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I. INTRODUCTION

Sponsors of potentially beneficial medical technologies engage in two important
processes to translate their discoveries into broadly employed drugs or devices. Ini-
tially, they must secure approval or clearance by the Food and Drug Administration
(FDA) to legally market their products. Second, the sponsor must obtain coverage from
third-party payers, the largest of which is Medicare, administered by the Centers for
Medicare and Medicaid Services (CMS). In most cases these two processes occur
sequentially, creating the potential for increased regulatory efficiency if FDA and CMS
were to collaborate. Greater cooperation between FDA and CMS may enable them to
process their respective applications simultaneously. Moreover, increased communica-
tion between the two agencies may prevent potentially conflicting regulatory decisions
and increase the safety and clinical benefit derived from new healthcare technologies.
Not surprisingly, the Department of Health and Human Services (DHHS) continues to
seek means of making interaction between its agencies more efficient.1

Coordination between CMS and FDA is limited by restrictions on FDA’s ability to
share sponsors’ proprietary information that may be useful to CMS in making its cover-
age determinations, different quantities and qualities of data sought by either agency in
its decisionmaking process, and some uncertainty surrounding the definition of CMS’s
“reasonable and necessary” standards.2  In approaching effective coordination, the
fundamental differences between FDA and CMS must be recognized: FDA is concerned
primarily with preserving the public health by ensuring that certain medical products are
safe and effective for their marketed indications, while CMS is a purchaser of healthcare
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products and services, under a statutory mandate to limit its purchases to products and
services deemed reasonable and necessary.

Furthermore, efforts to achieve cooperation would be implemented in the context of
different organizational cultures, limited staff and technological resources, divergent
regulatory structures and inputs, and industry concerns that regulatory barriers will be
created or increased. For example, in approving or clearing products for market, FDA
generally interacts with a single sponsor for any given product, greatly simplifying
communication and coordination. CMS, however, has to deal with a multitude of parties
when considering whether to extend coverage to a product or service, including Medi-
care beneficiaries, the healthcare providers and institutions who treat those beneficia-
ries, and potentially FDA itself, all in addition to what may be multiple concerned indus-
trial sponsors. These stakeholders may have substantially different agendas, all of
which need to be reconciled by CMS in its coverage processes.

Increased collaboration between FDA and CMS raises a large number of potential
questions, including the type and quantity of data to be exchanged between the two
agencies, the appropriate weight to place on FDA approval or clearance in the CMS
coverage process, and the proper role of the large number of interested stakeholders.
While acknowledging that many obstacles to full harmonization of FDA and CMS
regulation exist, this paper addresses a discrete aspect of the data-sharing question,
namely trade secrets law as a potential legal barrier to the interagency transfer of infor-
mation that may be considered proprietary or confidential. This body of law will be
examined following an overview of the FDA and CMS regulatory processes.

II. FDA MARKETING APPROVAL OR CLEARANCE PROCESS

A basic understanding of the process by which FDA approves or clears new drugs,
medical devices, and biologics for market is a crucial foundation to increasing collabo-
ration between FDA and CMS.3  Where the product at issue is a new drug, the sponsor
submits an investigational new drug application, containing a description of the drug,
results of comprehensive animal and human tissue tests, and protocols for clinical
studies.4  Following a study protocol approved by FDA and reviewed and accepted by
a local institutional review board, the sponsor undertakes clinical trials in three phases
that are progressively expansive in scope5  and usually take five or more years to com-
plete.6  If the trials are adequate to demonstrate the new drug’s safety and effectiveness
for a specific indication, the sponsor submits a new drug application (NDA)7  and, upon
approval of the NDA, may sell the new drug subject to FDA requirements.8  Notably, the
drug may be promoted only for the indication(s) reflected in its labeling, though healthcare
providers are free to use the product for other indications in the treatment of their
patients.

FDA applies a different regulatory framework in assessing new devices. New devices
that are unlike any existing device or pose a potentially unreasonable risk to patient

3 The regulatory steps for securing FDA approval for new drugs are described in 21 C.F.R. part
312 (2002). FDA assessment of new devices is codified in 21 C.F.R. subchapter H. For a review of
FDA history and law, see generally Richard A. Merrill, Symposium on Regulating Medical Innova-
tion: The Architecture of Government Regulation of Medical Products, 82 VA. L. REV. 1753 (1996).

