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Session Overview

*  Who Cares about Research Conflicts of Interest and Why
*  Overview of Existing COI Rules
« Recent Developments as Drivers for Change
*  Pending Recommendations
—  Federal Activities
—  State Activities
—  Private Activities

«  Outstanding Questions & Practical Approaches for COI
Compliance and Risk Mitigation

A
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Who Cares about Research COI and Why?

*  Who?
—  Funders of research
— Regulators of research
— Participants in research studies

—  Users of research data (publishers, providers, public,
investors)

Scope and Impact o Financil
Interest in Bomedical Rese
+  Why?
—  Growing body of scientific evidence shows negative
influences, e.g., 2003 JAMA review (Bekelman, et al.):
23-28% academic investigators have industry affiiations
~ 2/3 of academic institutions have equity in start-ups that
sponsor their research
Statistically significant correlation bt industry sponsorship
and pro-industry conclusions
Association bt industry sponsorship and publication
restrictions/data sharing
—  Conflicts or appearance of conflicts may compromise the
rights, welfare, and safety of human subjects and the
integrity of research data
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Existing Regulations—Overview
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National Institutes of Health

tedica Research Agency

Existing Regulations

* Regulatory Basis: 42 C.F.R. part 50, subpart F (see also NSF AAG ch. IV.A for NSF application)
«  NIH Implementation:

~ Purpose: avoid bias in NIH-funded studies

~  Scope:

lying for NIH grants or . s (but not Phase | SBIRISTTR program applications or
awards; extends to subrecipients (primary awardees must take “reasonable steps" to ensure subrecipient compliance)
+ Pland anyone else responsible for the design, conduct, or reporting ofresearch funded by NIH, including subgrantees,
contractors, and collaborators (includes spouse and dependent chilren)
— Threshold: $10,000 or 5% (investigator, spouse, dependent children)
+  Salarylpayments for services (e.g., consulting feesfhonoraria) over next 12 months, equity interests (e.g., stocks, options,
Gther ownership), IP rights (atents, copyrighis, royalies)
+  Excludes salary, royalties, and other remuneration from the institution _; ownership interests in the institution, if the
institution is an SBIR/STTR applicant; income from semin: lectures, teaching engagements, advisory committees,
feview panels for publcinon-profit entites

~  Record retention: at least 3 years post close-out
+  Institutional focus:
- Development, implementation, training on, and enforcement of policies

~ Investigators’ prompt and full disclosure of financial interests that could be implicated in NiH-supported
research

—  Sound institutional management of conflicting interests
~ Mandatory reporting to NIH
+  Non-compliance exposure includes: program fraud civil remedies: 45 CFR part 79
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NIH Compliance Challenges: 2007 NIH OPERA Findings

« Definition of Investigator

— Overly narrow definition of “investigator” at many institutions and recommends
against limiting institutional definition to defined titles (versus roles at institution —
e.g., faculty — or on study — e.g., “principal investigator” or “key personnel”)

« Timing

— Grant applications submitted prior to collecting significant financial interest
information from all investigators

— Grant funds expended prior to reporting identified significant financial conflicts to
NIH

* Reporting

— Challenges in identifying and reporting newly identified conflicts and also
securing disclosures for investigators who join the project after the grant has
been awarded

— No consistent processes in place
« Subrecipient monitoring

« Policy implementation, education, and clarity
-
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Recommendations for Compliance

« Develop, implement, and enforce a policy that includes at least the
following elements:

— Definition of key terms (e.g., investigator, immediate family member,
significant financial interest or covered financial interest, research, )

— Identification of institutional official and any additional contacts
— Designation of principal investigator responsibilities

« Identify members of research team who are “investigators” as defined by the
policy

« Identify and timely report on potential conflicts among members of the team
(including their spouses and dependent children) — prior to application and
updated at least annually and as facts change

— Designation of institutional official responsibilities and how carried out

+ Management of conflicts (specify non-exclusive list of available mechanisms
and which are appropriate for different situations)

— Record retention requirements (at least 3 years post close-out)
— Specify enforcement mechanisms
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Existing Regulations

