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MARCH 1980

HARVARD LAW REVIEW

THE TRADE SECRET STATUS OF HEALTH AND
SAFETY TESTING INFORMATION: REFORMING

AGENCY DISCLOSURE POLICIES

Thomas 0. McGarity* and Sidney A. Shapiro**

Manufacturers of new drugs, pesticides, and other substances ake
often required by law to provide federal regulatory agencies with
costly test results as a prerequisite to obtaining clearance to go to
market. In this Article, Professors McGarity and Shapiro analyze
the circumstances under which this information should be made
available to the public. Balancing the interests for and against
disclosure, they conclude that virtually all test results should be
disclosed, although competitors should generally be forbidden for
some period of time from making use of the disclosed information
in their own test programs.

R ECOGNIZING that market mechanisms, even as en-
hanced by a tort compensation system, do not adequately

protect man and the environment from the risks posed by new
products, chemicals, and technologies, Congress has empow-
ered several federal regulatory agencies to proscribe the sale
of certain products which endanger the public. In making the
risk-benefit assessment prerequisite to such a determination,
an agency relies upon the results of experimental testing sub-
mitted by the proponents of the product. The controversial
question whether, and to what extent, such data should be
publicly disclosed has recently arisen in several contexts, in-
cluding approval of new drugs, antibiotics, and food and color
additives by the Food and Drug Administration (FDA); and
approval of pesticides and chemicals by the Environmental
Protection Agency (EPA).

In almost all of these instances, the private regulatees who
submit the studies have successfully forestalled most efforts by
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HARVARD LAW REVIEW

agencies and interested citizens to disclose their contents by
claiming that health and safety data are statutorily protected
"trade secrets." Moreover, the recent Supreme Court decision
in Chrysler Corp. v. Brown,' by effectively allowing parties to
assert trade secrecy claims against agencies, threatens to con-
tinue to restrict disclosure.

In Part I, this Article will examine the disclosure question,
exploring the social costs and benefits of requiring publication
of health and safety testing data. Powerful interests are at
stake in balancing the desirability of disclosure against the
need for confidentiality. Disclosure may, for example, reduce
the incentives for new product research and development by
preventing companies from fully recouping the high costs of
generating the required test data, and by making it easier for
competitors to duplicate and license breakthroughs. Nondis-
closure, on the other hand, may hamper scientific progress,
deny consumers the opportunity to make fully informed prod-
uct use decisions, increase the risks that agency decisions based
on faulty data or analysis will remain undiscovered, and en-
courage potentially hazardous duplicative human testing.

Following an explication of the competing policy consid-
erations behind disclosure and nondisclosure, current law is
examined in Part II. Present agency disclosure policies are
governed by a patchwork of often inconsistent statutes, which
generally prohibit agencies from releasing "proprietary infor-
mation." This raises two important issues. First, where there
is conflict between statutes or their underlying policies, agen-
cies and courts must determine the scope of particular enact-
ments and decide which policies shall prevail. Chrysler pro-
vides some guidance, but fails to cast light on the crucial
question of what kinds of information should receive "trade
secret" protection and is likely to chill salutary agency attempts
to permit disclosure. Second, it is crucial to establish whether
health and safety data fall within the scope of "proprietary
information" or should be exempted from "trade secret" sta-
tus. Absent specific statutory language to the contrary, agency
regulations generally have uncritically labeled health and
safety data as proprietary and thus exempted such information
from disclosure under the Freedom of Information Act
(FOIA).

2

An examination of various regulatory schemes in Part II
reveals great disparities in the manner in which health and
safety testing data are treated across product areas: drug test-

441 U.S. 281 (1979).
25 U.S.C. § 552 (1976).
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TRADE SECRETS

ing data remain secret, antibiotic and additive testing data are
fully disclosed, while chemical and pesticide data are disclosed
subject to compensation for later use by competitors. No un-
derlying principle justifies these differences in approach. This
Article concludes that the competing interests for and against
disclosure are best accommodated in each of the product cat-
egories by a system of full disclosure, with innovation incen-
tives protected by means other than nondisclosure. While the
pesticide and chemical approaches offer one such alternative,
the costs of administering a compensation scheme are substan-
tial. A better solution, elaborated in Part EI, would be to
couple disclosure with generic "exclusive use periods" which
guarantee a data submitter that no one else can use its data
to register a product for a specific number of years. Congress
should act decisively to mandate such a system. If Congress
does not act, specific agency action is recommended to improve
the present systems and encourage congressional action.

Before proceeding, it is essential to clarify what sorts of
information fall within the category "health and safety testing
data." Under the approach recommended below, the breadth
of this definition will determine the fate of large amounts of
important, sensitive information. For our purposes, the defi-
nition of "health and safety study" adopted by the Toxic Sub-
stances Control Act (TSCA)3 will suffice: "any study of any
effect of a chemical substance or mixture on health or the
environment or on both, including underlying data and epi-
demiological studies, studies of occupational exposure to a
chemical substance or mixture, toxicological, clinical, and eco-
logical studies of a chemical substance or mixture."' 4 For
drugs, efficacy data are also included. Therefore, the results
of any product testing that involves laboratory animals or
human subjects fall within the scope of health and safety
testing data. The question whether background data, notably
chemical identities, proportions, or manufacturing processes
should be included is a difficult and sensitive issue discussed
below. 5 There are good reasons why the latter sorts of infor-
mation may warrant protection even if study data are to be
released.

I. WEIGHING THE POLICIES FOR AND AGAINST DISCLOSURE

Few would quarrel with the desirability of open govern-
ment, with the inputs and outputs of governmental decision-

3 15 U.S.C.A. §§ 26oi-2629 (West Supp. 1979).
4 Id. § 2602(6).
s See pp. 876-78 infra.
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making subject to public scrutiny. This presumption in favor
of disclosure was codified in the FOIA, which guarantees cit-
izens access to certain information possessed by federal agen-
cies. Public access to health and safety data is especially
desirable since disclosure enables individuals to decide whether
their use of a product poses an unacceptable risk to their own
health despite generic agency approval. Nondisclosure may
also hamper scientific progress and needlessly endanger human
participants in product testing. Yet certain current federal
regulatory schemes involving the submission of health and
safety testing data effectively reverse the FOIA's salutary pre-
sumption in the name of "trade secret" protection. 6 Nondis-
closure is chiefly supported by the fear that disclosure will
diminish research incentives by reducing the profitability of
discovery.

As this Part will demonstrate, an analysis of the competing
policy considerations demands that health and safety data be
disclosed except where research incentives would be substan-
tially and demonstrably hindered, and could not be protected
by methods other than nondisclosure. The case for disclosure
is clear; the case for nondisclosure is weakened by conflicting
economic studies as well as the existence of alternative means
for protecting research incentives.

A. Reasons for Disclosure

Strong policy considerations support disclosing fully the
health and safety data submitted to administrative agencies.
As this Section will develop, disclosure should improve agency
effectiveness, permit better informed consumer choice, avoid
wastefully duplicative testing, and promote scientific innova-
tion.

i. Agency Effectiveness. - An agency faces a difficult task
in predicting the likely social consequences of a product's use
solely on the basis of experimental testing data submitted by
the product's proponent. Data are often scientifically incon-
clusive,. permitting reasonable scientists to arrive at different
interpretations. Proper regulatory decisionmaking therefore
requires the exercise of "scientific judgment."' 7 In addition,
test sponsors, because of their financial interest in agency ap-
proval, often will design and report studies in the light most

6 See, e.g., pp. 868-69 infra.
7 McGarity, Substantive and Procedural Discretion in Administrative Resolution

of Science Policy Questions: Regulating Carcinogens in EPA and OSHA, 67 GEo. L.
J. 729, 741-43 (,979).
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TRADE SECRETS

favorable to their products.8 After a product is approved,
agencies rarely have the time and resources to reevaluate the
original test data in light of changing scientific evaluational
criteria. Thus, questionable industry interpretations can re-
main undetected for years. In one case, fifteen years elapsed
between the original regulatory decision to accept the manu-
facturer's interpretation that the pesticide "heptachlor" did not
cause cancer in rats and later evaluation of the same data,
buttressed by independent experimentation, finding strbng evi-
dence which indicated that "heptachlor" was very likely car-
cinogenic. 9

Traditionally, the scientific community minimizes these
problems and biases by subjecting one scientist's research re-
sults and methods to formal and informal review by other
scientists.10 If, however, the data submitted to agencies may
not be disclosed, the data and test methodology never enter
the normal peer review channels and are therefore not subject

8 See Shapiro, Divorcing Profit Motivation from New Drug Research: A Consid-
eration of Proposals to Provide the FDA with Reliable Test Data, 1978 DUKE L.J.
154, 162-63. This problem was graphically illustrated by a situation in which the
FDA discovered that G.D. Searle & Co., a drug company, had "made a number of
deliberate decisions which seemingly were calculated to minimize the chances of
discovering toxicity and/or to allay FDA concern." Preclinical and Clinical Testing
By the Pharmaceutical Industry, z976: Joint Hearings Before the Subcomm. on Health
of the Senate Comm. on Labor and Public Welfare and the Subcomm. on Adminis-
trative Practice and Procedure of the Senate Comm. on the Judiciary, 9 4 th Cong.,
2d Sess., pt. 3, at 25 (1976) (statement of Alexander M. Schmidt, M.D., Comm'r,
FDA). The discrepancies associated with Searle's presentation were so serious that
FDA recommended to the Department of Justice that grand jury proceedings be
instituted against Searle. Id. at 3o. Over the FDA's objections, the U.S. attorney in
Chicago dropped the case without presenting it to a grand jury. Washington Post,
June 1, 1979, at A9, col. i.

9 See Testimony of Samuel S. Epstein, M.D., at 59A, 65A-68A, In re Velsicol
Chem Corp., FIFRA Docket No. 384 (E.P.A. Dec. 24, 1975) (expedited hearing
before EPA Administrator); Veisicol Chem. Corp., Consolidated Heptachlor/
Chlordane Hearing, 41 Fed. Reg. 7552, 7566-67 (E.P.A.), aff'l sub nom.
Environmental Defense Fund, Inc. v. EPA, 548 F.2d 998 (D.C. Cir. 1976), cert.
denied, 431 U.S. 925 (1977).