4 21 C.F.R. §§ 312.20-.23.
5 Id. § 312.21.
6 James A. Henderson, Jr. & Aaron D. Twerski, Drug Designs Are Different, 111 YALE L.J. 151,

164 (2001).
7 21 C.F.R. § 314.50.
8 Id. § 314.80.
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safety undergo a premarket approval (PMA) process similar to the NDA process, requir-
ing demonstration of reasonable safety and effectiveness.9  Alternatively, the sponsor
of a new device that is similar to an existing device already approved by FDA can obtain
permission to market the new device upon establishing that it and the existing “predi-
cate” device are substantially equivalent.10  This process, referred to by its section
number 510(k), does not require clinical proof of safety and effectiveness per se, al-
though both are implied from the new device’s similarity to a proven device. An impor-
tant exception is that devices approved after 1976 that are categorized as Class III
devices on the basis of having high or unknown risks or use in life-threatening condi-
tions cannot serve as predicate devices for a 510(k) application.11

III. CMS COVERAGE PROCESS

Many Medicare coverage decisions are made locally by private insurance companies
serving under contract to administer the Medicare program.12  These contractors con-
sider input from beneficiaries, industry representatives, and practicing physicians when
making local coverage decisions, which are binding only within the region served by the
contractor.13  Although the localized nature of this process provides contractors the
flexibility to adapt their coverage to regional needs and customs, it may produce incon-
sistent results between regions. Where conflicting local policies exist, CMS may make a
national coverage decision that is binding on all contractors.

The criteria for assessing the propriety of Medicare coverage of new products or
services are set forth by statute:

no payment may be made under [Medicare] for any expenses incurred for items
or services [that] are not reasonable and necessary for the diagnosis or treat-
ment of illness or injury or to improve the functioning of a malformed body
member[.]14

This language is interpreted by CMS as requiring that adequate evidence exist to
show that a medical product or service improves clinical outcome in order to qualify for
Medicare coverage.15

CMS may determine the need for a national coverage decision on its own initiative in
a number of situations, including the presence of “conflicting carrier or intermediary

9 Id. §§ 814.1 et seq. The term “reasonable,” as used in the medical device regulatory framework,
is not equivalent to the identical term used in the Social Security Act, but merely reflects the same
term incidentally being used in two different regulatory contexts. Standards underlying the terms
“safe” and “effective” are set forth in 21 C.F.R. § 860.7.

10 21 U.S.C. § 360c(f) (FDCA § 513(f)). See generally Benjamin A. Goldberger, The Evolution of
Substantial Equivalence in FDA’s Premarket Review of Medical Devices, 56 FOOD & DRUG L.J. 317
(2001).

11 21 U.S.C. § 360c (FDCA § 513). See generally John J. Smith, Regulation of Medical Devices
in Radiology: Current Standards and Future Opportunities, 218 RADIOLOGY 329 (2001); John J.
Smith, Physician Modification of Legally Marketed Medical Devices: Regulatory Implications Under
the Federal Food, Drug, and Cosmetic Act, 55 FOOD & DRUG L.J. 245 (2000).

12 Judith L. Bragdon, John Whyte & Sean Tunis, The Perspective of the Centers for Medicare and
Medicaid Services, in GUIDE TO MEDICARE COVERAGE DECISION-MAKING AND APPEALS (Eleanor D. Kinney, ed.,
American Bar Ass’n, 2002); John B. Reiss, Commentary on Payment and Reimbursement Issues
Affecting the Marketing of Drugs, Medical Devices, and Biologics, with Emphasis on the Anti-
Kickback Statute and Stark II, 52 FOOD & DRUG L.J. 99, 101 (1997).

13 Bragdon et al., supra note 12.
14 42 U.S.C. § 1395y(a) (emphasis supplied).
15 Bragdon et al., supra note 12.
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policies.”16  More commonly, CMS undertakes a national coverage decision in response
to a formal request from industry, providers, or beneficiaries. Formal requests must
contain documentation describing the innovation and its proposed benefit category,
the clinical context within which the technology is to be used, a summary of relevant
literature, a description of completed and ongoing clinical trials, and background on
FDA’s assessment of the technology, if applicable.17  After determining whether the
submission fits one of over fifty broad “benefit categories” defined by statute, CMS
begins an initial review of the technology and evidence supporting its use. Where a
submission involves complicated, ambiguous, or controversial evidence, or for prod-
ucts that may impact Medicare significantly, CMS has discretion to invoke two different
mechanisms to assist in reviewing the application.18  Initially, CMS may request a tech-
nology assessment from the Agency for Health Research and Quality (AHRQ) pursuant
to an interagency agreement.19  In general, these assessments are performed by Evi-
dence-based Practice Centers (EPCs), research organizations under contract to AHRQ.
Alternatively, CMS may refer submissions to the Medicare Coverage Advisory Commit-
tee (MCAC).20

