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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 COI.  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.   
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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 



 

 2 

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

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

 
� 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.) 
 

� 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 OCIs (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: 
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� it is limited to research contracts only; 
 
� it applies only to investigators involved in the design, conduct, or reporting of 
 research; 

 
� it addresses only significant financial interests of an investigator; and  
 
� 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 OCIs: 

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 
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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.   
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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 COI.   
 
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 
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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.   
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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 a result 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 (PWG), 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 
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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.     
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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: 
 

� 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)  
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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 COI.   
 
The NTP convened the BSC WG that reviewed the NTP contracts with respect to the 
COI 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: 
 

� 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 COI.   

 
� 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.   

 
� 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 OCIs.  
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 OCIs, 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 OCIs 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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� 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. 

 
� 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. 

 
� 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. 

 
� 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 OCIs as set forth in FAR 9.5, and 
reminding these contractors of their responsibilities. 

 
� 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. 

 
� 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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Attachment 1 – Working Group Roster 
Attachment 2 – FAR subpart 2.1 
Attachment 3 – FAR subpart 3.1 
Attachment 4 – FAR subpart 9.5 
Attachment 5 – 45 CFR Part 94 
Attachment 6 – Solicitation Provision: “Institutional Responsibility Regarding       
Conflicting Interests of Investigators” 
Attachment 7 – Representations and Certifications language 
Attachment 8 – NIH Manual Chapter 6009-1 
Attachment 9 – Methodology with attachments 
 
 






































































