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On a Collision Course - 
FDA Clinical Investigator 

Disclosure and Open 
Payments

By Dr. Seth B. Whitelaw,1  
Editor, Life Science Compliance Update

Abstract: FDA’s requirements for clinical investigator disclosure 
and the Open Payments requirements are at odds in many ways.  
This article explores those differences and what might be done 
to remedy the situation 

As healthcare costs continue to rise and available resources 
shrink there continues to be concern that financial 
interactions between healthcare professionals, including 
medical researchers and life sciences companies may 
unduly bias the professional’s independent judgment. 
Besides poor treatment decisions and higher overall 
health care costs, some argue that these interactions 
even undermine the regulatory application and approval 
process.

It is the preservation of the regulatory application process 
that is at the heart of the Food and Drug Administration’s 
(“FDA”) regulations governing financial disclosures by 
clinical trial investigators.2 However, with Open Payments, 
the life sciences industry now contends with federal Open 
Payments requirements; requirements that are out of sync 
with the current FDA regulations on financial disclosure 
by investigators.

Context for Disclosure
The demand for healthcare services, driven in part by 
an aging population in the Western world as well as by 

inadequate healthcare options in the developing countries 
has never been higher.3 Furthermore, despite near-constant 
efforts to improve product delivery, “drug [medical device 
and biologics] development is complex, the rate of failure 
is unacceptably high, and the uncertainty surrounding 
regulatory approval and reimbursement makes this a 
hugely risky business.”4 

Data, involving both human and non-human (e.g., animal) 
participants is necessary to demonstrate safety and 
efficacy.5 It is data that is expensive and time-consuming 
to obtain with the average cost of developing a new 
pharmaceutical compound now estimated at $1.3 billion 
and a development time of 10 to 15 years.6   

Against the backdrop of demand, U.S. national debt 
increases annually, and the cost of essential services, 
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including healthcare, is escalating rapidly.7 In fact, 
healthcare spending alone threatens to outstrip the U.S. 
gross domestic product (“GDP”).8 As a result, the resources 
available to provide healthcare services continue to shrink 
resulting in increased competition among life sciences 
companies, and others, for each healthcare dollar.9   

With a shrinking resource “pie” and increasing competition, 
there are growing concerns that financial ties between 
industry and healthcare professionals may corrupt the 
very cornerstone of the health system:  the ability of 
the healthcare provider to put the interests of his or her 
patient first.  This concern is based on the belief that 
because medicine is “controlled by economic managers 
who regard medicine simply as a business and who ignore 
human needs and responsibilities . . . [a] greater degree of 
oversight by government is necessary to defend the public 
health.”10 It is not a new concern,11 and is something that 
the Food and Drug Administration (“FDA”) had struggled 
with since the late 1990’s when the Agency first published 
the final rule on financial disclosures by clinical trial 
investigators.12   

FDA Clinical Investigator Disclosure 
vs. Open Payments
Although before the enactment of the Pure Food and 
Drug Act in 190613 medicines could be distributed and 
sold without restriction, today under the Federal Food 
Drug and Cosmetic Act (“FFDCA”) medications, medical 
devices and biologic products can only be sold in the U.S. 
with the approval of the FDA upon showing that they are 
“safe and effective” for their intended use.14 Therefore, for 
manufacturers of those products, high quality, accurate 
and unbiased data is fundamental to commercial success, 
with commercial success translating into new healthcare 
modalities.15 

The FDA rules on financial disclosures by clinical trial 
investigators require those submitting a marketing 
application for a drug, device or biologic to provide 
information concerning the compensation to, and financial 
interests of, any clinical investigator conducting clinical 
studies to support that application.16 For certain defined 
financial interests, the regulations require applicants to 
either certify to the absence of those financial interests or 
disclose them.17 Affirmative disclosure to the Agency of all 

financial conflicts of interest information is mandatory, 
regardless of whether the Agency directly requests it or 
whether it negatively impacts the research.18 

The FDA requirements precisely define the types of financial 
arrangements that are important to the Agency.  Major 

7 See Historical Debt Outstanding - Annual 2000 – 2009, https://www.
cms.gov/research-statistics-data-and-systems/statistics-trends-and-
reports/nationalhealthexpenddata/nationalhealthaccountshistorical.
html (last visited July 18, 2010); see also Centers for Medicare and 
Medicaid Services, Health Care Spending As Part Of GDP – Historical, 
http://www.karlloren.com/healthinsurance/p1.htm (last visited July 
18, 2010).  

