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College and university counsel are called upon to advise on conflict of interest policy and institutional administration of such policy in a variety of situations, including with regard to the institution’s governing board members, administrators, faculty, and staff.  In the research context, federal regulations and policy provide a baseline for institutional administration of investigator conflicts of interest.  These federal rules generally place on institutions the responsibility to review researcher disclosures and determine whether they entail conflicts of interest and, if so, whether and how to eliminate or manage the conflict.  Implementation of the federal rules can present counsel with questions of interpretation that are not fully resolved by the regulations and published federal guidance.


Section I of this paper summarizes aspects of federal regulatory regimes directly pertinent to researcher conflicts of interest.  Section II discusses, in an illustrative and non-exhaustive manner, some of the interpretative questions that may arise as institutions attempt to implement the federal rules in the context of institutional conflict of interest policy.  This paper is not legal advice, and college and university administrators should consult institutional legal counsel with regard to the requirements of pertinent federal, state, and local law.

I.
Federal Regulations on Conflicts of Interest in Scientific Research

Federal agencies, including the Public Health Service (“PHS”) (which includes, among other agencies, the National Institutes of Health (“NIH”)) and the Food and Drug Administration (“FDA”), have promulgated regulations addressing conflicts of interest in research. 
/  Other agencies, such as the National Science Foundation (“NSF”), have imposed conflict of interest requirements in agency policy. 
/  The NSF policy and PHS regulations, discussed in Sections A and B below, apply to extramural research funded by the respective agencies and impose very similar substantive requirements.  The FDA regulations, addressed in Section C below, focus on financial interests of investigators in clinical studies used to support marketing applications for new drugs, medical devices or biological products, regardless of the source of funding. 
/  Section D notes that other standards not discussed in this paper also may apply to institutional review of researcher financial interests.


A.
Current PHS Regulations and NSF Policy on Conflicts of Interest

This section describes the PHS regulations currently in effect.  On May 21, 2010, the Department of Health and Human Services (“HHS”) and PHS issued proposed amendments to the PHS regulations.
/  The proposed changes are discussed in Section B below. 
/        


Both PHS and NSF rules require that, by the time an application for funding is submitted to the relevant agency, each “Investigator” who plans to participate in the funded research disclose 
/ to a designated institutional official all “Significant Financial Interests” (“SFIs”) (i) “[t]hat would reasonably appear to be affected” by the research or educational activities for which funding is sought; and (ii) “[i]n entities whose financial interests would reasonably appear to be affected by such activities.” 
/  


The term “Investigator” includes the principal investigator/project director, as well as anyone “who is responsible for the design, conduct, or reporting of” research or educational activities funded or proposed for funding by either  PHS or NSF.  For purposes of disclosing SFIs, the term “Investigator” includes the investigator’s spouse and dependent children. 
/


A SFI is defined as “anything of monetary value, including but not limited to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options or other ownership interests); and intellectual property rights (e.g., patents, copyrights and royalties from such rights).”  The term excludes:  

(1)
“[s]alary, royalties, or other remuneration from the applicant organization;” 

(2)
income from public or nonprofit entities for “seminars, lectures or teaching engagements” or for service on the entities’ “advisory committees or review panels;” 

(3)
“equity interests that when aggregated for the Investigator and Investigator’s spouse and dependent children” do “not exceed $10,000 in value” and do not “represent more than 5% ownership in a single entity;” and 

(4)
“[s]alaries, royalties or other payments that when aggregated for the Investigator and the Investigator’s spouse and dependent children over the next twelve months, are not expected to exceed $10,000.” 
/


Disclosures are to be submitted to the designated institutional official(s) either annually or “as new reportable Significant Financial Interests are obtained.” 
/  The designated institutional official(s) is responsible for reviewing the disclosure to determine if “a Significant Financial Interest could directly and significantly affect the design, conduct, or reporting” of the research or educational activities. 
/  Note that this standard has different wording than the investigator standard.  Whereas, as noted above, the question for the investigator is whether the SFI “would reasonably appear to be affected” by the research, the question for the institutional official is whether the SFI could affect the research.  If the designated institutional official determines that a conflict of interest exists, he or she is responsible for taking appropriate action to ensure that the conflicting interest is “managed, reduced, or eliminated.”  Actions the designated official may take, include, but are not limited to, monitoring of the research by “independent reviewers,” “[p]ublic disclosure of the conflicting interest,” “[m]odification of the research plan,” and/or “[d]ivestiture of [the] significant financial interest.” 
/  Institutions are required to maintain records of all financial disclosures and any institutional action taken in response to such disclosures. 
/ 