While CMS has published proposed regulations in an effort to clarify the meaning of
the terms “reasonable and necessary,” final regulations have not been successfully
implemented. The agency’s most recent attempt to delineate specific criteria came in
May 2000, and generated significant controversy over the proposed inclusion of com-
parative effectiveness and cost as factors in making coverage determinations.21  Aside
from a Town Hall meeting, no further action has been taken. In the absence of formal
regulatory criteria, CMS has established the practice of granting coverage where there
is adequate evidence that a technology improves healthcare outcomes for Medicare
beneficiaries, although the lack of formal criteria make application of this evidence-
based standard quite controversial in some instances.

FDA’s treatment of innovative medical products plays an important role in coverage
analysis, although it is only one factor in coverage determinations—a situation that
often leads to considerable confusion in the stakeholder community when Medicare
coverage is refused for FDA-approved or cleared products. As noted previously, one
fundamental reason for confusion is differing statutory missions of the two agencies;
FDA is charged with a public health mission and CMS functions as a third-party payer
of medical services. Another key factor is wide variation in the data that FDA accepts in
making its approval or clearance decisions, particularly with regard to medical devices.
In the latter setting, a determination of “substantial equivalence” may involve data that
falls far short of the clinical testing or experience often required to demonstrate health
benefit to the satisfaction of CMS or its contractors.

In practice, devices that are not FDA-approved for at least one clinical indication
generally do not receive coverage under Medicare22  unless the product has received a
Category B designation under an investigational device exemption (IDE) as described
below.23  Off-label uses of FDA-approved drugs or devices may be covered. With regard

16 General Notice, Procedures for Making Coverage Decisions, 64 Fed. Reg. 22,619, 22,621
(Apr. 27, 1999).

17 Id. at 22,621-22.
18 Id. at 22,622-23.
19 Bragdon et al., supra note 12.
20 Id.
21 Notice of Intent to Publish a Proposed Rule, Criteria for Making Coverage Decisions, 65 Fed.

Reg. 31,124 (May 16, 2000).
22 Hugh Hill, Criteria for Health Care Insurance Coverage, 6 B.U.J. SCI. & TECH. L. 4 (2000).
23 42 C.F.R. § 405.205; Procedures, 64 Fed. Reg. at 22,622.



2003 617TRADE SECRETS AND CMS/FDA COLLABORATION

to drugs that have been approved by FDA, CMS and regional contractors historically
have approved coverage for inpatient use under labeled indications, as well as for
accepted off-label uses provided that these uses are not contraindicated and FDA has
not specifically denied labeling for these uses.

Pursuant to an interagency agreement between FDA and CMS,24  FDA assigns new
medical devices being evaluated under an IDE to one of two categories, a process that
allows for coverage of some products prior to formal FDA marketing approval or clear-
ance.25  Category A devices include those that are considered to be experimental or
investigational, such as innovative Class III devices for which safety and effectiveness
have not been proven, and cannot be covered by Medicare until FDA marketing ap-
proval is granted. Category B encompasses nonexperimental or noninvestigational de-
vices, such as Class I or II devices, or Class III devices whose “underlying questions of
safety and effectiveness [already] have been resolved[,] for example [where] other manu-
facturers have obtained FDA approval for that device type.”26  Devices in Category B
are eligible for Medicare coverage prior to FDA marketing approval or clearance, subject
to coverage criteria that contractors apply for making decisions on legally-marketed
devices.27  Recategorization may occur upon the initiative of FDA or CMS, on their own
initiative or in response to an external petition.28

IV. AGENCY POLICIES ON DISCLOSURE

A review of FDA regulations regarding the confidentiality of trade secrets reveals
the tension between the desire to protect sponsors’ work product and the effort to keep
the public informed. Disclosure of a marketing application’s contents is governed by
regulations found in 21 C.F.R. part 20, reflecting agency policy to:

make the fullest possible disclosure of records to the public, consistent with
the rights of individuals to privacy, the property rights of persons in trade
secrets and confidential commercial or financial information, and the need for
the agency to promote frank internal policy deliberations and to pursue its
regulatory activities without disruption.29