8 See¬ Centers for Medicare and Medicaid Services, Health Care 
Spending as Part of GDP – Historical, http://www.karlloren.com/
healthinsurance/p1.htm (last visited July 18, 2010). (“From 2001 
through 2012, health care spending is projected to grow at an 
average annual rate of 7.3 percent, roughly 2.2 percentage points 
faster than the GDP rate.”).

9 See Maggie Mahar, Why Market Competition Will Not Mend Our 
Health Care System, MANAGED CARE, http://www.managedcaremag.
com/archives/0702/0702.collaboration.html (February 2007) (last 
visited August 24, 2010) (“[C]ompetitive pressures lead drugmakers 
to duplicate each other’s efforts as they focus on developing those 
products that their marketing departments tell them will be most 
profitable.”).

10 See Lawrence Grouse, Physicians for Sale: How Medical Professional 
Organizations Exploit Members: How to Regain Our Profession, 
10 J MED. 169 (2008), available at  http://www.medscape.com/
viewarticle/577178_12; see also Timothy Jost, Oversight of Marketing 
Relationships Between Physicians and the Drug and Device Industry: 
A Comparative Study, 36 AM. J.L. & MED. 326 (2010).

11 See e.g., WILLIAM OSLER, AEQUANIMITAS, 301 (H. K. Lewis 1914) 
(1906) (“It may keep the practitioner out of the clutches of the arch 
enemy of his professional independence—the pernicious literature 
of our camp-followers, a literature increasing in bulk, in meretricious 
attractiveness, and in impudent audacity. To modern pharmacy, 
we owe much, and to pharmaceutical methods, we shall owe much 
more in the future, but the profession has no more insidious foe 
than the large borderland pharmaceutical houses.”).

12 See Financial Disclosure by Clinical Investigators, 63 Fed. Reg. 5233 
(February 2, 1998); see also Reporting Information Regarding 
Falsification of Data, 75 Fed. Reg, 7412 (February 19, 2010).

13  See United States Statutes at Large (59th Cong., Sess. I, Chp. 3915, 
p. 768-772 (1906).

14 See 21 U.S.C. § 355 and 360c (2010).
15 See Declan Doogan, supra n.4 at 91; see also Timothy Jost, supra n. 

10 at 326 (2010); Thomas Stossel, Guest Commentary: CU Medical 
School’s conflict of interest policy, THE DENVER POST (March 9, 2011 
01:00:00 AM MST), http://www.denverpost.com/opinion/ci_17566732 
(“patient care has improved immensely - almost entirely because of 
tools and treatments now available to physicians and derived from 
collaborations between physicians and private industry.”).

16 See Financial Disclosure by Clinical Investigators, 63 Fed. Reg. 5233 
(February 2, 1998).

 17 See 21 C.F.R. § 54.4(a) (2015).
18 See 21 C.F.R. § 54.3 (2015).
  

https://www.cms.gov/research-statistics-data-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nationalhealthaccountshistorical.html
https://www.cms.gov/research-statistics-data-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nationalhealthaccountshistorical.html
https://www.cms.gov/research-statistics-data-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nationalhealthaccountshistorical.html
https://www.cms.gov/research-statistics-data-and-systems/statistics-trends-and-reports/nationalhealthexpenddata/nationalhealthaccountshistorical.html
http://www.managedcaremag.com/archives/0702/0702.collaboration.html
http://www.managedcaremag.com/archives/0702/0702.collaboration.html
http://www.medscape.com/viewarticle/577178_12
http://www.medscape.com/viewarticle/577178_12


Reprinted from Life Science Compliance Update U.S. Edition Volume 2.9 | September 2016

3

and relevant financial agreements with the investigator 
or their immediate family include:

• Compensation made to the investigator in which the 
value of compensation could be affected by study 
outcome . . . .   

• A proprietary interest in the tested product, including, 
but not limited to, a patent, trade-mark, copyright or 
licensing agreement . . . .  

• Any equity interest in the sponsor of a covered study, 
i.e., any ownership interest, stock options, or other 
financial interest whose value cannot be readily 
determined through reference to public prices . . . .  

• Any equity interest in a publicly held company that 
exceeds $50,000 in value . . . . 