10 H. Anderson & J. Goldsmith, Peer Review and Openness of Information in the
Process of Making Environmental and Other Technical Decisions 20-21 (June ii,
1976) (paper prepared for Comm. on Environmental Decision Making, Nat'l Academy
of Sciences) [hereinafter cited as Peer Review]; Letter from FDA Commissioner Donald
Kennedy to Senator Edward M. Kennedy (May 5, 1978), reprinted in Drug Regulation
Reform Act of 1978: Hearings on S. 2755 Before the Subcomm. on Health and
Scientific Research of the Senate Comm. on Human Resources, 9 5th Cong., 2d Sess.
841-42 (,978) [hereinafter cited as Kennedy Letter]; Drug Regulation Reform Act of
r978: Hearings on H.R. rz6zz Before the Subcomm. on Health and the Environment
of the House Comm. on Regulatory Reform, 9 5 th Cong., 2d Sess. 1989-9

o (1978)
(statement of David Rall, M.D.) [hereinafter cited as House Hearings on Drug Reg-
ulation Reform].

119801
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to scrutiny by independent scientists." Cast adrift in such
scientific isolation, agency scientists may be more prone to
misjudge the accuracy or usefulness of the data submitted.
Although agency scrutiny is intended to prevent drug testers
from making extravagant claims on account of their data, or
even from falsifying the data,' 2 the FDA itself admits that its
review "has not been entirely sufficient to ensure the integrity
or usefulness of [submitted] data."1 3 Similarly, a recent in-
dependent review of EPA pesticide decisionmaking concluded
that the data relied upon were woefully inadequate to support
the agency's approval of certain pesticides. 14

Without traditional peer review, agencies also become pris-
oners of the expertise of their own scientists. A long series of
both independent and FDA reports have documented serious
deficiencies in the quality of scientists that can be attracted
and retained by the agency. ' Ironically, this deficiency can
be tied to the confidentiality problem. Where professional staff
are prohibited from using any materials with which they work
in normal peer activities' 6 such as publishing, the scientific
atmosphere in the agency is stifled and the professional growth
of its staff is seriously hampered. 17

11 Extending and Amending FIFRA: Hearings Before the Subcomm. on Depart-
ment Investigations, Oversight, and Research of the House Comm. on Agriculture,
95 th Cong., Tst Sess. 58-59 (1977) (statement of Environmental Defense Fund and
Nat'l Audubon Soc'y) [hereinafter cited as 1977 FIFRA Hearings]; AMERICAN ASSo-
CIATION FOR THE ADVANCEMENT OF SCIENCE, SCIENTIFIC FREEDOM AND RESPON-
SIBILITY 20-22 (1975); Peer Review, supra note io, at i8-I9; Kennedy Letter, supra
note io, at 842.

12 There have been several prominent instances of such fraud. See Shapiro, supra
note 8, at i66-68. Two former executives of Biometric Testing, Inc., a testing
laboratory, recently pleaded guilty to charges of conspiring to falsify data for drug
manufacturers. Washington Post, Oct. 6, 1979, at A3 , col. 5.

13 Kennedy Letter, supra note io, at 843.
14 

See STAFF OF SUBCOMM. ON ADMINISTRATIVE PRACTICE AND PROCEDURE OF

THE SENATE COMM. ON THE JUDICIARY, 94TH CONG., 2D SESS., THE ENVIRONMEN-
TAL PROTECTION AGENCY AND THE REGULATION OF PESTICIDES 34 (Comm. Print

1976) [hereinafter cited as KENNEDY REPORT].
15 See REVIEV PANEL ON NEW DRUG REGULATION, U.S. DEP'T OF HEALTH,

EDUCATION & WELFARE, FINAL REPORT app. E, at 12-17, 21-24, 31-34, 36-37, 40
(1977) [hereinafter cited as DRUG REGULATION REPORT].

16 Many FDA scientists refuse to discuss their work with outsiders for fear of
inadvertently disclosing trade secrets, thereby foreclosing practically all contact for
these scientists with others in their respective fields. Letter from Anita Johnson,
Health Research Group, et al., to HEW Hearing Clerk at 6 (n.d.).
17 Drug Regulation Reform Act of 1978: Hearings on S. 2755 Before the Subcommn.

on Health and Scientific Research of the Senate Comm. on Human Resources, 95th
Cong., 2d Sess. 645-46 (1978) (testimony of Anita Johnson, Environmental Defense
Fund) [hereinafter cited as Senate Hearings on Drug Regulation Reform]; id. at 668
(testimony of Sidney Wolfe, Health Research Group); House Hearings on Drug Reg-

[Vol. 93:837
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Nondisclosure also may foster a pro-industry bias in agency
decisionmaking. Where health and safety data are withheld
from the public, industry representatives confront overworked
agency personnel under conditions where there is no oppor-
tunity for independent observers to scrutinize the existing data
and advocate their own inferences based upon their independ-
ent policy judgments.18 As a result, the agency is more likely
to accommodate the objectives of its regulatees and perhaps
expose the public to serious health risks. 19

In an open system, by comparison, the agency would not
be deprived of the pluralism that is vital to the exercise of
informed scientific judgment. Instead, the agency would re-
ceive helpful assistance in assessing data from independent
scientific and public interest groups20 and from other phar-
maceutical and pesticide companies who may wish to com-
ment.21 Although the pharmaceutical industry belittles these
benefits, contending that few consumers or independent sci-
entists would actually read the disclosed data, 22 public interest
groups, 23 the EPA,24 and the FDA25 contend that even limited
added participation can improve the quality of agency deci-
sions. 26 The fact that consumer representatives and independ-

ulation Reform, supra note xo, at 1992 (statement of David Rail, M.D.); DRUG
REGULATION REPORT, supra note 15, at 35; Kennedy Letter, supra note io.

Is Whether agencies are systematically biased toward the agencies they regulate

has been addressed elsewhere. See, e.g., DRUG REGULATION REPORT, supra note i5,
at i ("FDA is neither pro- nor anti-industry in its review and approval of new drugs");
Stewart, The Reformation of American Administrative Law, 88 HARV. L. REV. 1669,
1686 (1975) ("[The] various theses of systematic bias in agency policy are not univer-
sally valid.'). The EPA is presently regarded by some as retaining the pro-industry
attitude of the Office of Pesticides Programs of the Department of Agriculture when
that office was transferred to EPA. See KENNEDY REPORT, supra note 14.

19 The FDA has been criticized for approving certain drugs and devices later
determined to be potentially dangerous to their users. See, e.g., Goldstein, DES -

Still a Threat, TRIAL, June 1976, at 66, 69, 74-75; Note, The Intrauterine Device:
A Criticism of Governmental Complaisance and An Analysis of Manufacturer and
Physician Liability, 24 CLEV. ST. L. REV. 247, 259-6o (1975); Note, Liability of
Birth Control Pill Manufacturers, 23 HASTINGS, L.J. 1526, 1533-34 (1972).

20 Senate Hearings on Drug Regulation Reform, supra note 17, at 668 (testimony
of Sidney Wolfe, Health Research Group).

21 Id. at 646 (testimony of Anita Johnson, Environmental Defense Fund).
22 Id. at 293 (testimony of C. Joseph Stetler, President, Pharmaceutical Mfrs.

Ass'n).
23 See Memorandum of Amicus Curiae Environmental Defense Fund in Opposition

to Plaintiffs' Motion for Preliminary Injunction at 2, 4, 16-17, Amchem Prods., Inc.
v. EPA, No. 76-2913 (S.D.N.Y., fied Nov. 20, 1978).

24 See r977 FIFRA Hearings, supra note iI, at 148 (statement of Douglas M.
Costle, Adm'r, EPA).

2S Kennedy Letter, supra note io, at 845.
26 See Bazelon, Risk and Responsibility, 2o5 SCIENCE 277, 278 (1979); Jacks, The

I98O]
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ent scientists lack the time or resources to scrutinize all health
and safety data is an insufficient reason to deprive them of the
opportunity to analyze that which they deem important.
Moreover, an open system could have an important prophy-
lactic effect. The threat of scrutiny by critical outsiders may
motivate industry27 and agency scientific personnel 28 to ana-
lyze health and safety data more carefully.

Agency isolation also has a deleterious impact on public
confidence and agency morale. For example, the FDA asserts
that present secrecy policies prevent it from satisfactorily an-
swering its critics, limiting public confidence in its judgments29

and causing deep resentment among FDA staff, who cannot
reveal data that would help rebut public attacks against their
decisions. 30 These attitudes, in turn, can result in a more
inefficient process, slowing the approval of beneficial drugs or
pesticides.

3 1

2. Independent Consumer Judgment. - The public's inter-
est in the full disclosure of health and safety data extends
beyond the scientific accuracy of agency decisionmaking.
Members of the public have a legitimate interest in knowing
the full health effects of products which receive agency ap-
proval so that they can decide for themselves whether to use
them. Indeed, information of this sort is essential to a true
market economy. 32 Agencies, of course, do strive to protect
consumer safety, but do so via very broad risk-benefit deter-
minations for classes of consumers. 33 Since a licensed chemical

Public and the Peaceful Atom: Participation in AEC Regulatory Proceedings, 52 TEx.
L. REV. 466, 5oo-o6 (1974).

Z7 Senate Hearings on Drug Regulation Reform, supra note 17, at 626 (statement

of Marcia D. Greenberger, Center for Law and Social Policy); id. at 670 (testimony
of Anita Johnson, Environmental Defense Fund); Kennedy Letter, supra note io, at
843.

28 Senate Hearings on Drug Regulation Reform, supra note 17, at 646 (testimony
of Anita Johnson, Environmental Defense Fund).

29 See Regulatory Reform - Federal Power Commission, Food and Drug Admin-
istration: Hearings Before the Subcomm. on Oversight and Investigations of the House
Comm. on Interstate and Foreign Commerce, 94th Cong., Ist & 2d Sess., pt. 2, at
572 (1975-1976) (statement of Alexander Schmidt, Comm'r, EPA).

30 Crout, New Drug Regulation and Its Impact on Innovation, in IMPACT OF
PUBLIC POLICY ON DRUG INNOVATION AND PRICING 249 (S. Mitchell & E. Link eds.
1976).

