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Executive Summary

The National Toxicology Program (NTP), an interagency program within the Department
of Health and Human Services (HHS), was established to coordinate toxicology testing,
develop and validate improved testing methods, carry out research and testing to
strengthen the science base in toxicology, and to provide information about potentially
hazardous substances to regulatory and research agencies, medical and scientific
communities, and the public. To help accomplish its mission, NTP utilizes the services
of a number of contractors.

In response to concerns about potential conflicts of interest in NTP contracts and to
ensure the integrity of its science, the NTP director committed to convening a Working
Group (WG) of the NTP Board of Scientific Counselors (BSC) to evaluate and assess
existing NTP contracts for conflicts of interest (COI), including personal and
organizational conflicts of interest (OCI).

The NTP assembled the BSC WG. Members included the Head of the Contracting
Activity (HCA) as Chair, NIH procurement analysts, and scientists in relevant fields of
expertise (Attachment 1). Current COI requirements were reviewed and discussed by the
WG. In conducting their review, the WG analyzed each NTP contract and Statement of
Work (SOW) as well as the extent of government oversight to determine the degree of
risk for potential conflicts and/or impaired objectivity. Questions were sent to a cross-
section of NTP contractors in an effort to assess the compliance of their COI policies
with law and regulation, and to determine the existence of any COL. The WG relied on
the contractor’s self-certifications regarding conflicts with current clients as the HHS
Office of the General Counsel (OGC) has indicated that this is normal, reasonable
business practice in the absence of specific factual allegations of impropriety. To gain a
better understanding of the contracts and how they operate and interrelate, the WG also
held discussions with NTP project officers responsible for various contracts including the
NTP contract for pathology support. Based on the data provided, the WG did not find any
evidence of actual or apparent COI in any of the cross-section of contracts reviewed.

The WG identified a number of best practices and specific areas where improvements
could be made by NTP/NIEHS, as well as by the entire NIH, that could result in
identifying COI as early in the acquisition process as possible in order to avoid,
neutralize or mitigate those COI. This report represents the consensus of the WG.



Background

The National Toxicology Program (NTP) was established in 1978 as an interagency
program within the Department of Health and Human Services (HHS) to serve as a focal
point for toxicology research and testing activities. The Director of the National Institute
of Environmental Health Sciences (NIEHS), a part of the National Institutes of Health,
also serves as director of the NTP. NTP has four main goals: (1) to coordinate
toxicology testing programs within the federal government; (2) to strengthen the science
base in toxicology; (3) to develop and validate improved testing methods; and (4) to
provide data and information to health and regulatory agencies, medical and scientific
communities, and the public. NTP maintains a number of complex, interrelated research
and testing programs that provide unique and critical information needed by health,
regulatory, and research agencies to evaluate potential human health effects from
chemical and physical exposures. NTP invites public input and participation in many of
its activities. The program receives oversight from several advisory groups including the
federal NTP Executive Committee, which has members from HHS and non-HHS health
research and regulatory agencies, and two federally chartered advisory groups, the NTP
Board of Scientific Counselors whose members are appointed by the Secretary, HHS, and
the Scientific Advisory Committee on Alternative Toxicological Methods, a
congressionally mandated committee whose members are appointed by the Director,
NIEHS. NTP is recognized as a leader in toxicology research and testing both nationally
and internationally. To maintain its leadership role, NTP is continually evolving to
remain at the cutting edge of scientific research and to develop and apply new
technologies.

The NTP has evaluated more than 2,500 substances for a variety of health-related effects,
among them, general toxicity, reproductive and developmental toxicity, genotoxicity,
immunotoxicity, neurotoxicity, metabolism, disposition, and carcinogenicity. The NTP
generally uses rodent models for research and testing and conducts short-term studies for
up to thirteen weeks and long-term studies for up to two years. In addition, NTP
conducts several evaluation activities through special centers and prepares the biennial
Report on Carcinogens, a listing of substances known or reasonably anticipated to be
cancer hazards. The findings from NTP research and testing activities are peer reviewed
prior to finalization and published in NTP reports or the peer reviewed literature. Most of
NTP’s studies and evaluation activities are carried out via contracts that provide
administrative, logistical, and/or scientific support. NTP staff serves as project officers to
oversee, review, and approve activities conducted under contract. NIEHS/NTP currently
has 42 contracts and 90 federal employees. Additional information about the NTP and its
activities is available on the NTP website (http://ntp.niehs.nih.gov).

In response to concerns about potential COI in NTP contracts and to ensure the integrity
of its science, Dr. Schwartz committed to convening a working group of an NTP federal
advisory committee that would include contract professionals and scientists from within
and outside NIH to evaluate existing NTP contracts and to assess each contractor’s
business relationships for potential conflicts and consider what recommendations are
appropriate. Specifically, the WG was charged to (1) assess potential COI, (2) develop



recommendations appropriate for reducing the potential for COI to occur, and (3) address
mechanisms for mitigating any current or future COL.



Current Conflict of Interest (COI) Requirements

The potential for COI, whether personal COI or OCI, is a growing concern as the federal
government (hereafter referred to as the government) outsources more technical, advisory
and oversight services to private companies. Work that was previously the responsibility
of the government is now being performed by contractors. Additionally, contractors have
also taken over the business of preparing and analyzing technical reports for many
government agencies on public health policy here and abroad. Although the potential for
COl is increasing exponentially, there is no uniform government-wide policy on how best
to identify, evaluate, and mitigate any potential COI nor are there federal standard clauses
prescribed for use in solicitations and contracts. The tools available to the government to
address either type of COI are limited predominantly to Government Accountability
Office (GAO) decisions and the following regulations, all of which have their own
limitations:

0 Federal Acquisition Regulation (FAR) subpart 2.1 defines OCI but does not
provide a definition for personal COI (Attachment 2.)

0 FAR subpart 3.1 prescribes policies and procedures for avoiding personal COI but
is applicable only to government employees. No regulatory guidance is provided
in this subpart, or anywhere else in the FAR, for identifying, evaluating, and
resolving personal COI related to contractors (Attachment 3.)

0 FAR subpart 9.5 sets forth the regulatory guidance governing OCIs with the focus
on prescribing responsibilities, general rules, and procedures for identifying,
evaluating, and resolving OClIs (Attachment 4.)

Personal COI result from personal activities or relationships that affect contract work.
Personal COI occur when contractor staff, including spouses and dependent children,
receive personal financial reward from an external company, agency, institution,
individual, or any other entity which may bias the individual’s judgment, or compromise
his or her ability to carry out their contractual obligation to the contracting organization.
The responsibility to notify the government of an actual or potential conflict of this type
rests with the contractor and results from their review of employee financial disclosure
statements.

Additional guidance used by NIH to address personal COI can be found in the Code of
Federal Regulations (CFR). Title 45 of the Code at Part 94 (45 CFR 94) (Attachment 5)
addresses objectivity in research for government contractors. 42 CFR Part 50 is the
regulatory counterpart for grants and cooperative agreements. 45 CFR 94 contains
provisions to ensure that there is no reasonable expectation that the design, conduct, or
reporting of research supported by the Public Health Service (PHS) will be biased by any
conflicting financial interest of an investigator. Though this regulation is helpful in
managing, reducing or eliminating conflicting financial interests, it also has various
limitations as follows:



0 itis limited to research contracts only;

0 it applies only to investigators involved in the design, conduct, or reporting of
research;

0 it addresses only significant financial interests of an investigator; and

0 it does not require the contractor to provide a copy of their COI policy to the
government.

An actual, apparent or potential OCI means that a relationship exists whereby a current or
prospective contractor has present or planned interests related to the work to be
performed under a government contract which: (1) may diminish its capacity to give
impartial, technically sound, objective assistance and advice, or may otherwise result in a
biased work product; or (2) may result in it being given an unfair competitive advantage.

The FAR and GAO decisions address three types of OCls:

1. Unequal Access to Information — In this instance a firm has access to nonpublic
information as part of its performance of a government contract, and that
information may provide the firm a competitive advantage in a later competition
for a government contract (FAR subpart 9.505-4). The concern here is limited to
the risk of the firm gaining a competitive advantage; there is no issue of bias.

2. Biased Ground Rules — In this instance a firm, as part of its performance of a
government contract, has in some sense set the ground rules for another
government contract by writing the statement of work or the specifications. The
primary concern is that the firm could skew the competition, whether intentionally
or not, in favor of itself (FAR subparts 9.505-1 and 9.505-2). Another concern
would be that the firm could have an unfair advantage in the competition for those
requirements because of its knowledge of the agency’s future requirements.

3. Impaired Objectivity — In this instance a firm’s work under one government
contract could result in the evaluation of its own work or a related entity’s work,
either through an assessment of performance under another contract or an
evaluation of proposals (FAR subpart 9.505-3). The concern is that the firm’s
ability to render impartial advice to the government could appear to be
undermined by its relationship with the entity whose work product is being
evaluated.

The responsibility for determining whether or not an actual, apparent or potential OCI
will arise, and to what extent an organization should be excluded from competition, rests
with the contracting agency. Because conflicts may arise in factual situations not
expressly described in the relevant FAR sections, the regulation advises contracting
officers to examine each situation individually and to exercise ““...common sense, good



judgment, and sound discretion...” in assessing whether a significant potential conflict
exists and in developing an appropriate way to resolve the conflict (FAR subpart 9.505).

In addition to the existing regulations above, the NIH has developed a provision entitled
“Institutional Responsibility Regarding Conflicting Interests of Investigators”
(Attachment 6) for incorporation in research solicitations issued by the agency. A
certification (Attachment 7) which addresses the requirement of 45 CFR 94 for offerors
to have in place a written, enforced financial COI policy prior to responding to research
solicitations or within 30 days of proposal submission is also required. The NIH has also
written policy guidance for its contracting officers concerning their responsibilities in
identifying, verifying, and preventing potential COI. NIH Manual Chapter (MC) 6009-1
(Attachment 8) requires the contracting officer and project officer to work together to
investigate and determine whether a COI exists under a specific contract. The
contracting officer is also responsible for the drafting and inclusion of solicitation
provisions and contract clauses if an actual, apparent or potential COI exists.

As the scope and complexity of contractor activity in support of the government
continues to increase, the potential for COI also rises. To meet the government’s needs,
contractors are turning to subcontractors, partners, associates, consultants and other
parties on both a temporary and permanent basis to assist with performance under their
contracts. The individuals performing the work and sometimes interacting with the
public may be representatives of any of the aforementioned organizations. Yet the
numerous contractors who may ultimately be performing under a contract are not
required to reveal their business clients. Rather, the government must largely rely on the
self-certification submitted by the contractor to determine whether or not a COI exists.
This has unfortunately resulted in the government being placed in the position of
responding to allegations of COI that may or may not be true.



Methodology, Approach and Analysis

In order to assess the potential for COI in the NTP contract program, the WG developed a
methodology document (Attachment 9) that was reviewed, extensively discussed, and
finalized by the WG. The methodology included COI terminology, information on
materials to be provided to the WG, WG tasks, guidance for evaluation of OCI in
contracts and strategies for managing OCI. The methodology included a provision for
the WG to request additional information, as needed, from contractors through the use of
a COI review questionnaire that addressed COI policies and whether or not contractors
were aware of any actual or apparent COI. This questionnaire was also reviewed,
discussed and finalized by the WG. A copy of the methodology is included as
Attachment 1 to this report and includes two attachments; (1) a COI contract clause
developed by NIEHS in concert with the Office of the General Counsel (OGC) and
Division of Acquisition Policy and Evaluation in the NIH Office of the Director that is
being added to all current and future NTP contracts, and (2) the COI review
questionnaire.

NTP program staff and NIEHS acquisition staff reviewed all active contracts supporting
the NTP program to determine the potential risk for COI in each. Contracts were triaged
into “bins” categorized as low, moderate, or high risk based on the NTP program staff
and NIEHS acquisition staffs’ perception of the risk that COI could influence the results
of the contract effort. Definitions used by NTP and NIEHS staff in triaging the contracts
into bins are described in Section 3.0 of the attached methodology. Of the 42 NTP
contracts, four (4) were “binned” as high risk for potential COI, 12 were considered to be
moderate risk and 26 were low risk.

Subsequent to the initial binning of the contracts by NTP and NIEHS staff, the WG was
provided access to copies of each contract, including the Statement of Work. In addition,
each contract’s Project Officer prepared a statement of objectives that summarized the
contract’s purpose, management oversight by government staff, and output or product of
the contract. The WG reviewed the documentation provided for every contract to
determine whether the initial COI risk level determinations were appropriate. Based on
analysis of the documentation provided and extensive discussions among the WG,
revisions were made to the initial risk assessments developed by the NTP and NIEHS.
As a result of the WG’s analysis nine (9) contracts were “binned” as high risk for
potential COI, 11 were “binned” as moderate risk and 22 were put in the low risk “bin”
for potential COL.

The WG concluded that additional information was needed from contractors determined
to be at either high or moderate risk for COI. This information was to be obtained
through the COI review questionnaire developed by the WG. However, the WG was
limited by the requirements of the Paperwork Reduction Act of 1980 in terms of the
number of contractors who could be requested to respond to the COI questionnaire. The
Paperwork Reduction Act of 1980 provides that a federal agency shall not collect or
sponsor a collection of information on identical items from 10 or more public
respondents without obtaining survey approval from the Office of Management and



Budget (OMB). Obtaining this approval typically requires 12 to 18 months. Due to the
time constraints placed upon the WG for completion of its report for presentation to the
NTP Board of Scientific Counselors (BSC), requesting OMB approval for administration
of a questionnaire to all contractors was not possible. The WG selected nine (9)
contractors whose contracts represented a cross-section of high and moderate risk of COI
potential to complete the COI review questionnaire. Some of the nine contractors also
had contracts identified by the WG as low risk. These nine NTP contractors received
letters requesting completion of the COI review questionnaire. A tenth contractor with a
high volume of NTP contract activity was requested to respond to a different set of COI
compliance questions under the authority of 45 CFR Part 94 which requires the
contractor to make information regarding conflicting financial interests available to HHS,
upon request.

The WG was divided into three teams with each team consisting of a scientist and a
procurement analyst. The ten contractors covering 29 contracts were divided among the
teams. None of the contractors reported an actual or potential COI. Each contractor’s
COI policy was evaluated to determine the policy’s compliance with the requirements of
45 CFR Part 94. The first requirement is that each contractor must maintain a written
enforced COI policy. Most of the contractors responding to the questionnaire have
written policies that were submitted to the WG for review. Those contractors who have a
policy informed their investigators about it. The policies are supposed to address COI on
the part of subcontractors and collaborators, but very few do so. The regulation requires
that contractors designate an institutional official to solicit and review financial
disclosure statements from each investigator and most contractors have done that. Fewer
contractors meet the requirement to collect from each investigator, upon funding of the
contract, a disclosure statement listing significant financial interests (including those of
spouses and dependent children) and even fewer contractors update these financial
disclosure reports during the period of the award. Very few contractors state they
maintain the financial disclosures for three years after final payment. More than half of
the contractors provide guidelines for their organization’s designated COI official to use
in identifying COI. Very few contractors provide for sanctions to be applied if instances
of COI are identified. The responses of the tenth contractor (with the high volume of
NTP contract activity) indicate that they have a written enforced policy for COI, that they
have financial disclosure requirements for investigators and other key personnel, and that
they have firewalls to separate employees working on NTP matters from those working
on other clients’ matters.

Analysis of additional questions that were included in the questionnaire resulted in the
following information. Contractors were asked what types of firewalls they had
established that separate personnel involved in an NTP contract from those in the
organization working on other contracts. Most had established a firewall whereby
employees working on an NTP contract could not work on other contracts and many
contractors required physical separation of the two groups. A few require employees to
sign a nondisclosure agreement guaranteeing they will keep information confidential.



