any 
administrative exhaustion requirements, and the timing requirements 
described above will not limit any claim in such tribunals. For the avoidance 
of doubt, the Parties agree that this Project Agreement satisfies all elements 
of an agreement. 

C. Limitation of Damages 

Claims for damages of any nature whatsoever pursued under this Project 
Agreement shall be limited to direct damages only up to the aggregate amount of 
Government funding obligated as of the time the dispute arises, except with 
respect to violations of the confidentiality, data rights, intellectual property, or 
PREP Act provisions of this Project Agreement. 

Article VII. Confidential Information 

Section Vll.1 Authorized Disclosure 

The Receiving Party shall not directly or indirectly, divulge or reveal to any person or entity 
any Confidential Information of another Party without the Disclosing Party's prior written 
consent, or use such Confidential Information except as permitted under this Project 
Agreement. Confidential Information shall be subject to the same prohibitions on 
disclosure as provided for under FAR Part 24.202. Further, any reproduction of 
Confidential Information or portions thereof that is disseminated within the Government, 
CMF, or Janssen, shall be shared strictly on a need to know basis for the purposes of 
this Project Agreement and is subject to the restrictions of this provision. In addition to 
the above, Confidential Information is subject to the protections of the Trade Secrets 
Act as well as any other remedies available under this Project Agreement or the law. 
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Such obligation of confidentiality shall not apply to information which the Receiving Party 
can demonstrate through competent evidence: (i) was at the time of disclosure in the 
public domain; (ii) has come into the public domain after disclosure through no breach of 
this contract; (iii) was known to the Receiving Party prior to disclosure thereof by the 
Disclosing Party; (iv) was lawfully disclosed to the Receiving Party by a Third Party which 
was not under an obligation of confidence to the Disclosing Party with respect thereto; or 
(v) was approved for public release by prior written permission of the Disclosing Party. 

Section Vll.3Term 

The obligations of the Receiving Party under this Article shall continue for a period of 
seven (7) years from conveyance of the Confidential Information. 

Article VIII. Publication and Academic Rights 

Section Vlll.1 Use of Information. 

Janssen shall have the right to publish or otherwise disclose information and/or data 
generated under the Project. Janssen shall include an appropriate acknowledgement of 
the funding of the Project by the Government in any publication. Notwithstanding the 
above, the Parties shall not be deemed authorized by this paragraph, alone, to disclose 
any Confidential Information of another Party to this Project Agreement. 

Section Vlll.2 Publication or Public Disclosure of Data 

Review and Approval of Data for Public Release. 

(1) At least 30 days prior to the scheduled release date, Janssen shall submit 
to the AOR a copy of the Data to be released. 

(2) An acknowledgment similar to the following shall be required in any 
publication of any Data, based or developed under this Project Agreement: 

"Effort funded in part by the U.S. Government under P00081 Modification to 
Other Transaction Number W15QKN-16-9-1002 between the Janssen 
Pharmaceuticals, Inc., MCDC, and the Government." 

(3) Parties to this Project Agreement are also responsible for assuring that 
every publication of material funded under this project contains the following 
disclaimer: 

"The views and conclusions contained herein are those of the authors and do not 
be represent the official policies or endorsements, either expressed or implied, 
of the U.S. Government." 
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Janssen asserts full title to all background intellectual property relevant to its performance 
of this statement of work and listed at Attachment 1 . Janssen hereby conveys a 
nonexclusive, nontransferable, irrevocable, paid-up license to practice or have practiced 
for or on behalf of the United States to the "Licensed Patents" throughout the world for 
the prevention, diagnosis and treatment of COVID-19 caused by Severe Respiratory 
Syndrome-Coronavirus-2 (SARS CoV-2). "Licensed Patents" means US Provisional 
Patent Application Serial Nos. 

as well as any and all patent applications 
and patents (including any counterparts, PCT's, national stage applications, divisionals, 
continuations, or the like thereof, and any extensions thereof), wherever filed in the world, 
that claim priority to US Patent Application Serial No. 

The Parties agree that nothing 
in this Project Agreement will otherwise alter the existing patent rights of the Parties 
unless expressly agreed upon. 

Section IX.2 Allocation of Principle Rights 

If Janssen elects to retain title to a Subject Invention, Janssen or its designee shall retain 
the entire right, title, and interest throughout the world to each Subject Invention 
developed under this Project Agreement consistent with the provisions of this Article and 
35 U.S.C § 202 subject to the retention by the Government of a nonexclusive, 
nontransferable, irrevocable, paid-up license to practice or have practiced on behalf of 
the United States any Subject Invention. The license retained by the Government does 
not include the right to use or allow others to use the Subject Invention for commercial 
purposes. 

Section IX.3 Invention Disclosure, Election of Title, and Filing of Patent 
Application 

a. Janssen shall disclose each Subject Invention to the Government within two 
(2) months of the Subject Invention being disclosed in writing to the person 
responsible for Janssen patent matters. The Subject Invention shall be 
disclosed in writing to the Government, via appropriate filings in the iEdison 
system or its replacement/alternative system, with a copy of said reporting 
being sent to JPEO-CBRND. Further, Janssen shall elect in writing whether or 
not to retain title to any such invention by notifying the Government within 6 
months of disclosure to the Government. 

b. Where publication, sale, or public use has initiated the one (1 )-year statutory 
period wherein valid patent protection can still be obtained in the United States, 
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the period for such notice of election may be shortened by the Government to 
a date that is no more than sixty (60) calendar days prior to the end of the 
statutory period. 

c. If electing title, Janssen will file its initial patent application on a Subject 
Invention to which it elects to retain title within one year after election of title, 
or, if earlier, prior to the end of the statutory period wherein valid patent 
protection can be obtained in the United States after a publication, or sale, or 
public use. 

d. Foreign Patent Filing Requirements: Janssen may elect to file corresponding 
patent applications in additional countries outside the U.S. (including but not 
limited to the European Patent Office and the Patent Cooperation Treaty) at its 
discretion. To enable the Government to protect patent rights in Subject 
Inventions in all potential countries, Janssen shall inform the Government of 
which countries Janssen shall NOT file patents applications in for all elected 
Subject Inventions at least 3 months prior to the filing deadline therein (e.g., in 
PCT national stage applications, at least 3 months prior to the PCT national 
stage filing deadline). Janssen understands that, in case the Government 
decides to file in a particular country following a notice provided under the 
preceding sentence, all ownership and interest in Subject Inventions in said 
countries (where Janssen shall not file patent applications in) are thereby 
automatically conveyed to the Government, and Janssen agrees to timely 
execute any documentation required to effectuate this conveyance, so as to 
enable the Government to perfect patent filing in said countries, always subject 
to the license described in Article IX, Section 5(a). 

