USE OF CONTRACTORS IN SUPPORT OF HSA FUNCTIONS

EPMC WORKING GROUP

Introduction:

The mission of the NIH is to pursue “fundamental knowledge about the nature and behavior of living systems…to extend healthy life and reduce the burdens of illness and disability” for the nation (NIH mission statement).  This is largely accomplished through the NIH’s program of extramural grants, cooperative agreements and contracts to academic and research institutions around the world.  Two types of scientific professional employees at the NIH, Scientific Review Administrators (SRAs) and Program Officials (POs), under the general job classification of Health Scientist Administrator (HSA), are responsible for the initial scientific peer review and program management of the NIH extramural portfolio.  Since these extramural activities account for the great majority of NIH’s business enterprise, HSAs are integral to the federal workforce at NIH, and their core tasks may not be contracted to non-federal workers.  In light of the increased workloads facing NIH’s extramural HSAs, it is prudent and timely to restate the principles which govern the inherently-governmental responsibilities of SRAs (OER Policy Announcement 1997-01) and POs.
Background:
The OMB Circular A-76 (rev. May 2003) identifies inherently governmental activity as: 

“a.  An inherently governmental activity is an activity that is so intimately related to the public interest as to mandate performance by government personnel. These activities require the exercise of substantial discretion in applying government authority and/or in making decisions for the government. Inherently governmental activities normally fall into two categories: the exercise of sovereign government authority or the establishment of procedures and processes related to the oversight of monetary transactions or entitlements. An inherently governmental activity involves: 

“(1)  Binding the United States to take or not to take some action by contract, policy, regulation, authorization, order, or otherwise; 

“(2)  Determining, protecting, and advancing economic, political, territorial, property, or other interests by military or diplomatic action, civil or criminal judicial proceedings, contract management, or otherwise; 

“(3)  Significantly affecting the life, liberty, or property of private persons; or 

“(4)  Exerting ultimate control over the acquisition, use, or disposition of United States property (real or personal, tangible or intangible), including establishing policies or procedures for the collection, control, or disbursement of appropriated and other federal funds. 

“b.  …[T]he use of discretion shall be deemed inherently governmental if it commits the government to a course of action when two or more alternative courses of action exist and decision making is not already limited or guided by existing policies, procedures, directions, orders, and other guidance that (1) identify specified ranges of acceptable decisions or conduct and (2) subject the discretionary authority to final approval or regular oversight by agency officials.

“c.  An activity may be provided by contract support (i.e., a private sector source or a public reimbursable source using contract support) where the contractor does not have the authority to decide on the course of action, but is tasked to develop options or implement a course of action, with agency oversight.”  (Circular A-76; emphases added)
Scientific Review Administrators and Program Officials are highly trained scientists, the vast majority of whom have earned Ph.D. and/or M.D. degrees.  These scientists were selected for their expertise and experience in specific areas of science supported by the NIH and for their capabilities in managing review processes and grant/contract portfolios.  According to definitions in the Circular A-76, the Public Health Service Act, and the Federal Advisory Committee Act, NIH considers both SRA and PO responsibilities inherently governmental; hence, only government employees may carry out the responsibilities assigned to them.
Inherently Governmental Review Responsibilities:

Based on the information quoted from the A-76 Circular, a Scientific Review Administrator performs inherently governmental functions.  The Federal Advisory Committee Act requires that a federal official attend each meeting.  The NIH has identified the SRA as the Designated Federal Official (DFO; 42 CFR Part 52h).  The SRA: exercises government authority and substantial official discretion throughout the initial scientific peer review of research grant and cooperative agreement applications and research and development contract proposals, as mandated for NIH by the Peer Review Requirement of the Public Health Service Act, the Peer Review Regulations, and policies; makes decisions and commitments for NIH about organizing, managing and reporting the scientific initial peer review of research grant applications and research and development contract projects; and interprets and implements NIH peer review policies, regulations, and authorizations.  Duties include:

· Overseeing all aspects of the initial review, including determination of conflicts of interest
· Selecting and inviting appropriate consultants to serve on peer review panels 
· Assigning consultants specific responsibilities for the review of scientific and/or technical merit of the applications/proposals