• Significant payments of other sorts, which are 
payments that have a cumulative monetary value of 
$25,000 or more made by the sponsor of a covered 
study to the investigator or the researchers’ institution 
to support activities of the investigator exclusive of 
the costs of conducting the clinical study or other 
clinical studies . . . .19   

In the case of equity interests without a readily 
determinable value and significant payments of other sorts, 
disclosure is required not only when the study is being 
conducted but for one year following its completion.20 

Since enactment of these regulations, the landscape of 
disclosure and transparency has changed radically.  With 
an urgent need to control the escalating costs of Medicaid 
threatening to consume entire state budgets,21 some state 
legislatures, believing that this is true, have focused on 
the regulating financial interactions between life sciences 
companies and state healthcare professionals as a means 
to limit or slow the rise of such costs enacting control 
regimes to limit those interactions.22     

The need to control or limit the interactions between life 
science companies and medical professionals reached a 
new pinnacle with President Obama’s sweeping overhaul 
of the U.S. healthcare system in 2010 and the inclusion of 
language from the Physician Payments Sunshine Act, an 
Act that failed to pass Congress twice in the immediate 
prior two sessions but was added under a different title 

(Section 6002, later branded by CMS as “Open Payments”) 
during the building of the Patient Protection and Affordable 
Care Act (PPACA).23 Open Payments requires disclosure 
of transactions involving payments, when they exceed 
(adjusted annually for inflation) $10.00 singly or $100.00 
as annually aggregated that pertain to the following 
categories: 

• Consulting fees

• Compensation for services other than consulting

• Honoraria

• Gifts 

• Entertainment 

• Food

• Travel (including specific destination(s)) 

• Education

• Research 

• Charitable contributions 

• Royalties or licenses

• Current or prospective ownership or investment 
interest 

• Direct compensation for serving as faculty or speaker 
for a medical education program

• Grants.24 

19 See U.S. Department of Health and Human Services, Food and 
Drug Administration, Guidance for Industry:   Financial Disclosure 
by Clinical Investigators, at part II (May 22, 2009) and 21 C.F.R. § 
54.4(a)(3)(i-iv) (2015).

20 See 21 C.F.R. § 54.2 (b) and (f) (2015).
21 See Blaire Briody, Medicaid’s Ticking Bomb Could Wipe Out 

State Budgets, THE FISCAL TIMES http://www.thefiscaltimes.com/
Articles/2010/06/23/Medicaid-Ticking-Time-Bomb-Could-Wipe-
Out-State-Budgets (January 23, 2010) (last visited August 27, 2010) 
(“Medicaid costs as a percentage of state budgets will nearly double 
by 2030, from the current 20 percent to 35 percent in some states.”).

22 See, e.g., W. VA. CODE  ANN. § 16-29H-1( (West 2009) (“Rising health 
care costs have a significant impact not only on the citizens of the 
state but also the state’s ability to develop a competitive advantage in 
Seeking new business. Reducing this level of costs and developing new, 
more effective options for reducing growth in health care spending 
is essential to ensuring the health of West Virginia’s citizens and to 
the advancement of a well-developed workforce.”).  The active states 
include California, Massachusetts, Minnesota,  and Vermont. 

23 See Patient Protection Affordable Care Act, H.R. 3590, 111th Cong. 
at § 6002 (enacted 2010) (Pub. L. 111-148).

24 Id. Payments can be cash, in-kind, stock, stock options or other 
ownership interests.
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In cases where a physician or physician’s immediate family 
member (defined differently than in FDA regulation as 
described later) has an ownership or investment interest 
that is not in a publicly traded security or mutual fund, 
the disclosure must include:

• Dollar amount invested by the physician or immediate 
family member;

• Value and terms of each ownership or investment 
interest; and

• Any payment or transfer of value to the doctor holding 
the ownership or investment interest (or to an entity 
or individual at the request of or designated on behalf 
of the physician).25 

Also, the Open Payments regime only applies to physicians 
as defined by the Social Security Act and teaching 
hospitals.26 Section 6002  of PPACA also added penalty 
provisions.  According to the Act, simple failures to report 
are punishable by fines between $1,000 and $10,000 per 
occurrence, and “knowing” failures are punishable by 
fines starting at $10,000 up to $100,000 for each issue.27

With the passage of the PPACA, the FDA financial 
disclosure regulations for clinical investigators and 
PPACA’s Open Payments requirements create two different 
disclosure schemes that life sciences companies must 
contend.  The FDA requirements, now closing in on being 
20 years old, are out of step with the Open Payments 
requirements.  Given that we have completed three 
reporting cycles for Open Payments, the time has come to 
harmonize the two disclosure schemes (or of the applicable 
manufacturer/sponsor uses federal funds, there is a third 
disclosure system to the federal government, that to the 
federal funding agency which has different thresholds 
and reporting requirements than the above two which are 
beyond the scope of this article), or to at least enforce the 
FDA requirements.