« Scope/Application
— Sponsor responsibility: “applicants” who submit “marketing applications” (e.g.,
NDA, PMA, 510k) and “covered clinical studies” (i.e., studies demonstrating
efficacy or where a single investigator makes a significant contribution to the
determination of safety)
— Reportable Interests

+ $25,000 during the time of the study and for 1 year following (exclusive of the costs of
conducting the clinical study or other clinical studies)

Any equity/ownership interest in a non-publicly traded company or an interest worth >
$50,000 in a publicly traded company

Compensation that may be influenced by study outcomes
* Mandate

— Identify all clinical investi s (Pls, subin: igators, spouses, dependent kids)

— Certify no covered interests or disclose interests (FDA-3455)

— FDA reviews all disclosed interests for potential bias ... may conduct audits,
require additional confirmatory studies, or exclude data
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FDA Compliance Challenges and Recommendations

* Challenges

— External sponsors

+ Relationships other than actually funding the study often are directly with the PI ...
institution may not be aware of any requests for disclosure

+ Compliance with institutional promises of disclosure (may vary by grant/contract)
— Sponsor-investigators
+ May have no current intent to market anything

Typically lack administrative support to manage a COI system

May rely on institutional COI reporting but institution may not be set up to support those
needs

* Recommendations
— Institutional COI policies should be explicit re: coverage
— COl systems should support reporting from investigator-initiated studies

— Record retention compliance should consider vagueries of relationship between
performance of clinical studies and submission of marketing applications
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Existing Regulations - Overview

« Common Rule (OHRP) and Corresponding FDA (21 CFR part 56)

— No explicit statement re: researcher COI

« IRB members with conflicts may not participate in the deliberations or vote
on arelevant project: 45 CFR 46.107(e)

« Informed consent rules require disclosure of any benefits to subject or others
reasonably expected from the research: 45 CFR 46.116(a)(3)

+ IRB may require additional information to be given to subjects if it would
meaningfully add to protection of their rights and welfare: 45 C.F.R.
46.109(b)

— 2004 HHS Guidance is posted under “policy and guidance” on OHRP
website

883-580-8373 | www hceavinfo.org 10

2004 HHS Guidance

« References Common Rule and corresponding FDA mandates to:
— Minimize risks to subjects
— Assure risks are reasonable in relation to anticipated benefits
— Assure equitable subject selection
— Seek informed consent
— Minimize coercion/undue influence
+ Recommends that institutions consider:
— What financial relationships/interests could cause potential or actual conflicts
— At what levels should these be managed or eliminated; what are management tactics
— Is the institution an appropriate site for the research given the conflicts
— Assure independence of and good communications between COICs and IRBs
* Recommends that IRBs consider:
— Whether proposed management plans are adequate to protect subject rights/welfare
— Whether other actions are necessary to minimize risks to subjects
— What additional information should be provided to subjects
« Recommends that investigators:
- Inform prospective subjects of any relevant financial relationships and relevant management
— Protect the informed consent process by using non-conflicted individuals, consent monitors,
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Existing Regulations - AAHRPP

« Standards

— Element 1.3.G: The Organization has and follows written policies and procedures
to identify, manage, and minimize individual conflicts of interest of investigators.
The Organization works with the IRB regarding conflicts of interest, when
appropriate.

Element |.3.H: The Organization is developing written policies and procedures for
recognizing and managing institutional conflicts of interest.

— Element I1.1.C: The Research Review Unit has and follows written policies and
procedures so that IRB members and consultants do not participate in the review
of protocols in which they have a conflict of interest, except to provide
information requested by the IRB.

— Element IIl.1.A: The Investigator and research staff consider conflicts of interest

that might affect the relationship with the research participant or the outcome of
the research and, with the Organization, identify and manage them.

« Focus
— Disclosure, evaluation, appropriate management (or elimination)
— Use of objective criteria to identify disclosable conflicts
— No variation in policy by funding source
— Transparency in process of evaluation and management of conflicts
— Communication of relevant information to IRBs

883-580-8373 | www hceavinfo.org 12




Recent Developments As Drivers for Change
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Recent Developments As Drivers for Change:
Federal Investigations

* Senator Grassley's investigations.