Sponsors may find the “fullest possible disclosure” phrase to be troubling, particu-
larly because the contents of applications for FDA approval are archived and, once
submitted, may not be withdrawn.30  FDA specifically exempts categories of information
from disclosure to the public, however, including

trade secrets [the definition of which is discussed below] and commercial or
financial information which is privileged or confidential (§20.61); personnel,
medical, and similar files, the disclosure of which constitutes a clearly unwar-

24 Final Rule, Criteria and Procedures for Extending Coverage to Certain Devices and Related
Services, 60 Fed. Reg. 48,417 (1995).

25 42 C.F.R. §§ 405.201-.203.
26 Id. § 405.201(b).
27 Id. §§ 405.205, 405.211.
28 Id. § 405.213.
29 21 C.F.R. § 20.20(a).
30 Id. § 20.29. FDA does provide for protection of PMA contents prior to an FDA approval

decision, and will not disclose whether a given PMA file even exists until the sponsor itself has
publicly disclosed the PMA’s existence. Id. § 814.9(b). The same policy applies to the contents of the
PMA as well. Id. § 814.9(c).
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tion be shrouded by “a substantial element of secrecy.” Two additional requirements in
the DHHS definition are that the information be the result of “innovation or substantial
effort” and that it bears a “direct relationship to the productive process.” The former is
not dissimilar to the requirement that the information not be well-known or easily ob-
tained, as present in both the Restatement and UTSA definitions, but the requirement of
a “direct relationship” may limit the scope of the FTSA. Without such a relationship,
however, information may be less likely to have commercial value.

Third, and most significant, DHHS extends confidentiality to another category of
data described as “commercial or financial information” if the data is “obtained from a
person” and is “privileged or confidential.”64  The DHHS regulation further defines each
of these elements:

(1) Information is “commercial or financial” if it relates to businesses, com-
merce, trade, employment, profits, or finances … . We interpret this category
broadly.
(2) Information is “obtained from a person” if [generated by] someone outside
the Federal Government or from someone within the Government who has a
commercial or financial interest in the information ... . Information is not “ob-
tained from a person” if it is generated by HHS or another federal agency.
However, information is “obtained from a person” if it is provided by someone,
including but not limited to an agency employee, who retains a commercial or
financial interest in the information.
(3) Information is “privileged” if it would ordinarily be protected from disclo-
sure in civil discovery by a recognized evidentiary privilege, such as the attor-
ney-client privilege or the work product privilege. Information may be privi-
leged for this purpose under a privilege belonging to a person outside the
government, unless the providing of the information to the government ren-
dered the information no longer protectable in civil discovery.
(4) Information is “confidential” if it meets one of the following tests:

(i) Disclosure may impair the government’s ability to obtain necessary
information in the future;
(ii) Disclosure would substantially harm the competitive position of the
person who submitted the information;
(iii) Disclosure would impair other government interests, such as program
effectiveness and compliance; or
(iv) Disclosure would impair other private interests, such as an interest in
controlling availability of intrinsically valuable records, which are sold in
the market by their owner.65

Another extension of confidentiality involves DHHS’ policy of allowing sponsors to
designate specific information in their applications as confidential.66  Finally, prior to
disclosure of information, DHHS provides sponsors with notification and opportunity
to respond to the anticipated disclosure, with some exceptions.67

64 Id. § 5.65(b).
65 Id. In determining whether information meets one of these criteria for confidentiality, DHHS

considers the following questions:
Is the information of a type customarily held in strict confidence and not disclosed to the
public by the person to whom it belongs? What is the general custom or usage with respect
to such information in the relevant occupation or business? How many, and what types of,
individuals have access to the information? What kind and degree of financial injury can be
expected if the information is disclosed?