A series of questions addressed bias and objectivity. All contractors responding to the
questionnaire indicate that no staff involved in performance of their contracts have
financial or personal relationships or affiliations that could influence their work product
or ability to render objective advice. None of the contractors indicate any involvement
with or interest in technologies and/or substances which may be subjects of the
contract(s) or which can be substituted for such technologies or substances. Most do not
do business with organizations that might appear to be in conflict with the mission of the
NIEHS or have a relationship (financial, organizational, contractual, or otherwise) with
such organizations or firms that could impair their objectivity or independence in
performance of the contract: the one exception addressed its mitigation strategy. None of
the contractors indicate that any unfair competitive advantage would accrue to them in
either their private or government business pursuits resulting from access to data
generated under the contract, information concerning NTP’s plans and programs, or
confidential and proprietary data. Only one indicates that it is performing self-evaluation
or inspection of a service or product, or evaluation or inspection of another organization
with whom a relationship exists that could impair objectivity: that contractor addresses its
mitigation strategy. Finally, they all indicate that they are not aware of any information
relating to the contracts that they hold that could reasonably be construed as creating an
actual or potential COI, including either an OCI or personal COI. The WG relied on the
contractor’s self-certifications regarding conflicts with current clients. HHS OGC
indicated that this is normal, reasonable business practice in the absence of specific
factual allegations of impropriety.

As aresult of the WG’s discussions, questions arose regarding specific contractors’
responses to the COI questionnaire in relation to their contract requirements. NTP’s
project officers for those specific contracts briefed the WG regarding the contract
requirements and answered questions posed by the WG. The WG learned that the
contracts have largely been established in such a way that no one contractor carries out
more than a single task/set of tasks. For example, one set of contractors carries out
animal toxicology studies and prepares tissues for analysis. This provides the basic study
data that include such things as clinical observations, clinical pathology measures,
necropsy records, preparation and histologic evaluation of tissue sections, and summary
tables of relevant findings. A second set of contractors carries out the pathology quality
assessment of the tissues/sections. This involves an audit of the pathology specimens,
and includes a review of: slides, blocks and wet tissues; the physical quality of the
materials; specimen identification; the quality of the documentation; and the degree of
adherence to the NTP specifications. A pathology data review, carried out by a mix of
NTP staff and contractor staff, determines the organs to be reviewed for all lesions and
for specific lesions, the specific lesions to be reviewed, all neoplasms, and determines
whether additional special studies are needed to refine or confirm a diagnosis. A
Pathology Working Group (PWGQG), consisting of NTP pathologists, the study pathologist,
Quality Assurance (QA) pathologist, and outside experts identified by NTP, reviews all
pathology analyses and findings as a group, using a set of standardized criteria to
determine lesion diagnoses. The PWG’s role is to resolve discrepancies and confirm
treatment effects. This presentation made clear that the contracts and processes in place
were carefully constructed to minimize as much as possible any risk that one contractor



might be able to unduly influence the findings. In fact, the NTP study data are
considered to be the gold standard by regulatory agencies in the U.S., Europe and Japan.

The WG also heard about contracts involved with assisting in document preparation, with
clarification that NTP provides content and interpretation, identifies references and
interprets literature, and writes the results and conclusion sections. Contractors provide
editing and document preparation support only.

The WG reviewed both the solicitation provision incorporated in R&D Requests for
Proposals (RFPs) in Section L entitled “Institutional Responsibility Regarding
Conflicting Interests of Investigators” as well as the COI clause entitled “Conflict of
Interest” which was developed by NTP staff in concert with OGC and the Division of
Acquisition Policy and Evaluation in the NIH Office of the Director which is being
incorporated in current and future NTP contracts. The WG concluded that, while
adequate for current purposes, improvements could be made to both the solicitation
language and the current contract clause to refine, strengthen and extend the coverage for
both R&D and non-R&D requirements. Several samples of current COI clauses from
other agencies such as the FDA were reviewed and discussed.



Identification of Best Practices

Based on the review detailed above and discussions within the WG as well as with NTP
program staff, a number of best practices that encourage objectivity and minimize the risk
for COI were either in place or have been developed. These best practices are as follows:

I

I

I

The NTP has an established pathology review process designed specifically to
promote objectivity in research. In fact, NTP study data has been cited as “...the
gold standard by regulatory agencies in the U.S., Europe and Japan.” The
pathology review process has three layers of review (study lab pathology,
pathology QA, and the PWG). The NTP project officer, in conjunction with NTP
pathologists, directs all levels of pathology review at contract laboratories, thus
ensuring objectivity in the analysis of specimens. Other activities such as
chemical synthesis, procurement, purity determinations, dosing formulations, and
animal exposure/treatment, necropsy, and specimen preparation and data
summarization and review are protected by virtual firewalls through the
utilization of different contractors. Standardized criteria are used to determine
lesion diagnoses. The PWG chair has a defined role and does not vote; he/she
resolves differences of opinion regarding study data.

NIEHS has developed clause language in concert with OGC and the Division of
Acquisition Policy and Evaluation in the NIH Office of the Director that is being
inserted into current and future NTP contracts. This clause calls for immediate
notification to the NIEHS of any actual or apparent COI that may arise during the
performance of the contract.

NIEHS/NTP currently addresses financial COI and objectivity in research in its
solicitations in two locations: Section L of each research solicitation contains the
provision entitled “Institutional Responsibility Regarding Conflicting Interests of
Investigators.” This provision provides offerors with a description of the
requirements of 45 CFR 94 and requires offerors to provide a certification at the
time of proposal submission. Solicitations also contain a section entitled
“Representations and Certifications,” including a provision that requires offerors
who are proposing on R&D contract projects to certify that they have in place a
written and enforced administrative process to identify and manage, reduce or
eliminate conflicting financial interests. If the offeror certifies that it does not
have such a process in place, the certification requires prospective contractors to
have one in place within 30 days after submission of the offer or prior to award,
whichever is earlier.

For several years, the NIH has conducted proactive site visits with educational
institutions that conduct research and development projects under grants,
cooperative agreements and contracts using NIH funding. COI are discussed with
faculty and investigators during these educational sessions.
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The NIH, through the Office of Extramural Research, has posted several
educational fact sheets regarding objectivity in research and financial COI on
websites such as: http://grants.nih.gov/grants/policy/coi/index.htm.

In its efforts to educate both contracting and program staffs, NIH has developed
and posted its policies on identifying and managing OCI at its Manual Chapter
6009-1, “Contracting Officer’s Responsibility in Verification of Conflict of
Interest in Advisory and Assistance Services and Other Contracts.” (Attachment
8)

11



Summary and Recommendations

The NIH was tasked with conducting a review of the NIEHS’ National Toxicology
Program (NTP) contracts to: (1) assess potential COI, (2) develop recommendations
appropriate for reducing the potential for COI to occur, and (3) address mechanisms for
mitigating any current or future COL

The NTP convened the BSC WG that reviewed the NTP contracts with respect to the
COl issues outlined above. The WG reviewed each NTP contract and determined the
degree of risk for potential conflicts and/or impaired objectivity. Questions were sent to
a cross-section of NTP contractors in an effort to further understand their policies and
their efforts to avoid or mitigate COI. The WG also held discussions with NTP project
officers responsible for various contracts including the NTP project officers responsible
for the pathology support contracts. Based on the available data reviewed, the WG
determined no actual or apparent COI exists in any of the cross-section of contracts
reviewed. A number of best practices and areas where improvements could be made by
NIH/NIEHS/NTP were identified, These areas of improvement could result in
identifying COI as early in the acquisition process as possible in order to avoid,
neutralize or mitigate those COI. This report and the recommendations below represent
the consensus of the WG for the cross-section of NTP contracts reviewed.

The WG identified several areas that could be improved and strengthened with respect to
eliminating or reducing the risk of a COI. The following recommendations are made for
the NTP, and merit consideration by the NIH or the government as a whole:

0 Currently, 45 CFR 94 addresses only R&D contracts and only those COI that are
financial conflicts. The WG recognizes the need to ensure that COI regulations
and policies include OCI and suggests that the regulations be broadened to
include a requirement for contractors to have written, enforced policies that cover
all types of COL.

0 In addition, the WG recommends that the NIH consider formulating a policy and
contract language that includes OCI and extends to non-R&D contracts. If such
language is developed, the NIH should look to other agencies for examples of
OCI language that can be adapted for any unique NIH circumstances. For
example, HUD has developed a clause regarding OCI that provides for
certification regarding the contractor’s organizational, financial, contractual or
other interests and stipulates sanctions for noncompliance (HUD Clause
2452.209-72). In addition, the FDA and Department of the Navy are other
examples of agencies that have developed COI and/or OCI contract language that
should be reviewed. Finally, the CFR and FAR should be revised to give
examples of the types of sanctions that might be applied for noncompliance.

0 The NIH should consider rewriting its solicitation instructions to include a
requirement, where appropriate, that offerors provide a copy of their written,
enforced COI policy when they submit their proposals. The policy should address
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how the offeror proposes to provide firewalls as necessary to prevent COI and
should also present a COI mitigation plan that will be evaluated for its adequacy.
The NIH can then evaluate the policy to determine if it is in compliance with 45
CFR 94 and FAR 9.5 and require the policy to be rewritten if it is not in
compliance.

Contracting Officers and Project Officers should work together to determine the
existence of OCI and COI, both prior to issuing a solicitation and while reviewing
proposals. One of the ways this can be accomplished is to carefully review the
corporate experience section of the offeror’s proposal to detect potential conflicts.

The WG recommends that NIH consider training in addition to the proactive site
visits it already performs. The entire NIH contracting and program community
could benefit from OCI and COI training, as would contractors themselves. NIH
should consider providing guidance to staff on how to handle COIs and OClIs.
Training should include: (1) how to identify actual, apparent and potential COI;
(2) how to address COI when found (e.g., guidance on reporting requirements for
COIs and OClSs, steps involved in handling a disclosure of COI/OCI, etc.); (3)
remedies to apply when conflicts occur; and (4) how to ensure the protection of
confidential and/or proprietary data during contract performance. It is also
apparent that certain terms, such as “significant financial interest” and
“investigator” are not well understood. Such definitions should be emphasized
and fully explained in any training session and/or guidance developed. The terms
should also be clearly defined in any clauses or certifications developed.
Examples of effective firewalls to avoid or reduce COIs and OClIs should also be
provided for guidance. Other educational efforts could include postings to an
easily located NIH website, fact sheets, forums, presentations at professional
forums, etc.

The certification contained in the Representations and Certifications should be
strengthened and include a reference to 45 CFR 94 for financial COI. It should
also be clarified that this certification must be completed if the contract is
identified as R&D.

The WG recommends that NIH consider broadening the Representations and
Certifications to cover OCI and to extend to non-R&D contracts. This may need
to be accomplished with two separate Representations and Certifications.

The WG noted that the Annual Representations and Certifications used by
offerors which is posted via the Online Representations and Certifications
Application (ORCA), a part of the Business Partner Network (BPN) and
prescribed by FAR Part 4, does not include the NIH COI certification and
recommends that NIH follow up with the FAR Council to pursue inclusion of
such language in ORCA.
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0 During the course of its review of contractor responses to specific questions, the
WG noted that several COI policies it reviewed were exceptional in their detailed
and clear explanations and disclosure forms. The WG recommends that these
contractors be asked if a redacted form of their policies could be posted to a
training website as an example for other contractors to follow when formulating
their policies.

0 It may be useful to require all R&D contractors and non-R&D service contractors
to take a course similar to the government’s ethics training, which includes
relevant COI and OCI information.

0 NIH should consider a request to the FAR Council to develop standard policies
and clauses regarding COI and OCI that are broader in scope than those currently
in place. The policies should also address ensuring protections when one
contractor is privy to another’s confidential and proprietary information in the
performance of its contract.

0 The WG also recommends that the NIH Head of the Contracting Activity develop
a letter to be sent to all NIH R&D contractors reiterating and clarifying the
requirements of 45 CFR 94, as well as OClIs as set forth in FAR 9.5, and
reminding these contractors of their responsibilities.

0 Where the WG determined that contractor COI written policies as reviewed were
not adequate or in full compliance with 45 CFR 94, NIEHS/NTP contracting staff
should so inform these contractors and require updated policies which are
compliant.

0 While the methods currently employed by the NTP to ensure objectivity in
research and reduce the risk of COI are commendable, the system could be further
strengthened if the PWG Chair was an NTP employee (rather than a contractor),
and if more functions could be assigned to NTP staff, rather than contractor staff.
This may be difficult to accomplish within the constraints of the current budget
and given the small circle of expertise available for this work.

In conclusion, the WG found no actual or apparent COIs in its examination of the data
presented to it by NIEHS and the contracts and contractors it reviewed. The WG
recognizes the efforts of the NIEHS and NTP to avoid or reduce incidences of COI and
makes the above recommendations for improvement in the hopes that further education
and guidance to both the contractor community and the government contracting/program
staff will have the effect of ensuring the integrity of the acquisition system.
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FEDERAL ACQUASITION REGULATION

{ii) $25,000 in the case of any contract to be awarded
and performed, or purchase to be made, outside the United
States,

“Minaority Institution" means an institution of higher edu-
cation meeting the requirements of Section 1046{3) of the
Higher Education Actof 1965 (20 U.5.C. 1 067k}, including a
Hispanic-serving institution of higher education, as defined in
Section 316{b)(1} of the Act (20 U.5.C. 1101a),

"Multi-agency contract (MAC)" means a task-order or
defivery-arder contract established by one agency for use by
Government agencies to obtain supplies and services, consise
tenl with the Economy Act (see 17.500{b}). Multi-agency
contracts include contracts for information technology estab-
lished pursuant to 40 ULS.C. 11314¢)(2).

“Must” (see “shall™).

“Nationzl defense™ means any activity relsted to programs
for military or atomic energy preduction or construction, mil-
itary assistance to eny foreign nation, stockpiling, or space.

“Neutral person™ means an impartial third party, who
serves as a mediator, fact finder, or arbitrator, or otherwise
functions to assist the parties to resolve the issues in contro-
versy. A neutrzl person may be o permanent or temparary
officer or employee of the Federal Government or any other
individual who is acceptable to the parties, A neutral person
must have no officinl, inancial, or personal conflict of interest
with respect to the issies in controversy, unless the interest s
fully disclosed in writing to all parties and all parties agree that
the neutral person may serve (5 U,8.C. 583).

“Mondevelopmental item™ means—

{1) Any previously developed ftem of supply used
exclusively for governmental purposes by a Federal agency,
& State or lecal government, or o foreign government with
which the United States has a mutual defense cooperation
agreement;

(2) Any item deseribed in parageaph (1) of this defini-
tion that reguires only minor modification or modifications of
atypecustomarily available in the commercial marketplace in
order to meet the requirements of the procuring department or
ageney; or

(3) Any item of supply being produced that does nat
meet the requirements of paragraphs (1) or (2) solely because
ihe item is not yet in use.

“Movation agreement™ means a legal instrument—

{1} Executed by the—

(1) Contractar (transferor);
(ith Successor in interest {transferee); and
(it} Government; and

{2} By which, among other things, the transferor guar-
antecs performance of the contract, the transferee assumes all

2.1-10 {FALC 2005-13)

obligations under the contract, and the Government recog-
nizes the transfer of the contract and related assets.

“Offer” means o response to a solicittion that, if accepted,
would bind the offeror to perform the resultant contract,
Responses to invitations for bids (seoled bidding) are offers
called “bids” or “sealed bids™; responses to requests for pro-
posals (negatiation) are offers called “proposals™; however,
responses 1o requests for quotations {simplified acgquisition)
are “quotations.” not offers. For unsolicited proposals, see
Subpart 15,6,

“Online Representations and Certifications Application
(CRCA]" means the primary Government repositary tor con-
tractor submitted representations and certifications required
far the conduct of business with the Government. ORCA is
part ofthe Business Partner Network (BPN). ORCA is lncated
at ftipdorca bon gov,

“OMferoc” means otferor or bidder.

“Option™ means a unilateral oght in a contract by which,
for a specified time, the Government may clect to purchase
additional supplies or services called for by the contract, or
may elect to extend the term of the contract,

*Organizational conflict ol Interest™ means thot beciuse of
other activities or relntionships with ather persans, a person is
unable or potentially unable to render impartial nssistance or
advice to the Government, or the persan’s objeclivity In per-
forming the contract work is or might be atherwise impaired.
ar a person hns an unfoir competitive advantage.