· Serving as the Designated Federal Official who manages the panel meeting
· Ensuring that peer review laws, regulations, NIH policies and procedures are properly observed and providing appropriate guidance to peer review consultants, federal staff, and applicants
· Preparing the final written report (summary statement, including the “Resume and Summary of Discussion,” or the Technical Evaluation Report) for the NIH, in which the panel‘s deliberations are accurately documented 
· Speaking for the Government in providing scientific and technical advice to applicants and offerors seeking to obtain NIH funding and throughout the life of the award
· Serving as an institutional resource in his/her area of scientific specialization
· Serving on trans-NIH and trans-Agency committees and groups dedicated to advancing specific areas of science through national and international meetings, symposia, and workshops
Under the oversight and guidance of the SRA, certain review tasks could be performed by contractors to assist and support the SRA in carrying out his/her responsibilities.  Refer to the suggested language (provided in the attachment) to be included in the Statement of Work.
Contractors will not normally attend study section meetings.  However, if their involvement in the review is such that attendance is required to help the SRA oversee the complexities of the meeting, the case must be made and justified, and the waiver approved by the IC’s Deputy Director (or equivalent/designate) and Review Chief or the Division Director, for CSR.  The signed waiver should be submitted to the IC’s Committee Management Office and be part of the official meeting file.

Inherently Governmental Program Official Activities:
Based on the information quoted from the A-76 Circular, a Program Official performs inherently governmental functions.  The PO: identifies scientific and technical research gaps and needs related to public health; plans, develops, implements, and manages scientific and technical programs in areas of national and/or international need; is the federal official responsible for scientific and technical judgment in the monitoring and evaluation of the performance of grantees and contractors and in making recommendations for initial and continued support based on peer review and advisory council recommendations and his/her own knowledge of scientific or technical areas; in conjunction with the grants management official, ensures that budgets meet project needs and program requirements; may serve as Project Officer of federal contracts and monitor scientific performance of contractors; and in collaboration with other NIH staff and staff from other agencies, identifies research and grants policy issues and develops and implements solutions.   Duties include:
· Developing an initiative (RFA/PA/RFP), including obtaining concept clearance, ensuring a commitment of monies in the IC budget, selecting the mechanism, finalizing the Guide text, and negotiating with other ICs that may participate

· Determining whether applications submitted to the IC should be accepted for consideration for funding, according to the IC’s mission and goals
· Making funding recommendations for grants to the Advisory Council and for contracts to the IC Director

· Assisting in negotiations of grant and contract budgets and award terms and conditions, working with Grants Management and/or Contract Management staff, and serving on source selection panels      
· Ensuring that grantees and offerors observe the applicable laws, regulations, NIH policies and procedures 
· Monitoring the federal investment in biomedical research through evaluation of grant/contract progress reports, cost accounting, and adherence to award conditions and restrictions, in conjunction with Grants Management and Contract Management staff
· Speaking for the Government in providing scientific and technical advice to applicants and offerors seeking to obtain NIH funding and throughout the life of the award
· Serving as an institutional resource in his/her area of scientific specialization
· Serving on trans-NIH and trans-Agency committees and groups dedicated to advancing specific areas of science through national and international meetings, symposia, and workshops
Under the oversight and guidance of the PO, certain program tasks could be performed by contractors to assist and support the PO in carrying out his/her responsibilities.  Refer to the suggested language (provided in the attachment) to be included in the Statement of Work.
A contractor will not normally attend study section or site visit meetings.  However, if his/her attendance at the meeting is required to provide sufficient background information about the outcome of review discussions to the PO, the case must be made and justified, and the waiver approved by the IC’s Deputy Director (or equivalent/designate).  Prior to the meeting, a copy of the waiver must be sent to the SRA who is managing the review before the contractor may attend.  The signed waiver should be submitted to the IC’s Committee Management Office and be part of the official meeting file.
Contract Approval:

Before advertising for a contractor who will assist HSAs in their responsibilities, ICs must submit the statement of work to the Director, Office of Acquisition Management and Policy, OD, who will review it to ensure that the tasks requested conform to the guidance outlined herein.