e. If Janssen does not elect title via the process described above, or determines 
that neither it nor its designee intends to file any patent applications on a Subject 
Invention, Janssen shall notify the Government, in writing, within 6 months of 
disclosure of such Subject Invention to the Government. Janssen agrees, in 
such case, to permit the Government to elect title to said Subject Invention, and 
thereby have full rights and ownership therein, at least 3 months PRIOR to the 
end of the one (1 )-year statutory period wherein valid patent protection can still 
be obtained in the United States after any publication, sale, or public use. 

f. In addition to the reporting required above, Janssen shall identify Subject 
Inventions in an annual report and the final report, which shall be in sufficiently 
complete technical detail to convey a clear understanding to the extent known 
at the time of the disclosure, of the nature, purpose, operation, and the physical, 
chemical, biological, or electrical characteristics of the Subject Invention. 

g. Neither Party will publicly disclose any Subject Invention until a patent 
application describing the Subject Invention is filed, or a reasonable period of 
time has passed in the event that a patent application is not filed, in order to 
protect the patentability of the invention pursuant to 35 U.S.C. § 205. 
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Section IX.4 Conditions When the Government May Obtain Title 

Upon JPEO-CBRND's written request, Janssen shall convey title to the 
Government: 

a. Of any Subject Invention, if Janssen fails to disclose the Subject Invention or 
elects not to retain title to the Subject Invention within the times specified in 
Article IX, Section 3(a) and (b), the Government may request title for a period 
of up to 60 calendar days after learning of the failure of Janssen to disclose 
within the specified times. For the avoidance of doubt, disclosure under this 
paragraph shall be deemed to have occurred at the time of Janssen's 
notification to JPEO-CBRND of a Subject Invention regardless of whether such 
disclosure meets the standards set forth in Article IX, Section 3(a) above. 

b. Of a patent application or patent that claims a Subject Invention, as the case 
may be, in any country in which Janssen decides not to continue the 
prosecution of such patent application, or to pay the maintenance fees on or 
defend in reexamination or opposition proceedings such a patent. 

Section IX.5 Minimum Rights to Janssen's Consortium and Protection of 
Janssen's Consortium's Right to File. 

a. Janssen shall retain a nonexclusive, royalty-free license throughout the world 
in each Subject Invention to which JPEO-CBRND obtains title under Article IX, 
Section 8. The Janssen license extends to the Janssen's Affiliates, and 
includes the right to grant licenses of the same scope to the extent that Janssen 
was legally obligated to do so at the time the Project Agreement was awarded 
or at the time of the Subject Invention was invented. The license is transferable 
only with the approval of JPEO-CBRND, except when transferred to the 
successor of that part of the business to which the Subject Invention pertains. 
JPEO-CBRND approval for license transfer shall not be unreasonably withheld. 

b. The Janssen license may be revoked or modified by the Government to the 
extent necessary to achieve expeditious Practical Application of the Subject 
Invention pursuant to an application for an exclusive or non-exclusive license 
submitted consistent with appropriate provisions at 37 CFR Part 404. 

c. Before modification of the license, JPEO-CBRND shall furnish Janssen a 
written notice of its intention to revoke or modify the license, and Janssen shall 
be allowed thirty (30) calendar days (or such other time as may be authorized 
for good cause shown) after the notice to show cause why the license should 
not be modified. 

AMERICAN 
PVERSIGHT 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000185

Section IX.6 Action to Protect JPEO-CBRND's Interest 

WlSQKN-16-9-1002 
P00081 

Page 33 of 89 

a. Janssen agrees to execute or to have executed and promptly deliver to JPEO­
CBRND all instruments necessary to (i) establish or confirm the rights JPEO­
CBRND has throughout the world in those Subject Inventions to which Janssen 
elects to retain title, and (ii) convey title to JPEO-CBRND when requested 
under Section 4 of this Article IX and to enable JPEO-CBRND to obtain patent 
protection throughout the world in that Subject Invention. 

b. Janssen agrees to require, by written agreement, its employees, other than 
clerical and non-technical employees, to disclose promptly in writing, to 
personnel identified as responsible for the administration of patent matters and 
in a format suggested by Janssen, each Subject Invention in order that Janssen 
can comply with the disclosure provisions of Section 3 of this Article IX. 
Janssen shall instruct employees, through employee agreements or other 
suitable educational programs, on the importance of reporting Subject 
Inventions in sufficient time to permit the filing of patent applications prior to 
U.S. or foreign statutory bars. 

c. Janssen shall notify JPEO-CBRND of any decisions not to continue the 
prosecution of a patent application claiming a Subject Invention, pay 
maintenance fees on a patent claiming a Subject Invention, or defend in a 
reexamination or opposition proceedings on a patent claiming a Subject 
Invention, in any country, not less than sixty (60) calendar days before the 
expiration of the response period required by the relevant patent office. 

d. Janssen shall include, within the specification of any United States patent 
application and any patent issuing thereon claiming a Subject Invention, the 
following statement: "This invention was made with Government support under 
Agreement [W1SQKN-19-6-1002, 2011-004], awarded by JPEO-CBRND. 
JPEO-CBRND has certain rights in the invention." 

Section IX.7 Reporting on Utilization of Subject Inventions 

a. Janssen shall submit, during the term of the Project Agreement, an annual 
report on the utilization of Subject Inventions or on efforts at obtaining such 
utilization that are being made by or on behalf of Janssen or its licensees or 
assignees. Such reports will include information regarding the status of 
development, date of first commercial sale or use, and such other data and 
information as the agency may reasonably specify. Janssen shall provide 
additional reports as may be requested by JPEO-CBRND in connection with 
any march-in proceedings undertaken by the Government in accordance with 
Article IX, Section 8 of this Project Agreement. Consistent with 35 U.S.C. 
§ 202(c) (5), JPEO-CBRND agrees it shall not disclose such information to 
persons outside JPEO-CBRND without permission of Janssen. 
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b. All required reporting shall be submitted to the AO and AOR. 

c. Where the Subject Invention is a drug or a vaccine, or a method of 
manufacturing, administering or using a drug or vaccine, Practical Application 
in view of the March-in Rights in Article IX, Section 8 below is achieved with 
respect to: 

i. such drug or vaccine, if a Phase Ila clinical study is completed that studies 
such drug or vaccine; or 

ii. such method of use, if the method of use is employed in manufacture, 
administration or use of such drug or vaccine in connection with a Phase 
Ila clinical study. 

d. Failure to complete a Phase Ila clinical study does not per se constitute a failure 
to achieve Practical Application. 

