April 28, 2009
Institute of Medicine- Committee on Conflict of Interest in Medical Research, Education, and Practice.
The AAOS Office of Government Relations has prepared a brief summary of the report and a list of the IOM recommendations.  The IOM report is over 300 pages and the AAOS provided a submission to the committee and is listed in the appendix of the report.  
Brief summary
The Institute of Medicine (IOM) released a report on Conflict of Interest in Medical Research, Education, and Practice today.  While the committee found collaborations between physicians, medical researchers and medical device, pharmaceutical, and biotech companies have proven benefit to society by promoting technologies that improve public health, there is also the potential to create conflicts of interest.  The committee believes that the conflicts may influence professional judgments, thereby potentially jeopardizing the integrity of scientific investigations, the public’s trust in medicine, the objectivity of medical education, and the quality of patient care.  
Disclosing and Assessing Financial Relationships

The committee recommends that medical institutions including academic medical centers, professional societies, patient advocacy groups, and medical journals establish conflict of interest policies that require disclosure and management of both individual and institutional financial ties to industry.   

The committee recommends that institutions should standardize the content format, and procedures for disclosing financial relationships physicians and researchers have with industry.  For instance, this would mean that all journals should adopt the same format for disclosure. Further, each journal should have that information accessible to the public on their website.  
The public may rely on academic medical centers, medical journals, professional societies, patient advocacy groups, and other institutions to assess an institution’s conflict of interest policies.  These policies should be publicly available-- for example-- on the institution’s website. Although the details will vary, it is also important for institutions to disseminate and explain their policies to those who are subject to them. Strategies might include the provision of an education module and the inclusion of a set of frequently asked questions. Recommendation 3.1 also calls on academic medical centers and other institutions to create conflict of interest committees to manage conflicts of interest involving individuals.
The committee also recommends a national reporting program to require pharmaceutical, medical and biologics companies to provide public reporting of their payments to physicians, researchers, health care institutions, professional societies, patient advocacy and disease groups and providers of CME.  At the press conference, the Chairman Bernard Lo, MD declined to endorse any specific legislation but clearly the committee is supportive of the Grassley-Kohl Physician Payment Sunshine Act of 2009 (S. 301). 
Improving Conflict of Interest Policies in Medical Research, Education, and Practice

The committee opposes researchers conducting research on humans if they have a financial interest in the outcome of the research such as a patent on the technology.  They cite an exception for a researcher whose participation is essential for the safe conduct of the research.  
The committee recommends that all physicians should be prohibited from receiving gifts from industry, participating in speakers’ bureaus, claiming authorship in ghost-written publications, and entering into consulting arrangements that are not governed by written contracts paid at fair market value.  Importantly, the committee recommends that professional societies should amend their policies and codes of professional conduct to support these recommendations.
Like the AAMC recommendations, the IOM committee suggested the creation of a new system of funding for accredited continuing medical education that is free of industry influence, enhances public trust in the integrity of the system, and provides high-quality education.  The committee recognized that such a system may involve higher costs for physicians and require cost-cutting steps by education providers. No other mention of alternative funding was addressed at the press conference.  
Clinical Practice Guidelines

Clinical practice guidelines influence physician practice, quality measures, and insurance coverage decisions. Therefore, clinical practice guidelines need to be developed with greater transparency and accountability. The committee recom​mends that professional societies and other groups that develop practice guidelines not accept direct industry funding for guideline development and generally exclude individuals with conflicts of interest from the panels that draft the guidelines. In addi​tion, these groups should make public their conflict of interest policies, their funding sources, and any financial relationships panel members have with industry. 
Health insurers and other organizations that use clinical practice guidelines should avoid using guidelines that were developed without strong conflict of interest protections.  The committee also recommends that the Department of Health and Human Services develop a research agenda to create a stronger evidence base for future conflict of interest policies.
Conclusion

Concern amongst lawmakers, government agencies, and the public have highlighted issues with conflict of interest in medicine.  The public needs to be able to trust physicians’ decisions are not inappropriately influenced by their financial relationships with industry.  The report suggests that if voluntary measures are not widely practiced, stricter measures (regulatory and legislative )might be appropriate.  
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OVERVIEW AND LIST OF RECOMMENDATIONS

TABLE S.1 Report recommendations in overview

	Recommendation Number and Topic
	Primary Actors

	General Policy
	

	3.1 Adopt conflict of interest policies
	Institutions that carry out medical research and education, clinical care, and clinical practice guideline development

	3.2 Strengthen disclosure policies
	Institutions that carry out medical research and education, clinical care and clinical practice guideline development

	3.3 Standardize disclosure content and formats


	Institutions that carry out medical research and education, clinical care, and clinical practice guideline development and other interested organizations (e.g., accrediting bodies, health insurers, consumer groups, and government agencies)



	3.4 Create a national program for the reporting of company payments


	U.S. Congress; pharmaceutical, medical device, and biotechnology companies



	Medical research
	

	4.1 Restrict participation of researchers with conflicts of interest in research with human participants
	Academic medical centers and other research institutions; medical

researchers

	Medical education
	

	5.1 Reform relationships with industry in medical education
	Academic medical centers and teaching hospitals; faculty, students, residents, and fellows