3' See FDA's Review of Initial IND Submissions: A Study of the Process for
Resolving Internal Differences and an Evaluation of Scientific Judgments, in 2 RE-
VIEW PANEL ON NEW DRUG REGULATION, U.S. DEP'T OF HEALTH, EDUCATION &

WELFARE, INTERIM REPORTS C-43 (1977).
32 See 2 P. AREEDA & D. TURNER, ANTITRUST LAW 402 (1978).
33 See generally Gelpe & Tarlock, The Uses of Scientific Information in Environ-

mental Decisionmaking, 48 S. CAL. L. REV. 371 (1974); McGarity, supra note 7;

[Vo]. 93:837
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may harm certain individuals more than it helps them, indi-
vidual consumers should have available to them information
to make decisions, balancing personal risks and benefits. 34

Even if most consumers would never take the time to read
health and safety data before making purchasing decisions,
consumer oriented media in consultation with scientific experts
could use some of this information to inform the public of
potential risks. 3S

3. Unnecessary Duplicative Testing. - Where nondisclo-
sure of health and safety data by one firm forces a second
company to replicate the first company's tests in order to obtain
approval for a substantially identical product, the second com-
pany's duplicative testing may pose unjustifiable risks to hu-
man test subjects and inflict unnecessary suffering on numer-
ous additional laboratory animals. Such duplication also
wastes scarce scientific resources. A system of full public dis-
closure of health and safety testing data, although not the only
way to prevent these costs of duplicative testing, 36 would be
one way to minimize such costs.

In drug testing, and to a limited extent, pesticide testing,
human experimentation is necessary since the human body
may interact with a chemical in a manner different from that
indicated by preliminary testing in animals. 37 The possibility
that human test subjects may suffer unpredictably adverse
reactions to a drug in the initial experiment is thought justified
by the assumption that such testing will lead to the wisest risk-
benefit decision for society as a whole. 38 By contrast, patients

Comment, Implementing the National Environmental Policy Act Through Rulemaking:
The Implications of Natural Resources Defense Council, Inc. v. Nuclear Regulatory
Commission, 126 U. PA. L. REV. 148 (i977).

34 Knowledge of the data is particularly important for workers who tend to be
"involuntary consumers" of toxic substances. Workers in pesticide plants have in the
past been informed that the substances they were working with were harmless, when
in fact health and safety data in the files of their employers and of the EPA led to the
opposite conclusion. KENNEDY REPORT, supra note 14, at 37-41.

35 Probably the most widely read periodical of consumer-oriented media is Con-
sumer Reports, which is published by Consumers Union, a frequent FOIA litigator.
Interestingly, that magazine's recent report on the household insecticide diazinon
(sometimes called spectracide) was impeded because the extent to which it was con-
taminated by a toxic impurity was considered by the EPA to be confidential as
proprietary data. Poisons That Don't Belong at Home, 44 CONSUMER REP. 364, 364

('979).
36 Such systems include compensated use of disclosed information, see pp. 874-76

infra, and abbreviated application procedures for previously licensed products, see,
e.g., 21 C.F.R. § 314.I(f) (1979).

37 Wescoe, A Producer's Viewpoint, in NATIONAL ACADEMY OF SCIENCES, HOW
SAFE IS SAFE? 30 (1974) [hereinafter cited as How SAFE Is SAFE?].

38 See Dyck & Richardson, The Moral Justification for Research Using Human

19801
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in the duplicative test face risks which cannot be similarly
defended.

39

In drug testing, duplication can needlessly deprive ill pa-
tients of proven treatments. In the typical drug testing exper-
iment the medical performance of a group of ill patients given
the test drug is compared to that of a control group of other
ill patients who are usually given a placebo. Of necessity, the
latter group of patients is temporarily denied effective treat-
ment and put at risk for no other purpose than to replicate
what is already known. Indeed, two German legal scholars
have suggested that when such unnecessary inferior treatment
predictably leads to a fatality rate higher for the control group
than the group receiving the experimental drug, the treating
physicians, under German law, would be guilty of manslaugh-
ter.40 Duplicative drug testing can therefore pose risks to
human subjects with very little corresponding social gain.

In addition to the special problem of human testing, du-
plicative testing can be socially wasteful since the safety of the
product in question has already been demonstrated. 41 Dupli-
cation is particularly unaffordable because of the present short-
ages of scientific manpower in the fields of pharmacology and
toxicology, 42 of clinical physicians available to conduct human
drug trials, 43 and of adequate laboratory, animal, and clinical

Subjects, in BIOMEDICAL ETHICS AND THE LAw 243-44 (J. Humber & R. Almeder
eds. 1976); Lowry, A Scientist's Viewpoint, in How SAFE IS SAFE?, supra note 37,
at 113.

39 Defenders of one system that requires such duplicative tests claim that they can
eliminate this problem by cautioning duplicative testers against any unwarranted risks
suggested by the original data. See, e.g., Letter from Pfizer, Inc., to FDA Hearing
Clerk at 22-23 (Aug. 15, 1977) (comments on DRUG REGULATION REPORT, supra note
1s); Letter from SmithKline Corp. to FDA Hearing Clerk at 6 (Aug. i1, 1977) (same).

40 Experiment Gelungen, Patienten Tot, DER SPIEGEL, Sept. 1', 1978, at 54. See
generally Burkhardt & Kienle, Controlled Clinical Trials and Medical Ethics, THE
LANCET, Dec. 23, 1978, at 1356-59.

It should also be noted that it is unlikely that the subjects in a duplicated test are
fully apprised of the fact that the data the test will yield are almost exclusively for
commercial purposes and have little to do with advancing medical knowledge. Hence,
such researchers may well violate the legal and ethical requirements of obtaining the
informed consent of the subjects. Crout, supra note 30, at 249.

41 DRUG REGULATION REPORT, supra note 15, at 35; Senate Hearings on Drug
Regulation Reform, supra note 17, at 1597 (testimony of Roger Noll); Kitch, The
Patent System and the New Drug Application: An Evaluation of the Incentives for
Private Investment in New Drug Research and Marketing, in REGULATING NEW
DRUGS 102 (R. Landau ed. 1973).

42 See House Hearings on Drug Regulation Reform, supra note xo, at 199o (testi-
mony of David Ral, M.D.). See also COMMISSION ON HUMAN RESOURCES, NA-
TIONAL RESEARCH COUNCIL, PERSONNEL NEEDS FOR BIOMEDICAL AND BEHAVIORAL
RESEARCH 48-49 (1978) [hereinafter cited as PERSONNEL NEEDS].

43 See PERSONNEL NEEDS, supra note 42, at 89-9x; Mirkin, Drug Therapy and

[Vol. 93:837
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testing facilities." Moreover, committing scarce scientific re-
sources to duplicative testing may act as a drag on scientific
innovation by diverting research and development expertise to
unproductive uses.

Duplication has been defended on the grounds that science
normally verifies experimental results through replication. 45

The duplication that occurs, however, is not intended as sci-
entific verification; rather, it is performed only to obtain a
drug license. It will occur only when business prospects make
it attractive and then only to the extent necessary to pass
agency approval. Moreover, if the original testing information
were not treated as proprietary, it would be subject to an open
process of peer scrutiny, which, like replication, could ensure
some verification. 4 6 Finally, regulatory processes that provide
agencies with safety data based on actual consumer experiences
to augment experimental data could lessen the need for addi-
tional verification.

47

4. Hampering Innovation. - Suppressing scientific data
can also hamper innovation by preventing researchers from
becoming fully apprised of scientific findings relevant to their
work. 4 8 A panel of the President's Science Advisory Commit-
tee asserted that "[n]ot allowing the academic research com-
munity access to the detailed results of safety testing can do

the Developing Human: Who Cares?, 23 CLINICAL RESEARCH io6, 112 (1975); Trout,

Problems in Drug Research and Development, in INTERSECTIONS OF LAW AND MED-

ICINE 57-66 (G. Morris & M. Norton eds. 1972).
44 House Hearings on Drug Regulation Reform, supra note io, at 199o (testimony

of David Rail, M.D.); S. REP. No. 334, 95th Cong., ist Sess. 104 (1977).
4S See, e.g., Federal Insecticide, Fungicide, and Rodenticide Act: Hearings Before

the House Comm. on Agriculture, 95th Cong., ist Sess. 321-22 (x977) (statement of

John E. Donalds, Dow Chemical U.S.A.) [hereinafter cited as z977 Agriculture Hear-
ings].

46 See pp. 841, 843-44 supra.
47 The Senate has approved the FDA's request for the authority to approve certain

drugs provisionally, conditional on the requirement that market experience be moni-

tored by the manufacturer and reported back to the agency. S. 1075, 9 6th Cong., ist

Sess., §§ 128-129, 125 CONG. REC. 13,471 (I979). See generally, REVIEW PANEL ON

NEW DRUG REGULATION, U.S. DEP'T OF HEALTH, EDUCATION & WELFARE, IN-

TERIM REPORT: EXPANSION OF FDA's STATUTORY AUTHORITY IN THE PAST -
MARKETING PERIOD FOR NEW DRUGS 13-19 (1977). In addition, the FDA is seeking

to improve physician and hospital reports systems concerning adverse drug reac-

tions. REVIEW PANEL ON NEW DRUG REGULATIONS, U.S. DEP'T OF HEALTH,

EDUCATION & WELFARE, INTERIM REPORT: ADVERE DRUG REACTION REPORTING

SYSTEMS 9-21 (I977).
48 DRUG BIOEQUIVALENCE PANEL, OFFICE OF TECHNOLOGY ASSESSMENT, DRUG

BIOEQUIVALENCE 48 (,974); PANEL ON CHEMICALS & HEALTH, PRESIDENT'S SCIENCE

ADVISORY COMMITTEE, CHEMICALS AND HEALTH 126 (1973) [hereinafter cited as

CHEMICALS AND HEALTH]; PRESIDENT'S SCIENCE ADVISORY COMMITTEE, HANDLING

OF TOXICOLOGICAL INFORMATION 5 (1966).
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much to slow our progress in the understanding of the presence
or absence of unfortunate effects of chemicals on peo-
ple."' 49  It might be argued that scientists will be alerted to
new developments through information obtained informally
from colleagues and published articles or directly from the
sponsoring company or its investigators. 50 But in fact, firms
are not always willing to disclose health and safety data, since,
if released, the data would no longer be proprietary.51 For
example, some companies condition disclosure on the availa-
bility of patent protection.5 2  Also, if a company were to pub-
lish only some of its data, its selection of which data to reveal
might not correspond to the needs of the scientific commu-
nity. In the final analysis, while companies may occasionally
publish data as a contribution to scientific knowledge, much
data will be kept secret out of economic self-interest.5 3

B. The Argument Against Disclosure

The case for nondisclosure reflects legitimate concerns, but
is undermined by conflicting and uncertain evidence. The key
question is whether confidentiality is necessary to foster re-
search and innovation. This Section examines that dilemma
and concludes that industry has not yet come forth with con-
vincing evidence that research incentives would be appreciably
harmed by disclosure of health and safety data. Moreover,

49 CHEMICALS AND HEALTH, supra note 48, at 126. See also Kennedy Letter,
supra note io at 843:

FDA is one of the largest repositories of drug information in the world. On
matters such as pharmacokinetics, estimation of human risks from animal
studies, potential new uses for older drugs, and techniques to reduce human
risk and increase the scientific validity of drug testing, information of immense
value to humanity may be locked away in the agency's files. We lack the
resources to explore that storehouse of data for information of general scientific
interest. But if we are permitted to make those data available to scientists, I
believe that some will take an interest, and that large benefits may well result.
5o Letter from R. Keith Carman, Chairman, Division of Medical Sciences, National

Research Council, to Senator Hubert Humphrey (n.d.), reprinted in Hearings on
Interagency Coordination in Drug Research and Regulation Before the Subcomm. on
Reorganization and International Organizations of the Senate Comm. on Government
Operations, 88th Cong., ist Sess. 1896 (1963).