“It's no secret that universities need to do a bett er job of
policing themselves and their researchers, and maki ng
transparent their relationships with outside intere sts.”

« Grassley alleges that disclosures physicians are making to
Universities do not match disclosures companies made to Grassley

— Melissa DelBello (University of Cincinnati Psychiatrist)
— Schatzberg (Stanford’s Chair of Psychiatry)

— Karen Wagner (University of Texas Psychiatrist)

— Biederman (Harvard Psychiatrist)

— Nemeroff (Emory’s Chair of Psychiatry)
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Recent Developments as Drivers for Change:
Federal Investigations

U.S. Senate Committee on Aging

Sen. Kohl has pursued an
ongoing investigation of industry
funding of continuing medical
education organizations,
beginning with a letter to the
American College of Cardiology
concerning its five-year
partnership with the
Cardiovascular Research
Foundation, which receives
funding from a variety of medical
device manufacturers.
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Recent Developments As Drivers for Change:
Federal OIG Audit Findings

January 2009 OIG findings regarding FDA oversight of Clinical
Investigators’ Financial Information:

— 1% of clinical investigators disclosed a financial interest however OIG
concluded that FDA cannot determine whether sponsors have
submitted complete information

+ (1) FDA does not have a complete list of clinical investigators
+  (2) FDA does not use onsite inspections to confirm financial information

— 42% of FDA-approved marketing applications were missing financial
information

— FDA did not document any review of financial information for 31% of
marketing applications

— Neither FDA nor sponsors took action for 20% of marketing application
with disclosed financial interests.

— When FDA took action, their actions were inconsistent

883-580-8373 | www hcca-info.org 1

Recent Developments As Drivers for Change:
Federal COI Enforcement—Emory example

Emor

In Oct 2008, NIH stops payment on a $9.3 million research grant in
the wake of Grassley'’s allegations that Emory’s Chair of Psychiatry
failed to properly disclose $1.2 million he received from
GlaxoSmithKline while heading a government-funded research
project studying Glaxo drugs.

NIH further imposed “special award conditions” on all NIH awards
made to Emory University requiring Emory to submit to the NIH an
“institutional assurance of compliance” for each pending competing
or noncompeting award.
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Recent Developments As Drivers for Change:
Federal COI Enforcement—Emory example continued

« Emory institutional assurance must provide the following
information:

— Alist identifying every Investigator participating in the research project,
including if Emory is carrying out the research through subgrantees,
contractors, or collaborators, those Investigators working for such
entities;

— An assurance that Emory’'s Office of Sponsored Projects [OSP] has on
file for each identified Investigator on each project an Investigator
Report of Financial Interests in Research; and/or

— If afinancial interest related to the project has been identified for any
listed Investigator, a description of the financial interest and the actions
taken by Emory to manage, reduce or eliminate any actual or
perceived conflict of interest.

* The NIH Institute or Center from whom funding has been sought will
not issue an award until the institutional assurance and relevant
information has been received.

883-580-8373 | www hceavinfo.org 19
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Pending Recommendations: Sources in Literature

* Robert Califf of Duke University
proposes establishing a
searchable national database.

— Administered by the National
Library of Medicine or another
federal agency

— Analogous to
www.ClinicalTrials.gov or
www.opensecrets.org

— Promote consistent and non-
duplicative reporting from all
sources (companies, self-
disclosure, etc.)

883-580-8373 | www hceavinfo.org 2




Pending Recommendations:
Federal Commissions and Committees
MedPAC Final Recommendations-11/2008

Medicare Payment Advisory Commission (MedPAC)

Advantages of national database
— Could discourage inappropriate financial arrangements
— Media/researchers could shed light on relationships

— Payer and plans could examine whether industry ties affect physicians’
practice patterns

— Academic medical centers could verify financial interests of
researchers

— Hospitals could check whether physicians involved in purchasing
decisions have financial ties
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Pending Recommendations:
Federal Commissions and Committees-MedPAC

Medicare Payment Advisory Commission (MedPAC)