If a conflicting interest has been identified, PHS requires that the institution notify the PHS funding component of the conflict and provide an “assurance that the interest has been managed, reduced or eliminated.” 
/  NSF requires notification only in those situations where the institution determines that it is “unable to satisfactorily manage a conflict of interest.” 
/  


The foregoing requirements must be set forth in a written and enforced institutional policy.  Institutions are required to inform investigators of their obligation to comply with the policy.  In addition, institutions must ensure that their subrecipients, contractors, and collaborators either have their own policies that meet the requirements of the PHS regulations and NSF Policy or agree to follow the policies of the prime institution. 
/     


B.
Proposed Amendments to PHS Regulations

In its May 21, 2010 Notice of Proposed Rulemaking (“NPRM”), PHS proposed a number of significant changes to its regulations.  For many institutions, the proposed changes if adopted will entail amendment of institutional conflict of interest policy and disclosure forms.  The proposed changes also will increase the burden associated with administration of conflict of interest policy, including, for example, posting of the policy on a website, more disclosure by investigators, more institutional reporting to HHS, public posting of information about certain managed conflicts, investigator training, attention to sub-award agreements, records maintenance, and other administrative steps outlined below.  Comments on the proposed rule are due on or before July 20, and officials have said a final rule will issue later this year.  


The NPRM has been seen as a response to Congressional and HHS Office of Inspector General criticism of NIH’s oversight of grantee compliance with conflict of interest rules and negative media accounts of financial relationships between pharmaceutical and device companies and academic researchers.  The proposed changes are aimed at increasing transparency, and institutional and NIH oversight, of financial interests of investigators in federally sponsored research.  Summarized below are some of the proposed changes most likely to affect institutional administration of conflicts policy.  


1.
Investigator Disclosure of Significant Financial Interests

The NPRM would revise the definition of SFI, broaden the scope of information investigators disclose, and shift from investigators to the institution discretion to decide whether a financial interest is related to PHS-funded research, including NIH-funded research.  As noted above, investigators currently must disclose SFIs “[t]hat would reasonably appear to be affected by the research for which PHS funding is sought” and “[i]n entities whose financial interests would reasonably appear to be affected by the research.”  See 42 C.F.R. § 50.604(c).  Under the proposed definition, investigators would disclose to the institution all SFIs related to their “institutional responsibilities,” including, for example, research, teaching, and committee service; and the institution would determine whether the SFI “appears to be affected by the PHS-funded research.”  


The NPRM also would lower or eliminate dollar thresholds for investigator disclosures.  Current regulations require disclosure of equity interests, salary, royalties, and other forms of remuneration greater than $10,000.  The proposed rule lowers the disclosure threshold to $5,000 for remuneration and for equity in public companies, and eliminates the threshold for equity in private companies.  Investigators would be required to disclose payments received during the twelve months preceding the disclosure, and the disclosures must specify a dollar range.  The proposed rule also dispenses with a threshold for disclosing royalties.  Further, the NPRM proposes to include travel reimbursement in the definition of SF


HHS also proposes to narrow the list of interests exempt from disclosure.  For example, income received from non-profits, other than higher education institutions, for seminars, lectures, teaching, and advisory committee and review panel service would now be disclosable, although income from public entities for such service would remain exempt.  


2.
Enhanced Institutional Reporting Obligations


Under the proposed regulations, institutions would be required to provide more information to PHS regarding identified financial conflicts of interest (“FCOIs”).  In particular, FCOI reports to PHS would have to include, in addition to basic information about the grant: the conflicted investigator’s name, the nature (e.g., equity, salary) and value (within specified dollar ranges) of the interest, the relationship between the interest and the PHS-funded research, and the basis for the institution’s finding a FCOI.  The report would also have to include a description of the institution’s management plan, such plans now being required in each case of a FCOI.  Annual updates to the Awarding Component on previously reported FCOIs would be required.  If an institution adopts a policy that includes more stringent standards than the proposed regulations, the institution would be required to report to the PHS Awarding Component the FCOIs identified under its policy, even if the financial interest would not have been considered conflicting under the PHS regulations. Sub-awardees would be required to report conflicts to the prime awardee, which would be required to report to PHS.