51 See p. 862 infra.
52 Letter from Eli Lilly & Co. to FDA Hearing Clerk at 2 (Aug. 12, 1977)

(comments on DRUG REGULATION REPORT, supra note 15) ("At Eli Lilly and Company
our commitment to the free and full exchange of scientific information, in keeping
with scientific tradition, is of long standing. After patent protection is established,
our company and its scientists have a policy of submitting for publication all pertinent
data. . ." (emphasis added).).

5
3 See Whyte, Drug Company Concerns and Opportunities - How We Will Cope,

30 FooD DRUG CosM. L.J. 338, 340 (1975).
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there are methods other than nondisclosure to protect research
incentives .

4

r. Legitimate Concerns About Research Incentives. - The
slow current pace of discovery and innovation in industries
subject to agency health and safety approval requirements
warrants serious concern. For example, from October, 1975
to June, 1978, the FDA approved only six drugs that the
agency regarded as "important" therapeutic gains,55 despite
the fact that drug testing data was not disclosed. 56 Present
regulatory systems force a product down a tortuous path from
discovery to marketability: the average drug requires between
4.5 and 8.5 years of testing at an average cost of 2.7 to 4.7
million dollars, 57 while the average pesticide requires 5 to 7
million dollars.5 8 The fear is that the disclosure of health and
safety testing data will further erode the ability of a company
to reap the benefits of innovation, reducing the incentives to
engage in research.

Potential detriments to an innovator from disclosure of
health and safety testing data can be easily identified. Where
a product is not protected by a patent, the data could be
submitted by a competitor in support of an application to a
regulatory agency for approval of an equivalent product. 59 In
light of the time and expense of testing, this would deprive an
innovator of substantial lead time and impose on it a signifi-
cant cost disadvantage. Pharmaceutical and pesticide manu-
facturers also allege that testing data could be used by com-
petitors to obtain foreign licenses to market competing
products. 60 Such "piracy" may be aided by the fact that patent

S4 See p. 857 infra.

5s See How the FDA Rates Prescription Drugs, 43 CONSUMER REP. 578 (1978).
The FDA also classified 20 drugs as "modest therapeutic gains." Id. at 579-8.

56 See pp. 868-69 infra.
57 Clymer, The Economics of Drug Innovation, in THE DEVELOPMENT AND CON-

TROL OF NEW DRUG PRODUCTS 112 (M. Pernarowski & M. Darrach eds. 1971). See
generally Schnee & Caglarcan, The Changing Pharmaceutical Research and Develop-
ment Environment, in THE PHARMACEUTICAL INDUSTRY 96-97 (C. Lindsay ed. 1978).

s See S. REP. No. 334, 9 5th Cong., ist Sess. 30 (1977).
59 See F. Dworkin, Impact of Disclosure of Safety and Efficacy Data on Expend-

itures for Pharmaceutical Research and Development 12 (Apr. 1978) (Staff Paper,
Economic Analysis Group, FDA Office of Planning and Evaluation). Apart from
nondisclosure, this problem may be avoided by not permitting one company to submit
another company's testing data, or by forcing the latter to pay the former. See p. 875
infra.

60 See, e.g., 1977 FIFRA Hearings, supra note ii, at 465 (statement of Jack E.
Early, President, Nat'l Agricultural Chems. Ass'n); z977 Agriculture Hearings, supra
note 45, at 324 (statement of John E. Donald, Dow Chem. U.S.A.); Senate Hearings
on Drug Regulation Reform, supra note i7, at 296-97 (testimony of C. Joseph Stetler,
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protection may be unavailable in certain significant foreign
markets.61 Disclosure of health and safety testing data may
also provide competitors with insights concerning their own
research in similar areas for related products. 6 2 Such insights
could lead to a breakthrough that would undermine the ability
of the original innovator to reap the benefits of its innovation.

It might be argued that the nondisclosure of health and
safety data is not necessary to protect innovating firms from
competition since the seventeen-year monopoly granted by the
patent system affords the needed shield. The drug and chem-
ical industries, however, have identified three reasons why the
patent system may be inadequate to protect their incentives
for innovation.

First, some discoveries are unpatentable because they do
not meet the statutory requirement of being new, novel and
nonobvious.6 3 For example, innovations that are easily syn-
thesized from other known chemicals or which constitute the
discovery that a known drug can be used for a previously
unknown purpose may be unpatentable because they will be
considered "obvious. '" 64 For pesticides, innovations lack pat-
ent protection if they are composed of active ingredients that
were known to kill pests before the attempt to patent them 65

or, possibly, if they are biological pesticides such as pest dis-
eases. 66

The extent of protection that the patent laws provide is
also affected by the fact that actual protection can be shorter
than the prescribed seventeen-year period. Although in some

President, Pharmaceutical Mfrs. Ass'n); id. at 678 (testimony of Robert B. Clark,
President, Hoffmann-LaRoche, Inc.).

61 Senate Hearings on Drug Regulation Reform, supra note 17, at 303 (Memoran-

dum of Pharmaceutical Mfrs. Ass'n) (Argentina, Brazil, Canada, India, Italy, Mexico,
and Spain do not give meaningful patent protection for drugs). In addition, in major
markets such as France, Germany, and Great Britain, some new drugs are not
patentable and others, while patentable, may turn out to be difficult to protect against
infringement. Id. at 305.

62 Dworkin, supra note 59, at 12; see Senate Hearings on Drug Regulation Reform,
supra note 17, at 293 (statement of C. Joseph Stetler, President, Pharmaceutical Mfrs.
Ass'n); id. at 674-75 (testimony of Robert B. Clark, President, Hoffmann-LaRoche,
Inc.); Whyte, supra note 53, at 340; Letter from Pfizer, Inc., to FDA Hearing Clerk
at 25 (Aug. 15, 1977).

63 Kitch, supra note 41, at 86-87; see 35 U.S.C. §§ 101-103 (1976).
64 Kitch, supra note 41, at 96-98; see 35 U.S.C. § 103 (1976).
65 See 1977 Agriculture Hearings, supra note 45, at 36o (testimony of J. Conner,

General Counsel, Nat'l Agricultural Chems. Ass'n). Carbon tetrachloride and lead
arsenate are two such ingredients. Id.

66 The Supreme Court has recently agreed to decide whether novel biolgical or-
ganisms are patentable. Application of Bergy, 596 F.2d 952 (C.C.P.A.), cert. granted,
100 S. Ct. 261 (1979).
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cases, a pending patent application will deter competitors from
marketing a substitute even before the patent is granted so
that there is "effective" protection for more than seventeen
years, 67 in other cases, companies may shorten the "effective
life" of a patent by filing an application as early as possible in
the research and development process, often long before that
process and agency approval are complete. 68 The latter pos-
sibility occurs often enough so that the average effective life
of a drug patent is estimated at only about twelve to thirteen
years69 and that of a pesticide patent at only about seven to
ten years. 70

Finally, a patent may offer effective protection from com-
petition only for the time it takes competitors to invent a
noninfringing substitute product. For drugs, a later substitute,
known as a "follow-on" drug, may be a distinct innovation or
merely a molecular modification of the innovation itself. These
follow-on drugs are possible because the original innovator
may not anticipate and patent all the chemical variants of its
drug, thereby allowing the development of a competing prod-
uct based on the concept embodied in the original patent.7 1

Follow-on drugs can rapidly follow an original drug innovation
onto the market. For example, a survey of the markets for
seven therapeutic drugs found that the mean time period be-
tween the marketing of the innovation and the appearance of
the first follow-on drug was only three years. 72

2. Evaluation of the Nondisclosure Argument. - On the
basis of current information, it is uncertain that disclosure of

67 Kitch, supra note 41, at 84-85.
68 Id. at 85; Pracon, Inc., Study to Assess Impacts of Releasing Safety and

Effectiveness Data on the Pharmaceutical Industry's Incentives to Invest in and

Conduct Research and Development Program, FDA Contract 223-77-8052, at 81-82
(n.d.).

69 D. SCHWARTZMAN, INNOVATION IN THE PHARMACEUTICAL INDUSTRY I80

(1976) (average effective patent life for period 1966-1973 was 13.1 years; for i97o-
,973, 12.4 years); Forman, Drug Patents, Compulsory Licenses, Prices and Innova-
tion, in THE ECONOMICS OF DRUG INNOVATION 185 (J. Cooper ed. 1969) (12.0 years);
Lasagna, The Development and Regulation of New Medications, 200 SCIENCE 871,

871-72 (1978) (about ii years).
The range of protection, however, is considerable. About one-sixth of new drug

innovations receive either greater than 17 years of effective protection and about
another one-sixth receive effective protection for less than io years. D. SCHWARTZ-
MAN, supra, at 170.