Definition of Physician’s “Immediate Family”
1. Spouse
2. Natural or adoptive parent, child, or sibling.
3. Stepparent, stepchild, stepbrother, or stepsister.
4. Father-, mother-, daughter-, son-, brother-, or sister-in-law.
5. Grandparent or grandchild
6. Spouse of a grandparent or grandchild
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Immediate Family as defined by Open Payments.  
Graphic courtesy of David Vulcano (2013).

25  Id.
26 Id.  As identified in the Social Security Act, a physician includes 

doctors of medicine or osteopathy; doctors of dental surgery or 
dental medicine; doctors of podiatric medicine; doctors of optometry; 
and chiropractors.  See 42 U.S.C. § 1395x(r) (2009).

27 Id.
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Institutional Payments
As noted above, the heart of the FDA financial disclosure 
requirements is the notion that the research data 
underpinning approval applications should be as free 
from bias as possible, and that payments and other items 
of value provided to medical researchers from life sciences 
companies outside of the clinical research agreement may 
increase that bias to an unacceptable level.28 The current 
financial disclosure regulations only focus on what the 
investigator and his or her immediate family may receive. 
However, by doing so, the FDA is missing the institution 
as an important part of the equation. 

In the context of clinical research, while payments for 
research are fee-for-service arrangements, typically 
research payments are made to an organization and not 
an individual. The payments also do not just constitute 
compensation for the researcher but include payments for 
the costs of study visits and any other expenses to conduct 
the research study at the site (e.g., overhead).  With the 
passage of the Bayh-Dole Act in 1980,29  industry sponsored 
institutional research has become increasingly important 
in academia which can result in the institution introducing 
bias intentionally or not as it works to maintain industry 
ties.30 The fact of such possible institution bias is one 
reason that “research” became a disclosure category under 
Open Payments.31 Therefore, if the FDA wants to ensure the 
Agency has a complete picture of all payments that could 
impact research, the financial disclosure requirements 
need to factor in payments made to the institutions by 
applicants in addition to payments and other items of 
value provided to the investigators. 

Procedural Changes
In addition to including institutional payments in 
the financial disclosure requirements, the FDA needs 
to consider making several procedural changes to the 
existing regulations. These procedural changes not only 
would help eliminate complexity but would bring the 
current regulations into harmony with the Open Payments 
provisions and other existing state disclosure schemes.

At the outset, the FDA financial disclosure rules need to 
set reportable limits based upon annual compensation 
received during a calendar year. Presently the regulations 
are geared towards the timing of the clinical research, 
and not a calendar year. These regulations, however, 

differs from the Open Payments provisions and other state 
disclosure schemes which structure payment disclosure 
around the calendar year.32    

Additionally, the Agency needs to set clear and unambigu-
ous endpoints for when a study starts and concludes. The 
current system employed by the FDA engenders lots of 
ambiguity about when disclosure is required.33    

For example, the regulations and accompanying guidance 
do not clearly define what constitutes the initial point 
at which the “time the clinical investigator is carrying 
out the study” begins. Without clear direction, one 
could reasonably conclude that “carrying out the study” 
occurs when the protocol is reviewed, site initiation is 
complete or upon the first study subject visit. Such multiple 
interpretations can lead to inconsistent reporting even 
within the same study.  The FDA, however, has attempted 
to clarify the situation. According to the guidance, “the 
course of the study refers to the time from the date the 
clinical investigator entered into an agreement with the 
sponsor to conduct the study until the completion of the 
study.34    

At the other end of the study spectrum, FDA does a better 
job of clarifying when a study concludes. According to the 
Agency’s guidance, “completion of the study means that 

28 See Financial Disclosure by Clinical Investigators, Proposed Rule, 59 
Fed. Reg.  48708 (September 22, 1994) (“FDA  . . . in parallel with [the 
academic and scientific] communities [is] increasingly concerned 
about the potential for such interests to bias data generated by 
these studies.”).

29 See BAYH-DOLE ACT, PUB L NO. 96-517 (1980), codified at 35 USC 
§§ 200-212 (2009).

30  See Jordan Cohen, Trust Us to Make a Difference: Ensuring Public 
Confidence in the Integrity of Clinical Research, 76 Acad. MED. 
209, 210 (2001).(“Scientific objectivity is at perpetual risk from any 
investigator who has a strong desire for affirmative research results— 
whether it’s to validate one’s preconceptions, or to make one’s data 
more publishable, or to garner praise from one’s colleagues.”); see 
also Mildred Cho, et al., Policies on Faculty Conflicts of Interest at 
US Universities, 284 JAMA 2203 (2000).