Institutions that identify a FCOI after work on a grant is underway would be required to implement a mitigation plan to assess whether the design, conduct or reporting of any PHS-funded research performed prior to the institution’s identification of the FCOI was biased by the delay. 


3.
Public Access to Information

An overarching theme of the proposed regulations is transparency.  Consistent with that theme, the proposed regulations would require institutions to post their conflict of interest policies applicable to PHS-funded research on a publicly accessible website.  If an institution finds a FCOI of “key personnel” on a PHS-funded project, the institution also must post publicly the investigator’s name and position on the PHS project and the nature and value (within specified dollar ranges) of the SFI.  This information would be updated annually or within 60 days of receipt of additional pertinent information, and would remain publicly accessible for five years from the date of the last revision.  


4.
Other Changes

The proposed rule would require institutions to provide conflict-of-interest training for investigators in PHS-funded research.  Although not required, the NPRM “strongly encourage[s]” institutions to appoint a committee to review investigator disclosures and make FCOI determinations.  In addition, the regulations would now apply to Phase I Small Business Innovation Research and Small Business Technology Transfer program grants, which had previously been exempt, and certain non-research grants.


The NPRM does not propose requirements related to institutional conflicts of interest, a topic previously raised in an Advance Notice of Proposed Rulemaking.  The NPRM states that HHS will consider comments on this topic and will consider regulations in the future. 


The NPRM does not identify an effective date for the new regulations nor does it address their application to ongoing research under previously awarded grants.


C.
FDA Regulations on Financial Disclosure by Clinical Investigators

The FDA regulations on financial disclosure by clinical investigators focus on potential conflicts of “clinical investigator[s]” involved in “covered clinical stud[ies]” related to drugs, devices or biologic products for which FDA approval is sought.  The regulations require “an applicant whose submission relies in part on clinical data to disclose certain financial arrangements between sponsor(s) of the covered studies and the clinical investigators and certain interests of the clinical investigators in the product under study or in the sponsor of the covered studies.” 
/   


“Clinical investigator” is defined as an individual “who is directly involved in the treatment or evaluation of research subjects.”  “Covered clinical stud[ies]” include “any study of a drug or device in humans submitted in a marketing application or reclassification petition . . . that the applicant or FDA relies on to establish that the product is effective . . . or any study in which a single investigator makes a significant contribution to the demonstration of safety.” 
/   


The types of financial arrangements the FDA regulations require to be disclosed include (1) “compensation made to the investigator in which the value of compensation could be affected by study outcome”; (2) “[s]ignificant equity interest[s] in the sponsor of a covered study,” including (a) “any ownership interest, stock options or other financial interest” in a privately held entity (or other investments whose value cannot be readily determined through reference to public prices) or (b) equity interests of over $50,000 in a publicly held company during the study and for one year following completion; (3) a property or other financial interest in a tested product including, but not limited to, a patent, trademark, copyright or licensing agreement; and (4) “[s]ignificant payments of other sorts” including “payments made by the sponsor of a covered study to the investigator or the institution to support activities of the investigator that have a monetary value of more than $25,000,” exclusive of the costs of conducting the study or other clinical studies, during the time the investigator is conducting the study and for one year following completion of the study. 
/  Investigators must update disclosures if there are any “relevant” changes during the course of the investigation and for one year following the completion of the study. 
/


The person or entity submitting the application to the FDA is required to submit for each clinical investigator involved in a covered study either a certification that none of the aforementioned financial arrangements exists or a disclosure describing the nature of the relationships and “[a]ny steps taken to minimize the potential for bias resulting from any of the disclosed arrangements, interests or payments.” 
/  For purposes of the certification requirement, the term “clinical investigator” includes the investigator’s spouse and dependent children.  Clinical investigators are required to provide the sponsor with the necessary financial information to allow the sponsor to submit the required certification or disclosure.  The FDA will then evaluate the disclosed financial information to determine the impact, if any, on the reliability of the study.  The FDA has the authority to take the following actions to ensure the reliability of data:  (1) “[i]nitiating agency audits of the data”; (2) [r]equesting that the applicant submit further analyses of the data”; (3) “[r]equesting that the applicant conduct additional independent studies to confirm the results of the questioned study”; and (4) “[r]efusing to treat the covered clinical study as providing data that can be the basis for an agency action.” 
/