70 See 1977 Agriculture Hearings, supra note 45, at 236 (supplementary statement
of Nat'1 Agricultural Chems. Ass'n).

71 See D. SCHWARTZMAN, supra note 69, at 306.
•72 Pracon, Inc., supra note 68, at 58. See also Kemp, The Follow-on Development

Process and the Market for Diuretics, in DRUG DEVELOPMENT AND MARKETING 255,
260-61, 265-67 (R. Helms ed. 1975) (follow-on competition within one to four years
in diuretics market) [hereinafter cited as DRUG DEVELOPMENT].
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health and safety data would actually have a serious adverse
impact on innovation. First, disclosure of such data may not
give competitors significant licensing and intelligence advan-
tages. Second, empirical evidence is in conflict over whether
profitability in the relevant industries is so precarious or sen-
sitive that disclosure of health and safety data, where not
currently permitted, would substantially destroy research in-
centives. Unless industry comes forward with better evidence
in these two areas, uncertain fears about the incentives for
innovation should not stand in the way of disclosure.

Strong evidence contradicts several of the arguments for
nondisclosure. For example, HEW estimates that seventy-five
percent of all drugs sold in 1976 were manufactured by only
one source. 73 Innovating companies may protect their patent
positions by attempting to patent a broad spectrum of chemi-
cals similar to the one under active investigation 74 or may
enforce their patent rights against related follow-on products
under the "doctrine of equivalents.,,7 5 Under the latter con-
cept, when two chemicals work in substantially the same man-
ner and accomplish the same result, they may be considered
the same for purposes of patent infringement even though they
differ in name, shape or form. 76 Even without patent protec-
tion, market imperfections can protect the ability of an inno-
vator to reap monopoly benefits. In the drug area, for ex-
ample, a recent Federal Trade Commission (FTC) study
concluded that physicians display a strong and continued pref-
erence for the first brand of a product to appear and for follow-
on brands marketed by the same firm.7 7 The study found that
these preferences existed even where the innovative drug was
not patented and thus subject to almost immediate competi-
tion. 78 A useful example is Eli Lilly's patent on the analgesic

73 Pricing of Drugs: Hearings Before the Subcomm. on Health and Scientific
Research of the Senate Comm. on Human Resources and Subcomm. on Antitrust and
Monopolies of the Senate Comm. on the Judiciary, 9 5th Cong., ist Sess. 29-30 (1977)
(testimony of Robert Derzon, Adm'r, Health Care Financing Adm'n) (hereinafter cited
as Pricing of Drugs Hearings].

74 Dworkin, supra note 59, at 12.
7 5 See 7 A. DELLER, WALKER ON PATENTS §§ 546, 571-572 (2d ed. 1972).
76 See Graver Tank & Mfg. Co. v. Linde Air Prods. Co., 339 U.S. 6o5, 608-09

(195o).
77 See FEDERAL TRADE COMMISSION, SALES PROMOTION AND PRODUCT DIFFER-

ENTIATION IN Two PRESCRIPTION DRUG MARKETS 76 (1977) (Staff Report) [herein-
after cited as FTC STAFF REPORT]; accord, Pricing of Drugs Hearings, supra note
73, at 31 (1977) (testimony of Robert Derzon, Adm'r, Health Care Financing
Adm'n). However, the FTC did recognize that innovative competition may persuade
physicians to alter their preferences. FTC STAFF REPORT, supra, at 76.

78 FTC STAFF REPORT, supra note 77, at 77. But see Pracon, Inc., supra note

68, at 53-55.
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Darvon. Although its patent expired in i97i, Darvon still
retained a ninety percent market share in I979.7 9 While recent
public interest in lower cost generic drugs8 0 could lessen the
effect of physician brand loyalty, to date, acceptance of generic
drugs has been slow.8 1

The ability of competitors to use disclosed health and test-
ing data to gain an advantage in obtaining foreign licenses
must be seriously questioned in light of the findings of a FDA
report. In a study of the nine foreign markets accounting for
two-thirds of all foreign drug sales by American multinational
firms,8 2 the FDA found that the effect of releasing data would
be minimal in all but one of those countries.8 3 In some cases,
data required by federal agencies would be either unaccepta-
ble8 4 or unnecessary85 to achieve foreign regulatory approval.
The FDA also suggested that market imperfections would pro-
vide significant protection beyond that granted by foreign pat-
ent laws.8 6 An eminent economist has noted that American
companies do not show substantially lower sales in countries
where they are unable to obtain patent protection and where
regulatory standards are low, enabling competitors to obtain
a drug license by only submitting published medical journal
articles. 8 7 He therefore labeled estimates of the sales at risk
from releasing data a "gross overstatement." 8 8

Underlying the uncertainty about the effect on research

79 Smith, Federal Government Faces Painful Decision on Darvon, 203 SCIENCE
857, 857 (1979).

80 See generally Substitute Prescription Drug Act: Hearings on H.R. 1963 Before

the Subcomm. on Consumer Protection and Finance of the House Comm. on Interstate
and Foreign Commerce, 95th Cong., 2d Sess. (1978); FDA Drug List: Key to Generic
Substitution, FDA CONSUMER, Feb. i979, at 15.

81 Lublin & Laroslovsky, Generic Drugs Provide No Big Savings So Far in Na-
tion's Health Bill, Wall St. J., Dec. 7, 1978, at i, col. 6.

82 U.S. FOOD & DRUG ADMINISTRATION, SUPPLEMENTARY ANALYSES OF THE

IMPACT OF PROVISION IN S. 2755 REGARDING DISCLOSURE OF SAFETY AND EFFEC-

TIVENESS DATA ON FOREIGN MARKETS OF U.S. MULTINATIONAL FIRMS I (n.d.)

[hereinafter cited as FDA SUPPLEMENTARY ANALYSES].
8
3 Id. at 3. Based on data supplied by the Bureau of Drugs, the FDA analysis

led to a prediction of minimal impact in all but one of the countries. When different
data from the International Federation of Pharmaceutical Manufacturers and from
FDA assessments were substituted, predictions were for a minimal impact in five and
six countries, respectively, with somewhat more serious consequences predicted in the
remaining countries. Id. at 2-3, 5.

84 Id. at 1, 7-9.
s See Senate Hearings on Drug Regulation Reform, supra note 17, at 250 (testi-

mony of Donald Kennedy, Comm'r, FDA).
86 FDA SUPPLEMENTARY ANALYSES, supra note 82, at 5.
87 House Hearings on Drug Regulation Reform, supra note io, at 2162 (testimony

of Prof. Roger Noll).
88 Id.
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incentives of government disclosure policies is a conflict in
empirical evidence about the profitability of the industries that
must routinely obtain agency approval on health and safety
grounds. In the case of the drug industry, which perhaps has
received the greatest scrutiny from economists, there is support
both for those who would argue that profitability is so low
that any decrease in the benefits to be reaped from research
could be catastrophic and for those who would argue that
profitability is so high that substantially reduced protection of
testing results would still not make investment in drug research
worse than alternative investment opportunities.

One set of economists has suggested that ethical drug firms
may be shifting resources away from drug research and de-
velopment (R&D) and into activities offering more promising
rates of return. 89 Some empirical results support this conclu-
sion and show that the rate of return on R&D for drugs is less
than for comparable alternative investments.9" One such
study found an expected average rate of return of three percent
for drugs, as compared to an expected average rate of ten
percent in other industries. 91

These results seem implausible. If the rate of return for
drugs was in fact seven percentage points below other com-
parable investments, drug industry R&D investment would
drastically decline. Instead, in constant dollars, it has been at
a steady level or, at worst, has declined by some small
amount.92 In absolute terms, most major pharmaceutical
firms have consistently increased their research spending, while
only a small number of firms have either eliminated or sharply
reduced R&D expenditures. 93 One explanation for this appar-

89 Grabowski, Vernon & Thomas, The Effects of Regulatory Policy on the Incen-
tives to Innovate: An International Comparative Analysis, in IMPACT OF PUBLIC
POLICY ON DRUG INNOVATION AND PRICING 47, 53 (S. Mitchell & E. Link eds. 1976).

90 See D. SCHWARTZMAN, supra note 69, at 146; Clymer, The Economic and
Regulatory Climate: U.S. and Overseas Trends, in DRUG DEVELOPMENT, supra note
72, at 137, 141-42.

91 D. SCHWVARTZMAN, supra note 69, at 146, 16o.
92 See Grabowski, Vernon & Thomas, supra note 89, at 53-54.

93 Schnee & Caglarcan, supra note 57, at 97. See also Temin, Technology, Reg-
ulation, and Market Structure in the Modern Pharmaceutical Industry, io BELL J.
ECON. 429, 431 (1979). Professor Schwartzman believes that the increase in invest-
ment can be explained by the fact that some firms expect to do better than the average
return based on their previous performance, that firms must maintain some research
if they are to compete successfully, and that firms may simply be gambling that they
can produce a drug which is immensely successful. D. SCHWARTZMAN, supra note
69, at 147-48. See also Clymer, The Economics of Drug Innovation, in THE DEVEL-
OPMENT AND CONTROL OF NEW DRUG PRODUCTS 109, 126 (M. Pernarowski & M.
Darrach eds. 1971). Another group of economists has suggested that the adjustment
of R&D spending to lower rates of return might not have occurred yet because of a
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ently irrational behavior may be that the foregoing return
calculations are in error. The unavailability of accurate profit
information from drug manufacturers on which to base esti-
mates may have caused a substantial understatement of pres-
ent research profit expectations. 94

Some economists have argued that the conventionally cal-
culated rate of return, which is historical in perspective, merely
reflects the research success of companies in the i96o's and
does not yet measure the less successful research results of the
present period. 95 They also contend that those accounting
methods overstate profits by failing to match income gener-
ated, which occurs some years after the R&D, with the costs
attributable to that income. 96 Finally, these economists sug-
gest that the resulting overstatement of income may be greater
for the pharmaceutical industry than other domestic industries
because it spends a disproportionately greater amount on
R&D.

97

In an attempt to avoid some of these accounting infirmities,
economists have recalculated firm profit rates by capitalizing
R&D expenditures instead of treating them as expenses - a
mechanism which more fully reflects the relationship between
later-arriving income and the expenses that created it.98 When
R&D costs are capitalized, pharmaceutical profits decline,
sometimes by a considerable amount.99 But when these stud-
ies compare the resulting rates to those of other industries,
using various methodologies, the pharmaceutical industry still

lag in industry reaction. Grabowski, Vernon & Thomas, Estimating the Effects of
Regulation on Innovation: An International Comparative Analysis of the Pharma-
ceutical Industry, 21 J.L. & ECON. 133, 158 (1978).

These theories lack plausibility, however, since according to Professor Schwartz-
man's study, drug industry research is far less profitable than alternative invest-
ments. In such circumstances, a more immediate change in the pattern of investment
would be expected.