Section IX.a March-in Rights 

Janssen agrees that, with respect to any Subject Invention in which it has acquired 
title, the Government may request Janssen, an assignee, or exclusive licensee of 
a Subject Invention to grant a non-exclusive license, within the Field of use to a 
responsible US-based third party, upon terms that are reasonable under the 
circumstances. If Janssen, assignee, or exclusive licensee initially refuses such a 
request, the Government may obligate Janssen to grant such a license subject to 
Article IX, Section 8(c) below if the Government determines that: 

a. Such action is necessary because Janssen or assignee has not taken steps 
(or is not expected to take within a reasonable time), consistent with the 
intent of this Project Agreement, to achieve Practical Application of the 
Subject Invention; or 

b. Such action is necessary to alleviate the following urgent health or safety 
needs not reasonably satisfied by the contractor that affect the United 
States and that are not reasonably satisfied by Janssen, assignee, or their 
licensees: 
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i. declaration for Public Health Emergency by the Secretary of the 
Government; 

ii. determination that there is a significant potential for a public Health 
emergency that has a significant potential to affect the national 
security or public health of U.S. citizens as determined by the 
Secretary of the Government; or 

iii. declaration by WHO Director General of a public health emergency of 
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c. Where the circumstances described in Article IX, Section 8(a) and or (b) are 
met, Janssen will act promptly to negotiate in good faith with the responsible 
US-based third party a non-exclusive license on terms that are reasonable 
under the circumstances under the SI Intellectual Property Rights it controls 
at the time to make, have made, use, sell, offer for sale and import the 
relevant Subject Invention in the Field to the extent necessary to alleviate 
the public health emergency in the United States. 

Section IX.9 Background Information 

Janssen shall retain the entire right, title, and interest throughout the world to each such 
Invention and Patent that Janssen has brought to the Prototype Project issued under this 
Project Agreement/Statement of Work and the Government shall not have any rights 
under this Project Agreement/Statement of Work to such Inventions and Patents unless 
identified herein. Attachment 1 to the Project Agreement contains non-exhaustive 
overview of Janssen's Background Patents, patent applications and Inventions at the 
Effective Date. Table 10-1 in Article X "Data Rights" provides a non-exhaustive overview 
of Data Rights, information and Technical Data that Janssen will bring to the Project 
Agreement at the Effective Date. The Government shall have no rights to these 
Background Inventions, Patents, information and Technical Data and any further 
Background Inventions, Patents, information and Technical Data identified during the 
Term of the Project Agreement or afterwards. 

Article X. Data Rights 

Table 10-1: Janssen Back round Information, Data Ri hts and Technical Data 
Technical Data to be Furnished Basis for Assertion Asserted Name of 
with Restrictions Rights Person 

AMERICAr--.. 
pVERSIGHT 

Category Asserting 
Restrictions 

A Janssen 

A Janssen 

A Janssen 

A Janssen 

A Janssen 
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Asserted Name of 
Rights Person 
Category Asserting 

Restrictions 
A Janssen 

A Janssen 

A Janssen 

A Janssen 

A Janssen 

A Janssen 

A Janssen 

A Janssen 
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Section X.1 Data Categories 

Article XI of the Agreement, is hereby superseded by the following terms and conditions: 

There are two (2) categories of Data or other information established under this Project 
Agreement as listed below. 

a. Category A is Data or other information to which Janssen retains all rights. 
Category A Data shall include, but not be limited to: 

i. Data as defined in the Project Agreement, background (i.e., pre-existing 
or generated outside the scope of this Project Agreement) information 
and Technical Data identified in Table 10-1 and Attachment 1 
(background Patents, patent applications and Inventions), and any 
designs or other material provided by Janssen for this Project 
Agreement which was not developed in the performance of work under 
this project, and to which Janssen retains rights. 

ii. The Parties hereby mutually agree that any information developed 
outside of this Project Agreement whether or not developed with any 
Government funding in whole or in part under a Government agreement, 
contract or subcontract shall have the rights negotiated under such prior 
agreement, contract or subcontract; the Government shall get no 
additional rights in such information. 

b. Category B is any Data developed exclusively with Government funds under 
this Project Agreement. 

i. The Government will have Government Purpose Rights in Data 
developed exclusively with Government funds under this Project 
Agreement. 

ii. The Government shall have unlimited rights in Data: 
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(a) Otherwise publicly available or that has been released or 
disclosed by Janssen without restrictions on further use, release 
or disclosure, other than a release or disclosure resulting from the 
sale, transfer, or other assignment of interest in the Data to 
another party or the sale or transfer of some or all of a business 
entity or its assets to another party; 

(b) Data in which the Government has obtained unlimited rights 
under another Government contract or as a result of negotiations; 
or 

(c) Data furnished to the Government, under this or any other 
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Government contract or subcontract thereunder, with-

1. government purpose rights or limited rights and the 
restrictive condition(s) has/have expired; or 

2. Government purpose rights and Janssen's exclusive right to 
use such Data for commercial purposes under such contract 
or subcontract has expired. 

iii. However, any Data or other information developed outside of this OTA 
whether or not developed with any Government funding in whole or in 
part under a Government agreement, contract or subcontract shall have 
the rights negotiated under such prior agreement, contract or 
subcontract; the Government shall get no additional rights in such Data 
or other information. 

Section X.2 Allocation of Principle Rights 

a. The Government shall have no rights to Category A Data or other information, 
but shall have rights to Deliverables as described in Table 1-5. 

b. The Government will receive Government Purpose Rights in Data or other 
information exclusively funded by the Government and otherwise Limited 
Rights in any data delivered in the performance of the SOW. To the extent that 
the Parties mutually agree that there will be Data subject to Government 
Purpose Rights, Data subject to Government Purpose Rights may only be 
shared with parties outside the Government when such parties are subject to 
the non-disclosure agreement at DFARS 227.7103-7 with respect to the data 
or are receiving the data under a Government contract subject to DFARS 
252 .227 -7025. Any delivered Data or other information which is part of a patent 
application claiming a Subject Invention will be subject to the disclosure and 
release restrictions set forth in Article X, Section 2 of this Project Agreement. 

c. Data or other information in any document which is a part of a patent application 
that would disclose a Subject Invention will be subject to Limited Rights until 
publication of patent application in accordance with Article X of this Project 
Agreement/Statement of Work. 

d. Janssen agrees to retain and maintain in good condition all Data necessary to 
achieve Practical Application of any Subject Invention in accordance with the 
Janssen's established record retention practices. In the event of exercise of 
the Government's March-in Rights as set forth under Article X, Janssen agrees, 
upon written request and with adequate additional support from the 
Government, as mutually agreed between the Parties, to deliver Data 
necessary to achieve Practical Application within one-hundred and twenty 
(120) calendar days from the date of the written request. 
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e. Janssen's right to use Data is not restricted and includes the right under 
Janssen's established business policies to make public research data 
(especially human research data) by publication in the scientific literature, by 
making trial protocols, trial results summaries, and clinical studies reports 
publicly available, and by making trial patient-level data available for third-party 
analysis. The Government agrees that the materials, if any, being developed 
under this Project AgreemenVStatement of Work are being developed for both 
civilian and military applications. 