“Ouilying areas” means—

(1) Cammanwealths (1) Puerto Rico,
(il The Narthern Moriona Lslands;
(23 Tervitories, (1) Americon Samoa.
(1) Guam.
(i) LLS, Virgin Islonds: ond
(3) Minar outhyng isfands (1) Baker Istand,
(i) Howland [sland.
(i) Jarvis [sfand.
Liv) Johnston Atoll,
(v) Kingman Reef.
(vi) Midway Islonds,
(vii) Mavassa Island.
(viil) Palmyra Atoll,
(ix) Wake Atoll,

“Overtime” means time worked by & contractor’s
emptoyee in excess of the employee’s normaol workweek,

“Cwertime premium™ means the difference between the
cantractor's regulnr rate of pay to an employvee for the shiit
involved and the higher rate paid for overtime. It does nat
include shift premium, ie. the difference between the con-
tractor's regular rate of pay to an employee and the higher rate
paid for extra-pay-shaft work,
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1.000 Scope of part.

This part prescrbes polices and procedures far avolding improper business practices and personal conflicts of interest and far deating with thelr
apparent or actual cccumence,

Subpart 3.1—Safeguards
1101 Standards of conduct.

3.101-1 General,

Govemmen! business shall be conducted in a mannar above reproach and, except as autharized by statute o reguiation, with complata impartiality
and with preferential treatment for none. Transactions refating 1o the expendture of public funds require the highest degren of pubibc trust and an
impeccabla standard of conduct. The general rute is to avoid strictly any confict of interest or even the appearance of a confiict of interest in
Governmant-contractor relationships, YWhite many Federal laws and regutations place restriztions on the actions of Gavermment persannel, teir official
conduct must, in addition, be such that they weuld have na reluctance to make a full public disclosure of their actions,

3.101-2 Solicitation and accoptance of gratuitles by Governmont porsonnal.

As a nule, no Govemmant employes may solicit or sccept, directly or indirectly, any gratuity, gift, faver, entertainment, faan, or anything of monetary
walue frem anyene who (a) has or is seeking to obtain Govermnment business with the employes's agency, (b) conducts activities that are reguiated by
the employea's agency, or (¢} has interests that may be substantially affected by the performance or nonparfarmance of the employes's official duties.
Certain limited exceptions are authorlzed in agency regulations.

3.101-3 Agency regulations.
{a) Agencles are required by Executive Grder 11222 of May B, 1885, and 5 CFR 715 o prescribe *Standards of Canduch” These agency standards
centain—
(1) Agency-authonized exceptions to 3.101-2: and
(2) Disciplinary measures for persons vislating the standards of conduct
(b} Requirements for employee financial disclosure and restrictions on private employment fer former Government em ployeos are in Office of
Personnel Managemant and agency regulations implementing Public Law B5-521, which amended 18 U.S.C. 207,

3.102 [Resorved]
3.103 Indepondont pricing.

1.103-1 Solicitation provision.

The contracting officer shall Insert the provision at 52 203-2, Certificate of Independent Price Determination, in sollcitations when a frm-feed-price
contract of fixed-price contract with economic price adjustment s contamplated, unloss—

(&) The acquisition is 1o ba made under the simplifed acquisition procedures in Part 13,

b} [Reserved)

(e} The solicitation is a request for technlcal proposals under two-step sealed bidding procedures; or

(d) The solicitation s for utility services for which rates are set by law or regulation,

3.103-2 Evaluating the certification,
[@) Evatuation guidelines,

{1} None of the following, in and of liselt, constitutes ‘disclosure” as it is used in paragraph (a){2) of the Certficate of Independent Prica

Dotormingtion (hereafter, the certficate):

(i} The fact that a firm has published price lsts, rates, or tariffs covering items being acquired by tha Governmant,

{li} The fact that a firm has informed prospective customers of proposed or pending publication of new or revised prica lists for items belng
acquired by the Government.

{iif} The fact that a firm has scld the same [fems (o commercial customers & the same prices being affered to the Government,

(2) For the purpose of paragraph (b)(2] af the certifcate, an indkidual may use a blanket authorization to act as an agent for the parson(s)

respansible for determining the offered prices (f—

(i) The propesed contract to which tha cedificate applies is clea rly within tha scope of the autharzation: and

{if] The person giving the autharization |s the person within the offeror's ceganization who is responsible for determining the prices being
offered a1 the time the certification Is made In the particular a%ar,

(3} I an offer Is submitted jointly by twa or more concerms, the certifeation provided by the representative of each concern applies only to the
activtios of that concem

(b} Rejection of offers suspected of baing collusive,

(1} IFthe ofterar deteted or modified paragraph (a}1) or (a)(3) or pa ragraph (b of the certificate, the contracting officer shall reject the offeror's
bk or proposal,

(2] if the offeror deloted or medified paragraph (0)(2) of the certificate, the elarar must have fumished with 1ts offer a slgred statement of the
circumstarces of the disclosure of prices contained in the bid or propesal. The chiaf of the confracting office shall review the atered certificate and the
statement and shall determine, in witing, whether the disclosure was made for the purpese or had the effect of resstricting competition. If tha
determination is positive, the bid o propesal shall be rejectsd, If 1L s megative, the bid or proposal shall be cansidered for award,

{3) Whenever an effer s rejected under paragraph (B){1) or (B}(2) of this section, or the cortificate is suspected of belng false, the coniracting
officer shall report the situation to the Attorney General in accordanca with 3,303,

(4] The determination made under paragraph (b 2) of this section shall not prevent or inhibit the prosecution af any eriminal or vl actions
invelving the cccurrances of transactions to which the certificate relates.

1.103-3 The need for further certifications.

A contractor that propery executed the certificale before award does not have to submit a separate certifcate with each proposal to parform a wark
order or simifar ordering instrumant issued pursuant to the terms of the contract, where the Gavernmeant's requirements cannet ba met from anather
source.

3.104 Procuremant integrity, Attacl {
achmen
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2.104-1 Definitions,

As used In this section—

“Agency ethics officlal” means the designated agency ethics official described in 5 CFR 2638 201 or other designated person, including—

o [1]|:|’:!apu::.r ethics officlals descrbed in 5 CFR 2638 204, to whom authority under 3.104.6 has been delegated by the designated agency athics
official; an

{2) Allermate designated agency sthics officlals described in 5 CFR 2638.202(b),

"Compensation” means wages, salanes. honoraria, commissians, professional fees, and any other form of compensation, provided directly o
indlrectly for services rendered. Compensation Is indirectly provided If It is pald to an entty other than the individual, sptcifically in exchange for
senvices provided by the individual,

“Contracter bld or proposal information” means any of the following Infermation submitted 10 a Federal agency as pant of of In connection with a bid
or El'ﬂp'ﬂﬂl to enter into a Federal agency procurement contract, if that informatien has not been previcusly made avatlable 10 the public or disclosed
publicly:

(1) Cost or pricing data (as defined by 10 ULS.C, 2308a(h)) with respect to procurements subject to that section, and section 304A(R) of the
Federal Property and Adminisirative Services Act of 1540 (41 USC, 2540{h}), with respect to procuremants subject to that secticn,

(2} Indirect costs and direct lahor rates.

: {3} Proprietary information about manufacturing processes, cpamations, or techrigues marked by the contractor in accordance with applicable
aw or reguiation,

(4} Infermation marked by the contracter as “contracter bid or proposal Information” in accerdance with applicable law or reguintion,

{5) Infermation marked in accordance with 52.215-1(e),

‘Decision to award a subcontract or modfication of subconiract” mesns a decision to designate award Yo a particular scurco.

‘Federal agency procurement” means the acquisition (by using competitive procedures and awarding a contract) of goods or sendces {including
construction) from non-Federal sources by a Federal agency using appropriated funds, For broad agency anncuncements and small business
Inrovative research programe, aach proposal recened by an agency censtiules a separate procurement for purposas of the Act,

In excess of 510,000,000" means—

(1) The value, or estimated value, at the time of award, of the contract, Including al options:

12} The total estimated value at the time of award of all orders under an indefiniie-gelvery, indafinite-guantity, or requirements contract

(3} Any multiple award schedule contract, unless the contractng officer documerts a lower estmata;

(4] The value of a delivery order, task order, or an order under o Basic Grdering Agregment;

[5) The amount pald or to be paid in settlement of 8 claim: or

[B) Tha estimated monatary value of negotiated overhead or other rates when applied to the Gevernment portien of the applicabla allocation
base,

‘Official” means—

(1) An officer, as defined in 5 U.S.C. 2104

(2} An employes, Bs defined in 5 U.5.C, 2105

{3) A member ef the unlformed services, as dofined In 5 U.S.C. 2101{3); or

(4} A special Government employee, as defined In 18 LL.S.C, 202,

“Panticipating personally and substantially in a Federal agency procurement” means—

(1) Active and significant Invalvement of an official in any of the following activities directly related to that procurement;

(I} Crafting, reviewing, or approving the specification or statement of wark for the procuremeant.

(i) Praparing or doveloping the solicitation,

(id) Evalupting blds or propesals, or selecting a soufce.

(i) Negotlating price or terms and conditions of the centract,

{v] Reviewing and approving the award of the contract.

(2] "Particpating personally” means participating directly, and includes the direct and active supervision of a subordinate’s participation in the
matter,

{3) "Participating substantially” means that the official's involvement is of signficance ta the matier. Substantial participation requires more than
official responsibility, knowledge, perfunctory invalvement, or involvernant on an administrative or peripheral issue, Participation may bo substartial
Bven though it is not determinative of the cutcome of a particular matter, A finding of substantiality shou'd ba based nat anly on the effort devoled 10 a
mater, but on the importance of the effort. While a series of peripheral Involvements may be insubstarntial, the single act of appraving or participating in
a critical step may be substantial. Howewver, the review of procurement documants salely to determine compliance with regulatory, administrativa, or
budgetary precedures, does not constitute substantial participation In a procurement

(4} Generally, an official will not be considered to hawe particpated personally and substantially in @ procuremant solaly by participating in the
fallowing activities:

{i] Agency-lavel boards, panels, or other adviscry committees that review program milestones or evaluate and make recommendations
regarding alternalive technologies or approaches for satlsfying broad agoncy-level missions or ohjectivas,

(i} The performance of general, technleal, englneering, or sclantific effort havi ng bread application not directly assoclated wilh a particular
procurement, notwithstanding that such general, technical, enginsering, or scientific effort subsequently may be Incorparated into 8 particutar
procurement,

(i) Clerical functions supporting the conduct af a particutar procurement,

[iv} For procirements to be conducted under the procedures of OMB Cireular A-T6, participation In management studlos, preparation of in-
house cost estimates, preparation of "mast efficient erganization” analyses, and furmishing of data or technical suppart to be used by others in the
davelopmaent of performance standards, statements of work, or specifications,

"Source selection evaluation board” means any board, team, councif, or other group that evaluntes bids or proposals,

3.104-2 Gonoral.

(#) This section [mplements section 27 of the Ofice of Federal Procuroment Policy Act {the Procurement integrity Act) (41 U5 6. 423) referrad to
as "the Act’). Agency supplemertation of 3,104, including specific definitions to [dentfy individuals who occupy positions specified in 3 104-3{d 1) (in).
and any clauses required by 3,104 must be approved by the senior procurement exgcutive of the agancy, unless a law establishes a higher level of
approval for that agency.

{b) Agency cfficials are reminded that there are other statutes and reguiations that deal with the same or related prohibited conduct, for examplao—

{1} The offer or acceptance of a brbe or gratuty is prohibited by 18 U.5.C. 201 and 10 U.5.C. 2207. The acceptance of a gft, under cartain
circumstances, is prohibited by 5 U.S.C. 7353 and 5§ CFR Part 2635,

(2} Contacts with an offeror duning the conduct of an acquisition may consttute ‘seeking employment,” (see Subpart F of § CFR Part 2635 and
3.104-3c)(2)). Government officers and employees (employees) are prohibited by 18 U.S.C. 208 and § CFR Part 2638 from participating perscnalty
and substantially in any particular matter that would affect the firanclal interests of any persan with whom the employee Is seeking employment. An
employes who engages in negalialions or 1s otherwlse secking emplayment with an offeror or who has an arrangement conceming fulure amplaymeant
with an offeror must comply with the applicable disqualification requirements of 5 CFR 2635604 and 2635606 The statulary prohibition in
18 LL5.C. 208 atso may require an employee’s disqualfication from participation in the scquisition even If the employee's dutles may not bo considered
"participating parsenally and substantially,” as this term Is defined in 3.104-1:
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(3) Post-employment restrictions are covered by 18 U.S.C. 207 and 5 CFR parts 2637 ond 2641, that prehibil certain activities by former
Ga'n:-mrnnnt employees, indluding representation of & cantractor befere the Government in redation to any contract or other particular matter Invatving
specific parties on which the farmer employes pa rticipated parsonaliy and substantially while employed by the Governmaent, Additionad restnctions
dpply to certaln senior Government employees and far particular matters under an employee's official responsibility;

(4} Parts 14 and 15 place restrictions on the release of information related to precurements and othar contractor infarmation that miust ba
protected under 18 U,.S.C. 1805;

(3) Release of information both before and after award (see 3.104-4) may be prehibited by the Privacy Act (5 U 5.C. S52a), the Trade Secrets
Act (18 US.C. 1805), and other laws: and

18} Using norpublic infarmation to further an employee's privata interes! or that of another and engaging In a financial transaction using
nonpubic information are prohibited by 5 CFR 265,703,

3.104-3 Statutory and related prohibitions, restrictions, and requirements.
ta} Prohicition on disclosing procurement information (subsection 27{a) of the Act),

(1) A parson described in paragraph {a){2) of this subsection must net, othar than as provided by law, knowingly disciose contracter bid or
proposal infermation or source selection Infermation before the award of & Fedaral agency procurement contract ta which the information relates (Sea
3.104-4{a) )

(2} Paragraph (a}{1) of this subsection applies to any person who—

Ui} 18 a present or former official of the United States, or a person wha s acting or has acted for or on behalf af. or wha Is advising or has
advised the United States with respect to, a Federal agency procurement: and

; {1} By virtue of that office, employment. o refationship, has or had aceess to contractor bid or proposal Information or scurce selection
infarmation
(b) Prohibition on obtaning procurament information (subsechon 27(b) of the Act). A person must not, cther than as provided by law, knowingty
obtain contractor bid or proposal information or seures selecton Infarmation before the award of a Federal agency procurement contract to which the
information relates.
(c] Actlons required when an agency officlal conlacts or is contacted by an offarer regarding non-Federal employment (subsecton 27(c) of tha Act),

(1) It an agency official, particlpating personally and substantially in a Federal agency procwrement for a contract in excess of the simplified
acquisition threshold, contacts or (s contacted by a person wha is an offeror in that Federal afoncy procurement regarding possible non-Federal
employment for that official, the official must—

(i) Fromptly report tha contact in writing to the official's supenasor and fo the agency ethics official; and

il} Either reject the possitility of non-Federal employment o disguatify imsedf or hersell from further personal and substantal paricipation
In trat Federal agency procurement (see 3,104-5) until such time as the agency authorizes the officlal to resume participation in that procurement, in
accordance with the requirements of 18 U.S.C. 208 and applicable agency regulations, becauso—

{A] The parson is no longer an offercr in that Federal sgency procurement: or
{B) All discusslons with the offeror regarding possisle non-Federal employment have terminated without an agreement or arangement
for amployment,

{2} A contact is any of the actions Included as “seaking employment” in § CFR 2635.603(b). In addition. unsclicited communications from
offerors regarding possible emeloyment are considered contacts, .

(3] Agencies must retain reports of employment contacts for 2 years from the date the report was submitted,

(4) Conduct that complies with subsection 27(c) of the Act may b prohibited by other criminal statutes and the Standards of Ethica! Conduct for
Employees of the Executive Branch. See 3,104.2{b)(2},

{d} Prehitition on former officials acceptance of compensation from a contractor (subsection 27(d) of the Act).