94See Scherer, Commentary, in DRUG DEVELOPMENT, supra note 72, at 121,
121-22.

95 D. SCHWARTZMAN, supra note 69, at 63, 138.
96 Id. at 137-38; Ayanian, The Profit Rates and Economic Performance of Drug

Firms, in DRUG DEVELOPMENT, supra note 72, at 81, 82-83; Brozen, Foreword to K.
CLARKSON, INTANGIBLE CAPITAL AND RATES OF RETURN 7-8 (1977); Bloch, True

Profitability Measures for Pharmaeutical Firms, in REGULATION, ECONOMICS, AND
PHARMACEUTICAL INNOVATION 147, 148 (J. Cooper ed. 1976); Stauffer, Profitability
Measures in the Pharmaceutical Industry, in DRUG DEVELOPMENT, supra note 72,

at 97, 99-101.
97 Ayanian, supra note 96, at 82; Stauffer, supra note 96, at 97, 112-13.
98 K. CLARKSON, supra note 96, at 36-40; Ayanian, supra note 96, at 82-83, 88-

91; Bloch, supra note 96, at 154-55.
99 K. CLARKSON, supra note 96, at 64 (30% decrease); Ayanian, supra note 96, at

88 (25% decrease); Bloch, supra note 96, at 155.

i98o]

HeinOnline -- 93 Harv. L. Rev.  855 1979-1980



HARVARD LAW REVIEW

remains significantly more profitable than average.1 0 0 In one
such comparison, it still exceeded the mean average for other
industries by thirty-three percent.' 0 '

This conflict concerning pharmaceutical profitability cannot
be resolved on the basis of available public evidence. The
economic studies seem to understate the present rate of return
and accounting data appear to overstate it. This absence of
relevant information confounds any attempt to determine how
sensitive drug industry research incentives would be to switch-
ing from nondisclosure to disclosure of health and safety testing
data. ' 0 2 Information from the drug industry itself further con-
tributes to the confusion. While belittling its profitability to
stave off data disclosure, the industry has presented a more
favorable profit picture to the readers of business publications
who might purchase drug company stocks. 103

100 K. CLARKSON, supra note 96, at 64 (12.89% versus median of 9.6% for selected

industries); Ayanian, supra note 96, at 89 (13.69% versus median of 12.4% for firms
in Fortune 5oo); Temin, supra note 93, at 432. See also Brozen, supra note 96, at 2.

Some economists have attributed some portion of this higher return to the fact
that the drug industry is more risky than other industries. See Schnee & Caglarcan,
The Economic Structure and Performance of the Ethical Pharmaceutical Industry, in
THE PHARMACEUTICAL INDUSTRY 23, 38-39 (C. Lindsey ed. 1978). Other economists
have disputed that any difference in risk exists since examples of unstable or occa-
sionally below average company profits are difficult to find. Schifrin, The Ethical
Drug Industry: The Case for Compulsory Patent Licensing, 12 ANTITRUST BULL. 893,
9io (1967). The capital asset pricing model predicts that ethical drug stocks are in
fact riskier than the market, but not to the extent reflected in the higher returns seen
above. A composite beta for the industry, computed by a weighted sales average of
major corporations in the industry, is 1.1o, suggesting that the ethical drug industry
is only some io% riskier than the risk level of the average market portfolio (which
carries a beta of I). See 4 Value Line Investment Survey 592-607 (Oct. 26, 1979).
See generally Modigliani & Pogue, An Introduction to Risk and Return: Concepts and
Evidence, in V. BRUDNEY & M. CHIRELSTEIN, CASES AND MATERIALS ON CORPO-

RATE FINANCE 1156-63 (1979); Pogue & Lall, Corporate Finance: An Overview, in
MODERN DEVELOPMENTS IN FINANCIAL MANAGEMENT 26, 28-31 (S. Myers ed.
1976).

101 K. CLARKSON, supra note 96, at 64.
102 A second confounding factor is the fact that a decision as to future investment

decisions will be made by pharmaceutical industry managers whose individual man-
agement perspectives will affect their investment decisions. As a consequence, an
FDA-sponsored study concluded:

[W]e think a negative impact will occur if safety and effectiveness data are
disclosed, but the net reaction of the industry will be largely determined by the
managements of individual firms, each differing in terms of financial resources,
risk-taking propensity, product mix, non-pharmaceutical diversification and
general views - optimistic vs. pessimistic - about firm and industry futures.

Pracon, Inc., supra note 68, at 87.
103 See, e.g., Eli Lilly: New Life in the Drug Industry, Bus. WEEK, Oct. 29,

1979, at 134 ("Like the premature reports of Mark Twain's death, . . . the bleak
assessments of the drug industry's future have proven to be highly exaggerated.");
Baris, Sm.ithKline's Revival, N.Y. Times, Sept. 16, 1979, § 3, at I, col. 4.
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C. Weighing the Interests For and Against Disclosure

Even were the choice merely between the polar extremes
of pure disclosure and pure nondisclosure of health and safety
testing data, current information would compel disclosure.
Nondisclosure frustrates agency effectiveness and consumer
free choice while imposing significant duplicative testing
costs. Proof that secrecy is necessary to promote research
investment is at best equivocal. Patents and market imperfec-
tions provide some protection for research incentives, even if
data are disclosed. It is conceivable that industry may one day
establish that profit rates are so dangerously low that nondis-
closure of health and safety testing data is essential to facilitate
product innovation. Since such information is uniquely
within the control of industry and since the case for disclosure
is substantial, the burden of establishing the need for secrecy
properly belongs with the individual regulated industries.

The case for disclosure is stronger when one departs from
examining only pure disclosure and nondisclosure systems.
Along with a basic disclosure scheme one may build in pro-
tections for the intelligence and licensing advantages relin-
quished by data producers. Alternatively, a basic nondisclo-
sure scheme may be supplemented with protections against
duplicative testing or mechanisms to promote agency effec-
tiveness. Some of these "mixed" systems will be evaluated in
the next Part of this Article by examining several of the sys-
tems currently in operation.

II. AN EXAMINATION OF CURRENT LAW

This Part explores the manner in which present law accom-
modates the competing interests for and against disclosure of
health and safety testing data by examining the general struc-
ture of the law, the specific regulatory frameworks, and the
effect of recent court decisions. An agency, in deciding
whether to disclose health and safety data, is faced with two
separate questions. First, the agency must decide the extent
to which "proprietary information" - a general term used
here to encompass the terms "trade secrets," "confidential busi-
ness information," or "privileged information" - may be dis-
closed to the public. This determination is complicated by the
fact that a patchwork of statutes, including the FOIA, the
Trade Secrets Act, and the agency's own substantive regula-
tory scheme, addresses the issue of disclosure of proprietary
information. 10 4 Second, the agency must determine whether

104 A number of separate statutes in the United States Code, many of which are

safety statutes, contain some provision for protecting proprietary information in gov-
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the health and safety data it has received qualify as proprietary
information. Where it is ultimately found that the health and
safety data should be disclosed, the agency must be prepared
to answer the possible charge that forced disclosure constitutes
a taking of property without just compensation. This Part
will address these questions before examining specific agency
practices.

A. Resolving the Statutory Tangle

The question whether an agency can release proprietary
information is complicated by the existence of laws which both
encourage and discourage disclosure. The FOIA requires
agencies to release all governmental information except that
which may fall into nine categorical exceptions.105 The per-
tinent exception here is "exemption four," which exempts
"trade secrets and commercial or financial information ob-
tained from a person and privileged or confidential."' 1 6 The
Trade Secrets Act establishes criminal penalties for the disclo-
sure of "proprietary information" unless such disclosure has
been "authorized by law."' 0 7 Recently, in Chrysler Corp. v.
Brown,10  the Supreme Court delineated the interaction among
these two statutes and the provisions regarding disclosure in
specific regulatory statutes.

ernment files. Many of the statutes concerning the disclosure of such information
simply reference the protection supplied by i8 U.S.C. § 19o5 (1976). See, e.g., Energy
Supply and Environmental Coordination Act of 1974, § ii(d), 15 U.S.C. § 79 6(d)
(1976); Flammable Fabrics Act § 4(c), Is U.S.C. § I193(c) (r976). Some also reference
exemption four of the Freedom of Information Act, 5 U.S.C. § 552(b)(4) (1976), which
protects trade secrets. See, e.g., Consumer Product Safety Act § 6(a)(z), i5 U.S.C.
§ 2o55(a)(I) (1976); Federal Fire Prevention and Control Act of z974, § 20, 15 U.S.C.
§ 2217 (1976). Finally, still other statutes have their own unique "trade secret"
provisions. See, e.g., 7 U.S.C. § 12-I (1976) (Dep't of Agriculture); is id. § 46(f)
(FTC).

10S 5 U.S.C. § 552(b)-(c) (1976).
106 Id. § 552(b)(4).
107 18 id. § 19o5. The section provides:

Whoever, being an officer or employee of the United States or of any depart-
ment or agency thereof, publishes, divulges, discloses, or makes known in any
manner or to any extent not authorized by law any information coming to him
in the course of his employment or official duties . . . which information
concerns or relates to the trade secrets, processes, operations, style of work, or
apparatus, or to the identity, confidential statistical data, amount or source of
any income, profits, losses, or expenditures of any person, firm, partnership,
corporation, or association; or permits any income return or copy thereof or
any book containing any abstract or particulars thereof to be seen or examined
by any person except as provided by law; shall be fined not more than $i,ooo,
or imprisoned not more than one year, or both; and shall be removed from
office or employment.