Applicants are required to maintain documentation related to the financial interests of clinical investigators for a period of two years after approval of their application. 
/


FDA has issued written Guidance on its financial disclosure rules. 
/  The Guidance makes clear that the sponsor of an Investigational New Drug Application (“IND”) or Investigational Device Exemption (“IDE”) for a clinical study has the obligation to collect financial disclosures required under the Part 54 regulations.  Thus, although the responsibility for submitting certifications and disclosures to FDA falls on the applicant for marketing approval, which often will not be the research institution, if an institution is the IND or IDE sponsor then the institution is responsible for collecting investigator disclosures before the investigator participates in the study and as relevant changes occur during the course of and for one year after the study. 
/


D.
Beyond the Federal Regulations 


The regulations outlined above are not the only standards pertinent to institutional review of investigator financial interests in research.  The institution’s conflict of interest policy may impose additional requirements and may exceed the federal standards, and such policies generally apply to non-federally funded research as well as federally funded research.  Other policies of an institution also may be implicated in situations involving conflicts of interest, such as policies on conflict of commitment, extramural activity, intellectual property, use of institutional name and institutional resources, and restriction on publication.   Moreover, conflicts of interest in research may raise other legal questions, such as the implications of entanglements with for-profit entities for the institution’s tax-exempt status and tax-exempt-bond financing of research facilities, and consistency with state law applicable to public or private higher education institutions. Accreditation standards also address conflict of interest. 
/   In addition, non-governmental entities have issued guidelines that can help institutions regulate conflicts of interest in research. 
/  Some of these non-governmental guidelines suggest standards more stringent or broader disclosure than the federal regulations require. 
/

II.  
Selected Issues in Implementation of Federal Standards in an Institution’s Conflict of Interest Policy

The PHS and NSF regulations 
/ discussed above require that recipients of covered federal funds have and enforce conflict of interest policies that meet regulatory requirements.  Rigorous consistency with and implementation of the federal regulations require careful attention, particularly because the regulations leave room for interpretation on a number of points.  This section identifies some of the more challenging interpretative questions.  For the most part, the federal agencies have not provided clear answers to these questions, and institutional judgment thus comes into play.

A.
Investigator Disclosure and Institutional Review of Financial Interests

Although conflicts of interest can arise from an investigator’s direct financial interest in research results, such as where the research tests a product in which the investigator has a direct proprietary interest, the more common situation involves a researcher who has a financial relationship with a third party -- for example, a pharmaceutical company --  whose financial interests in turn may be affected by the research.  In this latter situation, the analysis of conflicts of interest implicates at least three relationships.  


1.
“Significant financial interests . . .”


The first relationship to be analyzed is the investigator’s (or family member’s) interest in a company or other entity that may be affected in some way by the research.  This relationship is captured in the PHS and NSF rules by the SFI test.  Some nongovernmental guidance suggests that, at least in some cases, institutions should require disclosure of interests in certain entities, such as research sponsors or the manufacturer of a product being tested in the research, that do not meet the regulatory threshold for “significant.”  For example, the AAMC-AAU Report recommends disclosure of all financial interests related, whether directly or indirectly, to the individual’s professional responsibilities if the individual is engaged in human subjects research. 
/  The NIH NPRM proposes to lower the disclosure threshold from $10,000 to $5,000 for various types of interest and to eliminate it for ownership interests in privately held companies.


When an investigator is the inventor of technology that is the subject of sponsored research, when does the investigator’s interest become a SFI?  It is worth noting that the PHS regulations and NSF policy exclude from the definition of SFI royalties paid through an investigator’s institution.  However, institutions may take such royalties into account in assessing whether the investigator has a conflict of interest in the research.  Further, the regulations define SFI to include patents.  Some institutions thus infer that inventions need not be regarded as SFIs until a patent issues.  Other institutions, however, have questioned whether, as a matter of institutional policy (even if not required by regulations), inventions may become SFIs at some earlier point in the chain of events from discovery to commercialization.  For example, does an invention become a disclosable financial interest from the moment that a potentially valuable discovery is made in the laboratory?  When disclosed by the inventor to the institutional patent office?  When a patent application is submitted?  