General Comments:

To ensure uniform interpretation of these guidelines, all contracts for SRA or PO support must be reviewed by the Office of Acquisition Management and Policy before they are let.

The tasks which may be contracted out must be coordinated with those performed by DEAS staff in order to assist the SRA or PO in carrying out his/her inherently governmental responsibilities.  It is not the intention of this document to endorse use of contractors except to assist HSAs in performance of their responsibilities during periods of unmanageable workloads.  Any contractor must agree to observe the NIH confidentiality requirements, sign non-disclosure (prohibiting disclosing any government business) and non-competition (prohibiting the company from competing for activities in which the contractor participates) agreements, divulge any conflicts of interest per NIH specifications, observe Federal government standards of ethical conduct, and receive appropriate security clearance before beginning work.

Under no circumstances should a contractor speak for, or appear to speak for, the NIH or the Government.  Thus, such activities as inviting scientists to serve on a review committee or counseling principal investigators can not be delegated to contractors, since these would be situations where a government official must assume responsibility.  Similarly, a contractor may only provide recommendations to the PO or SRA, but may not make any decisions which could be construed as binding for the Government.
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ATTACHMENT 1: REQUIRED CONTRACT LANGUAGE 

For all contracts:

 

(1)    Pursuant to FAR 37.1, no personal services shall be performed under this contract.  All work requirements shall flow only from the Project Officer to the Contractor's Project Manager.  No Contractor employee will be directly supervised by the Government.  All individual employee assignments, and daily work direction, shall be given by the applicable employee supervisor.  If the Contractor believes any Government action or communication has been given that would create a personal services relationship between the Government and any Contractor employee, the Contractor shall promptly notify the Contracting Officer of this communication or action.

 

(2)   Pursuant to FAR 7.5, the Contractor shall not perform any inherently Governmental actions under this contract.  No Contractor employee shall hold him or herself out to be a Government employee, agent, or representative.  No Contractor employee shall state orally or in writing at any time that he or she is acting on behalf of the Government.  In all communications with third parties in connection with this contract, Contractor employees shall identify themselves as Contractor employees and specify the name of the company for which they work.  In all communications with other Government contractors in connection with this contract, the Contractor employee shall state that they have no authority to in any way change the contract and that if the other contractor believes this communication to be a direction to change their contract, they should notify the Contracting Officer for that contract and not carry out the direction until a clarification has been issued by the Contracting Officer.

 

(3)   The Contractor shall insure that all of its employees working on this contract are informed of the substance of this article.  Nothing in this article shall limit the Government’s rights in any way under the other provisions of the contract, including those related to the Government’s right to inspect and accept the services to be performed under this contract.  The substance of this article shall be included in all subcontracts at any tier.

Language that must be included in the SOW for contracts made for assistance to Scientific Review Administrators:

The Contractor shall not manage the initial review of grant or cooperative agreement applications or contract proposals, determine conflicts of interest, invite consultants to serve on peer review panels, or assign consultants specific responsibilities in the assessment of scientific and/or technical merits of the applications/proposals.

The Contractor shall not serve as the Designated Federal Official who manages a review panel meeting.

The Contractor shall not provide official guidance concerning peer review laws, regulations, NIH policies and procedures to peer review consultants, federal staff, or applicants.

The Contractor shall not prepare the final written report (the “Resume and Summary of Discussion” for applications or Technical Evaluation Report for contract proposals).

Language that must be included in the SOW for contracts made for assistance to Program Officials:

The Contractor shall not develop or write an initiative (RFA/PA/RFP).

The Contractor shall not determine whether applications submitted to the IC should be accepted or make any funding recommendations to the IC’s Council or Director.

The Contractor shall not negotiate with applicants/offerors for the budgets or award terms and conditions.

The Contractor shall not serve on a source selection panel.

The Contractor shall not provide official guidance concerning laws, regulations, NIH policies and procedures or scientific/technical advice to federal staff or applicants/offerors who are seeking funding or to grantees.

The Contractor shall not serve on scientific/technical committees as a representative of the IC, NIH, or the Government.

