NFRI Streamlining Subgroup for Compliance Contracting Whitepaper  - Draft Outline

Introduction
· Work of the group
· Principle of mutual respect and understanding
· Workgroup consensus for several areas.
· Recognize that there is not a one size fits all approach, but suggested terms may fit in many or most instances

Importance of Contracting Language: Funder perspective
· Funders’ contracting language is intended to enforce consistent policies and reporting requirements across the many grantees and institutions they fund.
· Funders contracting language attempts to balance the need for a streamlined process with maintaining the ability to effectively monitor research progress, use of funds, and potential conflicts of interest.  
· Funders are aware that research, particularly high-risk projects, do not always produce positive results. Contracting language is intended to ensure all work on a funded project, including setbacks, is fully communicated from institution to funder regardless of ultimate outcome.
· When dealing with donors and other key stakeholders, funder staff can advise as to common policies at similar funders and/or federal reporting standards but are sometimes required to include certain parameters in their contracts by the stakeholders underwriting their funding.

Importance of Compliance Language: University Perspective
· Need to comply with institutional policies 
· Existing institutional policies to support compliance with federal requirements are rigorous and consistently applied
· Widely varying requirements between funders causes confusion and does not support compliance
· Sponsor specific requirements outside of institutional policies increase administrative burden
· Desire to streamline contracting process to allow important research to proceed timely





Suggested Contract Language NFRI Streamlining Workgroup
Please note: for certain topics, multiple options have been suggested so that funders may customize their contracts to suit their needs.  All options suggested are acceptable to the institutional members of the workgroup.
Responsibility /Indemnification
Each party shall be responsible for its negligent acts or omissions and the negligent acts or omissions of its employees, officers, agents, trainees, or directors, to the extent allowed by law.
Compliance Clauses
The below are options depending on how specific a funder would like to be about compliance with various laws.
Compliance “Umbrella Clause”
The execution, delivery and performance of this agreement will not contravene any existing law, regulation or authorization to which [the contract parties] are subject.
Anti-terrorist Compliance
 Collaborator hereby agrees that all funds, including sub-awards to subrecipients, will be used in compliance with all applicable United States anti-terrorist financing and asset control laws, regulations, rules and executive orders.
Export Controls
University is subject to United States laws and regulations controlling the export of technical data, computer software, laboratory prototypes and other commodities, and its obligations hereunder are contingent on compliance with applicable U.S. export laws and regulations (including the Arms Export Control Act, as amended, and the Export Control Reform Act of 2018).  The transfer of any such Technology and Items and the entering into and provision of such Transactions and Services that are subject to Restrictions may require a license or authorization from the cognizant agency of the United States Government, and/or may require written assurances by the receiving party that it shall not re-export such Technology and Items to certain foreign destinations and/or to certain recipients without prior approval of the cognizant government agency, and/or may require that the involved individuals and entities  comply with conditions on Transactions and Services.  While University agrees to cooperate in securing any license which the cognizant agency deems necessary in connection with this Agreement, University cannot guarantee that such licenses will be granted.
Anti-terrorist and Export Controls
Each Party is responsible for determining whether its performance is subject to, and in compliance with, U.S. export control laws and regulations (“U.S. Export Controls”), including but not limited to the Export Administration Regulations - EAR (Department of Commerce), the International Traffic in Arms Regulations - ITAR (Department of State), the sanctions programs embodied in regulations administered by the Department of the Treasury’s Office of Foreign Assets Control (OFAC), the U.S. anti-boycott laws and regulations (EAA).  Collaborator hereby agrees that all funds, including sub-awards to subrecipients, will be used in compliance with all applicable United States anti-terrorist financing and asset control laws, regulations, rules and executive orders. 
[Comment: This language does not include Foreign Corrupt Practices Act (FCPA) – would appreciate thoughts from funders who award international grants on whether it should be included.]

Research Misconduct
Option 1
Recipient agrees to adhere to the standards of ethical competence and integrity in the performance of this Contract. Recipient also agrees to require that all persons assigned to work under this contract conduct themselves in a manner consistent with the Contractor's policies for responsible conduct of 
research.

Option 2

Recipient has a policy for responding to allegations of research misconduct that is consistent with NIH/NSF guidelines.  Recipient will comply with that policy in the conduct of the project and will provide a copy of that policy to the funding organization on request.  

Animal/Human Subjects
Recipient agrees that any protocol for non-exempt human and/or animal subjects research conducted under this Agreement shall be reviewed and approved by an authorized Institutional Review Board (IRB) and/or Institutional Animal Care and Use Committee (IACUC), as applicable under the Institutional Assurances and that it will maintain current and duly approved research protocols for all periods of the Agreement involving human and/or animal subjects research. Recipient certifies that the IRB and/or IACUC are in full compliance with applicable state and federal laws and regulations. The Recipient certifies that any submitted IRB / IACUC approval represents a valid, approved protocol that is entirely consistent with the Project associated with this award. 
Clinical trials will be conducted in compliance with all applicable regulations, including approval by an appropriate designated body of the Sponsoring Institution and obtaining appropriate informed consent from human subjects or their guardians.
[Comment: Would appreciate thoughts from funders of clinical trials on whether this clause is sufficient.  Should additional language on multi-center trials be considered?]
Conflict of Interest
Recipient certifies that they have an institutional policy for the review and management of financial conflicts of interest.  Recipient will follow that policy in the conduct of the award.  
[Comment: Need to provide management plans?  What would funders do with the information if that were the case?]

Public Access
[Comment: The orgs that are participating in HRA’s Public Access initiative (HRA Open) will likely have very similar language on this point requiring researchers to submit publications of funded research to PubMed Central.  There may be new instructions coming as HRA has been working with the National Libraries of Medicine on a system that will allow grantees to link their publications in PMC to our funding the same way they do with NIH grants.  ]
For HRA Open Participating Funders
In addition, funded researchers are required to submit, or have submitted for them, to the National Institutes of Health’s Pub Med Central database an electronic version of the author’s final manuscript including all modifications resulting from the publishing and peer review process (the “postprint”) upon acceptance for publication, to be made publicly available no later than 12 months after the official date of publication.  This requirement applies to all publications related to funded research grants whether the research was funded in whole or in part.
All scientific progress reports must include the PMC ID number (PMCnnnnn) for publications, if known at the time of the report due date.
For funders not participating in HRA Open: could replace Pub Med Central with either preferred database or “appropriate publicly accessible repository.”

Use of Name/Publicity
Neither Party shall use the name or logo in advertising, publicity or other promotional activities without the other Party’s prior written consent. Any public announcement (i.e., press release, website posting, public email announcement) must be coordinated in advance and approved by a representative of the respective Party. Either Party may, without prior approval from the other party, acknowledge the funder’s financial support for, and the nature of, the project being funded under this Agreement.  In any such statement, the relationship of the parties shall be accurately described in a factual manner and must avoid any express or implied endorsement of the respective Parties.
Additional Topics For Future Templates
Data Sharing
Current consensus of group is that this would be best addressed at an in-person meeting where we could collaborate with the IP and research costs groups.
Deliverables 
Topic intended to address how to define a “satisfactory” progress report or deliverable and not the exact format/timeline of deliverables.
Work for Hire/Owning Work Product 
[bookmark: _GoBack]Will also need to consult with IP group on how/if they have addressed this issue.