The current PHS and NSF definitions of SFI speak broadly of “anything of monetary value.”  An institution may ask whether its policy defines disclosable interests so as to capture the breadth of this definition.  Company stock is not enough; although they must be rare, one may imagine situations in which sponsored research may affect non-traditional investments, such as real estate or a collection of historical artifacts. 
/  The PHS NPRM would omit the “anything of monetary value” formulation and replace it with specified categories of interests – generally, equity interests, payments, and intellectual property interests.  However, the NSF policy retains the broader formulation, and institutions may decide that appropriate institutional regulation of conflicts of interest warrants investigator disclosure of financial interests beyond those categories specified in the PHS NPRM.


The current PHS regulations do exempt certain interests from the definition of SFI.  For example, income from public or non-profit organizations for seminars, lectures, teaching, and advisory committee and review panel service is exempted under the current regulations.  The PHS NPRM would narrow this exception, making such income disclosable if received from non-profits other than higher education institutions, but retaining the exception for such income from public organizations.  Neither current nor proposed PHS regulations specify whether an investigator is required to report income received from a non-profit or government entity when the investigator knows that the original source of the funds is a for-profit company.  For example, must an investigator disclose payments received for speaking at an educational event at a medical school that the investigator knows is underwritten by a particular pharmaceutical company?  Does the investigator have an obligation to inquire into the source of funding?  Federal guidance does not speak directly to these questions, although the preamble to the PHS NPRM refers to related issues.


2.
Of persons “responsible for the design, conduct or reporting . . .”


The second relationship implicated by the PHS/NSF disclosure standard is that between the investigator and the research.  Careful attention should be paid to the definition of “Investigator” under the PHS and NSF regulations, and institutions should ensure that institutional policy requires disclosure by all persons covered by the PHS/NSF definition.  The definition does not just cover faculty – it extends to anyone “who is responsible for the design, conduct, or reporting” of research or educational activities funded or proposed for funding by either PHS or NSF.  Accordingly, such persons should be covered by whatever institutional policy requires disclosure of significant financial interests, and their disclosures should be addressed in a manner consistent with the regulations. 
/  


Questions may arise in interpreting which investigators are “responsible” for an aspect of the research.  Some institutions assume, for example, that students who participate in research need not disclose their financial interests because they work under faculty supervision and thus are not “responsible” for the research.  However, NIH does not appear to have addressed this theory in published guidance.  Further, because this standard includes “design” and “reporting”, a person may be covered who does not actually carry out an experiment; thus an institutional policy that speaks in terms of “participation” in research might lead some investigators erroneously to infer they are not required to disclose SFIs.  


FDA regulations define “clinical investigator” as an individual “who is directly involved in the treatment or evaluation of research subjects.”  There are other material differences between the FDA regulations and those of PHS and NSF.  Many institutional disclosure forms are not calibrated to the FDA requirements, and some institutions rely on separate mechanisms to elicit investigator financial disclosures in circumstances where FDA regulations require the institution to obtain the disclosures. 


3.
Of “related” research . . .

The third important relationship is that between an investigator’s federally funded research and the companies or other entities in which the investigator has a financial interest.  This relationship is important not only to determine whether investigator disclosure to the institution is required, but also to the institutional determination of whether a conflict of interest exists and must be reported to the government.  In the current PHS regulations, this relationship is captured using somewhat different words in the standards for investigator disclosure and for an institutional finding of a conflict of interest.  Investigators must disclose to the institution significant financial interests that “would reasonably appear to be affected” by the research or educational activities for which funding is sought and “[i]n entities whose financial interests would reasonably appear to be affected by such activities.” Once an interest has been disclosed, the institution must determine whether a conflict of interest exists; if so, in the case of PHS-funded research, it must be reported to the PHS funding component.  A conflict of interest exists when an institution reasonably determines that “a Significant Financial Interest could directly and significantly affect the design, conduct, or reporting” of the research or educational activities. 