(1) A former efficial of a Federal agency may not accept compensation from a contractor that has been awarded a compatitive or solo source
contract, as an emplayee, officer, director, or consultant of the contractor within a period of 1 yaar after such formar oficial—

() Served, at the time of selection of tha contractor of the award of a contract 1o that confractor, as the procuring contracting officer, the
scurce selection authorily, a member of a source selection evaluation board, of the chief of a financiat or technical evaluation teearm In @ procurement in
which that contractor was selected for award of a cortract in excess of $10,000,000;

(i} Served as the program manager, deputy program manager, of administrative cantracting athoer for a contract in excoess of $10.000,000
awarded 10 that contractor; or

{ili} Persomally made for the Federal agency a decision to—

(A} Award a contraet, subeoniract, modification of a contract or suhicantract, or a task order or defivery order in excoess of 310,000,000 to
that contracton

{B}) Establish overhead or other rates applicable to a contract or contracts for that contracior that are valued In sxcoss of 510,000,000

(C} Approve issuance of a contract payment or payments in excess of $10,000,000 to that contractor: o

10} Pay or sette a elalm in excess of 510,000,000 with that contractaor,

(2] The 1-year prohiblion begins on the date—

\i) Of contract award for positions described in paragraph (d)(1)(1) of this subsection, or the date of contractor selection If the oficial was rat
senving In the positon on the date of nward,

(i} The official last served In one of the positions described in paragraph (di1)00) of this subsectian: o

(it} The official made ane of the decisions described in paragraph (d){14ii}) of this subsection,

(3) Mothing In paragraph (d)(1) of this subsection may be construed to prohibit a former official of a Federal agency from acceping
compensation frem any division or affiliate of a contractor that does nof produce the same or similar preducts or services as the entity of the eontracior
that s respansitla for the contract refarred to in paragraph (di{1) of this subsection

3.104-4 Disclosure, protoction, and marking of contractor bid or proposal Information and source seloction Information,

{a) Except as spacifically provided for In this subsection, no person or other entity may disclose contractor bid or proposal information or source
selection infarmaton to any person other than a person authorlzed, in accordance with applicable agency regulations o procedures. by tha agency
head ar the contracting officer 1o recelve such infarmation,

ib) Contracter bid or proposal information and source selection infarmation must be protected from unauthorized discasire in acoordanca with
14401, 15,207, applicable law, and agency regulations,

[c} Indeviduals unsure If partieular information is source sefection information, as defined in 2.101, should consult with agency officlals as
necassary. Individuals responsible for preparing materal that may be source selaction information as deseribed at paragraph (10) af the “source
selection information” definition In 2,101 must mark the cover page and each page that the individual believes containg source selection Information
with thar legend “Source Selection Informalion—Sea FAR 2101 and 3 104 " Although the Information in paragraphs (1) through (9) of tha dafinitien in
2,107 is considered to b source selection infarmation whether or not marked, all reasonable efforts must bo made to mark such matarial with tha
same legend,

(d) Except as provided in paragraph (d){3) of this subsection, the cantracting cfficer must notify the contractor in writing If tha contracting officer
beliewes that proprietary information, contractor bid or proposal information, or irfarmation marked in accordanse with 52.215-1{e) has bean
inappropriately marked. The contractor that has affxed the marking must be gven an opparunity fo justfy tha marking,

{1} If the contractor agreas that the marking is not justifed, or does not respend within the tme specfied in the notice. the cortracting officer
may remaove e marking and refease the information,
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12} If, after revlewing the contracior's justification, the contracting officer determines that the marking Is nat justified, the centracting officer must
notify the contracier in witing before relea sing the Infarmation.

(3] For technical data marked as proprictary by a contractor. the contracting officer must follow the procedures in 27.404(h).

(e} This section doss not restrict or prohibit—

{1} A contractor from disclosing its own bld or proposal infarmation or the recipient fom recaiving that information:

{2} The disdosure or receipt of information, et octherwise protected, relating to a Federal agency procurement after It has bean canceled by the
Fedaral agency, befere contract award, unless the Federal agency plans to resume the procurement:

13} Individual meatings between a Federal agency efficial and an offercr or potential offeror for ar g reciplant of. @ contract or subcontract unger
# Federal agency procurement, provided that unautharized disclosure or receipt of contractor bid or proposal information er source selection
Information does not oceur: or

{4} The Govemmen?'s uwse of technical data in a manner consistent with the Gevernmaent's rights in tho data,

{f) This section does not authorize—

(1} The withhotding of any Infarmation pursiant to a proper request from the Congress, any commities or subcommittes thereof, a Federal
agency, the Comptratler General, or an Inspectar General of § Federal agency, excepl as ctherwise authorized by law or regulation, Any release
contalning centractor bid of proposal information o source selection information must clearly (dentify the information as contracter bid or proposal
infarmation or sourcs selection Infarmation related to the cond uzt af a Federal agency procurement and rotify the recipient that the disclasura of the
infarmatian is restricted by section 27 of the Act:

(2} The withholding of information fram, or reatricting its receipt by, the Complratier General in $he course af a protest against the award or
proposed award of a Federal agency procurement contract;

[3) The release of infarmation after award of a contract or canceliaton of a procurement If such Infarmation is contractor bid or proposal
information or source selection infarmation that perains to another procurement; or

{4) The disclosure, solicitation, or recelpt of bid or proposal information or source selection information after award if disclosure, solicitation, or
recaipt is prohibited by law. (See 3.104-2(b)(5) and Subpart 24.2)

1.104-5 Disqualification,

(a) Contacts through agents or other intermedianes. Employment contacts between tha employee and the offeror, that are conducted through
agents, or other intermediaries, may require disqualifcation under 3, 104-3(c){1). These contacts may also require disqualification under other statutes
and regulations. (See 3,104-2(b)(2).) .

(b) Disqualification notce. In addition to submitting the contact repart requined by 3.104-3(ci 1). an agency official wha must disquality himsslf or
harseif pursusnt to 3, 104-3c)[11i) must prom pily submit wrifen notice of disqualfication frem further participation in the procuremeant to the
contracting officer, the source sefection authonty If other than the centracting officer, and the agency official's immediate suparviser. As a minimum, the
nobice musli—

(1) Identify the procurement;

(2] Doscribe the nature of the agency official's participation in the procuremaent and specify the approximate datas of tme period of paricipatan;
and

{3) Identty the offeror and describe its interest in the procurement,

Ic) Resumption of participation in a procurement,

{1} The official must remaln disqualfied wntl such time as the agency, at its sole and exclusive discretion, autherdzes the official te resume
participation in the procuremant in accordance with J.104-3{e) (1 10).

(2} After the conditlons of 3.104-3(c}{1)(1)[A) or (8) have bean mat, the head of tha contracting actvity (HCA), afier consultation with the agency
ethics officlal, may autherize the disquatifed official to resume participation in the procuirement. of may determine that an additional disgualification
peried is necessary o protect the integrity of the procurement process. In determining the disqualification period, the HCA must considar any factos
that create an appearance that tha disqualified official acted withou complata impartiality in the procurament. The HCA's reinstatement decision should
b in welting,

{3} Govermman! officer or employes must also comply with the provisians of 18 U.5.C. 208 and § CFR Par 2835 fegarding any resumad
particpation in a procurement matter, Government officer or employee may not be reinstated to participate In a procurement matter affecting the
financlal Interest of someons with wham the individual |s seeking employment, unless the indivdual recelves—

() Avwalver pursiant to 18 ULS.C. 208{b}1) or (B)(3); or
(i} An authorization in accordance with the require ments of Subpan F of 5 CFR Past 2435,

3.104-6 Ethics advisory opinions regarding prohibitions on a formar official's acceplance of compensation froam a contractar,

(a) An official or former official of a Fedaral agency wha does not know whether he or she Is or would be precluded by subisection 27(d) of the Act
(see 3.104-2(d)} from accepting compensation from a particutar contactor may request advice from the appropriate agency ethics efficial belore
accepting such compensation,

{bh The request for an advisory opinion must be in writing, Indlude &l retevant infarmatien re asonably avalable to the official o former official, and
be dated and signed. The request must Indude information about the—

(1) Procuremant{s}, or decision{s] on matters under 3.104-3{d}{ 1] (i), involving the particular contracior, in which the individual was or is
nvolved, including centract or solicitation numbers, dates of sollctation or award, a doscription of the supplios o services procured of 10 be procured,
and contract amount;

{2) Individual's participation in the procurement or decision, including the dates or time periods of that participation, and the rature of the
individual's duties, responsitlities, or acticns: and

(3} Contracior, inclueding a description of the products o servicos produced by the givision or afiliate of the contracter from whem e indwvidunl
Proposes to accept compensation

(c) Within 30 days afer receipt of a request containing complete infarmation, or as soon thareafler as practicable, the agency ethics official should
iS50 an opinlon on whether the proposed conduct would vielate subsection 27(d) of the Act.

(1) If complete information is not included in the request, the agency ethics official may ask the requester fa provide mere infarmation or request
information frem other persans, including the sourco safection autharity, the contracting officer, or the requester's Immediate SUpANSOr,

{2} In issulng an opinion, the agency ethics official may rely upon the accuracy of information furnished by the requester or other agancy
sources, unless he of she has reason to belleve that the information is fraudulent, mislea ding, or othensise incarmect,

(3] IFthe requester |s advised in a written opinion by the agency othics efficlal that the requester may accept compensation from a partleular
coniractor, and accepts such compansation in good falth reliance on that advisory oplnlon, then nether the requester nor the contracior will be fourd to
haver knowingly violated subsaction 27{d) of the Act. If the requester or the contractar has actual knowledge or reason to believe that the epinion is
based upon fraudulent. misleading, or otherwise incomect iInfarmaton, their rellanea upan the opinion will not ba deemed to be in good faith,

3.104-7 ¥iolations or possiblo violations.
(a) A contracting officer who receives or ebtaing Informatien of a vislation or passible vislation of subsection 27(a), (b}, (c), of (d) of the Act {so0
3.104-3) must determing if the reperied vielation or possihie vialation has any impact on the panding award or selection of the contracior,
{1) If the controcting officer concludes that there |s no Impact on the procuremaent, the contracting officer must farward the Information
conceming the viclation or possible violation and documentation supperting a determination that there is no impact an the procurement to an indaidual
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designated in accordance with agency procedures,
() M that individual concurs, the contracting officer may proceed with the procuremant,
(11} If that individual does not concur, the individual must promptly fanward the infarmation and documentation to the MCA and advise the
contracting officer to withhold award,
(2) It ther contracting officer concludes that the viglation er possibile visfation impacts the procurement, the contracting officer must promptly
forward tha information to tha HCA.
ib) The HCA must review all information available and, in accordance with agency procedures, tlake appropiate action, such as—
(1) Advise the contracting officer to continus with the procurement;
(2) Begin an investigation;
(3) Refer the information disclosed to appropriate criminal investigative agencies;
{4} Concluda that a violation occurred; or
{5) Recommend that the agency head determine that the contracter, or someans acting for the cantractor, has engaged in conduct constituting
an offense punishable under subsection 27(e) of the Act. for the purpose of woiding or rescinding the contract
{c} Before concluding that an offeror, contractor, or person has violated the Act, the HCA may consider that the interests of the Govemment arg
best served by requesting infarmation from sppropriate parties regarding the violation or possitia vislation
id} If the HCA cencludes that section 27 of the Act has beon violated, the HCA may direct the contracting afficer to—
{1) 11 a contract has not been awarded—
(i) Cancal the procuremant;
(1) Disqualdty an oferar: or
(i} Take any other appropriate actions in the nterests of the Gavemment,
(2} If 8 contract has been awarded—
(i) EMect appropriate contraciual remedies, including proft recapture under the clause at 52 203-10, Price or Fea Adjustmant for egal or
Improper Activity, or, if the contract has been rescinded under paragraph (d2)(ii) of this subsection, recovery of the amount expended under the
contract;
{il} Void or rescind the contract with respect to which—
(A} The contractor or semeone acting for the contractor has been convicted for an ofiense whare the conduct congtitutes a violatlon of
subsections 27(a) or (b) of the Act for the purpose of efther—
(1) Exchanging the information covered by the subsections far anything of value; or
(2} Cbtaining or glving anyone a competitve advantage In the award of a Fedoral agency procurement contract; or
(B) The agency head has determined, bosed upon a preponderance of the evidence, that the contractor or someone acting for the
contracter has engaged in conduct constituting an offense punishablo under subsection 27(e){1) of the Act: or
{ili} Take any other appropnate actions In the best interests of the Governmen!
(3) Refer the matter to the agency suspending or dabarring official,
(e} The HCA should recommend o direct an administrative or contractua) remedy commensurate with the sevanty and effect of the violation.
if} I the HCA determines that urgent and compeling clreumstances |ustity an award, or award is otherwise in the interests of the Government, the
HCA, In accordance with agency procedures, may autharize the contracting officer to award the contract or executo the contract modification after
notifying the agency head
(g} The HCA may delegate his or her autherity undes this subsection ta an individual at Ieast one organizational level above the contracting officar
and of General Officer, Flag, Senior Executive Service, or equivaent rank.

3.104-8 Criminal and civil penalties, and further administrative remodies,

Crimiral and chdl penalties, and administrative remediss, may apply to conduct that victatas the Act (see 3.104-3). See 33, 102(1) for spocial rules
regarding bid protests. See 3.104-7 for administrative remedies refating 1o contracts

(a) An officlal wha knawingly fails to comply with the requirements of 3,104-3 Is subject to the penatties and administrative action set forth in
subsection 27{e) of the Act

(b) An offeror who engages In employment discusslon with an officlal subjact to the restrictions of 3.104-3, knewing that tho official has nat
complied with 3.104-3c) (1), Is subject to the erminal, civl, or administrative panaltas set forth in subsecton 27(e) of the Act

ic) An official who refuses to terminate emplayment discussions (see 3.104-5) may ba sublect to agency administrative actions urder
5 CFR 2635604(d) If the officlal’s disqualification from participation in @ particular procurement interfares substantially with the Individual's abilty to
perform assigned duties.

3.104-9 Contract clauses,
In solicitations and contracts for other than commarelal tems that exceed the simplified acquisition threshald, Insert the causes al—
{a) 52.203-8, Canceflation, Resclssion, and Recovery of Funds for lllegal or Improper Activity, and
{b} 3220310, Price or Fee Adjustment for |liegal or Improper Activity.

BRI
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T = PREV. I NEXT &
Subpart 9.5—Organizational and Consultant Conflicts of Interest

9.500 Scope of subpart.
This subpart—
(a} Prescribes respensibilities, general rules, and procedures for Identifying, evaluating, and resoiving erganizatianal conficts of interast:
(B) Provides examples to assis! contracting officers in apg! ¥ing ese nules and procedures o Individual contracting situations: and
(e} Implemants section 8141 of the 1588 Department of Cofense Appropriation Act, Pub. L. 100-463, 102 Stat. 2270-47 (1928).

9.501 Definition.

“Markating consuitant,” as used In this subpart, means any independent contractor who furnishes advice, information, direction, or assistance to an
affaror or any olher contractor in support of the preparation or submission of an offer for a Govermmen! cantract by that efferar. An indepandent
contractor is not a marketing consultan! when rendering—

{1) Services excluded in Subpart 37.2;

4|2j Routine engineering and technicsl servicos (such as installatien, operation, ar malntenance of systems, equipment, software, companants,
or facifities);

(3} Reutine legal, actuarlal, auditing, and Botounting services; and

(#) Training services,

9.502 Applicability.
(a) This subpart applles (o contracts with either profit er nanprofit organizations, including nonprafit organizations created largely or whally with
Government fusds,
(b} The applicabiity of this subpart s not Emited to any particutar kind of acquisition, However, erganizationn! conficis of interest are mare likely to
oo In contracts invohing—
(1} Management support senvices:
[2) Consuttant or other professional services:
(3) Contractor performance of or assistance in technical evaluations: or
(4) Systems engineering and technical direction work performed by a contractor that doos not have overall contractual responsitehty for
develepment or production,
lc) An organizational confiict of Interest may resut when factors create an actual or potential conflict of interest on an instart contract, or when the
nature of thir werk to be performed on the Instant contract creates an actual or petentlal conflict of interest en a future acquisition. In the latter case,
some restrictions on future activities of the contracior may be required,
{dy Acquisitions subject to unique agency organizational confict of interest statutes are excluded fram the requiremaents of this subpart

9.503 Waiver.

The agency head or a designes may walve any general rule or procedure of this subpart by determining that its application in a particutar situation
would not be in the Gevernment's Inferest. Any request for walvar must be in writireg, shall set forth the extent of the confiict, and requires approval by
the agency head or a designee. Agency heads shall not defegate walver authority below the level of head of a coniracting activity,

8,504 Contracting officer responsibilities.
{m) Uslng the general rules, procedures, and exampies in this subpart, contracting officers shatl an alyze planned acquisitions In order to—
(1) Identify and evaluate polential erganizational confilcts of interest s early In the acquisition process as possible: and
i2) Avoid, neutralize, or mitigate significant patential conficts befera contract award.