Id. § 5.65(b)(4).
66 Id. § 5.65(c).
67 Id. § 5.65(d)-(e).
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Taken together, the FTSA and DHHS regulations cover virtually all data contained in
FDA and CMS applications, but only as long as they are in their respective domains.
Interagency transfer of such information would be problematic if it resulted in
discoverability of the contents by the public through, for example, requests under the
Freedom of Information Act (FOIA).68

FOIA imposes on federal agencies a general requirement to disclose information
contained in their files to the public when requested so as “to ensure an informed
citizenry, vital to the functioning of a democratic society, needed to check against
corruption and to hold the governors accountable to the governed.”69  Trade secrets are
explicitly exempted, however, from mandatory disclosure under FOIA.70  In addition,
discretionary disclosure under FOIA is prohibited for information obtained under cer-
tain sections of the FTSA, including “any method or process which as a trade secret is
entitled to protection.”71

A discretionary exemption also exists for “commercial or financial information ob-
tained from a person and privileged or confidential,”72  a category that includes much of
the data found within FDA approval applications.73  Nevertheless, FDA regulations
provide that such information is not disclosable74  unless “an approval letter has been
sent [or] the application has been terminated, abandoned, or otherwise no longer has
commercial value.”75

Notably, sponsors may explicitly waive these regulatory safeguards if they choose
to, to facilitate interagency transfer of information and to expedite the approval and
coverage processes. Moreover, waiver may be implied from the sponsors’ actions. Once
a manufacturer itself has disclosed its confidential data publicly, such information is no
longer confidential under FOIA and may be disclosed.76  Also, once a PMA is approved
or denied by FDA, all safety and effectiveness data in the application become publicly
available.77

VII. OVERCOMING BARRIERS

Given CMS’ potential ability to expedite review using data submitted in FDA ap-
proval or clearance applications that may be considered proprietary or confidential,
strategies for increasing interagency coordination can succeed only if the concerns
over trade secrets disclosure and misappropriation are addressed. Several mechanisms
have the potential of reducing these impediments to greater collaboration.

FDA and CMS could implement regulations that facilitate collaboration by eliminat-
ing the remaining concerns of both regulators and sponsors. Current regulatory author-

68 Pub. L. No. 89-487, 80 Stat. 250 (1966), as amended 5 U.S.C. § 552 (1994).
69 NLRB v. Robbins Tire & Rubber Co., 437 U.S. 214, 242 (1978). See also FDA Disclosure, 66

Fed. Reg. at 4688, 4692.
70 See 5 U.S.C. § 552(b)(4).
71 21 U.S.C. § 331(j) (FDCA § 301(j)) (prohibiting the use “by any person to his own advantage

or revealing, other than to the Secretary or officers or employees of [DHHS] … any method or
process which as a trade secret is entitled to protection[.]”).

72 5 U.S.C. § 552(b)(4).
73 FDA Disclosure, 66 Fed. Reg. at 4693 (citing Public Citizen Health Research Group v. FDA,

704 F.2d 1280 (D.C. Cir. 1983)).
74 21 C.F.R. § 20.61. Note that the trade secret exemption extends to data contained in abbrevi-

ated FDA applications as well. See, e.g., id. § 314.430.
75 FDA Disclosure, 66 Fed. Reg. at 4693.
76 Id. (citing CNA Financial Corp. v. Donovan, 830 F.2d 1132, 1154 (D.C. Cir. 1987)).
77 21 C.F.R. § 814.9(e).
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ity exists to protect sponsors’ proprietary submissions to FDA. In 1982, FDA imple-
mented 21 C.F.R. § 85, which states that records

otherwise exempt from public disclosure may be disclosed to other Federal
government departments and agencies, except that trade secrets and confi-
dential commercial or financial information prohibited from disclosure by [21
U.S.C. § 331(j) and other sections] may be released only as provided by those
sections. Any disclosure … shall be pursuant to a written agreement that the
record shall not be further disclosed by the other department or agency except
with the written permission of the Food and Drug Administration.78

Additional FDA regulations restrict the ability of the Commissioner to make discre-
tionary disclosures with respect to trade secrets, although not necessarily confidential
commercial information where prior notice is given, as discussed above.79  Beyond this
regulatory authority, legislative prohibitions on the disclosure of trade secrets apply
when disclosure is made outside of DHHS, not when disclosure is between DHHS
agencies.80  In contrast, CMS analysts are not subject to FDA’s regulations protecting
trade secret information from disclosure; rather, CMS has strived to increase agency
transparency by making available publicly the bases for its coverage decisions. Trade
secret regulations similar to those used by FDA would be needed to protect sponsors’
proprietary interests and to shield CMS analysts from potential liability for disclosing
proprietary information. Such regulations also would foster interagency collaboration
by allaying FDA reviewers’ concerns about disclosure of sponsors’ data. Protective
regulations would contravene, however, CMS’ desire for agency transparency.