31 See Press Release by Senator Charles Grassley (November 18, 2009) 
(The Sunshine provisions are an important facet to preserving and 
“building people’s confidence in medical research and the practice 
of medicine.”).

32 The District of Columbia, Maine, Massachusetts, Minnesota, Vermont, 
West Virginia all require annual reports to be made.

33 See 21 C.F.R. § 54.2 (b) and (f) (2010).
34 See U.S. Department of Health and Human Services, Food and Drug 

Administration, Guidance for Industry:   Financial Disclosure by 
Clinical Investigators, at 14, C.8 (Feb 2013).
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all study subjects have been enrolled and follow up of 
primary endpoint data on all subjects has been completed 
in accordance with the clinical protocol.”35   Although more 
precise than the beginning, this definition of “completion” 
allows for variation as it is protocol driven.  Therefore, the 
Agency would be better served for example by defining 
the start of “carrying out the study” as the date of the 
first subject, first visit (“FSFV”) and the end of the study 
as date of last subject, last visit (“LSLV”), or some other 
standard, consistent endpoint. 

Finally, the FDA should allow applicants to cross-reference 
available data that will be included in the federal Open 
Payments disclosure. Open Payments requires the reporting 
of research payments and “[e]ach research payment record 
submitted to the Open Payments system by an applicable 
manufacturer or applicable GPO is attributed to the 
physician, teaching hospital, or non-covered recipient 
that received the payment. As appropriate, the names 
of physician principal investigators associated with the 
research payment are also provided.”36   

There remains an important difference between the Open 
Payments and FDA requirements.  Open Payments only 
associates research-related payments to the Principal 
Investigator.37  FDA, on the other hand, requires disclosure 
for sub-investigators as well.38 Therefore, unless the FDA 
exempted the sub-investigators from disclosure, the Open 
Payments cross-reference is of limited utility. Another 
important difference is that under Open Payments, the 
Principal Investigator is named as being affiliated with the 
payment, even if they never received any of the money 
whereas FDA’s disclosures only apply to physicians (or 
in certain cases, their immediate family member) that 
actually received a payment or actually hold ownership.  

Another important difference is that “immediate family 
member” according to FDA regulations includes their 
spouse and dependent children whereas the PPACA 
legislation defines immediate family as including “(1) 
spouse; (2) natural or adoptive parent, child, or sibling; 
(3) stepparent, stepchild, stepbrother, or stepsister; (4) 
father-, mother-, daughter-, son-, brother-, or sister-in-
law; (5) grandparent or grandchild and (6) spouse of a 
grandparent or grandchild.76 Given the vast expansion of 
who is an “immediate family member” under the PPACA 
versus the FDA, reconciling this will be difficult and may 
introduce more unnecessary or incomplete information.39 

If all the procedural changes recommended above were 
implemented, under this new approach the FDA would 
receive uniform annual disclosures of compensation 
received during a calendar year beginning in the year of 
the FSFV and ending with the year the LSLV occurs and 
based on information already being submitted to CMS.

Enforcing the Requirements

The FDA also needs to begin actively enforcing the 
financial disclosure requirements. According to the 2009 
OIG report examining the Agency’s efforts in this area, 
only one percent of all clinical investigators required make 
disclosures actually reported any financial interests.40Also, 
42% of marketing applications submitted for approval 
contained incomplete or missing financial information.41 

Perhaps more troubling was the fact that in 20% of 
cases where a potential financial conflict of interest was 
identified, neither FDA officials nor trial sponsors took 
any corrective action and in nearly 70% of such cases only 
the sponsor took some action.42  

The lack of enforcement cannot be attributed to a lack of 
Agency tools. As a starting point, the financial disclosure 
regulations themselves provide that:

If FDA determines that the financial interests of any 
clinical investigator raise a serious question about the 
integrity of the data or the protection of the human 
or animal subjects in the study, FDA will take any 
action it deems necessary to ensure the reliability 
of the data including: 

35 See id.   The guidance also states that completion of the study “refers 
to the part of the study that is being submitted in the application.”  

36 See Centers for Medicare and Medicaid Services, Frequently Asked 
Questions, 12224 available at https://questions.cms.gov/faq.
php?id=5005&faqId=12224.