(Emphasis added).
1og 441 U.S. 281 (U979).
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In Chrysler, the Chrysler Motor Corporation sued to enjoin
the Defense Department from releasing information about
Chrysler's employment of women and minorities pursuant to
a private request for disclosure of the information under the
FOIA. Chrysler claimed that the information was proprietary
and that the FOIA and the Trade Secrets Act prohibited its
release. The United States Supreme Court held that Chrysler
enjoyed no direct private right of action to enjoin a violation
of the Trade Secrets Act, but that a violation of the Act could
be enjoined under section ten of the Administrative Procedure
Act (APA),10 9 which provides that a reviewing court shall
"hold unlawful and set aside agency action . . . not in accord-
ance with law."' 10 The Court reasoned that "any disclosure
that violates [the Trade Secrets Act] is 'not in accordance with
law' within the meaning of the [APA]."' 111

The Court opened the door to greater governmental disclo-
sure by holding that the FOIA exemptions are not absolute
and that an agency has discretion to release information within
an FOIA exemption. 112 The Court also held, however, that
information that falls within the Trade Secrets Act may not
be released. 113 The Court rejected the government's argument
that since the FOIA exemptions are discretionary, the FOIA
itself authorizes regulations which permit the release of the
information within the "authorized by law" proviso of the
Trade Secrets Act. 114  In rejecting this interpretation, the
Court reasoned that since materials exempt -from disclosure
under the FOIA are outside that Act's mandate that infor-
mation must be disclosed, the government could not rely on
the FOIA as congressional authorization for the release of such
information. 115

The government also argued that the provision commonly
referred to as the "housekeeping statute,""16 which provides

109 Id. at 318. Jurisdiction to review agency action under the APA is governed by

28 U.S.C. § 1331 (1976). See Califano v. Sanders, 430 U.S. 99 (1977).
110 5 U.S.C. § 7o6(2)(b) (i976).

111 441 U.S. at 318.
12 Id. at 294. The Court found that the language of the FOIA itself, the nature

of the judicial review provisions which concern only the person requesting the infor-
mation, and the legislative history all clearly indicate the nonmandatory nature of the
exemptions. Id. at 290-94. The Court also noted that in other statutes, where
Congress wanted to make an exemption mandatory, it clearly stated that purpose in
the statute. Id. at 293 n.14.

113 Id. at 317-18.
11
4 Id. at 303-04.

1's Id.
116 5 U.S.C. § 301 (1976). The section provides:

The head of an Executive department or military department may prescribe
regulations for the government of his department, the conduct of its employees,
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that an executive department may prescribe such regulations
as are necessary to carry out its business, provided the au-
thorization to release the information.'1 7 Again, the Court
disagreed with the contention and found instead that Congress
intended that provision to authorize only "procedural" rules
concerning the organization of an agency and not "substantive"
rules permitting the release of proprietary information.118

The Chrysler Court served notice that for an agency's dis-
closure regulation to satisfy the Trade Secrets Act there must
be some identifiable "nexus" between the disclosure regulation
and the delegation of legislative authority for its promulga-
tion. 119 Two kinds of statutory authorizations conceivably can
satisfy the Court's criteria. First, Congress occasionally has
given an agency explicit authority to release particular kinds
of information that otherwise might be subject to a trade
secrecy claim. 120  As will later be developed, both the Toxic

the distribution and performance of its business, and the custody, use, and
preservation of its records, papers, and property. This section does not au-
thorize withholding information from the public or limiting the availability of
records to the public.
117 441 U.S. at 308-09.

118 Id. at 310-11. The Court in Chrysler suggested one final way around the

Trade Secrets Act. The Court cautioned that it had not attempted "to determine the
relative ambits of Exemption 4 and § igoS." Id. at 3i9 n.49. The Court further
postulated that if the material fell within § 19o5, but not within exemption four, as
nonexempted information it would have to be released pursuant to the FOIA, satis-
fying the requirement of § i9o5 that disclosure be "authorized by law." Id. But the
Court warned that it was unlikely that the coverage of the two statutes differed in
light of the similarity of language of the two provisions. Id. Both statutes use the
term "trade secrets," so at least for that type of information, the statutes are probably
coextensive. Compare 18 U.S.C. § 1905 (1976) with 5 id. § 552(b)(4). The language
of exemption four concerning "confidential . . . commercial or financial information"
is also similar to the coverage in § igo 5 of "the identity, confidential statistical data,
amount or source of any income, profits, losses, or expenditures of any [entity]."

Apparently all of the lower courts that have considered the issue have concluded
that the scope of the two provisions is coextensive. See, e.g., National Parks &
Conservation Ass'n v. Kleppe, 547 F.2d 673, 686 (D.C. Cir. 1976); Westinghouse
Elec. Corp. v. Schlesinger, 542 F.2d 119o, 22o4 n.38 (4th Cir. 1976), cert. denied,
43I U.S. 924 (1977); Charles River Park "A", Inc. v. HUD, 59 F.2d 935, 942 n.7
(D.C. Cir. 1975); Ditlow v. Volpe, 362 F. Supp. 1321, 1323-24 (D.D.C. x973), rev'd
on other grounds sub nom. Ditlow v. Brineger, 494 F.2d 1073 (D.C. Cir.), cert.
denied, 419 U.S. 974 (i974); cf. Pharmaceutical Mfrs. Ass'n v. Weinberger, 4o F.
Supp. 444, 446 (D.D.C.- 2975) (parties stipulated that coverage was coextensive).
Nevertheless, some commentators have argued that § 19o5 is narrower than its lan-
guage and hence not coextensive with the FOIA. See Clement, The Rights of Sub-
mitters to Prevent Agency Disclosure of Confidential Business Information: The Re-
verse Freedom of Information Act Lawsuit, 55 TEX. L. REV. 587, 613-17 (1977);
Comment, FDA Disclosure of Safety and Effectiveness Data: A Legal and Policy
Analysis, 1979 DUKE L.J. 286, 303-09.

119 441 U.S. at 304.
120 See pp. 874-75 infra. See also Brookwood Medical Center, Inc. v. Caifano,

470 F. Supp. 1247 (N.D. Ga. i979).
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Substances Control Act and the Federal Insecticide, Fungicide
and Rodenticide Act explicitly authorize the release of health
and safety data and thus meet the Chrysler criteria. Second,
Congress often gives an agency general rulemaking authority
beyond that which the housekeeping statute confers. Argu-
ably, such individual grants of authority would meet the
Court's criteria, but this is a much closer question under the
''nexus" test than cases in which explicit disclosure authority
is given. 121

The Chrysler Court was correct in holding the APA avail-
able to plaintiffs aggrieved by threatened agency disclosure.
In enacting the FOIA, Congress did not affirmatively remove
the constraint of the Trade Secrets Act upon agencies. But to
make that constraint anything more than academic, it must be
enforceable. Given the draconian nature of the criminal pen-
alties provided by the Trade Secrets Act for its violation, it
was appropriate for the Court to effectuate another means of
enforcement. By recognizing the applicability of the APA's
"in accordance with law" provision, the Court held that one
who submits the information to the government may act to
enforce administrative compliance with the Trade Secrets Act.

The consequence of Chrysler is that agencies will be unable
to disclose proprietary information without fairly explicit sta-
tutory authority. Therefore, if health and safety data are
proprietary information, agencies may not disclose the data
without such a mandate. But the scope of "proprietary infor-
mation" is an entirely separate question.

B. Defining "Proprietary Information"

The Trade Secrets Act, the FOIA, the Food, Drug, and
Cosmetic Act, and most other federal statutes dealing with
proprietary information, make no attempt to define that
term. 122 Therefore, it is open to question whether health and

121 The continued vitality of one pre-Chrysler case which dealt with such a situ-

ation is uncertain. In Westinghouse Elec. Corp. v. Nuclear Regulatory Comm'n, 555
F.2d 82 (3d Cir. 1977), Westinghouse sought to enjoin the Agency from enforcing
regulations that provided for disclosure of proprietary information when the public
interest in disclosure exceeded the submitter's interest in secrecy. See io C.F.R.
§ 2.790 (i979). The Court of Appeals for the Third Circuit held that the Agency had
validly issued the regulations under its authority to make such rules and regulations

as may be necessary to carry out the purposes of the Atomic Energy Act, 42 U.S.C.
§§ 2011-2281 (1976). 555 F.2d at 89. Therefore, information made public pursuant
to the regulations came within the Trade Secrets Act's exemption for disclosure

authorized by law. Id. at 94. However, agency attempts to use general rulemaking
authority to support disclosure regulations may find Westinghouse weak authority
after Chrysler.

122 Congress has attempted to define "protected information" only in the context
of health and safety information. See Toxic Substances Control Act § 14(b), 15 U.S.C.
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safety testing data should receive the protections mandated for
proprietary information. Traditionally, agencies and courts
have employed the broad common law definition of trade se-
crets to set the boundaries of proprietary information, includ-
ing health and safety testing results within its scope. But the
applicability of such a definition to the public law context of
information submitted to government agencies is undermined
by the very different considerations which led to a broad
definition of "trade secrets" in the private law area. In some
limited circumstances, courts have defined proprietary infor-
mation by balancing the need for privacy against the need for
disclosure. While such a method is more responsive to the
underlying policy considerations, its implementation may be
troublesome. Recently, Congress has attempted to override
the "trade secrets" problem in two pieces of legislation, the
Toxic Substances Control Act (TSCA)123 and the amendments
to the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA),1 24 by explicitly excluding health and safety testing
data from the ambit of proprietary information protection. 12

While this is a tidy, and, as will be argued later, a desirable
solution, it is not completely free of problems.

i. The Common Law Definition. - The Restatement of
Torts, embodying the common law definition, defines a trade
secret as "any formula, pattern, device or compilation of in-
formation which is used in one's business and which gives him
an opportunity to obtain an advantage over competitors who
do not know or use it."' 126 Strict application of this definition
would classify virtually all undisclosed health and safety test-
ing data as trade secrets since such data invariably give the
owner a competitive advantage where competitors cannot mar-
ket the same product without reproducing the data. 127

§ 2613(b) (1976); Federal Insecticide, Fungicide, and Rodenticide Act § xo(d)(x), 7
U.S.C.A. § 13 6h(d)(i) (West Supp. 1979).

123 15 U.S.C. §§ 2601-2629 (1976).

124 7 U.S.C.A. § 136 (West Supp. 1979).
125 See note 122 supra.
126 RESTATEMENT OF TORTS § 757, Comment b at 5 (1939) (emphasis added).

The oft-quoted factors for determining trade secrecy ensure very broad protection for
plaintiffs:

Some factors to be considered in determining whether given information is
one's trade secret are: (i) the extent to which the information is known outside
of his business; (2) the extent to which it is known by employees and others
involved in his business; (3) the extent of measures taken by him to guard the
secrecy of the information; (4) the value of the information to him and to his
competitors; (5) the amount of effort or money expended by him in developing
the information; (6) the ease or difficulty with which the information could be
properly acquired or duplicated by others.