To reassure FDA and CMS regulators’ fears of contravening the FTSA in the process
of regulating collaboratively, the agencies could implement a memorandum of understand-
ing or issue formal regulations that explicitly “authorize by law” the exchange of trade
secrets specifically between the two agencies. As discussed earlier, such mechanisms
could serve as the predicate upon which interagency transfer is “otherwise authorized by
law” under the FTSA.81  Because of CMS’ transparency and lack of the same confidential-
ity provisions as those FDA possesses, sponsors’ proprietary submissions would be
vulnerable, however, to public disclosure. In August 2002, CMS proposed a rule to imple-
ment portions of section 522 of the Medicare, Medicaid, and SCHIP Benefits Improvement
and Protection Act of 2000 (BIPA).82  If implemented, this rule would allow for beneficiaries
to appeal local and national coverage decisions. Proposed 42 C.F.R. § 426.505(c)(11) au-
thorizes the Departmental Appeals Board (DAB) to subpoena related documents,83

which presumably would include any trade secret information provided to CMS by FDA
in the course of interagency collaboration. Such information would then be available for
review by DAB members and staff, and become part of the record. Thus, sponsors seeking
concurrent review by the two agencies would run the risk of their proprietary data falling
into competitors’ hands.

To tailor the risk of disclosure to sponsors willing to trade confidentiality for inter-
agency communication and potentially shorter reviews, the agencies could condition

78 Id. § 20.85; 47 Fed. Reg. 10,804 (1982).
79 21 C.F.R. § 20.82(b)(1).
80 21 U.S.C. § 331(j) (FDCA § 301(j)). FDA is not justified in withholding trade secrets from

Congress. Id.
81 18 U.S.C. § 1905 (2002); see supra note 58 and accompanying text.
82 Proposed Rule, 67 Fed. Reg. 54,534 (Aug. 22, 2002), implementing section 522 of the

Medicare, Medicaid, and SCHIP Benefits Improvement and Protection Act of 2000, Pub. L. No. 106-
554, 114 Stat. 2763 (2000).

83 Id. at 54,558-59.
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collaborative review on voluntary consent by the sponsor to permit the agencies to
share data. If such coordination significantly reduces the time to market for a new
product, sponsors would have considerable incentive to provide such consent. Volun-
tary consent could be memorialized in a writing that serves as a waiver of claims against
FDA or CMS for interagency information exchange, thus rendering moot any concerns
of liability under the FTSA. Waiver also may be implied from the sponsor’s voluntary
participation in prospective meetings with FDA to determine data requirements and
clinical trial design, if CMS officials also are present. To promote the latter, sponsors
could be offered the opportunity to have CMS staff present in prospective meetings
with FDA, as discussed below.

Waiver, memorandum of understanding, or formal regulation would allow for the
inclusion of CMS in the prospective process through which FDA often guides spon-
sors in designing their studies. In this setting, CMS may provide substantial guidance
to the sponsor regarding the amount and quality of data required for a favorable cover-
age decision. Such data may be collected more efficiently in a prospective setting rather
than following the completion of clinical trials. Moreover, CMS officials could prospec-
tively specify any additional or different data not requested by FDA that would be
necessary or helpful to coverage decisions.

Of course, no matter which strategies are utilized, the agencies must remain cognizant
of the potential constitutional restraints on regulatory takings described above.84  If
efforts to protect trade secrets are adequate or participation by sponsors is voluntary, a
constitutionally-derived legal challenge against either agency would be difficult to main-
tain, however, and unlikely to succeed. Neither FDA nor CMS seeks to compel disclo-
sure by private actors, distinguishing the nature of regulations associated with inter-
agency collaboration from those that force companies to make public confidential data
without compensatory benefit.

Regardless of the choice of strategies, increased funding to expand CMS coverage
analysis resources likely would speed coverage determinations and reduce overall ad-
ministrative delay. Operating with a fraction of FDA’s manpower, CMS manages extraor-
dinary amounts of information and products.85  Increased resources would speed re-
view of coverage applications and facilitate CMS representation at prospective meet-
ings between sponsors and FDA. Funding could come either directly from the govern-
ment or perhaps from a user fee program similar to that created by the successful
Prescription Drug User Fee Act (PDUFA)86  for expediting FDA reviews.87  Given the
potential reduction in administrative lag time and the general acceptance of PDUFA by
industry, there may be support for a CMS analog of PDUFA. It is unclear that any given
manufacturer would be willing to provide resources to expedite a decision that would
potentially benefit its competition as well, given that coverage decisions are granted to
classes of products (for example, left ventricular assist devices) and several manufactur-
ers usually are involved.