(b} Contracting officers should obtain the advice of counsel and the assistance of appropriate technical specialists in evalunating potential conflicts
and in developng any necessary solicitation provisions and contract clauses (see 8.508)

ic) Batore issuing a solicitation for a contract that may involve & significant potential confict, the contracting officer shall recommend to tho Bead of
th contracting activity a course of action for resolving the conflict (see G 506)

() In firfiling thelr responsitilities for [dentifying and resolving potential confilcts, contracting efficers should aved creating unnecessary delays,
burdensome information requirements, and excessive docurmentation. The contracting officer’s judpmant need be fommally documented only when a
tubstanive issue conceming potential crganizational conflict of interest exists

{e) The contracting officer shall award the contract to the apparent successful offeror unless a conflict of interest is determined to exist that cannot
be avelded or mitigated. Before determining to withhold award based an conflict of Interest conslderations, the contracting efficer shall notify the
contractor, provide the reasons therefar, and allow the contractor a reasonable cppartunity to respond. If the contracting officer finds that it Is in the
best Interest of the United States to award the contract notwithstanding o confict of interest, a requast for waiver shall be submitted in accordanca with
9.503. The waiver request and decision shall b included in the contract fila.

9,505 General rulos,

The general rutes in .505-1 through B.505-4 prescribe limitations on contracting as tha means of avolding, neutralizing, or mitigating erganizationa
confilets of Intarest that might othemwise exist in the stated siuations. Some lustrative examples are pravided in 8508, Conflicts may anse in situations
not expressly covered In this section 8 505 or in the examples in 9,508, Ench Individual contractng situation should be axamined en the basis of its
partcular facts and the nature of the proposed contract. The exercise of common sense, goed judament, and sound discration (s required in beth the
decision on whether a significant potential confict exists and, It it does, the development of an appropnate means for resalving it. The two undeilying
principles are—

(#) Praventing the exstence of confiicting roles that might bias a contractor's judgment; and

() Preventing unfair competitive advantage. In addition to the other stuations dascrbed in this subpart, an unfalr competitive advantage exlsts
where a contracter competing for award of any Federal contract possesses—

(1) Preprietary informatien that was obtained from a Govermment official without proper authorization; or
(2} Source setection information (as defined in 2.101) thal Is refovant to the contract but is nat available te all cam pottors, and such informatian
wolld assist that contractor in obtalning the contract.

9.505-1 Providing systems englneering and technical direction.
(a} A contractor that provides systems englineering and technical direction for a system but does not have overall confractual responsibitity far its
devalepment, ifs integration, assembly, and checkout, or its production shall not—
(1) Be awarded a contract to supply tha system or any of Hs major components: or
(2) Be a subcontractor or consultant to a supplier of the system or any of its major companants,
{b) Systems engineering includes a combination of substantially all of the following activities: determining speeifications, identifying and resofving
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interface problems, developing test requirements, ovaluating les! data. and supenising design, Technical direction Includes a combination of
substantially ail of the following activities: developing work statements, determining parameters, directing other contractors’ operations, and re salving
tachnical controversies, In performing these activities, a contractor occuples a highty influental and responsible position In datermining a system's
basic concepts and supervising thelr execution by other contractors, Therefore this cantracior should not be in @ position to make decisions favoring its
man products or capabilites,

9.505-2 Proparing specifications or work statoments.

(a)(1) if a contractor prepares and fumishes compiete specfications coverng nondevelepmental lems, 1o be used In a compatitive acquisifon, that
contracter shali not be allowed to furnish these items, elther as a prime contractor of as a subcontractar, for a reasonabie period of time including, at
inast, tha duration of the initial production contract. This rufe shall not apply to—

{l) Contractors that furnish a1 Governmen! request specifications or data regarding a product they provida, even thaugh the specifications or
data may have been paid for separately or In the price of the product; or

() Situations in which contractors, acting as industry representatives, help Government agencies prepare, refine, or coordinate
specifications, regardless of sourcs, provided this assistance |s suparvised ard controfled by Gavernmen! representatives.

{2} It a single contractor drafts complela specifcations for nondgvelopmental equipment, it should be eliminated for 8 reasonable tma fram
competition for preduction based on the specifications. This should be done in order to aveld a situation in which the contractor could draft
specifications favoring its own products or capabilities. In this way the Governmen! can be assured af getting unblased advice as to the content of tha
specifications and can avold allegations of favoritism in the award of production contracts,

(3) In deveiopment work, it is normal to select firms that have done the mest advarced work In the field. These firms can be expected to dasign
and develop around thelr own prior knowledge. Development contracters can frequently start preduction earlier and more krowledgnably than firms
that ¢id not participate in the development, and this can a¥oct the time and quality of production, both of which are iImportant to the Governmant, In
many instances the Governmant may have financed the development, Thus, while the development eontractor has a competitive advantage, i is an
unavoidable one that is not considered unfair; hence no prohibition should ba Impased,

ibli1} I @ contractor prepares, or assists in prepading, a work statemant to be used in compatitively aequiring a system or services—or provides
material leading directly, predictably, and without delay to such a wotk statement—that contractor may not supply the systerm, major companents of the
system, or the servicas unless—

{1 It is the scle source;
() It has participated in the development and design work: or
(i} Mare than one contractor has been involved in preparing the work statement,

{2) Agencies should normally prepare their own work statements. When contractor assistance is recessary, tho cantractor might afien ba n a
position to favor its own products or capabilives. To overcome the possibility of bias, contractors are prohidited from supplying a system or servces
acquired on the basis of work statements growing out of thelr senices, unless excepted in paragraph (b} 1) of this section

(3} For the reasons given In 8.805-2(a)(3}, no prohibitens are imposed on development and de sign contractors,

9.505-3 Providing evaluation sorvices,
Contracts for the evaluation of offers for products o services shall not be awarded to a contractar that will evalu ato it own offers for products or
services, or those of a competitor, withaut proper safeguards to ensurg objectivity to profect the Govemment's Intarests.

9.605-4 Obtaining access to propriotary Information,

{a) ¥hen a contractor requires proprigtary Information from others to parform a Government contract and can use the lavarage of the contract 1o
obtain i, the contractor may gain an unfalr competitive advantage unless restrictions ams imposed. These restrictions protect the Informaton and
encourage companias 1o provide it when recessary for contract performance. They are not intended to protect information—

(1} Fumnished voluntartly without imitations on s use: or
(2] Available to the Government of contractor from other scurces without restriction.

(b} A eontractor that gains access to preprietary Information of other companies in performing advisory ond assistance services for the Govemment
mLst agree with the other companies to protect their information from unauthorized use or disclosure for as long as it remains proprietary and retrain
fram using the information for any purpose othar than that for which it was fumnished, The contracting officer shall obtain coples of these agreements
and ensure that they ane properly executed,

{c} Centractors also obtain proprietary and source selection Information by acquiring the services of markating consutants which, If tsed In
cennecton with an acquistion, may give the contractor an unfalr competitive advantage, Controctors should make inquiries of marketing consultants o
ensure that the marketing eonsultant has provided na unfeir competitive advantaga.

9.506 Procedures,

(a) I infarmation cencerning prospactive contractors s necessary to identlfy and avaluate potential organizational conficts of interest or to develop
recommanded acticns, centracting officars firs! should seek the information from within the Government cr from other readily availablo sources.
Government sources incude the files and the knowledge of personnal within the contra cting office, other contracting offices. the cognizant contract
adminigtration and audit activities and offices concerned with contract fnancing. Nan-Government sources include publications and commercial
services, such as credit rating services, trade and financial journals, and business ditectores and registers,

il I the conlractng officer decldes that a particular acquisition involves a sigrificant patential orgenizational canflict of interest, the contracting
officer shall, before issiing the solicitation, submit for approval to the chiaf of the contracting office {unless & higher level official is designated by the
agency}—

(1} A wiritten analysis, including a recommended course of action for aveding, neutralizing, or mtigating the conflict, based on the general ules
in 9.505 or on another basis not exprossly stated in that section;
(2) A draft solicitation pravision (see B.507-1); and
{3) if appropriate, a proposed contract clause (sea 9.507-2),
{e) The approving afficlal shall—
(1) Review the contracting officer's analysis and recommernded course of action, including the draft provision and any proposed clause;
{2} Consider the benefits and detriments to the Governmen! and prospective contraciors: and
(3} Approve, modity, of reject the recommaendations in writing,
(d} Thir cantracting officer shall—
(1} Include the approved provision(s) and any approved clause(s) in the sclicitation or the contract, or bath:
(2] Consider additional infermation provided by prospective contractors in respanse to the solicitation of duting negotiations; and
(3) Before awarding thi contract, resolve the confliet of the potential conflict in a mannar consistent with the appraval or other directon by thi
head of tha contracting activity,

le} If, during the effective perled of any restriction (seq 9.507), a contracting offce transfers acquisition responsibiity for the item or system

invoived, it shall notty the successor contracting office of the restriction, and send & copy of tha contract under which the restriction was imposed

9.507 Solicitation provisions and contract clause.
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9.507-1 Solic/tation provisions,

As indicated in the general rules In 505, significant potential organizational conficts af interest ara normally resolved by imposing seme restraint,
appropriate (o the nature of the conflict, upen the contractor's eligibilty for future contracts er subcontracts. Therefore, affected solicitations shall
contain & provision that—

{a) Invites cfferors’ attention to this subpart;

(b} States the nature of the potential conflict as seen by the contracting offices;

ic) States the nature of the proposed restraint upen fulure contractor activitios; and

(d) Dapending on the nature of the acquisition, states whether or not the terms of any propesed clause and the appiication of this subpart to the
contract ame subiect to negotiation.

9.507-2 Contract clause,

ia) I, as a condition of award. the contractor's elgitility for future prime contract or subcontract awards will be restricted or the eentractor must
agree to somo other restraint, the solicitation shall contain o proposed clause that specifies bath the nature and duration of the proposed restralnl. The
contracting officer shall include the claute in the contrace, firg! negetiating the clauss's final terms with the successful offercr, if it is apprapriate (o do so
[sea 9 506(d) of this subsection),

(b} The restraint imposed by a clause shall be fimited to a fixed torm of reasonable duration, sufficient 1o avald tha circumstance of unfair
compatitive advantage of potential blas, This period varles. It might end, for exampia, when the first production contract using the contractor's
specfications or work statement is awarded, o it might extend through this entire e of a system far which the contractor has perfarmed systams
ergineering and technlcal direction, In every case, the restriction shall specity termination by a specific date or upan the occurrence of an identi9atla
avent,

9.508 Examplos.

The examples |n paragraphs (a) through (1) following ifustrate situatians in which questions concerning organizational confilcts of interest may
anse, They are not &l inclusive, but ane infended to help the contracting cfficer apply the general rules in B.505 to Indlvidual contract stuations

{a) Company A agrees to provide syslems englnoe rng and technlcal direction for the Navy an the powerplant for a group of submarines
{te., tubines, drive shafts, propellers, efc.). Compa ny A should net be allowed to supply any powerplant components. Company A can, howeyer,
supply companents of the submarine unrelated to the powerplant (e.g. fim controd, navigation, etc.). In this example, the system is the powerplant, nat
the submarine, and the ban on supplying components s limited 1o those for the system anly.

ib) Company A |s the systems engineering and technical diraction contractar for system X, After some progress, bul betore completion, the system
Is canceled, Later, system Y |s developed o achleve the same purposes as system X, butin a fundamentally different fashion. Company B |s the
Eystems engineering and technlcal direction contractor for system ¥, Com pany A may supply system ¥ or [1s compenents,

{c) Company A develops new electronic equipment and, #s a result of this development, prepares specificatlons. Company A may supply the
aquipmeant,

{d) X¥Z Tool Company and PQR Machinery Company, representing the American Teo! Institute, work under Gavernment supervision and contrel
to refine specfications or to clarify the requirements of a specific acquisition, These companies may supply the ifem.

(e} Bafore an acquisition for information technalogy Is conducted, Company A |s awnrded a contract fo prepare data system specifications and
equipment performance citora to be used as the basis for the equipment compatition, Since the specifications are the basis for selection of
commarcial hardware, a potential confllct of Interest exists. Company A sheuld ba excluded from the inital fallew-on informatien fechnoiogy harcwore
acquisition,

(fy Company A receives a contract to define the detailed perfarmance characterstics an agency will require for purchasing rocket fusls. Company A
has not develeped the particular fuels, Whan the definition contract Is awarded, It Is clear to both parties that the agency will use the performance
characteristics armved al to choose compelitively a confractar to davelep or preduce the fuels, Company A may not be awarded this follow-on contract

ig) Company A recelves a contract to prepare a detailed plan far sclentific and technlcal training of an apgency's personnel, it suggests a curmculum
that tha agency endorses and incorporates in its request for proposals to institutions to establish and condurt the training. Company A may not ba
awarded a contract to cenduct the training,

(h) Company A Is sefected 1o study the use of lasers in communications. The agency intends to ask that firms daing research in the field make
proprietary informaticn available to Company A. The contract must require Company A to—

(1) Enter into agreements with these firms lo protect any preprietary information they provide; and
(2) Rafrain from using e information in supplylng lasers to the Governmen! or for any purposs other than that for which it was intended,

{i} An agency that regulates an industry wishes 1o develop o system for evaluating and processing license applications, Contractor X he'ps develop
tha system and peocess the applications. Contracter X should be prohitited from acting as a consultant fo any of tha applcants during s perod of
performance and for o reasonable perlod thereafler,

http://acquisition.gov/far/current/htm1/Subpart?209 5. html 6/13/2007



§%94.1

AUTIUAETY: 43 TLA.C. 218, 2851-1, 258e=]

HOURCE: &) FR G881T, July 11, 165, cnless
otherwisge nofed,

V041 Purpose,

This part promotes oblectivity in re-
search by establishing standards to an-
Bure there {a no reasonable expectation
that the design, conduct, or reparting
of roacarch to be parformed under PHS
contracts will be biased by any con-
ftloting finanecial interest of an Invegt!-
gatar,

1842 Applicabllity,

This part {m applicable to each Insti-
tatlon that gesks PHS fending for re-
gearch and, through the implementa-
tion of this part, to cach Investigator
who participates in such resesrch (ees
§34an; provided that this part does
not apply to BBIR Program Phase Iap-
plications,

E94.3 Definitions,

Ar used in this part:

Contraclor means an ontity thal pro-
viden proporty or services far the direot
benefit. ar use of the Fredera! Govern-
mant.,

HHS means the United Htates Dep-
partment of Health and Human Serv.
lceg, and any oomponents of the De-

tmont to which the authority in.
volved may ba delegated,

Ingtitution means aoy publle or pri-
vath entity or organization (exciuding
i Foderal agency)

(1} That sobmita n prapasal for a re-
search contract whathar {n response to
a solioitation from the PHB or other-
wlse, or

{2} That assumes the Isgal obltgation
L carry out the research required
under the contract.

dnvestigater means the principal ie-
vestigator and any other person who is
rasponalble for the dealgn, conduct, or
reporting of a regearch project funded
by PHA, or proposed for ssch funding,
Far parposes of tho requirements of
this part relating to financial intec.
ests, “Investigator' includes the Invea-
tigator's spouse and dependent chil-
dren,

FHE means the Public Health Serv-
ice, an ecperating divialon of the 1.8,
Department of Health and HHoman
Barvices, and any components of the

45 CFR Sublile A (10-1-06 Edilion)

PHS to which the authnority invelved
may be dalegated,

PEE Awardiag Companen! meana an
organizational unit of the PHE that
fugds regearch that I8 pubfect to this

part.

