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NFRI STREAMLINING SUBGROUP FOR COMPLIANCE CONTRACTING WHITEPAPER
INTRODUCTION
The goal of the Nonprofit Funder Research Institution Partnership (NFRI) is to establish a framework that encourages long-term effective Nonprofit Funder/Research Institution collaborations. NFRI’s guiding principles include a commitment to developing strategies that foster efficient and effective collaborations to ensure timely conduct, dissemination, and advancement of research findings, and a belief that both funders and institutions can and should benefit from streamlining administrative processes and requirements.
In line with these principles, the Streamlining Contracts subgroup was created within the Streamlining Administrative Requirements Workgroup to focus on non-financial policies that are a common part of most medical and scientific research grant agreements. The Streamlining Contracts subgroup’s primary goal is to increase contextual understanding of both funder and research institution policies, where flexibility is and is not possible, and to work towards contracting language that can meet the needs of both parties.
WORKGROUP PROCESS
In order to work towards streamlined contracting language, it was first important to understand the primary goals of both funders and award recipient institutions.  For example, institutions were unaware that funder grants often come with specific donor restrictions that the funder may not negotiate.  Similarly, funders did not understand the complexity of the institutional environments and resulting limitations on what recipients are able to accept as contractual terms.  Both groups are also navigating an increasingly complex compliance environment including federal regulations on research funds, safety, and conflict of interest reporting and acknowledge the need to reduce the duplication of compliance requirements that are already covered fully by government regulatory bodies and/or federal law.   Understanding the respective goals as well as the diversity of both funders and institutions allowed all parties to move to find common ground as a starting point for discussions for topic areas.  Additional information can be found in the FAQs about Funders document created by the Educational Materials Subgroup. 
The Streamlining Contracts subgroup began by developing a matrix offering a side by side comparison of the language in several funder contracts and immediately identified several areas where most funders have similar terms.  The subgroup then worked in those areas of commonality to develop template language which both the funder and institution members agreed met their goals in including such language without causing undue administrative burden to either side.
In the course of the subgroup’s discussion on the language template, the members came to recognize that funders may need different levels of specificity on certain clauses, depending on the structure and goals of the funding mechanism under contract and/or the concerns of their stakeholders, including donors who may be underwriting all or part of a mechanism.  This document is intended not to suggest a one-size-fits-all contract, but to provide examples of language that works for both funders and institutions in 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 often have a variety of funding mechanisms for different types of grants. The goal is to ensure that all grantees are subject to similar policies and requirements for similar type grants. This ensures that issues are handled through consistent, compliant, and fair processes.
Funders’ contracting language also attempts to balance the need for a streamlined process with effective monitoring of research progress, use of funds, and potential conflicts of interest as well as the program strategy as a whole.  Funders requirements are developed with the intention of tracking the progress and ultimate outcomes of both individual grantees and collective grant programs without creating an undue administrative burden on both themselves and the grantee.  Funders are not always able to predict when a requirement will cause undue burden on a grantee or institutional staff and welcome comments from institutional representatives when such instances arise.
Funders are aware that research, particularly high-risk projects, do not always produce positive results. Contracting language from funders may refer to consequences when reporting requirements are not met or progress is considered “insufficient.” Such language is not intended to penalize a grantee if a project does not result in positive or significant research results, moreover it is intended to ensure work on a funded project matches that proposed in the original application, and that any necessary changes, including those prompted by setbacks, are fully communicated from institution to funder regardless of the ultimate research findings. 
When dealing with donors and other key stakeholders, funder staff may be limited in the amount of flexibility available on their policies. Funder staff often serve as advisors to donors, board members, and other stakeholders as to common policies at similar funders and/or federal reporting standards, and can also communicate institutions’ concerns about certain policies to those stakeholders.  However, there may be instances where the availability of funding is dependent on funder staff agreeing to incorporate certain policy language and/or reporting requirements in their contracts, and flexibility on those points may be limited in those cases.
IMPORTANCE OF COMPLIANCE LANGUAGE: RESEARCH INSTITUTION PERSPECTIVE 
Research institutions operate in a complex environment that is frequently audited for compliance with its own policies.  Just as funders need to respect and comply with donor restrictions, institutions must respect and comply with the policies and restrictions within their institutions.  
Institutions are subject to rigorous internal and external standards of compliance that are subject to consistent application and audit. In an institutional setting, internal policies and requirements arise primarily from the institution’s need to comply with federal or state regulation and requirements.  Research institutions are frequently audited for consistent application of their own policies as well as adherence to federal and state requirements.  This environment sets rigorous standards for academic, research, and service requirements.
Institutions must respect and comply with requirements that result from accepting large numbers of awards from diverse sponsors.  When funding requirements from non-federal sponsors vary widely from each other, management and compliance within the institution becomes unwieldy and confusing for both investigators and administrators.  Such confusion often leads to unhappiness on all sides.
Streamlining non-federal sponsor requirements allows the research institution to safeguard both the researchers and the interests of their sponsors more effectively.  Sponsor specific requirements outside of institutional policies increase administrative burden and financial burden.
Simplifying the contracting process through streamlining will focus researchers on their research and allow contracting to proceed smoothly and quickly. Both sponsors and research institutions love nothing more than to support the growth of new knowledge and allow the research to speak for itself.  

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
[Research institution] 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 [Research institution] agrees to cooperate in securing any license which the cognizant agency deems necessary in connection with this Agreement, Institution 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).  Recipient 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. 
· Federal Research Standards Compliance Umbrella Clause
A potential option for funders who are interested in a simplified contract that enforces federal regulatory standards for research, that could be used in place of any or all of the language on research misconduct, animal/human subjects, conflict of interest, and equal employment.
Recipient and all persons assigned to work under this contract agree to adhere to all federal regulatory standards for research during the course of research conducted through this grant, including but not limited to research misconduct, use of animal and/or human subjects, conflict of interest, and equal employment.
RESEARCH MISCONDUCT
Option 1
Recipient agrees to adhere to 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.
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.  
PUBLIC ACCESS
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.
SAFE ENVIRONMENT
Funder is committed to safe work environments free from discrimination and harassment. Funder expects Grantee Institution to maintain a safe nondiscriminatory harassment-free work environment at all times. 
EQUAL EMPLOYMENT
In connection with this award, Grantee and Institution shall not discriminate against any employee, applicant for employment, or other person because of race, religion, color, gender, national origin, disability, age, or ancestry.  Grantee and Institution certify they have internal policies to ensure that any parties involved with this award, including employees, subcontract employees, and volunteers, are treated during their employment without regard to any of the aforementioned categories.
SUNSHINE ACT
Funder will inform the Grantee at the time of the award if their award is being underwritten by a private or corporate sponsor and if such underwriting must be reported by funder under the Sunshine Act. Funder reserves the right to amend or change the sponsor underwriting the award at any time during the award period; if such a change is made, the Grantee will be informed within 60 days of the decision, and will have the opportunity to decline the new sponsorship if it represents a conflict of interest.
DELIVERABLES 
Topic intended to address how to define a “satisfactory” progress report or deliverable and not the exact format/timeline of deliverables.
Grantee will be asked to report on their progress at [funder length of time] intervals. Grantee is required to comply with assigned deadlines for submission of reports. If grantees are judged to be making insufficient research progress or if other serious problems are found, the grantee will be notified and asked to reply to the concerns and issues raised by the reviewers.  If a grantee has not made reasonable progress towards executing the proposal’s described research aims and/or submitted all required scientific and financial reporting sufficient for report approval during any reporting period of the award, funder reserves the right to terminate the award.
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