An institution implementing these standards in its policy must decide how to elicit the required information.  For example, if a disclosure form asks investigators to disclose interests that meet this definition, there is risk that an investigator may not view a financial interest as subject to disclosure event if the institution would.  Some institutions choose to provide additional guidance to investigators by describing the types of relationships that it requires investigators to disclose to the institution.  For example, an institution may require disclosure of interests in entities that sponsor an investigator’s research or whose products are tested in such research.  The institution may require disclosure of such interests irrespective of the investigator’s perception whether the interest “would reasonably appear to be affected” by the research.  Some institutions add a “catch-all” provision requiring disclosure of “any other” significant financial interest that reasonably may be affected or appears to be affected by the research.


Federal regulations and guidance provide little gloss on the question of how direct a relationship there must be between the research in which an investigator participates and the investigator’s financial interest.  Many institutions presume that an interest in a research sponsor or in a company whose product is being studied should be disclosed and presents a conflict of interest, even though in many situations such financial interests may not be affected in any material way by the results of a particular research study.  To date, federal agency pronouncements have provided little guidance on what other relationships between a company and the research may give rise to a conflict.  For instance, must an investigator disclose interests in (a) a competitor of the research sponsor, (b) a company whose products compete with products being tested in the research, and/or (c) other companies that neither sponsor nor have products tested in the research but whose products may either benefit or suffer in the market depending on the research results? 
/


The regulations do little to clarify these questions, and in fact the current PHS rules add complexity by prescribing a differently worded standard for finding a conflict of interest: whether “a Significant Financial Interest could directly and significantly affect the design, conduct, or reporting” of the research.  Most researchers would likely contend that their interests do not affect their research in any way.  Also unclear is what probability the word “could” implies in this context:  More likely than not?  A theoretical possibility?  A one percent chance?  The appearance of an effect?  Nor is it clear how an institution would gauge those odds in particular cases.  Nor again is it clear what the regulations mean by “directly and significantly.”  The ambiguity in this standard may lead to over-reporting of “conflicts of interest.”  For example, institutions may tend to report to PHS situations in which investigators have SFIs related to PHS-funded research even if the institution did not believe that the SFI “could directly and significantly affect the design, conduct, or reporting” of the research.


The PHS NPRM proposes a new regulatory standard for investigator disclosure of interests to the institution, but the proposed change does not resolve the most difficult issues of interpretation.  Investigators would be required to disclose each SFI “that reasonably appears to be related to the Investigator’s institutional responsibilities.”  The NPRM does not explain, however, what “related” means in this context.  Further, the proposed rule would require the institution to determine whether an SFI “[a]ppears to be affected by the PHS-funded research; or is in an entity whose financial interest appears to be affected by the research.”  And “[a] financial conflict of interest exists when the institution, through its designated officials, reasonably determines that the significant financial interest could directly and significantly affect the design, conduct, or reporting of the PHS-funded research.”  Thus, it appears that many of the interpretative questions that arise under the current PHS regulations would remain unresolved under the proposed rule.  

B.
What conditions and restrictions suffice to manage a conflict?

The PHS regulations require that an identified conflict of interest must be “managed, reduced or eliminated.” 
/   The PHS NPRM if adopted would require institutions to implement a plan to manage identified conflicts of interest and to inform NIH of the management plan’s “key elements.”  The proposed rule identifies examples of “conditions or restrictions that might be imposed to manage a financial conflict of interest.”  However, neither current regulations nor the proposed rule prescribe elements of a plan that NIH would deem necessary or sufficient to manage a conflict of interest.  If the proposed rule is adopted, guidance may emerge as NIH reviews and provides feedback to institutions on management plan elements identified in institutional reports.  In the meantime, institutions may wish to consult nongovernmental sources for guidance on management plans and use their own judgment. 
/  

C.
Other issues of interpretation

In addition to the issues addressed above, federal conflict of interest rules present higher education institutions with many other issues of interpretation and implementation challenges.  These issues, which space limitations do not permit us to address in any detail in this paper, include, for example: monitoring subawardee compliance with conflict of interest rules; reconciling different federal standards (such as the proposed disclosure standards and thresholds in the PHS NPRM, which if adopted would be different than the standards and thresholds in NSF policy, and the different FDA standards); reconciling federal standards with institutional conflict of interest policy and legal standards applicable to faculty and staff in contexts not addressed by federal regulations; addressing issues with respect to the timing of disclosures (such as obtaining subrecipient agreement to obtain disclosure prior to the award of federal funds); and reconciling institutional public disclosure of certain conflicts of interest, as would be required under the proposed PHS rule, with pharmaceutical and device company disclosure of payments to medical faculty required by state and federal law.