Publie Health Service Ac: or PHE Act
mean the statute codified at 42 U.8.C.
201 et req.

Hesearch means & aystomatic lnves-
tigation deslgned to develop or con-
tribate to ganeralizabtle knowledyge re.
lating broadly to public health, inclod-
ing behavioral and soctal-zclomcea ra-
gsarch, The term oncompasses has{o
and applied rosoarch and product davel-
opmont, As caed in this part, the tarm
includes any auch activity for which
funding I8 avallable from n PHS Award-
lng Component, whethar authorized
utider the PHS Act or other statutory
Anthority,

Sgnificant Finoxelal Inferest treans
anything of monetary valae, ineluding
but net limited to, salary or other pay-
mieate for eorvices (a.g,, conaulting feoa
or hororarinl; equity intarests (e,
atccks, atock optlons or octher owner-
ahip intorosta); and Intellootoal prop-
arty rlghts {eg., patentd copyrizhts
and royaltied from auck rights). The
term dees not inolude;

{1} Salary, royaities, or other ramu-
reration from the applicant izatitu-
tion;

{2y Any ownership interests in tho in-
atitution, If the instivation {8 an appli-
cant under the 8BIR program:

{3} Incoame from seminars, lectores,
or teaching engagemants sponsorad hy
publie or nonprofic entitios:

(1) Inceme from mervice on wdvisory
cammittens of review panels far public
oF ronprofit entitics,

(6} AR equity Intereat that when ag-
irapatad for the [nvestigator and the
Investigntor's spouse and dependent
childron, meets botk of the following
teats: Does ot exveed §$10,000 in velue
as detarmined through referance to
pablic prices or other reasonable meas-
ures of falr market value, and doos not
reprozont more than a five percent
ownership interest {n any slnglo ontity:
ar

(6] SBalary, royalties or other pay-
ments that when aggrogated for the (n-
veatigotor ard  the investigator's
spouse and dopandent chilidren over the
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Department of Health and Humen Semvices

next bwalve months, are not reagonahly
expocted Lo excesd $10,000,

Small Busizess Imnovatien Research
(SBIR) Program means the extramural
ressarch program for small business
that is westablished by the awarding
compenents of the Public [fealth Sory-
leo and certaln other Fedoral agencies
under Publie Law &7-218, the Small
Buelzess Innovation Developmest Act,
a8 amended. For purposes of this part,
the term BRI Program {nctudes thno
Small Business Technology Transfer
(ETTR) Program, which was eatab-
laked by Poblio Law 102-561,

§94.4 Institutional responsibility re.
garding conficting interests of in-
vestigators.

Each Institution must:

{a) Maintaln an appropriate written,
enforeed policy on conflict of intersst
that complies with this part azd in.
form each Invostigator of that polioy,
tho Investipator's reporting respon-
sibilitien, and of thess regulations, If
the Institution carries cut ths PHS-
funded resoarch through szboontrac-
tors, or collaberators, the Institution
muet take reasnnable stops to snsurs
that Investigators working for such es-
tities comply with this part, either Uy
requiring those Investigators to com-
ply with the Institution's poliey or by
requirlng the entities to provide azanr-
mhcea to thoe Institution that will an-
abie the Institution to comply with
this part.

i) Deslgnate an Institutional offi-
cial(s) to solloit ond review fnanoial
disctodure ssatementa from cach Inves-
tigator who I8 planning to participata
I PHS-funded rosearch.

{ck1) Require that by the times an ap-
plleation {8 pubmitted to PIS, cach In-
wvestigator who is planning to partiol-
pate in the PHS-funded rescarch has
suhmitted to the dealgnased officlalis)
a Hsting of hisher knoown Significant
Flnancial Interssta (and thoss of hiv
her spoass and depondont children):

(1) that would reasonably appear to
be affected Uy the rossarch for which
PHS funding Is saucht: and

(1) In entities whowss firancial intor-
cats would reascnably appear to ba af-
fectad by the ressarch,

(2} All finanpinl disclosores muoss be
updated dering the parfod of the award,

§94.4

either on an annue!l basis or an now re-
portable Eignificant ¥Financial Inter-
ests aro obtained,

{d) Provide guldelines consistent
with this part for the designated offi-
cial{s) to {dentify conflicting Intersats
and take such actions as necessary to
onstire that auch copflicting interesty
will be managed, reduced. ar eliml-
nated,

(e) Malntain records of all financlal
discloseres and all actiona taken hy
the Institutinn with reospect o each
confileting intereat for thres years
after final payment ar, where applice-
ble, far the other time poriods specified
in 48 CFRt part 4, subpart 4.7.

(fy Establlsh adequate enforcement
mechaniems and provide for sanctliona
whero apprapriate,

(g} Certify, in each contract propedal,
that;

(1) thern 18 in effsct at that Institn.
tion a written and enforced administoa-
tive process to idontify and mannge, re-
ducs ar eliminate conflicting interedts
with respeat ta all roacarch profects for
which funding ix ssught from the PIIS:

(3} prior to the Institution’s axpandi-
ture of any funds undor the sward, the
Institution will repore to the PHS
Awarding Componant the existence of
ary conflioting interest {but naot the
nature of the {oterast or athar detaila)
found by the Institution and assocas
that the intereat has bosn managed, ro-
duced or oliminated in accordance with
thls part; and, for any interest that the
Institut{ion identifles as conflioting
subgequent to the Institution's {nitial
report under the award, the repore will
be made and the conflicting Interest
managed, reduced, or eliminated, ot
least an an interim basis, within sixty
days of that ldentification.

{31 the Institation aprees Lo make in-
{formatioa avallable, apen request, Lo
the HHS regarding all conflicting in-
terests {dentified by the Institution
and how those Interests havo heen
managed, reduced, or eliminated to
protect the research from bias; and

(11 the Inatitution will otherwlse
comply with this pust,

[60 FEAMALT, Jaly 11, 1605 03 FIL 3%, July
31, 1884]
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§94.5

1845 Management of conflicting inter-
esty,

ta) The deslgnated offfelalis) must:
Review all finnnoial disolosores: and
dotermine whether & confliet of ipter-
et exista, and {8 &0, what actions
should be taken by the {nstitution to
manaye, reduco, or ellminate such con-
et of intereat, A conflict of interost
oxists when the designated officlalis)
reasonably determines that n Sigaifi-
cant Finaneial Intarest coald directly
and slgniticantly affect the design,
conduct, or reporting of the PHS-fund-
ed research, Examples of conditions ar
restrictions that might be imposcd to
manage conflicts of intarsst inclode,
but are not limized o

(1 Publio dieclosure of efgnificant fi-
naneinl intorests:

(2} Monitoring of tho research by
{zndependent roviowers:

13) Modification of the research plan;

) Disqualification from participa-
tion in all or a portlon of the ressarch
funded by the PIIS;

{a) DMvestitore of significant finan-
cial Intereats, or;

(6} Severance of rolationships that
oronts actual ar potential confliote.

(b} In addition to the types of con-
flieting finoncial (nterests described In
this paragraph that must bes managel,
reduced, or eliminated, az Inatitutton
may require the manegermont af other
conflicting financial interasts, as the
Inatitution deems appropriate.

[E0 FR 385817, July 11, 1098; 63 ¥R 35077, July
3l, 1693)

194.8 Remedies.

(a) If the fallare of an Investigator 1o
comply with the conflict of interost
polley of the Institetion has blased the
deatgn, conloet, or reparting of the
PHE-funded research, the Institution
mual promptly netify the PHR Awand-
ing Camponant of the corrective notlon
taken or ta be taken. The PHE Award-
Ing Component will consider the situa-
tlon and, as necessary, take appre-
printe action or refer the matisr to the
Inatltution for forther actlon, which
may Include directions to the Institu-
tion on how to maintain appropriate
objoctivity in the funded project.

(b] The HHS may at any tima {nquire
into the Institutional procedurcs and

45 CFR Subtitle A (10-1-04 Editiom)

actions regarding conflicting financial
interests in PHS.fundod research, 'n-
cluding a review of &1l records perti-
neat o complinnce with this part, HHB
mey require submission of the records
oF review them on site, To the oxtont
pormitted by law HHS will maintain
the contidentiality of all racords of fi-
nanecial interests, On the hasds of {ta re-
¥low of recards and'or other fnforma-
tion that may be available, tho PHS
Awarding Componont may declde thas
a particalar ecnflict of intereat will
blas the oblectivity of the PHS-funded
ressarch to such an axtent that further
corrective action is goeded or that the
Institution has not mannged, reduced,
or ellminated the conflict of tntereel in
accardance  with this  part. The
Imsuance of & Htop Work Order by the
Contracting Officer may be necossary
antil the matter s reanived,

{2} In eny cass in which the HHE de-
termines that a PH8-funded project of
clinipal research whoso purpoes i3 to
evaluate the safery or sffectivencss of
a drug, medical device, or treatment
has beon deslgned, conducted, or pe-
rarted by an Investigator with o cen-
fiicting intersst that was not disclopsd
or managed as required by this part,
tho Inetitutions must require diaclosuro
of the conflicting interost in each puh-
lie pressntation of the results of the re-
moarch.

(60 PR 8817, July 11, 1095 00 PR 39077, July
at, 18]

PART 95—GENERAL ADMINISTRA-
TION—GRANT PROGRAMS (PUB-
LIC ASSISTANCE, MEDICAL AS-
SISTANCE  AND STATE  CHIL-
DREN'S HEALTH INSURANCE PRO-
GRAMS)

Subpart A—Time Umits lor State: To Fle
Claims

Bea,

#3.1 Scape,

¥4 Deflnliions,

BAT Time limit for elalming paymont for
expeaditurea made afler Seplember 30,

1973,

BA10 Time Umit for clalming payment for
expeidiures made before Octoler 1, 1979,

9511 Payment af elaims sublect lo aspros
prlatians reatrictions,

5513 In which naarter we conalder &b ex-
perdllure madle,

480



The following language is inserted in all research and development solicitations:

[nstitutional Responsibility Regarding Conflicting Interests of Investigators

EACH INSTITUTION MUST:

()

(b)

(c)

(d)

(e}

Maintain an appropriate written, enforced policy on conflict of interest that complies with
42 CFR Part 50 Subpart F and/or 45 CFR Part 94 as appropriate and inform each
investigator of the Institution's policy, the Investipator's reporting responsibilities, and the
applicable regulations. If the Institution carries out the NIH funded research through
subgrantees, contractors or collaborators, the Institution must take reasonable steps to
ensure that Investigators working for such entities comply with the regulations, either by
requiring those investigators to comply with the Institution’s policy or by requiring the
entities to provide assurances to the Institution that will enable the Institution to mmply
with the regulations,

Designate an Institutional official(s) to solicit and review financial disclosure statements
from each Investigator who is planning to participate in NI Hunded rescarch.

Require that by the time an application/preposal is submitted to the NIH cach investigator
wha is planning to participate in the NIH-funded research has submitted 1o the designated
official(s) a listing of his'her known Significant Financial Interests (and those of his/her
spouse and dependent children): (i) that would reasonably appear to be affected by the
research for which the NIH funding is sought; and (ii) in entities whose financial interests
would reasonably appear to be affected by the research. All finaneial disclosures must be
updated during the period of the award, cither on an annual basis or as new reportable
Significant Financial Interests are obtained.

Provide guidelines consistent with the regulations for the designated official(s) to identify
conflicting interests and take such actions as necessary to ensure that such conflicting
interests will be managed, reduced, or eliminated.

Maintain records, identifinble to each award, of all financial disclosures and all actions
taken by the institution with respect to each corflicting interest for: (13 in the case of
grants, at least three years from the date of submission of the final expenditures report or,
where applicable, fram other dates specified in 45 CFR Part 74.53(b) and (2) in the case
of contracts, 3 years after fimal payvment or, where applicable, for the other time period
specified in 48 CFR Part 4 Subpart 4.7, Contract Records Retention,

Establish adequate enforcement mechanisms and provide for sanctions where appropriate,

Certify, in each application/proposal for funding to which the regulations applies, that:

1) there is in effect at the Institution a written and enforeed administrative process
to identify and manage, reduce or eliminate conflicting interests with respect to
all research projects for which funding is sought from the NIH:

2) prior to the Institution's expenditure of any funds under the award, the Institution
will report to the awarding component the existence of a conflicting interest {but

not the nature of the interest ar other details) found by the Institution and assure
that the interest has been managed, reduced or eliminated in accord with the

Attachment g



4)

regulations; and for any interest that the Institution identifies us conflicting
subsequent to the expenditure of funds after award the report will be made and
the conflicting interest managed, reduced, or eliminated, at least on a temporary
basis within sixty days of that identification;

the Institution agrees to make information available, upon request, to the
awarding companent regarding all conflicting interests identified by the
Institution and how those interested have been managed, reduced, or eliminated
to protect the research from bins; and

the Institution will otherwise comply with the regulations.

[nstitutional Management of Conflicting Interests

(a)

(b)

The designated official(s) must: (1) review all financial disclosures: and (2} determine
whether conflict of interest exists, and if so, determine what actions should be taken by
the Institution to manage, reduce or eliminate such conflict of interest. A conflict of
interest exists when the designated official(s) reasonably determines that a
Significant Financial Interest could direetly and significantly affect the design,
conduct, or reporting of the NIH-funded research,

Examples of conditions or restrictions that might be imposed to manage actual or
potential conflicts of interests include, but are not limited to:

(1)

(i)
(iii)
(iv})

(v}
(vi)

public disclosure of significant financial interests;

monitoring of research by independent reviewers;

modification of the research plan;

disqualification of the Investigator(s) from participation in all or a partion of the
research funded by the awarding component;

divestiture of significant financial interests; or

severance of relationships that create actual or potential conflicts of interests,

An Institution may require the management of other conflicting financial interests in
addition to those described in paragraph (a) of this section, as the Institution deems
appropriate,



By submission of its signed offer, the offeror/contractor {for acquisitions) or applicant/grantee (for grants) certifies that
the submitting organization will comply with the requirements of the Act and will not allow smoking within any partion of
any indoor facility used for the provision of services for children as defined by the Act.

The submitting organization agrees that it will require that the language of this certification be included in any subawards
which contain provisions for children's services and that all subrecipients shall certify accordingly,
CERTIFICATION OF INSTITUTIONAL POLICY ON CONFLICT OF FINANCIAL INTEREST (OCT 1995)

Note: This certification is applicable to Research and Development (R&D) Contracts. However, this certification
daes not apply to SBIR-Phase | contractors,

By submission of its signed offer, the offeror certifies that:

(1) Awritten and enforced administrative process to identify and manage, reduce or eliminate conflicting financial
interest with respect to all research projects for which funding is sought from the NIH [ ]is, [ ]is notcurrently
in effect,

{(2) Should a process not be in effect at the time of the submission of its affer, the offeror certifies that it will, no
later than 30 days subsequent to submission of its offer or prior to award, whichever is earlier, notify the
Contracting Officer of the establishment of a written and enforced financial conflict of interest policy.

DISASTER OR EMERGENCY AREA REPRESENTATION, [FAR 52.226-3 (AUGUST 2006)]

[Note: This provision is applicable for acquisitions that are set-aside for a Disaster or Emergency Area under
FAR Subpart 26.2. See Section L.1. of the Solicitation, paragraph entitled “Notice of Disaster or Em ergency Arca
Set-Aside."]

(a8) Set-aside area. The area covered in this contract is:
[Contracting Officer to fill in with definite geographic boundaries.)

{b)  Representations. The offeror represents as part of its offer that it [ ]is, [ ]is not a firm residing or primarily daing
business in the designated area.