Disadvantages of national database

— Compliance costs for manufacturers

— Administrative costs for government

— Might discourage beneficial arrangements

— Would not eliminate conflicts of interests

— Information may be of limited use to patients
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Pending Recommendations:
Federal Commissions and Committees-MedPAC

Medicare Payment Advisory Commission (MedPAC)
WHAT to REPORT
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Manufacturers should report payments if total annual value of payments
to a recipient exceeds $100

Should report: Gifts, food, entertainment, travel, honoraria, research,
funding for education and conferences, consulting fees, investment
interests, and royalties

Should not report: discounts, rebates, and product samples for patient
use




Pending Recommendations:
Federal Commissions and Committees-MedPAC

Medicare Payment Advisory Commission (MedPAC)
« Companies should report
— Value, type, date of each payment;

— Name specialty, Medicare billing number (if applicable) address of each
recipient; and

— Name of related drug/device

— Medicare billing numbers would be available only to researchers through
data use agreements

« May delay reporting of payments related to clinical trial until trial is
registered on NIH website

* May delay reporting of other payments related to development of new
product until FDA approval, but no later than 2 years after payment
made
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Pending Recommendations:
Federal Commissions and Committees-MedPAC

Medicare Payment Advisory Commission (MedPAC)

« Federal law should preempt state laws that collect data on same
types of payments and recipients

« Secretary should have authority to assess civil penalties on
manufacturers

« Secretary should monitor impact of law on potentially beneficial
arrangements
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Recent Developments As Drivers for Change:
Federal-Legislation: Grassley Kohl Amendment

Feb 5, 2009 Senators Grassley and Kohl's announce their proposed
amendment to the economic recovery bill:

« "The goal of this initiative is to establish transp arency and the
accountability that comes from disclosure. It's beco me clear
that the federal rules in place to manage conflicts of interest in
research aren't enforced as they ought to be, andt  here's an
opportunity to strengthen them here, as well," Gras sley
said. "The public has a lot at stake with medical
research. With our doctors, we make medical decision s based
on scientific research and taxpayers commit a lot o f money for
this work."

*  "NIH grants are highly competitive. The government h asa
right to know whether the scientists it funds have a financial
stake in the outcome of their research," said Kohl.
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Recent Developments As Drivers for Change:
Federal Legislation: Grassley Kohl Amendment

The Grassly Kohl amendment (as proposed) would require:

The NIH to actively enforce its COI policies and respond in a timely
manner when those policies have been violated by grantees.

The amendment would require the following reporting to the NIH by
grantees receiving NIH in excess of $250,000:

— The amount of the PI's significant financial interest, estimated to
the nearest one thousand dollars.

— A detailed report on how the grantee institution will manage the
PI's conflict of interest.

883-580-8373 | www hceavinfo.org 2

Recent Developments As Drivers for Change:
Federal Legislation: Physician Payments Sunshine Ac  t

Amends title XI of the SSA “to provide transparency in the
relationship between physicians and manufacturers o f drugs,
devices, biologicals.”

Requires drug, device, and medical-supply manufacturers that
receive payments through Medicare, Medicaid, SCHIP to annually
disclose to HHS, (beginning March 31, 2011) any things of value
they give to doctors over a cumulative value of $100 dollars,
including: payments, gifts, travel compensation, honoraria, and
funding for continuing education and research .

Requires HHS to establish procedures for companies to submit the
required information and procedures for HHS to make this
information available online by Sept. 20, 2011.

Clarifies that states have authority to collect additional information
from companies as long as the information is not specifically
covered by federal law.
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Recent Developments As Drivers for Change:
Federal Rulemaking: ANPRM 2008

Questions for Advance NPR on FCOI.

—  Whether to expand scope to require disclosure by principal investigators of “all
financial interests related to their institutional responsibilities when they receive
an NIH award.”

—  Whether definition of “significant financial interest” should be maintained, or
reduced, and

—  Whether current exemptions should be preserved or changed.

- Whether human subject investigators who are involved in participant selection,
the informed consent process, and clinical management of a trial should be
prohibited from having a significant financial interest in any company whose
interests could be affected by their research or clinical trial. If prohibition is
imposed, could certain circumstances justify a waiver.