	5.2 Provide education on conflict of interest
	Academic medical centers and teaching hospitals; professional societies

	5.3 Reform financing system for continuing medical education
	Organizations that created the accrediting program for continuing medical education and other organizations interested in high-quality, objective education

	Medical practice
	

	6.1 Reform financial relationships with industry for community physicians
	Community physicians; professional societies; hospitals and other health care providers

	6.2 Reform industry interactions with physicians

Clinical practice guidelines 
	Pharmaceutical, medical device, and biotechnology companies



	7.1 Restrict industry funding and conflicts in clinical practice guideline development
	Institutions that develop clinical practice guidelines

	7.2 Create incentives for reducing conflicts in clinical practice guideline development
	Accrediting and certification bodies, formulary committees, health insurers, public agencies, and other organizations with an interest in objective, evidence-based clinical practice guidelines

	Institutional conflict of interest policies
	

	8.1 Create board-level responsibility for institutional conflicts of interest
	Institutions that carry out medical research and education, clinical care, and clinical practice guideline development

	8.2 Revise PHS regulations to require policies on institutional conflicts of interest
	NIH



	Supporting organizations
	

	9.1 Provide additional incentives for institutions to adopt and implement policies
	Oversight bodies and other groups that have a strong interest in or reliance on medical research, education, clinical care, and practice guideline development

	9.2 Develop research agenda on conflict of interest
	NIH, Agency for Healthcare Research and Quality, and other agencies of the U.S. Department of Health and Human Services


More on Recommendations: 

RECOMMENDATION 3.1 Institutions that carry out medical research, medical education, clinical care, or practice guideline development should adopt, implement, and make public conflict of interest policies for individuals that are consistent with the other recommendations in this report. To manage identified conflicts of interest and monitor the implementation of management recommendations, institutions should create a conflict of interest committee. That committee should use a full range of management tools, as appropriate, including elimination of the conflicting financial interest, prohibition or restriction of involvement of the individual with a conflict of interest in the activity related to the conflict, and providing additional disclosures of the conflict of interest.

RECOMMENDATION 3.2 As part of their conflict of interest policies, institutions should require individuals covered by their policies, including senior institutional officials, to disclose financial relationships with pharmaceutical, medical device, and biotechnology companies to the institution on an annual basis and when an individual’s situation changes significantly. The policies should: 
request disclosures that are sufficiently specific and comprehensive (with no minimum

dollar threshold) to allow others to assess the severity of the conflicts;

avoid unnecessary administrative burdens on individuals making disclosures; and

require further disclosure, as appropriate, for example, to the conflict of interest

committee, the institutional review board, and the contracts and grants office.

RECOMMENDATION 3.3 National organizations that represent academic medical centers, other health care providers, and physicians and researchers should convene a broad-based consensus development process to establish a standard content, a standard format, and standard procedures for the disclosure of financial relationships with industry.

RECOMMENDATION 3.4 The U.S. Congress should create a national program that requires pharmaceutical, medical device, and biotechnology companies and their foundations to publicly report payments to physicians and other prescribers, biomedical researchers, health care institutions, professional societies, patient advocacy and disease-specific groups, providers of continuing medical education, and foundations created by any of these entities. Until the Congress acts, companies should voluntarily adopt such reporting.

RECOMMENDATION 4.1 Academic medical centers and other research institutions should establish a policy that individuals generally may not conduct research with human participants if they have a significant financial interest in an existing or potential product or a company that could be affected by the outcome of the research. Exceptions to the policy should be made public and should be permitted only if the conflict of interest committee (a) determines that an individual’s participation is essential for the conduct of the research and (b) establishes an effective mechanism for managing the conflict and protecting the integrity of the research.

RECOMMENDATION 5.1 For all faculty, students, residents, and fellows and for all associated training sites, academic medical centers and teaching hospitals should adopt and implement policies that prohibit:
the acceptance of items of material value from pharmaceutical, medical device, and biotechnology companies, except in specified situations;

educational presentations or scientific publications that are controlled by industry or that contain substantial portions written by someone who is not identified as an author or who is not properly acknowledged;

consulting arrangements that are not based on written contracts for expert services to be paid for at fair market value; 
access by drug and medical device sales representatives, except by faculty invitation, in accordance with institutional policies, in certain specified situations for training, patient safety, or the evaluation of medical devices; and

the use of drug samples, except in specified situations for patients who lack

financial access to medications.

Until their institutions adopt these recommendations, faculty and trainees at academic medical centers and teaching hospitals should voluntarily adopt them as standards for their own conduct.

RECOMMENDATION 5.2 Academic medical centers and teaching hospitals should educate faculty, medical students, and residents on how to avoid or manage conflicts of interest and relationships with pharmaceutical and medical device industry representatives. Accrediting organizations should develop standards that require formal education on these topics.