Section X.3 Identification and Disposition of Data 

Janssen shall keep copies of all Data required by the FDA relevant to this Project 
Agreement for the time specified by the FDA and provide such Data to AO. The 
Government reserves the right to review any other Data determined by the 
Government to be relevant to this Project AgreemenVStatement of Work subject to 
Limited Rights. 

a. Marking of Data 

Pursuant to section A above, any Data delivered under this Project 
Agreement/Statement of Work that is subject to Government Purpose Rights shall 
be marked with the following legend or similar: 

"GOVERNMENT PURPOSE RIGHTS: The Government's right to use, 
modify, reproduce, perform, display or disclose this Data is restricted 
by P00081 Modification to the MCDC OTA No. W15QKN-16-9-1002 
between the Government, A Tl and Janssen, and those restrictions do 
not permit disclosure to any party outside the Government unless such 
disclosure is for government purposes and not facilitating commercial 
sale beyond the government. Any reproduction of this Data or portions 
thereof must be marked with this legend." 

b. Pursuant to section A above, any Data delivered under this Project 
Agreement/Statement of Work that is subject to Limited Rights shall be marked 
with the following legend or similar: 

"LIMITED RIGHTS: The Government's right to use, modify, reproduce, 
perform, display or disclose this Data is restricted by P00081 
Modification to the MCDC OTA No. W15QKN-16-9-1002 between the 
Government, A Tl and Janssen, and those restrictions do not permit 
disclosure to any party outside the Government without prior 
agreement of Recipient. Any reproduction of this Data or portions 
thereof must be marked with this legend." 
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It is not anticipated that any Government furnished equipment, materials, information, or 
other property will be provided to Janssen nor will Janssen procure any property intended 
to be Government furnished under this Project Agreement. 

Article XIII. Civil Rights Act 

Reference back to Article XIV of the MCDC Base OTA No. W15QKN-16-9-1002. 

Article XIV. Small Business Affiliation 

This term/condition is not applicable to this Project Agreement. 

Article XV. Antitrust 

This term/condition is not applicable to this Project Agreement. 

Article XVI. Security and Operations Security ("OPSEC") 

To the extent that Janssen does not meet any requirements in this Article XVI or 
Attachment 2 at the time of award of this Project Agreement, Janssen will notify the 
Government and will have 180 days to work with the Government to develop a plan to 
which Parties agree to address such requirements, Janssen will be entitled to an 
equitable adjustment to account for costs associated with implementing the plan agreed 
to by the Parties. 

The OPSEC provisions included in Attachment 2 are hereby incorporated into this 
Project Agreement. 

All PAH shall comply with DFARS 252.204-7012 (Oct 2016): Safeguarding Covered 
Defense Information and Cyber Incident Reporting when applicable. 

Covered Defense Information ("COi") will be identified at the Project Agreement level. 
The MCDC Member shall comply with DFARS 252.204-7012 (Oct 2016): Safeguarding 
Covered Defense Information and Cyber Incident Reporting, which includes 
implementing on its covered contractor information systems the security requirements 
specified by DFARS 252.204-7012. Nothing in th is paragraph shall be interpreted to 
foreclose the MCDC Member's right to seek alternate means of complying with the 
security requirements in National Institute of Standards and Technology ("NIST") Special 
Publication (SP) 800-171 (as contemplated in DFARS 252.204-7008 (Compliance with 
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Safeguarding Covered Defense Information Controls) (Oct 2016) and DFARS 252.204-
7012 (Safeguarding Covered Defense Information and Cyber Incident Reporting (Oct 
2016)). 

(1) For all Project Agreements, the following statement shall be flowed to the MCDC 
member entities unless otherwise stated within the Project Agreements. 

a) Classification guidance for requirement - "The security level for this agreement 
is UNCLASSIFIED." 

Article XVII.Safety 

This term/condition is not applicable to this Project Agreement. 

Article XVIII. Representations and Warranties 

Reference back to Article XIX of the MCDC Base OTA No. W15QKN-16-9-1002. 

Section XVlll.1 Representations and Warranties of All Parties 

Each Party to this Project Agreement represents and warrants to the other Parties that 
(1) it is free to enter into this Agreement; (2) in so doing, it will not violate any other 
agreement to which it is a party; and (3) it has taken all action necessary to authorize the 
execution and delivery of this Project Agreement and the performance of its obligations 
under this Project Agreement. 

Section XVlll.2 Limitations 

Except as expressly provided herein, no Party to this Project Agreement makes any 
warranty, express or implied, either in fact or by operation of law, by statute or otherwise, 
relating to (1) any research conducted under this Project Agreement, or (2) any invention 
conceived and/or reduced to practice under this Project Agreement, or (3) any other 
intellectual property developed under this Project Agreement or noninfringement, and 
EACH PARTY TO THIS PROJECT AGREEMENT SPECIFICALLY DISCLAIMS ANY 
IMPLIED WARRANTY OF MERCHANTABILITY OR WARRANTY OF FITNESS FOR A 
PARTICULAR PURPOSE. 

Article XIX. General Provisions 

Section XIX.1 Fees 

This term/condition is Not Applicable to this Project. 

Section XIX.2 Waiver 
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Reference back to Article XXI, Section 2 of the MCDC Base OTA No. W15QKN-
16-9-1002. 

Section XIX.3 Section Headings 

Reference back to Article XXI, Section 3 of the MCDC Base OT A No. W 15QKN-
16-9-1002. 

Section XIX.4 Severability 

If any provision of this Project Agreement, or the application of any such provision 
to any person or set of circumstances, is determined to be invalid, unlawful, void 
or unenforceable to any extent, the remainder of this Project Agreement, and the 
application of such provision to persons or circumstances other than those as to 
which it is determined to be invalid, unlawful, void or unenforceable, will not be 
impaired or otherwise affected and will continue to be valid and enforceable to the 
fullest extent permitted by law. 

Section XIX.5 Excusable Delay 

Neither Party will be liable to the other Party for failure or delay in performing its 
obligations hereunder if such failure or delay arises from circumstances beyond the 
control and without the fault or negligence of the Party (an "Excusable Delay Event"). 
Examples of such circumstances are: authorized acts of the Government in its 
sovereign capacity (or failure to take reasonably expected acts), war, insurrection, 
freight embargos, fire, flood, or strikes. The Party asserting Excusable Delay as an 
excuse must take reasonable steps to minimize delay or damages caused by 
unforeseeable events. The Government may not identify any aspect of the COVID-
19 pandemic as an Excusable Delay Event relieving it of its responsibilities under 
this Project Agreement. 
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a. The Parties understand and hereby acknowledge that BARDA OTA No. 
HHSO100201700018C ("BARDA OTA") governs Janssen's responsibilities 
and obligations with regards to IND activities regarding Janssen's 
Ad26.COV2.S vaccine, specifically, Work Package 6.14, "Regulatory Support" 
of the BARDA OTA. Under the BARDA OTA, Janssen leads regulatory 
activities with the FDA. Janssen manages all regulatory communications, 
documentation, and submissions with health authorities. Janssen provides 
BARDA with all communications and summaries thereof, both formal and 
informal, to or from FDA regarding the lnvestigational New Drug ("IND") 
activities regarding Janssen's Ad26.COV2.S vaccine and will invite the 
BARDA/JPEO-CBRND representatives to participate in any formal meetings 
between FDA and Janssen. Additionally, for this Project Agreement, Janssen 
will authorize BARDA to share information with the United States Department 
of Defense, JPEO-CBRND, as BARDA deems appropriate, in accordance with 
the Data Rights requirements of BARDA OTA No. HHSO10020170001 BC. 

b. The Parties also understand that PL-115-92 allows the DoD to request, and 
FDA to provide, assistance to expedite development and the FDA's review of 
products to diagnose, treat, or prevent serious or life-threatening diseases or 
conditions facing American military personnel. Janssen recognizes that only 
the DoD is authorized to invoke PL-115-92. If Janssen, the DoD, and BARDA 
agree that the circumstances exist under the BARDA OT A to warrant DoD's 
involvement, Janssen and BARDA may request DoD to utilize its authority 
under PL-115-92 to engage the FDA. 