—  Whether there should be independent confirmation of an institution’s compliance
with the regulation, such as certification

—  Whether institutions should be required to provide more information on FCOI
(e.g nature of the conflict and details of the management plan)

—  Whether institutional FCOls should be defined and regulated.
—  What should be contained in an institutional conflict of interest policy.
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Recent Developments As Drivers for Change:
State Activity— Legislation
* Multiple states have passed or are considering
mandates to limit and/or disclose industry payments
to physicians, sometimes through licensing statutes

(see http://www.ncsl.org/programs/health/rxads.htm
for more information)

«  Requirements vary

- Notall initiatives address gift prohibitions or mandatory
disclosure of gifts

— Those that do have different thresholds

— Many address disclosure of clinical trials and results
and to the extent addressed by FDAAA are preempted

*  PPSA would also create federal pre-emption
« Early experience has been mixed

- Incomplete disclosures

- Poor public access/accountability

- Butyield interesting information on scope/breadth of
payments
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Recent Developments As Drivers for Change:
Private Activity—Associations: AAMC & AAU 2/2008
. RECD?I’]I(IDI’]_Of additional “compelling circumstances” permitting

a conflicted investigators to participate (e.g., early stage
research)

+  Determination that low-risk research may not require the same
vigilance as riskier research

«  Eliminate “de minimus” reporting thresholds but maintain for
determining whether to exclude a researcher from a clinical
study (designed to avoid inadvertent non-reporting)

«  Report on all outside financial interests directly or indirectly
related to professional responsibilities to the institution

«  Focus on relevant pre-clinical activities

«  Specified disclosure requirements to different groups (including
subjects of affected clinical trials)

*  Addresses reportability/management of IRB member conflicts

*  Provides detailed guidance/techniques for management of
conflicts

«  Calls out but does not address clinical conflicts (medical
practice)

«  Provides a sample policy for institutional conflicts
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Recent Developments as Drivers for Change:
Private Activity—Associations

* AMSA: PharmFree Scorecard 2008
— Policies evaluated:

Acceptance of gifts and meals from industry

Consulting relationships

Speaking relationships
Disclosure of financial conflicts

Pharmaceutical samples

Individuals with financial conflicts participating in university purchasing decisions

Financial support for educational events (on- and off-campus)
Industry support for scholarships and trainee funds

Access of industry sales personnel to the medical school or hospital

Inclusion of education about conflict of interest within the academic curriculum
« Presence of oversight and sanctions was examined, but not included in grade calculation.
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Recent Developments As Drivers for Change:
Private Activity— Industry

. PhRMA Code on Interactions with Healthcare Professionals:
- Updated from 2002 to take effect 1/2009 ... PhRMA supports PPSA
- Focuses on appropriate interactions (to disseminate information, support research and education, etc.)
— Prohibits distribution of non-educational items (pens, mugs, etc.)
— Prohibits reps from doing meals off-site but permits occasional on-site meals during meetings

- Enhanced standards for CME independence, use of prescriber informaion, guidance on
consulting/speaking arrangements

~  Enhanced compliance training requirements for sales reps
- Annual CEO/Compliance Officer certifications

= Indiidual Company Announcements: i iy, 9/24/08
http://newsroom.li chm/leIeasedetal\ clm RE\EESEID -336444), Merck: 9/24/08 (http://tinyurl.com/blf526),
Glaxo Sm\thKIme 10/08%!] gun ittp://blogs. wsj. cDm/heallh/QDOB/lO/23/anmhel -drug-maker-to-report-
Dmentod0rdociorsh, PAZbr 513100 (NAmayur 2oy o

. AdvaMed revised and restated effective July 1, 2009
New restrictions on entertainment, recreation and gifts

~ Member companies must supply contact information for public posting by AdvaMed for compliance officers
or anonymous hotiine to facilitate reporting of code violations