{c} Facters to be considered in determining whether a firm resides or primarily does business in the designated area
include—

(1) Location(s) of the firm's permanent office(s) and date any office in the designated area(s) was established;
{2) Existing state licenses;

(2} Record of past work In the designated area(s) {e.g.. how much and for how long);

(4} Contractual history the firm has had with subcontractors and/or suppliers in the designated area;

{5) Percentage of the firm's gross revenues attributable to work performed in the designated area;

() Number of permanent employees the firm employs in the designated area;

(7) Membership in local and state organizations in the designated area: and

(8) Other evidence that establishes the firm resides or primarily does business in the designated area.

(d) |f the offeror represents it is a firm residing or primarily doing business in the designated area, the offeror shall
fumnish decumentation to support its representation if requested by the Contracting Officer. The solicitation may
require the offeror to submit with its offer documentation to suppert the representation.

{End of provisian)
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NIH POLICY MANUAL

6009-1 - CONTRACTING OFFICER'S RESPONSIBILITY IN VERIFICATION OF
CONFLICTS OF INTEREST IN ADVISORY AND ASSISTANCE SERVICE (A&AS)
AND OTHER CONTRACTS
Issuing Office: OA/OCGM 496-6014
Release Date: 02/05/95

LLE xplanation of Material Transmitted: The purpose of this chapter is to provide
guidance to NIH contracting staff concerning their responsibility to identify, verify,
and prevent potential conflicts of interest on the part of consultants under A&AS
contracts, independent contractors, known as marketing consultants, furnishing advice
to an offeror or any other contractor in support of preparation or submission of an offer
to the NIH, and staff proposed by an offeror in response to a solicitation issued by the
NIH.

2.F iling Instructions:

Remove: [&I Memorandum DCG 91-3, Contracting Officer's
Responsibility in Verification of Conflicts of Interest in Advisory
and Assistance (A&AS) and Other Contracts, dated 11/25/91
Insert: NIH Manual 6009-1, Contracting Officer's Responsibility in
Verification of Conflicts of Interest in Advisory and Assistance
(A&AS) and Other Contracts, dated 02/05/95

3.Dis tribution: NIH Manual Mailing Kevs F-401 and F-407
PLEASE NOTE: For information on:
o Content of this chapter, contact the issuing office listed above.
» On-line information, enter this URL: http://www 1.0d.nih.gov/oma/manualchapiers/

o To sign up for e-mail notification of future changes, please go to the NIH Manual
Chapters LISTSERV Web page.

A. Purpose:

The purpose of this Manual Chapter is to provide guidance to NIH contracting officers
concerning their responsibility in identifying, verifying, and preventing potential conflicts of
interest on the part of:

I. Persons who provide consulting services under A&AS contracts.

2. Independent contractors, known as marketing consultants, furnishing advice to an offeror
or any other contractor in support of the preparation or submission of an offer to the NIH.

3. Staff proposed by an offeror in response to a solicitation issued by the NI,

B. Background: Attachment 8

hutp://wwwl.od.nih.gov/oma/manualchapters/contracts/6009-1/main.html 6/13/2007



6009-1 - Contracting Officer's Responsibility in Verification of Conflicts of Interest Page 2 of 7

Responsibility for identifying and preventing potential conflicts of interest in Government
contracts is shared among the contracting officer, the program stafT initiating the request,
review staff, and other Government officials with involvement in activitics directly related to
the procurement.

The references in paragraph D. below, include policies and procedures that the NIH staff
must follow in implementing conflict of interest, confidentiality, and integrity rules affecting
evaluators of scientific, or technical merit evaluations on NIH contract and subcontract
proposals, or active projects under NIH awards. Recent Inspector General concerns
regarding possibilities of conflicts of interest among persons who provide consulting services
to the NIH under A&AS contracts or who are employees of a contractor performing on NIH
contracts has resulted in the need for promoting awareness among affected NIH staff of the
existing conflict of interest requirements.

C. Policy:

FAR 9.507 requires the contracting officer to take certain actions with regard to advisory and
assistance solicitations and contracts in excess of $25.000. It also requires the contracting
officer to determine if there are any organizational conflicts of interests in solcitations, other
than sealed bids, where the contract amount is expected to exceed $200,000.

D. References:

I. FAR 9.5, Organizational and Consultant Conflicts of Interest.

[

. FAR 37.2, Advisory and Assistance Services,

3. OFPP Policy Letter 89-1, Conflict of Interest Policies Applicable to Consultants, issued
12/8/89.

4. HHSAR 315.406-5(b)(2)(iv), Technical Proposal Instructions.

5. I&I Memorandum OER 91-1 and DCG 91-2, Procurement Integrity Act, Conflict of
Interest, and Confidentiality Certification Implications for Individuals Evaluating the
Scientific and Technical Merit of NIH Contract Proposals.

6. 1&I Memorandum OD 90-1, Conflict of Interest and Confidentiality Certifications for
Evaluations of Grant and Cooperative Agreement Applications, Contract and Subcontract
Proposals, and Active Projects,

E. Definitions:

1.C onflict of Interest - that condition or circumstance wherein a person is unable or is
potentially unable to render impartial assistance or advice to the Government because
of other activities or relationships with other persons, or wherein a person has an unfair
competitive advantage. (OMB Policy Letter 89-1 definition.)

2.Advis ory and Assistance Services (A&AS) (also known as consultant services) - those
services acquired from non-Government sources by contract or by personnel
appointment to support or improve agency policy development, decision-making,
management, and administration, or to support or improve the operation of
management systems. Such services may take the form of information, advice,
opinions, alternatives, conclusions, recommendations, training, and direct assistance.

http://www.od.nih.gov/oma/manualchapters/contracts/6009- 1 /main, html 6/13/2007
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A&AS includes consultant services provided by individuals, as defined in the Code of
Federal Regulations, Chapter 304.

3.C onsultants - persons possessing special, current knowledge or skill, which may be
combined with extensive operational experience, This enables them to provide
information, opinions, advice, or recommendations to enhance understanding of
complex issues or to improve the quality and timeliness of policy development or
decision-making.

4.M arketing Consultant - any independent contractor who furnishes advice, information,
direction, or assistance to any other contractor in support of the preparation or
submission of an offer for a Government contract by that offeror. (FAR 9.50]
definition.)

F. Procedures:
l. Advisory and Assistance Service Contracts:

a. FAR 9.507-1 requires the contracting officer to insert the provision at FAR 52,209-
8, Organizational Conflicts of Interest Certificate - Advisory and Assistance Services
in solicitations for A&AS if the contract is expected to exceed $25,000,

b. All A&AS contracts that exceed $25,000, require that the apparent successful
offeror provide certified information describing the nature and extent of any conflicts
of interest that may exist with respect to the proposed award.

Appendix 1 provides the certification required by FAR 52.209-8, which must be
completed by the apparent successful offeror and returned to the contracting officer
prior to award.

¢. The contracting officer, along with cognizant program and review staff, and if
necessary other appropriate NIH officials, must determine whether a conflict of
interest exists with regard to the proposed A&AS contract stafT before an award of the
contract is made, based on information provided by the apparent successful offeror in
its certificate. The contract file must be documented to reflect the contracting officer's
determination. (NOTE: It is recommended that this documentation be placed in the
Summary of Negotiations.)

Should questions arise concerning the contents of the certification, the contracting
officer shall notify the offeror proposing the A&AS and provide the offeror a
reasonable opportunity to respond. Any findings shall be documented and become
part of the contract file, The certificate required under FAR 52.209-8, shall be
maintained in the contract file.

2. Marketing Consultants Employed by Contractors
a. OFPP Policy Letter 89-1 as implemented by FAR 9.5, requires that marketing
consultants certify that they have provided no information to the contractor employing
them that would give the contractor an unfair competitive advantage,
b. FAR 9.507-1 requires that the contracting officer insert the provision at FAR
52.209-7, Organizational Conflict of Interest Certificate - Marketing Consultants, in

solicitations, other than sealed bids, if the contract amount is expected to exceed
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$200,000,

¢. The individual or firm that employs, retains, or has a contractual arrangement with
one or more marketing consultant in connection with a contract and which is the
apparent successful offeror, must submit to the contracting officer the certificate
identified at FAR 52.209-7 for each of its marketing consultants.

Appendix 2 (see paper copy) provides the certification required by FAR 52.209-7,
which must be completed by the apparent successful offeror prior to award.

In addition, the apparent successful offeror must forward to the contracting officer a
certificate signed by the marketing consultant that the marketing consultant is aware of
FAR 9.5 and OFPP Policy Letter 89-1, and that the marketing consultant has provided
no unfair competitive advantage to the prime contractor with respect to services
rendered, or to be rendered in connection with the solicitation, or that any unfair
competitive advantage that does exist has been disclosed to the offeror.

d. In the same manner as in F.1.c. above, based on the information provided by the
apparent successful offeror in the certificate(s) it submits, the contracting officer must
determine whether an unfair competitive advantage exists with respect to services
provided by a marketing consultant in connection with a particular contract action,
documenting the contract file accordingly.

e. All marketing consultant certificates and any associated documentation shall
become part of the contract file,

3. Exclusions
Certain types of acquisitions are excluded from the requirements of FAR 9.5, These include:

a. Routine engineering and technical services (such as installation, operation, or
maintenance of systems, equipment, software, components or facilities).

b. Routine legal, actuarial, auditing and accounting services.
¢. Training services.
d. Services rendered in connection with intelligence activities as defined in Section 3.4
() of Executive Order 12333 or a comparable definitional section in any successor
order, or in connection with special access programs,
e. Acquisitions subject to unique agency organizational conflict of interest statutes.
In addition to these exclusions, please refer to the exclusions cited in FAR Subpart 37.2,
4. Waivers
A waiver to the Organizational and Consultant Conflict of Interest general rules or
procedures may be granted by the agencey head or a designee (not below the level of head of
a contracting activity). The requirements for the request for waiver are addressed in FAR

9.503.

5. All Other Contracts:
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a. The technical proposal instructions must be developed to suit the needs of an
individual acquisition, permitting proposal evaluators to determine a proposal's
acceptability. For purposes of evaluating the qualifications, experience and resources
of proposed personnel, the technical instructions may include the following statement:

"In accordance with HHSAR 315.406-5(b)(2)(iv). the technical proposal must include
a list of names and proposed duties of the professional personnel, consultants, and key
subcontractor employees assigned to the project. Their resumes should be included
and should contain information on education, background, recent experience and
specific scientific or technical accomplishments."”

b. Should any evidence of existing or potential conflicts of interest be manifested as a
result of a review of the documents submitted in response to the technical proposal
instructions, or to the information submitted under 5.c. below, the contracting officer,
n coneert with program and other appropriate NIH, and peer review officials in the
case of biomedical and behavioral R&D and R&D support requirements, (where
appropriate), shall investigate, arriving at a determination concerning the existence of
conflicts of interest.

¢. Based on the type of requirement being solicited, the contracting officer shall assure
that the resultant RFP contain a Summary of Related Activities (See NCI and APDS
RFP preparation workforms, Section ., List of Attachments). This summary requires
offerors to submit specific information pertaining to the Project Director, Principal
Investigator and other proposed key professional individuals designated for
performance under any resulting contract, For each aforementioned individual, an
identification must be made of all active federal contracts/cooperative
agreements/grants and commercial agreements plus outstanding proposals submitted
by their organizations. The primary purpose of this information is to enable the
contracting officer, program stafT, and peer review group members (if applicable) to
assess and evaluate the committed levels of effort for the offeror's proposed staff.

d. The contracting officer is alerted to the requirements in FAR 9.507-1 and 9.507-2
for the drafting and inclusion of solicitation provisions and contract clauses that would
impose appropriate restraints upon the contractor’s eligibility for future contracts or
subcontracts in cases where questions concerning organizational conflicts of interest
may arise or must be resolved as a condition of award.

Appendix 1:

ORGANIZATIONAL CONFLICTS OF INTEREST CERTIFICATE -
ADVISORY AND ASSISTANCE SERVICES

In accordance with the requirements of FAR 52.209-8, Organizations Conflicts of Interest
Certificate - Advisory and Assistance Services (November 1991, and the Office of Federal
Procurement Policy Letter 89-1, Conflict of Interest Policies Applicable to Consultants, as a
condition of award of a contract, the apparent successful offeror submits to the contracting
officer the certificate below:

Solicitation No.(Insert RFFP No.), with (Insert 1CD)
for (Provide a brief description of services to be provided)

1. Apparent Successful Offeror Name:
Address:
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Telephone No. including area code:
Federal Taxpayer Identification No.:

2. Please list below (or use additional paper if necessary), the name, address, telephone
number of the client(s). a description of the services rendered to the previous client(s), and
the name of a responsible officer/employee of the offeror who is knowledgeable about the
services rendered to each client, if, in the 12[1] months preceding the date of the
certification, services were rendered to the Government or any other client, (including any
foreign government or person) respecting the same subject matter of the instant solicitation,
or directly relating to such subject matter: [Please list the agency and contract number, if
applicable. ]

3. The individual signing this certificate below certifies that to the best of his/her knowledge
and belief, no actual or potential conflict of interest or unfair competitive advantage exists
with respect to the advisory and assistance services to be provided in connection with the
instant contract, or that any actual or potential conflict of interest or unfair competitive
advantage that does exist with respect to the contract in question has been communicated in
writing to the contracting officer or his or her representative,

Name:

Title:

Signature:
Emplover's Name:
Emplover's Address:
Telephone Number:

In accordance with the requirements of FAR 52.209-7, Organizational Conflicts of Interest -
Marketing Consultants (November 1991), and the Office of Federal Procurement Policy
(OFPP) Letter 89-1, Conflict of Interest Policies Applicable to Consultants, as a condition of
award of a contract. An individual or firm that employs, retains. or engages contractually,
one or more marketing consultants in connection with respect to each marketing consultant,
the certificate below:

On Solicitation Number (fnsert RIFP No.), with the (fnsert 1CD), NIH

1. The following services have been rendered by, or are to be the following marketing
consultant;

a. Name of Marketing Consultant:

b, Address:

¢. Telephone No., Including Area Code:

d. Federal Taxpayer Identification No.:

¢. Name, Address and Telephone No. of Officer/Emplovee of Marketing Consultant
who has Personal Knowledge of the Marketing Consultant's Involvement in the
Contract:

f. Description of Nature of Services:

2. Name, address and telephone of the client(s), name of responsible officer/employee of the
marketing consultant who is knowledgeable about the services provided to such client(s), if,
based on information provided to the contractor by the marketing consultant, any marketing
consultant is rendering or, in the 12[1] months preceding the date of the certificate, has
rendered services respecting the same subject matter of the instant solicitation, or dircctly
relating to such subject matter. to the Government or any other client (including any foreign
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Government or person), (IF NONE, PLEASE INSERT "N/A")

3. The individual signing this certificate below for the prime contractor certifies that he/she
has informed the marketing consultant of the existence of Subpart 9.5 of the FAR and of the
OFPP Policy Letter 89-1.

Name:

Title:

Signature:

Emplover's Name:

Emplover's Address:

Telephone No., Including Area Code:

In addition 1o this certification, the apparent successful offeror shall forward to the
contracting officer a certificate signed by the marketing consultant that the marketing
consultant has been informed of the existence of FAR Subpart 9.5 and of OFPP Policy Letter
89-1, and that to the best of the marketing consultant's knowledge and belief, he/she has
provided no unfair competitive advantage to the prime contractor with respect 1o services
rendered to be rendered in connection with this solicitation, or that any unfair competitive
advantage that does or may exist has been disclosed to the offeror. THIS CERTIFICATE
SHOULD ACCOMPANY THE ABOVE CERTIFICATE EXECUTED BY THE
APPARENT SUCCESSFUL OFFEROR AND BE SENT TO THE CONTRACTING
OFFICER PRIOR TO AWARD,

Footnotes:

[1] for Appendix 1, # 2 - If approved by the head of the contracting activity, this period may
be inereased up to 36 months.