If DoD, in its sole discretion, determines that it will engage with the FDA, the 
Parties agree that DoD will only invoke this authority in order to assist or 
facilitate Janssen in obtaining the necessary FDA approvals or authorizations. 
Notwithstanding any other provision in this Project Agreement, the BARDA 
OT A, or PL-115-92, the Parties agree that Do D shall not use its authority to 
become a "sponsor," co-sponsor, or "applicant" as defined in the regulations 
cited in this Article. Further, the Parties hereby agree that any information 
provided to DoD by Janssen, to facilitate with the FDA under PL-115-92, will 
be provided with Limited Rights pursuant to the BARDA OTA. 

c. Rights of Reference. In the event that all of the conditions described in Article 
19, Section 7(1) are met, Janssen will grant the Government a right of reference 
to any regulatory application submitted to the FDA in support of this Project 
Agreement/Statement of Work. Separately, upon the DoD's request, Janssen 
will grant the DoD a right of reference to any regulatory application submitted 
to the FDA in support of this Project Agreement/Statement of Work for the 
DoD's regulatory filings involving (a) the use of a product to treat or prevent 
COVID-19 or (b) one of the material threats identified in Attachment 3, in each 
case for which the DoD is identified as the filing sponsor. DoD may request a 
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right of reference to additional material threats identified by the Government 
under Section 319F-2(c)(2)(A)(ii) of the Public Health Service Act, and Janssen 
may consent to provide such a right of reference with the agreement that its 
consent will not be unreasonably withheld. For clarity, the rights of reference 
identified in this paragraph will only authorize the FDA to cross-reference 
regulatory applications and will not provide the DoD or any other party with a 
right to access or review any such applications or information included in such 
applications. 

Section XIX. 7 Failure to Provide Prototype Product 

1. In recognition of the Government's need to provide sufficient quantities of a 
safe and effective Prototype Product to protect the United States population, the 
Government shall have the remedy described in this section to ensure sufficient 
supply of the Prototype Product to meet the needs of the public health or national 
security when the following conditions are met: 

a. Janssen gives written notice (which it hereby agrees to do) to the 
Government no later than 15 business days following: 

1. except as permitted under Article I, Section 3 or in connection with a 
termination of this Project Agreement under Article II, Section 2 
above, any formal management decision to terminate manufacturing 
of the Prototype Product prior to delivery of 100 million Regimens of 
the Prototype Product to USG; or 

ii. except as permitted under Article I, Section 3 or in connection with a 
termination of this Project Agreement under Article II, Section 2 
above, any formal management decision to discontinue sale of the 
Prototype Product to the Government prior to delivery of 100 million 
Regimens of the Prototype Product to USG; or 

iii. any filing that anticipates Federal bankruptcy protection of Janssen 
prior to the delivery of 100 million Regimens of the Prototype 
Product; and 

b. Janssen 
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i. is authorized to supply the Prototype Product under an Emergency 
Use Authorization under §564 of the FD&C Act; or 

ii. has an FDA approval to market the Prototype Product in the U.S. 
under the provisions of §351 (a) of the Public Health Service Act 
(PHSA). 
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2. If both conditions listed in subsection (1) occur, Janssen, during the emergency 
pandemic for COVI D-19 issued under §319 of the PHSA, upon the written request 
of the Government, will act promptly to license a Third-Party Licensee all Janssen 
Prototype Product Rights on reasonable terms for the continuation and/or initiation 
of manufacturing of the Prototype Project at the Government's expense. 

3. This Article will survive the acquisition or merger of Janssen with a third party. 
This Article will survive the expiration of this Project Agreement unless the Project 
Agreement was terminated under Article II, Section 2(a). 

Section XIX.8 Radioactive Materials 

This term/condition is not applicable to this Project Agreement. 

Section XIX.9 Recombinant DNA 

This term/condition is not applicable to this Project Agreement. 

Section XIX.10 Required Compliance for Use of Laboratory Animals 

This term/condition is not applicable to this Project Agreement. 

Section XIX.11 Required Compliance for Use of Human Subjects 

This term/condition is not applicable to this Project Agreement. 

Section XIX.12 
Substances 

Required Compliance for use of Human Anatomical 

This term/condition is not applicable to this Project Agreement. 

Section XIX.13 Compliance with Good Manufacturing Processes 

The cGMP (21 CFR 210-211) will be the standard applied for manufacturing, 
processing and packing of any products to be administered to human subjects under 
this Project Agreement subject to any applicable guidance from, or enforcement 
discretion exercised by, the FDA in connection with COVID-19 subject to any 
applicable guidance from, or enforcement discretion exercised by, the FDA in 
connection with COVID-19. 

If at any time during the life of this contract, the Recipient fails to comply with cGMP 
in the manufacturing, processing and packaging of the products subject to the 
exception noted above and such failure results in a material adverse effect on the 
safety, purity or potency of the products (a material failure) as identified by Center 
for Biologics Evaluation and Research and Center for Drug Evaluation and 
Research, the Recipient shall have thirty (30) calendar days from the time such 
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material failure is identified to cure such material failure. If the Recipient fails to take 
such an action within the thirty (30) calendar day period, then the contract may be 
terminated. 

The Recipient agrees to comply with cGMP guidelines (21 CFR Parts 210-211,600) 
for manufacturing, processing and packing of drugs, chemicals, biological, and 
reagents subject to any applicable guidance from, or enforcement discretion 
exercised by, the FDA in connection with COVID-19. 

The Recipient agrees to advise the AO and AOR promptly of any relocation of their 
prime manufacturing facility or the relocation of any sub consortium's facility during 
the term or this Project Agreement. The Recipient also agrees to advise the AO and 
AOR immediately if at any time during the term of this Project Agreement, the items 
under this OTA fail to comply with cGMP guidelines and/or the facility receives a 
negative FDA Quality Assurance Evaluation (Form 483). 

Section XIX.14 Registration with Select Agent Program 

This term/condition is not applicable to this Project Agreement. 