~ Encourages (but does not mandate) annual certification signed by CEO and CCO .. st of certifying

companies will be posted

~ New guidance on royalty arrangements (limits to recipients who have made documented novel significant,
or innovative contributions and requires payments be based on objective factors) and on furnishing of free.
“evaluation or demonstration” products (requires purchase o return after evaluation period is complete)

- Company disclosures began with $311 million settlement by Zimmer, Biomet, J&J, and Smith & Nephew

883-580-8373 | www hceavinfo.org 2

Recent Developments As Drivers for Change:
Private Activity— Hospitals

Cleveland Clinic

« New “Cleveland Clinic Innovation Management and Conflict of
Interest Committee”

« Every scientist and doctor employed by the clinic must report any
industry relationship to the clinic at least one a year. Members of
the committee, which meets monthly, typically interview doctors
involved, often requiring documentation like letters to academic
journals alerting editors to the industry relationships.

* Web Transparency. Consulting payments of more than $5,000 a
year, and all royalty and equity interests will be disclosed.

883-580-8373 | www hcca-info.org 5

Recent Developments As Drivers for Change:
Private Activity— Hospitals

Massachusetts General Hospital (MGH)

* In December, 2008, MGH, employer of Dr. Joseph
Biederman announces formalizing an agreement under
which Dr. Biederman agrees:

— not to participate in any outside activities that are paid for or

sponsored by industry, such as consulting activities and
speaking engagements and

— to withdraw from running several industry-funded activities
within MGH, including research.
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Recent Developments As Drivers for Change:
Private Activity— Medical Schools (the Grassley effe  ct)

Stanford

* In August, 2008, although Stanford concludes that

— Schatzberg had appropriately disclosed any potential COl in
accordance with Stanford and NIH policy and

— Stanford had taken appropriate steps to prevent bias or actual
conflict
« Stanford decides to reassign Schatzberg’'s NIH grant to
another principal investigator, pending its request to NIH
to restructure the grant.

« Stanford hopes this step will “put to rest any confusion
about the integrity of any research involving
mifespristone”

883-580-8373 | www hceavinfo.org 37

Recent Developments As Drivers for Change:
Private Activity— Medical Schools (the Grassley effe  ct)

Emory
« Completes internal investigation and concludes the following:

—  Dr. Nemeroff received more than $800,000 in income from GSK for presentations that he
did not report to Emory. Payments reflected more than 250 speaking engagements between
January 2000 and January 2006.

—  Though Nemeroff viewed these talks as “educational lectures not subject to disclosure”,
Emory policies required otherwise.

- Dr. Nemeroff should have abided by the policies and/or sought clarification if, as he later
stated, he believed the policies and regulations were ambiguous.

« Announces removal of Nemeroff as Chair of Department of Psychiatry and
creation of a new centralized office for reporting COI to oversee and
enforce COI policy, removing the function from the Medical School.

* Nemeroff agrees

—  to seek review and approval by the dean’s office of any and all outside compensated
engagements before he accepts them, and

~  toreport to the COI office any and all outside compensation.

—  To limit accepting payment for ACCME- speaking er sponsored by
academic institutions or professional societies.

883-580-8373 | www hcca-info.org 8

Recent Developments As Drivers for Change:
Private Activity— Medical Schools (the Grassley effe  ct)
Harvard

« Following Grassley's investigations of Biederman and other
Harvard Psychiatrists, Harvard’s Medical School Dean announces a
committee (including medical students for the first time) to embark
on areview of its COI policies in conjunction with a University wide
effort.

« Medical school's policy focuses on limiting research conflicts

« Committee did not set timeframe for recommendations
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Outstanding Challenges & Practical Approaches
for COI Compliance and Risk Mitigation
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Elephant in (Some) Rooms

« Institutional conflicts
— Lots of academic discussion
— AAMC/AAU attempts to attack it
— Still not fully addressed

« Separating the grants support and compliance functions

— If aresearch compliance professional reports to a VPR is that like a
reimbursement compliance professional reporting to a CFO?

— How can potential conflicts be addressed (e.g., adding direct lines to
President or Board)

— What are OIG’s expectations

883-580-8373 | www hcca-info.org

Outstanding Questions and Challenges—
Jumping on the Transparency Bandwagon

. ‘Who should be scoped into the policy?