III.
Conclusion


As conflict of interest standards applicable to scientific research evolve, college and university counsel and administrators will need to remain attuned not only to the letter of law and regulation but also to governmental precedent and interpretive guidance, research community best practices, and the mission and policy of the institutions. 

�/	The PHS regulations on “Responsibility of Applicants for Promoting Objectivity in Research for Which PHS Funding Is Sought” (“PHS regulations”) are codified at 42 C.F.R. part 50, subpart F (grants and cooperative agreements) and 45 C.F.R. part 94 (contracts).  FDA’s financial disclosure regulations are codified at 21 C.F.R. part 54. 


�/	NSF’s conflict of interest requirements appear in Chapter IV of its Award and Administration Guidelines (“NSF AAG”), available at  � HYPERLINK "http://www.nsf.gov/pubs/policydocs/pappguide/nsf10_1/aagprint.pdf" ��http://www.nsf.gov/pubs/policydocs/pappguide/nsf10_1/aagprint.pdf� (“NSF policy”).  NSF’s requirements apply to institutions that employ more than 50 people.


�/	Other provisions in federal regulations and policy address conflicts of interest in contexts that may include research grants.  See, e.g., OMB Circular A-110 § __.42 (prohibiting individuals from participating in the selection, award or administration of a contract supported by federal funds if a real or apparent conflict of interest would arise); NIH Grants Policy Statement at 44 (2003 ed.) (requiring grantees to establish standards of conduct for those involved in grant-supported activities to prevent individuals from using their positions for private or financial gain); 45 C.F.R. § 46.107(e) (prohibiting IRB member participation in the review of any project in which the member has a conflicting interest); FAR Subpart 9.5 (regarding organization conflicts of interest in procurement contracts).  This paper does not address these provisions, nor does it address institutional conflicts of interest, i.e. conflicts arising from organizational as distinct from individual financial interests. 


�/	75 Fed. Reg. 28,688 (May 21, 2010) (“PHS NPRM”).


�/	NIH has posted guidance on conflicts of interest, including “Frequently Asked Questions,” at http://grants.nih.gov/grants/policy/coi/. In 2001, HHS issued “draft interim guidance” that remains in draft form, entitled “Financial Relationships in Clinical Research: Issues for Institutions, Clinical Investigators, and IRBs to Consider When Dealing With Issues of Financial Interests and Human Subject Protection,” available at http://www.hhs.gov/ohrp/nhrpac/mtg12-00/finguid.htm.


�/	This paper, following the convention used in the PHS NPRM, uses “disclose” to mean an investigator’s provision of information to the institution and “report” to mean an institution’s provision of information to PHS or NSF. 


�/	42 C.F.R. § 50.604(c); NSF AAG at Ch. IV.A.2.  NSF’s policy applies to both research and educational activities.  The current PHS regulations address research only, although the PHS NPRM proposes to make the regulations applicable to “any activity for which research funding is available” from PHS, including, for example, training grants. 


�/	42 C.F.R. § 50.603; NSF AAG at Ch. IV A.2. 


�/	Id. 


�/	42 C.F.R. § 50.604(c)(2); NSF AAG at Ch. IV A.3. 


�/	42 C.F.R §§ 50.604(b) and 50.605(a); NSF AAG at Ch. IV A.4.   


�/	42 C.F.R. §50.605(a); NSF AAG at Ch. IV A.4.  The NSF policy makes an exception and permits research to go forward without restrictions in situations where the designated official(s) determines that “imposing conditions or restrictions would be either ineffective or inequitable, and that the potential negative impact that may arise from a significant financial interest are outweighed by interests in scientific progress, technology transfer, or the public health and welfare.”  Id.


�/	42 C.F.R. § 50.604(e); NSF AAG at Ch. IV A.7. 


�/	42 C.F.R. § 50.604(g)(2).  Current regulations require reporting to the PHS funding component of “the existence of a conflicting interest (but not the nature of the interest or other details).”


�/	NSF AAG at Ch. IV A. 6. 


�/	42 C.F.R. § 50.604(a); NSF AAG at Ch. IV A.1. 


�/	21 C.F.R. § 54.1.