37 Id.
38 See U.S. Department of Health and Human Services, Food and Drug 

Administration, Guidance for Industry:   Financial Disclosure by 
Clinical Investigators, at 15, D.1 (Feb 2013).

39 See 21 C.F.R. § 54.2(d) and 42 C.F.R. § 403.902 (2015).
40 See U.S. Department of Health and Human Services, Office of Inspector 

General, The Food And Drug Administration’s Oversight Of Clinical 
Investigators’ Financial Information, OEI-05-07-00730 at ii (January 
2009) [hereinafter OIG, FDA Oversight].

41 Id.
42 See Bridget Kuehn, Report: FDA Exerts Too Little Oversight of 

Researchers’ Conflicts of Interest, 301 JAMA 709 (2009); see generally 
OIG, FDA Oversight. 
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1. Initiating agency audits of the data derived from 
the clinical investigator in question; 

2. Requesting that the applicant submits further 
analyses of data, e.g., to evaluate the effect of 
the clinical investigator’s data on overall study 
outcome;

3. Requesting that the applicant conducts additional 
independent studies to confirm the results of the 
questioned study; and

4. Refusing to treat the covered clinical study as 
providing data that can be the basis for an agency 
action.43 

Beyond the corrective actions in the regulation itself, 
the FDA has the power to prosecute individuals failing 
to disclose, and such failures are punishable as criminal 
misdemeanors as simple violations of the FFDCA44The 
Agency even has at its disposal the additional new 
penalties for failing to make the required Open Payments 
disclosures.45 

However, despite the FDA’s authority to exclude data 
from marketing applications based on an investigator’s 
financial interests the Agency rarely determines that 
there are issues serious enough to warrant exclusion.46 

Nor does the Agency routinely prosecute those failing 
to disclose.  Integral to managing conflicts of interest is 
the notion that the requirements of reporting financial 
conflicts must be enforced.47  Therefore it is not enough 
to make “the assumption that professionals have integrity 
and will live by the rules.”48

Conclusion
The existence of two disclosure systems with similar goals, 
but inconsistent provisions are at best unhelpful and at 
worst unduly burdensome.  The FDA would do well to 
either amend the current requirements to bring them in 
line with Open Payments and enforce those harmonized 
requirements or better yet, scrap the requirements 
altogether and use the Open Payments data.  Even though 
manufacturers can delay the making of research data 
public for up to four (4) years, the information still must 
be reported to CMS in the annual submission when the 
transfer occurred.

If FDA were to use Open Payments data exclusively, the 
Agency would need to limit its use to situations where 
physicians personally receive transfers of value and be 
aware that there can be situations where the physicians 
are reported as receiving a transfer of value, in fact receive 
nothing (e.g., the cost of drug pass through).  Furthermore, 
while the quality of Open Payments data is very much 
in doubt, FDA’s reliance on it might just be the needed 
catalyst to improve data quality.49  

However, even with the limitations of the Open Payments 
data, the author believes using it would improve the quality 
of information available to the FDA and applicants as 
well, allowing for real or perceived bias in research used 
to support marketing applications to be minimized.  For 
applicants, it also will begin to reduce burden created 
by the complex web of multiple disclosure obligations; 
which will help to reduce costs.  Finally, for the public, 
it will help them maintain confidence in the marketing 
approval system that is designed to protect their health 
and welfare. 

43 See 21 C.F.R. § 54.5(c) (2015).
44 See 21 U.S.C. § 333(a) (2015).
45 See Patient Protection Affordable Care Act, H.R. 3590, 111th Cong. 

at § 6002 (enacted 2010) (Pub. L. 111-148).
46 See Bridget Kuehn, supra.
47 See Paula Dalley, The Use and Misuse of Disclosure as a Regulatory 

System, 34 FLA. ST. U. L. REV. 1089, 1129 (2007).
48 See Tracy Weber and Charles Orstein, Med Schools Flunk at Keeping 

Faculty Off Pharma Speaking Circuit, PROPUBLICA  (Dec. 19, 2010, 
10:04 pm), http://www.propublica.org/article/medical-schools-
policies-on-faculty-and-drug-company-speaking-circuit (quoting 
Dr. Richard Krugman at the University of Colorado Denver).

49 See  Mark Labovitz, Caveat User, Caveat Emptor - Issues from the 
Soft Under Belly of The CMS Data Sets, 2.8 Life Science Compliance 
Update 5 (Aug 2016).
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