Section XIX.15 Duty Free Entry 

Reference back to Article XXI, Section 14 of the MCDC Base OTA No. W15QKN-
16-9-1002. 

Article XX. Assignment of Agency 

Neither this Project Agreement nor any rights or obligations of any Party hereunder shall 
be assigned or otherwise transferred by any Party without the prior written consent of the 
other Parties, except that Janssen may assign to an Affiliate or to a third party to whom it 
transfers the portion of its business applicable to this Project Agreement, in each case, 
without prior written consent. 

Article XXI. Order of Precedence 

In the event of any inconsistency between the general terms of this Project Agreement 
and the Agreement, the inconsistency shall be resolved by giving precedence in the 
following order: (1) the Scope/Statement of Work of the Project Agreement; (2) 
Attachments to the Project Agreement; (3) the Project Agreement terms and conditions; 
(4)documentation (including but not limited to Janssen's proposal selected for funding by 
the Government); (5) the general terms and conditions of the Agreement. In any event, 
specifically negotiated Project Agreement terms will govern over general terms of the 
Agreement. 

The Parties mutually agree that any terms and conditions that have been identified with 
the following statement "This term/condition is Not Applicable to this Project 
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Agreement" shall have no effect and are expressly excluded from the MCDC Base OTA 
No. W 15QKN-16-9-1002. The terms and conditions in the MCDC Base OTA No. 
W15QKN-16-9-1002, that have been changed within this Project Agreement, are hereby 
superseded by the language in this Project Agreement. As such, those sections from the 
MCDC Base OTA No. W1SQKN-16-9-1002 shall no longer remain operative with regards 
to this Project Agreement/Statement of Work. Any terms and conditions that have not 
been changed or have not been identified with the above statement remain unchanged 
and in full force and effect. 

Article XXII. Execution 

This Project Agreement constitutes the entire agreement of the Parties and supersedes 
all prior and contemporaneous agreements, understandings, negotiations and 
discussions among the Parties, whether oral or written, with respect to the subject matter 
hereof. This Project Agreement may be revised only by written consent of Janssen and 
the AO. This Project Agreement, or modifications thereto, may be executed in 
counterparts each of which shall be deemed as original, but all of which taken together 
shall constitute one and the same instrument. 

Article XXIII. Antibribery and Anti-Corruption 

The Government acknowledges that it has received and read Recipient's 'Prevention of 
Corruption - Third Party Guidelines.' Each Party agrees to perform its obligations under 
this Project Agreement in accordance with the applicable anti-bribery and anti-corruption 
laws of the territory in which such Party conducts business with the other Party as set 
forth herein. Each Party shall be entitled to exercise its termination right, under and in 
accordance with the terms of this Project Agreement, to terminate this Project Agreement 
immediately on written notice to the other Party, if the other Party fails to perform its 
material obligations in accordance with this Article XXIII. 

Article XXIV. Inspection, Acceptance, & Delivery 

A. Acceptance 

o Upon acceptance by the AOR of any lot of vaccine under this Project 
Agreement and confirmation from the AO, title to such vaccine will transfer 
upon (a) delivery of DP to vendor-managed inventory ("VMI"), or delivery to a 
site designated by the Government, as initially applicable, and (b) the 
Government's corresponding written acceptance of each delivery. Storage as 
VMI may only take place up to twelve months after 

o Any deviations, out of specification ("00S") results, or other product issues, 
shall be reported to the USG within 3 calendar days after initial delivery. 
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o When held in VMI, these materials should be maintained in Janssen's or its 
designated representative's quality and inventory systems. Delivered 
Regimens are intended for clinical use or use under Emergency Use 
Authorization or a BLA. Product held in VMI is subject to the following 
requirements: 

AMERICAN 
PVERSIGHT 

■ Provide temperature controlled storage at the manufacturer's site 
approved by the Government, according to cGMP and product 
specifications. 

■ Store Project Agreement products physically segregated from other 
products. 

■ Ensure proper labeling of stored materials as USG property. 

■ Execute stability testing of stored material in a manner consistent with 
the stability testing plan approved by the Government. Report interim 
data and results to the Government on a monthly basis. 

■ Appropriately identify reserve samples that are representative of drug 
product shall be retained. The reserve samples consist of at least twice 
the quantity necessary for all tests required to determine whether the 
drug product meets its established specifications including a minimum 
of 60 months of stability testing. 

■ Provide the Government access to review the security systems in place 
and request updates as needed. 

■ Include in monthly report inventory for drug product (number of vials), 
including inventory quantity changes, current quantity, storage 
facility/location, manufacturing date, latest stability result for potency, 
date of next expected stability result and the current expiration date (if 
applicable). 

■ Ensure that material being relocated for Janssen's convenience is 
adequately insured at no cost to the government and with AO approval. 

■ Conduct testing necessary to ensure continued use of the stored 
material for pandemic response. 

■ Make appropriate updates to the regulatory documentation supporting 
the continued use of the stored material for pandemic response. 

■ If using a storage site, provide the quality agreement, specify the 
location and terms of the storage contract and receive approval by the 
Government. 
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o Notification must be made to the AO and AOR at least 10 calendar days prior 
to initial delivery. Exceptions are permitted if approved by the AO. 

o The Government shall accept product that conforms to contract requirements 
based on Certificates of Analysis and certificate(s) of cGMP conformity 
provided by Janssen. The Government's acceptance of product will be 
deemed to have occurred if the Government does not provide written notice of 
acceptance or rejection within fourteen (14) calendar days of Janssen's 
provision of all applicable certificates. 

o Upon receipt of the provided certificates and any inspection that was timely 
requested (physical or representative, i.e., pictures), the AOR will review and 
recommend acceptance or rejection; the AO will correspondingly notify 
Janssen of acceptance or rejection. 

o Upon delivery of product, notification of delivery quantities and any movement 
must be made to the AOR and Government representatives. 

o Upon request before storage in VMI or, if storage was initially ordered, after 
storage in VMI, unless otherwise mutually agreed upon by the Parties, DP shall 
be shipped, trackable by GPS, to the Government-designated sites within the 
continental United States. 

o Janssen will retain physical risk of loss for all product stored as VMI until 
subsequent delivery to the Government at the Government-designated site. If 
product is initially delivered to a Government site instead of VMI, risk of loss 
will transfer upon delivery and acceptance at the Government-designated site. 
Notwithstanding either of the foregoing sentences, Janssen shall not be liable 
for loss of or damage to supplies caused by the negligence of officers, agents, 
or employees of the Government acting within the scope of their employment. 

o Janssen will notify the AO and AOR of any storage or quality deviation for 
product held in VMI, within 3 calendar days. 

o To the extent that Janssen is responsible for the correction, repair or 
replacement of Government property held in VMI and replacement upon loss 
or damage is feasible, the Government will accept replacement of such 
property. 

o Vendor-managed storage of product manufactured under this Project 
Agreement is supported for up to twelve months after and, as 
such, the Government must either (a) take possession on or before the end of 
this period and provide Janssen with disposition instructions in sufficient time 
to transfer physical material from Janssen by this date or (b) bilaterally modify 
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this Project Agreement to extend the period of vendor management of storage 
prior to this date. 

o The Government understands that prices identified in this contract include 
insurance costs applicable to material that will become Government property, 
including product stored as VMI. 

o Janssen cannot reclaim title to product upon acceptance by the Government. 
Prior to expiration or termination of this Project Agreement, the Government 
may affect final distribution of any vaccines remaining in storage by any one or 
combination of the following methods: 

• The Government may elect to require shipment of the vaccine to US 
Government facilities. 