�/	Id. at § 54.2. 


�/	Id. at § 54.2. 


�/	Id. at §§ 312.53(c)(4), 812.43(c)(5). 


�/	Id. at § 54.4. 


�/	Id. at § 54.5(c). 


�/	Id. at § 54.6. 


�/	“Guidance for Industry: Financial Disclosure by Clinical Investigators,” available at http://www.fda.gov/RegulatoryInformation/Guidances/ucm126832.htm. 


�/	 See 21 C.F.R. §§ 312.53(c)(4), 812.43(c)(5).


�/	See, e.g., “Accreditation Standards of the Association for the Accreditation of Human Research Protection Programs” (“AAHRPP”), Standard I-6.A. and B. (requiring written policies on individual and organizational conflicts of interest related to human subjects research). 


�/	 See, e.g., “Protecting Patients, Preserving Integrity, Advancing Health:  Accelerating the Implementation of COI Policies in Human Subjects Research,” A Report of the AAMC-AAU Advisory Committee on Financial Conflicts of Interest in Human Subjects Research, February 2008, available at � HYPERLINK "https://services.aamc.org/publications/showfile.cfm?file=version107.pdf&prd_-id=220&prv_id=268&pdf_id=107" ��https://services.aamc.org/publications/showfile.cfm?file=version107.pdf&prd_-id=220&prv_id=268&pdf_id=107� (hereinafter “AAMC-AAU Report”); “Conflict of Interest in Medical Research, Education, and Practice,” Institute of Medicine of the National Academies, April 2009, available at � HYPERLINK "http://www.nap.edu/catalog.php?record_id=12598#toc" ��http://www.nap.edu/catalog.php?record_id=12598#toc�.  The Council on Governmental Relations (“COGR”) has posted a “Financial Conflicts of Interest Self-Assessment” tool for institutions:  � HYPERLINK "http://www.cogr.edu/Pubs_Conflicts.cfm" ��http://www.cogr.edu/Pubs_Conflicts.cfm�.  


�/	For example, the AAMC-AAU Report recommends a “zero-dollar” threshold for investigator disclosure of some interests in human subjects research.  AAMC-AAU Report at vii. 


�/	 This section focuses on the PHS and NSF rules because they impose the primary compliance obligation on research institutions.  The FDA financial disclosure regulations place the primary obligation on the sponsor of clinical investigations, and thus are less likely to pertain directly to colleges and universities with regard to externally sponsored studies.


�/	See AAMC-AAU Report at 9.  


�/	Cf. “Harvard Defendants Pay Over $31 Million to Settle False Claims Act Allegations”, U.S. Agency for International Development press release, August 3, 2005, available at http://www.usaid.gov/press/releases/2005/pr050803_1.html (describing settlement of allegations that faculty members “were making prohibited investments in Russia in the areas in which they were providing advice” under a U.S. AID grant).


�/	See NIH, Office of Extramural Research, “Observations from NIH’s FY 2006 Targeted Site Reviews on Financial Conflict of Interest,” (2007) � HYPERLINK "http://grants.nih.gov/grants/policy/coi/index.htm" ��http://grants.nih.gov/grants/policy/coi/index.htm� (finding that some reviewed institutional policies defined “investigator” more narrowly than the regulations require).


Interest, (2/15/2007) http://grants.nih.gov/grants/policy/coi/index.htm. 


�/	Cf. Reed Abelson and Stephanie Saul, “Ties to Industry Cloud a Clinic’s Mission,” The New York Times, Dec. 17, 2005, available at � HYPERLINK "http://www.nytimes.com/2005/12/17/business/17clinic.html" ��http://www.nytimes.com/2005/12/17/business/17clinic.html� (reporting alleged conflicts of interest of a researcher and medical center administrator who criticized the pharmaceutical company Merck and its drug Vioxx while allegedly serving on the scientific advisory board of a hedge fund that “short-sold” Merck stock); AAMC-AAU Report at 65-66 (discussing hypothetical case involving researcher’s interest in a competitor of study sponsor). 


�/	42 C.F.R. § 50.604(g)(2). 


�/	See, e.g., AAMC-AAU Report at 23-32. 





PAGE  
 MACROBUTTON DocID \\\DC - 703629/000300 - 3107834 v1  

The National Association Of College and University Attorneys

1