The issue of multiple manufacturers highlights an important difference between FDA
approval or clearance decisions and CMS coverage determinations, namely that mul-

84 See supra notes 35-42 and accompanying text.
85 The General Accounting Office (GAO) estimated that each year Medicare alone “serves about

40 million elderly and disabled Americans and processes about 900 million claims submitted by nearly
1 million … healthcare providers. In fiscal year 2000, the program spent over $200 billion—about 11
percent of the federal budget.” U.S. GENERAL ACCOUNTING OFF., MEDICARE MANAGEMENT: CMS FACES CHAL-
LENGES TO SUSTAIN PROGRESS AND ADDRESS WEAKNESSES, GAO-01-817, at 3 (July 2001).

86 Pub. L. No. 102-571, 106 Stat. 4491 (1992).
87 See generally Linda A. Suydam & Milan J. Kubic, FDA’s Implementation of FDAMA: An

Interim Balance Sheet, 56 FOOD & DRUG L.J. 131 (2001).



2003 627TRADE SECRETS AND CMS/FDA COLLABORATION

tiple parties typically have interests in any given CMS coverage decision. FDA oper-
ates in an environment in which a single sponsor interacts with the agency to receive
approval or clearance for a given product marketing indication. Given that sponsors
most often are manufacturers who stand to gain economically from the product’s mar-
keting, interests and benefits are relatively straightforward. CMS, as administrator for
the Medicare program, has a number of distinct shareholders—often with competing
interests.

Initially, CMS coverage decisions typically cover types of technology represented
by multiple products and manufacturers. This means that on a given coverage decision,
the agency may interact with multiple manufacturers with widely divergent interests. In
addition to manufacturers, coverage decisions often involve healthcare providers such
as physicians and medical institutions—parties that often have competing agendas.
Finally, and most importantly, CMS is accountable to its beneficiaries—Medicare pa-
tients and their families.

In light of the diversity of the stakeholders involved in the FDA and CMS processes
and the issues of sponsor confidentiality discussed above, it is easy to see the complexity
involved in fashioning effective FDA-CMS coordination. For example, Medicare benefi-
ciaries may prefer interacting with a single combined entity that makes both marketing and
coverage decisions; and some sponsors, willing to risk disclosure of proprietary informa-
tion, may think it is worthwhile to have collaborative review of new medical technologies
(NMTs). On the other hand, other members of industry, familiar with the present FDA and
CMS systems and concerned about the confidentiality of trade secrets, may advocate
keeping the existing agencies in place. Ultimately, balancing such competing interests will
be difficult, but crucial, to instituting meaningful interagency cooperation.

Finally, the sheer diversity of the CMS stakeholder community and the arguable need
for these parties to access data on which coverage decisions are made raises the ques-
tion of why CMS would need access to proprietary or confidential data that could not be
made public. Initially, CMS access to such data early in product development and
testing may allow CMS to offer sponsors crucial information as to how to conduct
clinical trials so as to provide the agency the information necessary to make an informed
coverage decision. This subsequent coverage-specific data could be made public, while
the confidential data that allowed the productive interaction would remain protected.
There also is the possibility that on seeing confidential data, CMS could identify the
data necessary for making a coverage determination and come to an agreement with a
product sponsor on making such key data public. In either case, effective CMS action
rests on a complete knowledge of what product data is available.

VIII. CONCLUSION

Closer collaboration between CMS and FDA holds substantial promise for increased
regulatory efficiency. Although they are of understandable concern to those contem-
plating the implementation of such collaboration, potential legal issues related to the
law of trade secrets are not insurmountable. A variety of strategies are possible, without
resorting to legislation. Given the lack of true legal barriers under the law of trade
secrets, the success of collaborative efforts between the agencies will depend largely
on nonlegal, but significant, considerations such as integrating agency cultures and
achieving industry and beneficiary acceptance in light of conflicting interests between
and within those stakeholder groups.