• The Government may direct Janssen to destroy all quantities remaining 
in storage. In this case, a letter of disposition will be provided to the 
USG. 

B. Inspection 

USG right to inspect product: The AO and/or the AOR may perform inspection of 
materials and services. Inspections of material created under this Project Agreement 
may be made by a duly authorized Government representative, and with reasonable 
notice (i.e., not less than 24 hours). 

Article XXV. Foreign Access to Technology 

(a) Except as authorized by the Office of Foreign Assets Control ("OFAC") in the 
Department of the Treasury, the Contractor shall not acquire, for use in the performance 
of this contract, any supplies or services if any proclamation, Executive order, or statute 
administered by OFAC, or if OFAC's implementing regulations at 31 CFR chapter V, 
would prohibit such a transaction by a person subject to the jurisdiction of the United 
States. 

(b) Except as authorized by OFAC, most transactions involving Cuba, Iran, and 
Sudan are prohibited, as are most imports from Burma or North Korea, into the United 
States or its outlying areas. Lists of entities and individuals subject to economic sanctions 
are included in OFAC's List of Specially Designated Nationals and Blocked Persons at 
http://www.treas.gov/offices/enforcement/ofac/sdn/. More information about these 
restrictions, as well as updates, is available in the OFAC's regulations at 31 CFR chapter 
V and/or on OFAC's website at http://www.treas.gov/offices/enforcement/ofac. 

(c) The Contractor shall insert this clause, including this paragraph (c), in all 
subcontracts. 
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With seven (7) days advance notice to the Recipient in writing from the AO, the 
Government may place an observer in a Recipient facility that is being used for work 
hereunder, who shall be subject to Recipient's policies and procedures regarding security 
and facility access at all times while in the Recipient's facility and who shall limit its 
activities to observing work related to this Project Agreement. As determined by federal 
law and as required under this Project Agreement/Statement of Work, no Government 
representative shall publish, divulge, disclose or make known in any manner, or to any 
extent not authorized by law, any information disclosed to that person in the course of 
employment or official duties performed while stationed in a Recipient facility. 

Article XXVII. Reporting Matters Involving Fraud, Waste and Abuse 

Anyone who becomes aware of the existence or apparent existence of fraud, waste and 
abuse in ASPR funded programs is encouraged to report such matters to the HHS 
Inspector General's Office in writing or on the Inspector General's Hotline. The toll-free 
number is 1-800-HHS-TIPS (1-800-447-8477). All telephone calls will be handled 
confidentially. The e-mail address is Htips@os.dThe Government .gov and the mailing 
address is: 

Article XXVIII. 

Office of Inspector General 
Department of 
Health and Human 
Services TIPS 
HOTLINE 
P.O. Box 23489 
Washington, D.C. 20026 

Prohibition on Contractor Involvement with Terrorist Activities 

The Recipient acknowledges that U.S. Executive Orders and Laws, including but not 
limited to E.O.13224 and P.L. 107-56, prohibit transactions with, and the provision of 
resources and support to, individuals and organizations associated with terrorism. It is the 
legal responsibility of the Recipient to ensure compliance with these Executive Orders 
and Laws. This clause must be included in all subcontracts issued under this Project 
Agreement. 

Article XXIX.Survival 

Articles IV (PREP Act); V (Payment); VI, Sections (B) & (C) (Disputes and Limitations on 
Damages); VII (Confidential Information), IX (Patent Rights), X (Data Rights) and this 
Article XXIX shall survive the termination provisions in Article II, Section 2. 

Section XXIX.1 Close-out Procedure 
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If the Government funds an individual Project Agreement and then subsequently 
terminates the agreement or the requirements of the Project Agreement are met, the 
following closeout procedures apply: 

(a) Definitions. 

(i) "Closeout" - the process by which the Government and CMF determine 
that all applicable administrative actions and all required work have been 
completed by Janssen. 

(ii) "Date of Completion" - the date on which all work is completed or the 
date on an amendment thereto on which the period of performance 
ends. 

(b) Upon request, the Government shall make prompt payments to Janssen 
through the CMF for outstanding payments and reimbursements under the 
Project Agreement being closed out. 

(c) Janssen shall immediately refund any balance of unobligated (unencumbered) 
cash that the CMF has paid and that is not authorized to be retained by Janssen 
for use in the performance of the Project Agreement. 

(d) The CMF shall obtain from Janssen within 180 calendar days after the date of 
completion of an Project Agreement all financial, performance, and other 
reports required as a condition of the Project Agreement. The CMF may grant 
extensions when requested by Janssen. 

(e) Reserved. 

(f) Quick close-out procedures similar to FAR 42.708 shall be followed. 

(g) Janssen shall account for any property received from the Government. 
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ATTACHMENT 1: 

Janssen's Background Patents, Patent Applications and Inventions 

Listed Janssen Background Intellectual Property and Technical Data 

Attachment 1 comprises a table with the full list of pending and granted patents in the patent families 
listed below that, to the best of Janssen's knowledge, is accurate as of July 9, 2020. Janssen makes no 
representations or warranties with regards to the accuracy or completeness of that information. The 
Parties mutually agree that Janssen is not obligated to maintain the currency or accuracy of the 
information provided in the table. 

Certain patent applications/ patents on this list are registered at the patent office with Crucell Holland 
B.V. as the applicant. Crucell Holland B.V. was acquired by Johnson & Johnson in 2011 and subsequently 
changed its name to Janssen Vaccines & Prevention in 2016. 

Certain patents on this list are owned by Janssen holds a license to these patents. 