RECOMMENDATION 5.3 A new system of funding accredited continuing medical education should be developed that is free of industry influence, enhances public trust in the integrity of the system, and provides high-quality education. A consensus development process that includes representatives of the member organizations that created the accrediting body for continuing medical education, members of the public, and representatives of organizations such as certification boards that rely on continuing medical education should be convened to propose within 24 months of the publication of this report a funding system that will meet these goals.

RECOMMENDATION 6.1 Physicians, wherever their site of clinical practice, should:
not accept of items of material value from pharmaceutical, medical device, and biotechnology companies except when a transaction involves payment at fair market value for a legitimate service;

not make educational presentations or publish scientific articles that are controlled by industry or contain substantial portions written by someone who is not identified as an author or who is not properly acknowledged;

not enter into consulting arrangements unless they based on written contracts for expert services to be paid for at fair market value;

not meet with pharmaceutical and medical device sales representatives except by documented appointment and at the physician’s express invitation; and 

not accept drug samples except in certain situations for patients who lack financial

access to medications.

Professional societies should amend their policies and codes of professional conduct

to support these recommendations.  Health care providers should establish policies for their employees and medical staff that are consistent with these recommendations.

RECOMMENDATION 6.2 Pharmaceutical, medical device, and biotechnology companies and their company foundations should have policies and practices against providing physicians with gifts, meals, drug samples (except for use by patients who lack financial access to medications), or other similar items of material value and against asking physicians to be authors of ghostwritten materials. Consulting arrangements should be for necessary services, documented in written contracts, and paid for at fair market value. Companies should not involve physicians and patients in marketing projects that are presented as clinical research.

RECOMMENDATION 7.1 Groups that develop clinical practice guidelines should generally exclude as panel members individuals with conflicts of interest and should not accept direct funding for clinical practice guideline development from medical product companies or company foundations. Groups should publicly disclose with each guideline their conflict of interest policies and procedures and the sources and amounts of indirect or direct funding received for development of the guideline. In the exceptional situation in which avoidance of panel members with conflicts of interest is impossible because of the critical need for their expertise, then groups should:
publicly document that they made a good-faith effort to find experts without conflicts of interest by issuing a public call for members and other recruitment measures;

appoint a chair without a conflict of interest;

limit members with conflicting interests to a distinct minority of the panel;

exclude individuals who have a fiduciary or promotional relationship with a company that makes a product that may be affected by the guidelines;

exclude panel members with conflicts from deliberating, drafting, or voting on specific recommendations; and

publicly disclose the relevant conflicts of interest of panel members.

RECOMMENDATION 7.2 Accrediting and certification bodies, health insurers, public agencies, and other similar organizations should encourage institutions that develop clinical practice guidelines to adopt conflict of interest policies consistent with the recommendations in this report. Three desirable steps are for:
journals to require that all clinical practice guidelines accepted for publication describe (or provide an Internet link to) the developer’s conflict of interest policies, the sources

and amounts of funding for the guideline, and the relevant financial interests of guideline panel members, if any;

the National Guidelines Clearinghouse to require that all clinical practice guidelines accepted for posting describe (or provide an Internet link to) the developer’s conflict of interest policies, the sources and amounts of funding for development of the guideline, and the relevant financial interests of guideline panel members, if any; and

accrediting and certification organizations, public and private health plans, and similar groups to avoid using clinical practice guidelines for performance measures, coverage decisions, and similar purposes if the guideline developers do not follow the practices recommended in this report.

RECOMMENDATION 8.1 The boards of trustees or the equivalent governing bodies of institutions engaged in medical research, medical education, patient care, or practice guideline development should establish their own standing committees on institutional conflicts of interest. These standing committees should:
have no members who themselves have conflicts of interest relevant to the activities of the institution;

include at least one member who is not a member of the board or an employee or officer of the institution and who has some relevant expertise;
create, as needed, administrative arrangements for the day-to-day oversight and management of institutional conflicts of interest, including those involving senior officials; and

submit an annual report to the full board, which should be made public but in which the necessary modifications have been made to protect confidential information.

RECOMMENDATION 8.2 The National Institutes of Health should develop rules governing institutional conflicts of interest for research institutions covered by current U.S. Public Health Service regulations. The rules should require the reporting of identified institutional conflicts of interest and the steps that have been taken to eliminate or manage such conflicts.

RECOMMENDATION 9.1 Accreditation and certification bodies, private health insurers, government agencies, and similar organizations should develop incentives to promote the adoption and effective implementation of conflict of interest policies by institutions engaged in medical research, medical education, clinical care, or practice guideline development. In developing the incentives, these organizations should involve the individuals and the institutions that would be affected.

RECOMMENDATION 9.2 To strengthen the evidence base for the design and application of conflict of interest policies, the U.S. Department of Health and Human Services should coordinate the development and funding of a research agenda to study the impact of conflicts of interest on the quality of medical research, education, and practice and on practice guideline development and to examine the positive and negative effects of conflict of interest policies on these outcomes.
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