- Clinical faculty? Bench researchers? Staff? Note NIH caution re: categorical determinations ... definition of
“investigator” is sufficiently broad to merit sweeping disclosure rules if meant to support NIH reporting

—  Spouse and dependent children? Or more broadly to fit Stark definition? Or something else entirely?
*  Thresholds
—  Allfinancial relationships or only those that meet a certain threshold (if so, what)
~ How detailed must reporting be (e.g., specific amount, over/under, ranges)
- What about passive royalty monitoring?
- Do nonprofits/foundations count? s it possible to separate from industry?
«  How and when do you reconcile prospective reporting?
- Annually ... quarterly ... with all material changes
«  Should institutions disclose reported financial relationships and if so, how?
- Online public website disclosure.

See NEJM. “Online Disclosure of Physician-Industry Relationshi  ps” by Robert Steinbrook, M.D.

- Consent forms
—  Signage

+ What will be your PR message in response to inquiries?
~  One general message or tailored responses

8835808373 | wwaw hocavinfo.org
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Outstanding Questions and Challenges—
More hard questions

. Sub-recipient monitoring/reporting
— Guidance remains unclear as to burden for responsibility and individual response
. Exemption of STTR/SBIR
~  Become primary reporters of FCO
~ Can an AMC truly rely on expertise of these start-ups to report?
+  Documentation
- Not entirely clear what NIH will require
- Wil AMCs need to share CMPs? Could this ultimately lead to standardized CMPs across AMCs?
. Accreditation
- How far will AAHRPP go?
. Multiple/potentially inconsistent policies and procedures derived from different sources
~  NIH, FDA, HHS, AAHRPP, etc. ... what about other laws/regulations (e.g., Stark, AKS)
- Basic governancelethics due diligence
~IRS guidelines for nonprofit boards
—  Bench/animal vs. human subject standards
. What is the ultimate goal?
~  Adopt best practices

~ Create aminimum threshold to promote broad regulatory compliance
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Outstanding Questions and Challenges—
Making it Easier to Comply

«  Engage stakeholders in policy development
—  Provide background on recent and expected developments
—  Discuss pros and cons of different approaches
«  Balance “bright line” clarity and transparency with needed flexibility

- Bright lines are easier to create and manage but do not facilitate flexibility where special
circumstances might dictate a different result

*  Consider recent developments in developing policies

~ Inconsistencies can lead to public confusion and, more importantly, DISTRUST particularly

where reports are numerous and come from multiple different entities

+  Educating to the policy and process

~  Policy needs to be reasonably clear, not subject to interpretation (“I thought | answered all

the questions asked")

—  Process steps need to be well conceived (don't create a policy impossible to implement)
and well understood by all stakeholders

*  Leveraging technology to store, search and communicate COI data timely
¢ FULLY IMPLEMENT AND ENFORCE WHATEVER POLICY IS DEVELOPED!!!

883-580-8373 | www hcca-info.org
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Useful Links

* Federal Efforts
— NIH Current: http://grants.nih.gov/grants/policy/coi/

— NSF Current: http://www.nsf. lide/nsf09_1/index.jsp
— Reports and Proposals

« Grassley's Sunshine: http: enate. 12209.pdf

+ OIG report re: FDA hitp://oig.hh 05-07-00730.pdf

Emory letter summarizing NIH
hitp: osp.emory. 10.10%20FCOI%20L ommunity.p
if

MedPac Recommendations (Nov 2008):
http medpac. Nov962008_public.pdf

« State Efforts

— NCSL: http://www.ncsl. xads.htm
— NCSL (2008 Rx Bills By State): http://www.ncsl. ealth ill08.htm#States
* Private Initiatives
— On-Line Reporting: www. inic.org, www.dcti. /coijsp,
Www. ial-board
— Associations

+ AAMC: http://www.aamc.org/research/coi/start.htm
+ AMSA: http:/Awww.amsascorecard.org/
+  PhRMA: http:/AMww.phrma.org/code_on, with_healthcare.

883-580-8373 | www hceavinfo.org a5