COVID Vaccination and Dosage Regimen: 
Janssen has filed patent application(s), or is the assignee or licensee of pending patent applications 
including those listed below which contain(s) claims that are related to COVID Vaccines and Dosage 
regimens 

• All patent applications and/or resulting patents (including any foreign counterparts, divisionals, 
continuations, or the like thereof, and any extensions thereof) that include a priority claim to■ 

PER.C6® Technology and/or AdVac® Technology: 

Janssen has filed patent applicati.on(s), or is the assignee or licensee of pending patent applications and/or issued 
patent(s), including those listed below which contain(s) claims that are related to PER.C6® technology and/or 
AdVac® technology. 
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Asserted 
Rights 
Category 
A 

A 

A 

A 

A 

A 

A 

A 

A 

A 

Name of Person 
Asserting 
Restrictions 
Janssen 

Janssen 

Janssen 

Janssen 

Janssen 

Janssen 

Janssen 

Janssen 

Janssen 

Janssen 
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Asserted 
Rights 
Category 
A 

A 

A 

Name of Person 
Asserting 
Restrictions 
Janssen 

Janssen 

Janssen 
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Internal Title Country/ Region Application Application 

reference ••••■ Number Date 
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Internal [ Title Country I Region J Application J Application 

reference •••• Number Date 

--
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Internal I Title Country I Region I Application I Application 
reference Number Date 
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Internal [ Title Country I Region J Application J Application 

reference •••• Number Date 

----
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Internal Title Country/ Region I Application [ Application 
reference Number Date 
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Internal [ Title Country I Region J Application J Application 

reference ••••■ Number Date 

----
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Internal Title Country/ Region J Application [ Application 
reference Number Date 
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Internal [ Title Country I Region J Application J Application 

reference •••••■ Number Date 

AMlf ICAr--.. 
pVERSIGHT 

-
-



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000217

W15QKN-16-9-1002 
P00081 

Page 65 of 89 

Internal Title Country/ Region J Application J Application 
reference Number Date 
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Internal Title Country/ Region Application [ Application 
reference Number Date 
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Internal I Title Country I Region I Application I Application 

reference •••••■ Number Date 
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Internal Title Country I Region Application [ Application 
reference Number Date 
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Internal Title Country/ Region Application [ Application 
reference Number Date 
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Internal Title Country/ Region Application [ Application 
reference Number Date 
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Internal Title Country I Region J Application J Application 
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Internal I Title Country I Region I Application I Application 

reference •••• Number Date 
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Internal [ Title Country I Region J Application J Application 

reference ••••••••••■ Number Date 
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1 Bacillus anthracis (anthrax) and Multi-drug resistant B. anthracis (MOR anthrax) 
2 Burkholderia mallei (glanders) and Burkholderia pseudomallei (melioidosis) 
3 Clostridium botulinum toxin (botulism) 
4 Ebola virus (Ebola hemorrhagic fever) 
5 Francisella tularensis (tularemia) 
6 Marburg virus (Marburg hemorrhagic fever) 
7 Pandemic influenza 
8 Rickettsia prowazekii (typhus) 
9 Variola virus (smallpox) 
10 Yersinia pestis (plague) 

Chemical Threats 
A. Acetylcholinesterase inhibitor nerve agents 
B. Chlorine 
C. Cyanide salts (potassium and sodium cyanide) 
D. Hydrogen cyanide 
E. Phosgene 
F. Vesicants 

SECTION B - SUPPLIES OR SERVICES AND PRICES 

CLIN0058 
The CLIN extended description has changed from: 

PLACE HOLDER - RPP 20-11 Objective 20-11 is being authorized under CLIN 0058 for 
"Janssen's COVID-19 Vaccine- Large Scale Domestic Production." The total approved cost by 
the Government for this effort is not to exceed $1,010,000,000.00. The total amount authorized 
to Janssen is $1,001,650,000.00. The total amount authorized to ATI is $8,350,000.00 (broken 
out as $8,350,000.00 Cost and $0.00 Fixed Fee). 

To: 

RPP 20-11 Objective 20-11 is being awarded under CLIN 0058 for "Janssen's COVID-19 
Vaccine - Large Scale Domestic Production." The total approved cost by the Government for 
this effort is not to exceed $1,010,000,000.00. The total amount awarded to Janssen is 
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$1,001,650,000.00. The total amount authorized to ATI is $8,350,000.00 (broken out as 
$8,350,000.00 Cost and $0.00 Fixed Fee). 

SUBCLIN 005802 is added as follows: 

ITEM NO SUPPLIES/SERVICES QUANTITY UNIT UNIT PRICE 
005802 

Funding for CLIN 0058 
CPFF 
Funding is being added to CLIN 0058 in the amount of$999,999,999.99. The 
total amount awarded to Janssen is $999,999,999.99. The total amount awarded 
to ATI is $0.00 (broken out as $0.00 Cost and $0.00 Fixed Fee). 
PURCHASE REQUEST NUMBER: 0011532810 

ESTIMATED COST 
FIXED FEE 

TOT AL EST COST + FEE 
ACRN GT 
CIN: GFEBS001153281000001 

SUBCLIN 005803 is added as follows: 

ITEM NO SUPPLIES/SERVICES QUANTITY UNIT PRICE 
005803 

Funding for CLIN 0058 
CPFF 
Funding is being added to CLIN 0058 in the amount of $1,650,000.01. The total 
amount awarded to Janssen is $1,650,000.01. The total amount awarded to ATI 
is $0.00 (broken out as $0.00 Cost and $0.00 Fixed Fee). 
PURCHASE REQUEST NUMBER: 0011532810 

ESTIMATED COST 
FIXED FEE 

TOT AL EST COST + FEE 
ACRNGU 
CIN: GFEBS00 1153281000002 

SECTION E - INSPECTION AND ACCEPTANCE 

The following Acceptance/Inspection Schedule was added for SUBCLIN 005802: 
INSPECT AT INSPECT BY ACCEPT AT 
NIA NIA NIA 

AM[ HICAN 
PVERSIGHT 

AMOUNT 
$0.00 

$0.00 
$0.00 
$0.00 

$999,999,999.99 

AMOUNT 
$0.00 

$0.00 
$0.00 
$0.00 

$1,650,000.0 I 

ACCEPT BY 
NIA 



MULTI-HHS-NIAID-20-2551, 20-2560, 20-2568-A-000241

The following Acceptance/Inspection Schedule was added for SUBCLI 005803: 
INSPECT AT INSPECT BY ACCEPT AT 
NM WA M 

SECTION G - CO TRACT ADMTNTSTRATTO DAT A 

Accounting and Appropriation 

Summary for the Payment Office 

W15QKN-16-9-1002 
P00081 

Page 89 of 89 

ACCEPT BY 
NIA 

As a result of this modification, the total funded amount for this document was increased by $1,001,650,000.00 
from $6,328,970,669.79 to $7,330,620,669.79. 

SUBCLIN 005802: 
Funding on SUBCLIN 005802 is initiated as follows: 

ACRN:GT 

CIN: GFEBS001153281000001 

Acctng Data: 02 l 2020202120400000664643255 

Increase: $999,999,999.99 

Total: 999,999,999.99 

Cost Code: A5XAH 

SUBCLlN 005803: 
Funding on SUBCLlN 005803 is initiated as follows: 

ACRN: GU 

CJN: GFEBS00l 153281000002 

Acctng Data: 0212020202 I 20400000664643255 

Increase: $1,650,000.01 

Total: $1,650,000.01 

Cost Code: A5XAH 

(End of Summary of Changes) 

AMERICAN 
PVERSIGHT 

S.0074658.5.14 6 l 00.900002100 l 

S.0074658.5.14.1 6100.900002100 I 
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