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Phase 3 Pivotal Study:(WBS 1.4.3.1) - Updated 

Phase 3 Pivotal Study (WBS 1.4.3.1). The Phase 3  study will confirm the trends 

observed during the Phase 1 and 2 trials, evaluating safety and efficacy in a larger number of subjects aged 

18 and above.  
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F.1.6. Organizational Chart

The organizational chart depicts the project team reporting structure of the key personnel for the scope of

work for this proposal. 
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H.19  Security

BARDA Security Requirements: 

All COVID-19 contracts are required to address security requirements. In the event that Moderna does 

not have another contract in place with the USG within 45 days of execution of this contract 

modification that incorporates the security requirement, Moderna will submit a cost estimate for 

implementing security requirements for this contract. Moderna will be entitled to an equitable upward 

adjustment in the value of this contract to cover all additional costs associated with additional security 

requirements imposed by the Government. 

H.20 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 Contractor's 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 Contractor's 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 Contractor's proprietary information, 

the Contractor shall: 

(1) 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 cmporate basis 
shall be furnished to the CO within fifteen (15) calendar days of execution
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H.21 Disclosure of Information

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 pf this contract, except authorized by 

Government personnel or upon written approval of the CO. 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. 

Consistent with HHS Directive 1139, the Contractor shall comply with HHS requirements for 

protection of non-public information. Unauthorized disclosure of nonpublic information is prohibited 

by the HHS's rules. Unauthorized disclosure may result in termination of the contract, replacement of a 

Contractor employee, or other appropriate redress. Neither the Contractor nor the Contractor's 

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 activity's 

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 Contractor's (or its parent corporation's) 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. 

H. 22 PUBLICATION 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, for additional 

information see HHSAR 352.227-70. Publications and Publicity (Dec 2015). 

(a) 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.
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