[2] for Appendix 2, # 2 - If approved by the head of the contracting activity, this period may
be increased up to 36 months,
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Methodology for Review of National Toxicology Program Research and
Development Contracts

1.0 Background

The National Toxicology Program (NTP), an interagency program within the Department
of Health and Human Services, coordinates toxicology testing within the federal
government, develops and validates improved testing methods, carries out research and
testing activities to strengthen the science base in toxicology, and provides information
about potentially hazardous substances to regulatory and research agencies, medical and
scientific communities, and the public.

The objectives for this review of NTP contracts are to:
* assess potential conflict of interest (COI,
* consider what recommendations are appropriate to reduce the potential for COI to
oceur.
* address how to mitigate any current or future COls.

The NTP Board of Scientific Counselors Working Group { WG) will conduct the review
for presentation to the NTP Board of Scientific Counselors (BSC) at its June 22 meeting,

2.0 Conflict of Interest (COI) Terminology

For the purpose of this review, the COl terminology is consistent with the standard COI
clause being developed (Attachment 1) and is as follows:

(a)  The Contractor warrants that to the best of its knowledge and belief except as
otherwise disclosed, no actual or apparent organizational or employee conflict of
interest exists as defined below:

(1) asituation in which the nature of work under a Government contract and a
Contractor's organization and any of its affiliate organizations or their
successors in interest (hereinafter collectively referred to as the
“Contractor™), financial, contractual or other interests are such that the
appearance of the Contractor's objectivity in performing the contract work
may be impaired, may otherwise result in a biased work product, or may
result in the contractor being given an unfair competitive advantage; or

(1) a financial interest or relationship, professional or otherwise, of an
employee, subcontractor employee, or consultant (hereinafter referred to as
“employee”) with an entity that may actually impair or have the appearance
of impairing the objectivity of the employee in performing the contract
work; or

(1it) an employee has had, currently has, or is reasonably expected to have,

official responsibilities with an outside organization, or some other financial
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NTPWGMethodology 0401 90nal MW 1 L.doe

Attachment 9



interest or business affiliation, such that a reasonable person with knowledge
of the relevant facts might question the employee’s objectivity/impartiality
in performing the contract.

(iv) For purposes of paragraphs a(i) - (a)(iii), the financial interests and business
affiliations of the employee’s spouse, minor children, and business partners
are imputed to the employee.

30 Materials for the WG

3.1 NTP and NIEHS reviewed research contracts awarded for the NTP and
considered various types of situations where an organizational COl might occur
including having unequal access to information, an unfair competitive advantage
for a future NTP procurement because of “biased ground rules,” or impaired
objectivity. It was concluded that risk for NTP contracts was low for potential
conflicts related to having unequal access to information or unfair competitive
advantage. However, there was concern about the potential for impaired
objectivity, so NTP and NIEHS staff reviewed the NTP contracts and triaged
them into high, medium and low risk groups. NTP contracts were tentatively
assigned to these categories according to NTP's perception of the risk that COI
could conceivably influence the products of the contract effort. Assignment to a
category was based on the type of contract activity or product delivered to the
government, in relation to the degree of direct government oversight exercised
over the contract,

Low Risk- the contracts in this category provide general support services to assist
NTP in its routine daily activities, These activities could be related to information
cataloging and retrieval, web design, or other program-wide activities. Also in
this category are contracts that test chemicals under code where their identity is
not known to the contractor, as well as those that cover the bulk of the chemical
testing activities where the contractor is given a detailed statement of work and
the results are subjected to multiple layers of review and analysis often involving
other independent contractors,

Moderate Risk- the contracts in this category are ones where the contractor has at
least a limited role in developing the scope of research that would be carried out
following review and approval for performance by government staff.

High Risk- the contracts in this category are generally ones that support NTP
evaluation activities, such as contracts that compile background literature and
information for use by government staff in reaching decisions concerning hazards
or risks to human health.

3.2 NTP Project Officers will prepare information about how their contracts are
managed and what products the contract produces.

June 5, 2007
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3.3

34

3.9

36
4.0

4.1

4.3

4.4

June 3, 2007

NTP and NIEHS will formally request additional information from contractors
based on the WG's recommendation that the WG can use in evaluating potential
organizational or employee COI. General as well as specific questions will be
sent to contractors for their response (see Attachment 2),

The NTP will provide the COI document that will be incorporated into current
and future contracts {Attachment 1).

Through a web-based, password protected site, NTP will provide the WG access
to documents for each contract ineluding the contract document, relevant
modifications to the contract, and statement of work (SOW); information
prepared by the Project Officers; answers to questions provided in Attachment 2;
other information as deemed necessary; and points of contaet for each contract.,
The WG may have access to other materials as needed.

NTP staff and NIEHS acquisitions staff will be available as resources to the WG,
WG Tasks

WG members will review and sign a conflict of interest pre-certification
document prior to imitiation of their evaluation and again following completion of
this effort,

The review teams will review the contract materials and determine whether they
agree with assignment of the contract to the high, medium, or low risk category.
The review teams will consider the guidance provided in Section 5 in their
review,

Members of the WG will be divided into review teams consisting of a scientific
advisor and a procurement analyst. Each team will be assigned contracts to
review.

The WG will address organizational and employee COIl for the contracts in this
evaluation (see COl terminology in Section 2 and guidance in Section 5). The
WG will review and evaluate the contractor’s responses to the questions in
Attachment 2.

The WG will identify any actual/apparent/potential COl in the SOW, contract,
and/or other contract-related documents based on the following:

4.4.1 roles and responsibilities of the individual contractor including nature of
services provided.

4.4.2  roles and responsibilities of the Government including technical
monitoring of the contract
--at the review level during contract performance.
--in oversight of contract performance.
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4.5

4.6

4.7

4.8

4.9

5.0

th

June 5, 2007

4.4.3  access to proprietary information as deemed necessary.
4.4.4  industry ties [for duration of contract]
4.4.5 any bias based on former ties [for duration of contract].

The WG will be asked to offer their opinion whether the guidance in the COI
document to be added to contracts (Attachment 1) would help prevent the
likelihood for actual/apparent/potential COI in future contracts.

The WG will review and consider the contractors’ responses to the questions (see
Attachment 2) in their evaluation of the contracts for actual/apparent/potential
COl.

The WG will work using the web-based information provided by NTP.

WG will meet at NIEHS on May 31 - June | to discuss the results of its review
and evaluation and draft a report of its findings, conclusions and
recommendations. Following the meeting, the draft report will be circulated to
the WG for final approval; the deadline for completion is June 8.

The final WG report will be presented to the NTP BSC meeting at NIEHS on
June 22,

Organizational Conflicts of Interest (OCI)

WG Questions To Evaluate Whether Actual or Potential Organizational
Conflicts Of Interest (OCI) Exists in a Contract:

3.1.1 Does the contractor have access to nonpublic information as part of its
performance of a government contract which may provide the firm an
unfair competitive advantage in a later competition for a government
contract? In these “unequal access to information™ cases, the concern is
limited 1o the nsk of the firm gaining an unfair competitive advantage;
there 1s no issue of possible bias,

5.1.2. Has the contractor, as part of its performance of a government contract, in
some sense set the ground rules for the competition for another
government contract by, for example, writing the statement of work or the
specifications? In these “biased ground rules” cases, the primary concern
15 that the firm could skew the competition, whether intentionally or not,
in favor of itself. These situations may also involve a concern that the
contractor, by virtue of its special knowledge of the agency's future
requirements, would have an unfair advantage in the competition for those
requirements,

5.1.3. Is the contractor responsible for reviewing or evaluating its own work
product resulting from a prior contract it had with the government in the
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same subject matter? In these “impaired objectivity” cases, the concern is
that the firm’s ability to render impartial advice to the government could
appear to be undermined by the relationship with the entity whose work
product is being evaluated.

Are there conflicting roles that might bias a contractor's judgment in
relation to its tasks or projects for the NTP? This type of situation arises if
the disclosure of financial, contractual, organizational, or other interests
that relate to the subject of the contract reveals information that raises
concerns about bias or lack of objectivity on the part of the contractor,

5.2 Important Factors to Consider in an Evaluation of Actual or Potential OCI

5:2.1

5.2.3

529

June 5, 2007

Evaluation of other companies’ contract proposals or products with a
potential of a contract resulting from the recommendation,

Evaluation services or activities where any work or effort involves the
independent study of technology, process, product, or policy.

Technical support services where such services typically include
assistance in the preparation of preliminary designs, specifications, or
SOWs, and may involve the contractors being given aceess to data
confidential to NTP or proprietary to others including access to
information from its competitors.

Evaluation of a contractor's products or services or the products or the
services of another party.

Preparation and furnishing of a detailed plan for specific approaches or
methodologies for incorporation into a future competitive acquisition,

Preparation and furnishing of advice to NTP in a technical area where the
contractor is also providing consulting assistance in the same area to any
other organization,

Access to proprietary information that cannot lawfully be used for
purposes other than those authorized by the owners.

Revisions when the SOW is modified to add new work or the parties to the
contrict are changed.

Contractual requirements that call for rendering of advice, consultation or
evaluation services, or similar activities that direetly lay the groundwork
for the NTP's decisions on activities, future procurements, and research
programs.
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6.0

6.1

6.2

6.3

5.2.100 The contract places the contractor in a conflicting role in which its
judgment may be biased in relation to its work for the NTP, or would
result in an unfair competitive advantage for the contractor.

5.2.11 Access to information not available to the public concerning NTP plans,
policies, or programs that could form the basis for a later procurement
plan.

Strategies for Consideration to Manage an Actual or Potential OCI
Prior to Contract Award

6.1.1 Disqualify the offeror from award.

6.1.2  Avoid or eliminate such conflicts by appropriate measures including the
inclusion of appropriate Terms and Conditions suggested by Legal
Counsel in the resulting contract.

Make suggested changes to the SOW,

Continue performance under the contract under the waiver provision of
FAR 9.503 if unable to mitigate, or avoid the apparent conflict of interest
i in the best interest of the government and there is public exigency or
work cannot otherwise be obtained.

o o
Ta L

After Contract Award

6.2.1 Notify the Contracting Officer and program officials as soon as possible.

6.2.1 Require the contractor to complete a disclosure statement.

6.2.3  Avoid or mitigate the effects of the conflict of interest, (Include any
appropriate clauses in the contract; require the contractor to stipulate how
they intend to mitigate any potential conflict of interest, ete.).

6.2.4  Exclude the contractor from subsequent NIH contracts for work of a
similar nature for a specific period of time.

Strategies to Manage an Actual or Potential Personal COIl

6.3.1 Publicly disclose the financial interest.

6.3.2  Monitor the research by independent reviewers.

6.3.3  Modify the research plan; disqualify an investigator or investigators from
participating in all or a portion of the research funded by the federal
agency; with respect to peer reviews, the reviewer must cither recuse
himself/herself from review of the proposal at issue or be removed from
the panel.

6.3.4  Divest the financial interest; sever relationships that create actual or
potential conflicts.

6.3.4 Decline the award.

June 5, 2007
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Attachment 1

The following language will be added to current and future contracts.

Conflict of Intcrest

(a) The Contractor warrants that to the best of its knowledge and belief except as
otherwise disclosed, no actual or apparent organizational or employee conflict of
interest exists as defined below:

(1) asituation in which the nature of work under a Government contract and a
Contractor’s organization and any of its affiliate organizations or their
successors in interest {(hereinafter collectively referred to as the “Contractor™),
financial, contractual or other interests are such that the appearance of the
Contractor’s objectivity in performing the contract work may be impaired,
may otherwise result in a biased work product, or may result in the contractor
being given an unfair competitive advantage; or

(i) a financial interest or relationship, professional or otherwise, of an employee,
subcontractor employee, or consultant (hereinafier referred 1o as “employee™)
with an entity that may actually impair or have the appearance of impairing
the objectivity of the employee in performing the contract work, or

(111) an employee has had, currently has, or is reasonably expected to have, official
responsibilities with an outside organization, or some other financial interest
or business affiliation, such that a reasonable person with knowledge of the
relevant facts might question the employee’s objectivity/impartiality in
performing the contract.

(1v) For purposes of paragraphs a(i) - (a)(iii), the financial interests and business
atfiliations of the employee’s spouse, minor children, and business partners
are imputed to the employee.

(b) The Contractor agrees that if changes in their organization or employees have
occurred that give rise to the appearance of a conflict of interest since submission
of their final proposal revision (FPR) and contract award or occur during the
performance of this contract, it shall make an immediate and full disclosure to the
Contracting Officer and Project Officer in writing., Such disclosure should
include a description of the circumstances, and a description of any action which
the contractor has taken or proposes to take to avoid, neutralize, or mitigate any
actual or apparent conflict of interest.

(c) The Contractor has an ongoing responsibility to notify the Government
Contracting Officer and Project Officer in writing if any actual or apparent
conflict of interest arises during the period of performance of the contract. The



(d)

(1)

written notification must provide details of the conflict of interest and any planned
mitigation.

The Contractor agrees to immediately notify the Contracting Officer and the
Project Officer of (1) any actual or apparent personal conflict of interest with
regard to any of its employees working on, having published, or having access to
information regarding this contract, or (2) any such information regarding this
contract, when such conflicts have been reported to the Contractor.

The Contractor agrees to notify the Contracting Officer and Project Officer prior
to incurring costs for that employee’s work when an emplovee may have a
conflict of interest. In the event that the conflict of interest does not become
known until after performance on the contract begins, the Contractor shall
immediately notify the Contracting Officer and Project Officer of the conflict of
interest. The employee shall recuse himself/herself from work on this contract
when an actual or apparent conflict has been identified until such time as it is
determined that the conflict does not exist or it is resolved. The Contractor shall
continue performance of this contract until notified by the Contracting Officer of
the appropriate action to be taken.

The provisions of this clause shall be included in all subcontracts and consulting
agreements to avoid, neutralize, or mitigate actual or apparent conflicts of interest.



Attachment 2
Questions for Contractors’ Response

Is your company affiliated with any other company in terms of ownership, wholly
owned subsidiaries, etc?

Yes No
If yes, please describe each affiliation as it relates to this contract,
The questions below pertain to evaluating employee conflicts of interest.

I. Please describe or provide a copy of your company's contlict of interest

policy,

2. Please discuss financial disclosure requirements you have for principal
investigators and other key personnel.

3. What types of “firewalls” do you have that separate those personnel involved

in this government contract from those in the organization that might work for
other organizations?

4. Do your employees provide annual or biennial certifications regarding COl
and/or their awareness of those policies?

Yes No

5. Do any contractor staffs have financial, personal relationships or affiliations
that could influence (or bias) their work product or ability to render objective
advice?

Yes Mo

I ves, please elaborate,

The questions below pertain to possible Organizational Conflicts of Interests
(bias or unfair competitive advantage). If the answer is no, please explain
why the potential for conflict is unlikely. If the answer is yes, please explain
why there exists a possible conflict.

I. Does the contractor have any involvement with or interests in technologies
and/or substances which may be subjects of the contract or which are
substitutable for such technologies/substances?

June 5, 2007 g
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3.

0,

The involvement or interest could take any form, including interest in relevant
proprietary toxicological methods or in patents as well as interests in the
manufacturers of the substances.

Yes Mo

[ %)

Does the contractor do business with organizations that might appear to be in
conflict with the mission of the NIH/NIEHS or have a relationship (financial,
organizational, contractual or otherwise) with such organizations or firms that
could impair its objectivity or independence?

Yes No

Would any unfair competitive advantage accrue to the contractor in either its
private or government business pursuits resulting from access to:

{a) data generated under the contract?
(b) information concerming NTPS plans and programs?
(c) confidential and proprietary data of others?

Yes No

Is the contractor performing any self-evaluation or inspection of a service or

product, or evaluation or inspection of another with whom a relationship exists
which could impair objectivity, including evaluation or inspection of goods ar
services which compete commercially with the contractor's goads or services?

Yes No

Are any of the contractor’s chief executives, directors, entities that they own or
represent, and/or affiliates involved in performance of the contract?

Yes No

If yes, have they signed disclosure or representation statements? (Please provide
copies if available.)

Are you aware of any other information relating to this contract that could
reasonably be construed as creating an OCI?

Yes No
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