Id. § 757, Comment b at 6.
127 Courts have been unwilling to go so far as to conclude that all health and

safety testing data is proprietary under the Restatement definition, but neither have
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But the common law definition was tailored to private
contexts where public policy almost exclusively focuses on the
unjust enrichment and competitive harm resulting when some-
one acquires a business intangible through the breach of a
contract or a confidential relationship. 128 The essence of the
common law concept of trade secret is thus wrongdoing on the
part of the defendant. 129 Although on rare occasions a court
will suggest that the common law of trade secrets encourages
research and development, 130 the Restatement eschews any
policy of encouraging innovation. 13 1

When the question of defining proprietary information ap-
pears in the public context of whether health and safety data
submitted to an agency should be publicly disclosed, the in-
terests of the public in disclosure and the protection of inno-
vation incentives pose important considerations which the
common law definition was not designed to handle. The Re-
statement approach, with its emphasis on culpability and mis-
appropriation, is ill-equipped to strike an appropriate balance
between the competing interests of regulated industries and
the general public. Therefore, lumping health and safety test-
ing data with all other types of proprietary information is
inherently suspect.

2. Balancing Approaches. - In other contexts, courts have
employed a test which balances the need for privacy against
the need for disclosure in order to define proprietary infor-
mation. For example, such a method has been recognized in
determining whether information would be protected as pro-
prietary during the discovery process under the Federal Rules

they identified any health and safety testing data that does not fall within the defi-
nition. See Dow Chem. Co. v. Costle, 464 F. Supp. 395 (E.D. Mich. 1978); Chevron
Chem. Co. v. Costle, 443 F. Supp. 1024 (N.D. Cal. 1978).

128 Many different kinds of confidential relationships can give rise to trade secret
liability such as employment relationships, contractual relationships, negotiations for
the purchase of a business, stockholder-company relationships, and licensee-licensor
relationships. See 12 BUSINESS ORGANIZATIONS, MILGRIM, TRADE SECRETS 5-1 to
-124 (1978). Trade secret liability can also arise from industrial espionage. See, e.g.,
E.I. duPont deNemours & Co. v. Christopher, 431 F.2d 1012 (Sth Cir. 1970), cert.
denied, 400 U.S. 1024 (1971).

129 "It is the employment of improper means to procure the trade secret, rather
than the mere copying or use, which is the basis of the liability .... ." RESTATEMENT
OF TORTS § 757, Comment a at 3-4 (I939). A blatant breach of confidence may result
in liability even though the plaintiff has not kept the information completely secret.
See, e.g., Ultra-Life Laboratories, Inc. v. Eames, 240 Mo. App. 851, 867, 221 S.W.
2d 224, 233 (I949); Vulcan Detinning Co. v. American Can Co., 72 N.J. Eq. 387, 67
A. 339 (N.J. 1907).

130 See Kewanee Oil Co. v. Bicron Corp., 416 U.S. 470, 482 (I974); Water Servs.,
Inc. v. Tesco Chems., Inc., 41o F.2d 163, 17, (5th Cir. 1969).

131 RESTATEMENT OF TORTS § 757, Comment b at 7 (1939). See also von Kali-
nowski, Key Employees and Trade Secrets, 47 VA. L. REv. 583, 589 (196I).
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of Civil Procedure1 32 and whether documents subpenaed in
certain agency rulemaking proceedings could be publicly dis-
closed by the agency or must be held confidential. 133

While a balancing approach to determining whether health
and safety data are proprietary information would enable
courts and agencies directly to consider the competing interests
in the public's need to know versus the need to protect incen-
tives for innovation, there are several problems. If the bal-
ancing approach is performed case-by-case, vast amounts of
agency staff and lawyer time could be consumed in holding
hearings, making determinations, and preparing for judicial
review of decisions. Also, the fact that particular health and
safety data would not qualify as proprietary information under
the balancing approach does not mean that such data, al-
though not eligible for full protection as proprietary informa-
tion, should not receive some form of protection.

3. Wholesale Redefinition. - Completely excluding health
and safety testing data from the protections afforded to pro-
prietary information clears the way for a comprehensive
scheme of disclosure and protections specifically geared to such
data. Congress recently adopted such an approach in both the
TSCA and the FIFRA, as amended. 134 The desirability of
this approach will be explored as specific regulatory schemes
are examined in a later section. Its chief drawback lies in the
problems created by making the definition of health and safety
so crucial. Costly fights over the definition have already be-
gun. 

135

C. Constitutional Issues Regarding Forced Disclosure

While strong policy arguments favor disclosure of health
and safety data, plaintiffs in several pending cases have argued
that forced disclosure constitutes an unconstitutional taking of
property without just compensation. 136 While this argument

132 48 F.R.D. 487, 505 (197o); see, e.g., Covey Oil Co. v. Continental Oil Co.,

340 F.2d 993 (ioth Cir.), cert. denied, 380 U.S. 964 (1965). See also 8 C. WRIGHT
& A. MILLER, FEDERAL PRACTICE AND PROCEDURE § 2043 (1970).

133 FCC v. Schreiber, 381 U.S. 279 (1965). See generally Cohn & Zuckman, FCC
v. Schreiber: In Camera and the Administrative Agency, 56 GEO. L.J. 452 (1968).

134 See note 122 supra.
135 See pp. 876-79 infra.
136 The following undecided cases involve challenges to the constitutionality of the

1978 FIFRA amendments. Chevron Chem. Co. v. Costle, No. 79-532 (D. Del., filed
Nov. 13, 1979); Union Carbide Agricultural Prods. Co. v. Costle, No. 76 Civ. 2923
(S.D.N.Y., filed July 5, 1979) (order granting preliminary injunction); Mobay Chem.
Co. v. Costle, No. 79 -59 iD (W.D. Pa., filed May 1, 1979); Monsanto Chem. Co. v.
Costie, No. 79-oo366C(2) (E.D. Mo., filed Mar. 3o, 1979); American Cyanimid Co.
v. Costle, C.A. No. 77-226 (D.N.J., fied Nov. 30, 1978).
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seems devoid of merit, at least one court has issued a prelim-
inary injunction barring implementation of the 1978 amend-
ments to the FIFRA pending resolution of the question. 137

The current litigation raises two issues: (i) whether health and
safety data submitted to the government pursuant to a licens-
ing requirement is "property" within the meaning of the tak-
ings clause; and (2) whether government publication of such
data constitutes a "taking" of the property.

i. Property. - While the issue is a fruitful subject for
academic debate, it seems reasonable to conclude that pro-
prietary information comes within the concept of property pro-
tected by the fifth amendment takings clause. 138 In Zotos
International, Inc. v. Kennedy, 139 a federal district court held
that the identity of the ingredients in Zotos' cosmetics was
property for purposes of due process protection.140 The FDA
itself has apparently conceded that health and safety data are
property. 141

2. Taking. - Assuming that health and safety data are
property within the meaning of the takings clause, disclosure
as a condition to receiving a license or registration nevertheless
need not constitute an unconstitutional "taking." In Westing-
house Electric Corp. v. NRC, 14 2 Westinghouse challenged the
Nuclear Regulatory Commission's (NRC) rules governing the
disclosure of proprietary information submitted during licens-
ing and rulemaking proceedings. Under those rules, 143 all
information submitted in hearings was to be placed in a public
file. 144 The Third Circuit dismissed as "fanciful" Westing-
house's claim that this scheme ran afoul of the takings
clause.14S Stressing that license applicants are under no com-
pulsion whatsoever to submit data to the agency, the court
ruled that "[a] voluntary submission of information by an
applicant seeking the economic advantages of a license can
hardly be called a taking."1 46 Like the petitioner in Westing-

137 Amchem Prods. Inc. v. Costle, No. 76-2913 (S.D.N.Y. July io, 1979).
138 Trade secrets, like other business intangibles, fit well within the traditional

Benthamite bundle of property rights with only one important exception: the right of
the owner of a trade secret is never exclusive. The secret may always be discovered
independently and used.

139 460 F. Supp. 268 (D.D.C. 1978).
140 The court focused mainly upon the inadequacy of the notice that the FDA

gave to Zotos of the basis for its conclusions prior to making a final decision. Id. at
278.

141 See 39 Fed. Reg. 44,602, 44,612 (,974).
142 555 F.2d 82 (3d Cir. 1977).
143 io C.F.R. § 2.790 (1979).
1
4 4 Id. § 2.79o(a).

145 555 F.2d at 95.
146 Id.
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house, one who submits health and safety studies to the EPA
or the FDA has a choice between maintaining the confiden-
tiality of the information and obtaining a license or registra-
tion. Forcing the submitter to make that choice can hardly be
called a taking. 147

Forced disclosure should survive a takings claim as a rea-
sonable regulation of interstate commerce, analogous to a
state's exercise of the "police power." 148  The widely used
balancing test which weighs the public benefit against the
private harm,1 49  suggests that government publication of
health and safety studies is constitutional. Even when dis-
closed, health and safety data still have a substantial residuum
of value to the data producer.' 50 Most important, they allow
access to the market, which is something the innovator did not
have prior to producing the data and which is the reason for
developing the data in the first place. The fact that the data
are also available to competitors for the same purposes does
not eliminate their value to the data producer. A statute
requiring disclosure of health and safety data results in only
a partial diminution in their legitimate value.

On the other side of the balance are the public interests in
greater competition, in avoiding duplicative research, in mon-
itoring and participating in regulatory decisions, and in making
informed decisions in the marketplace., 5 1  These are powerful

147 An analogy to the well-established eminent domain law principle that govern-
ment action can constitutionally take away value that it has created in the first
instance, see, e.g., United States v. Fuller, 409 U.S. 488, 492 (1973); United States
v. Cors, 337 U.S. 325, 334 (1949); Reichelderfer v. Quinn, 287 U.S. 315, 319 (1932),
may be helpful. The property interest for which pesticide and drug companies claim
compensation exists only because of a government-imposed barrier to entry into the
market. Their claim that disclosure would deprive them of a commercial advantage
depends entirely upon the fact that the government requires the data as a precondition
to issuing a license. Thus, to the extent that a data submitter has any "property"
interest as a result of this barrier to entry, it is "property" given by the government
and hence no compensation need be paid upon disclosure.

148 United States v. Carolene Prods. Co., 304 U.S. 144, 247 (2938); Consumer
Mail Order Ass'n v. McGrath, 94 F. Supp. 705, 712 (D.D.C. 195o), affd per Curiam,
340 U.S. 925 (2951); 2 J. SACKMAN, NICHOLS' LAW OF EMINENT DOMAIN § 1.42[6],
at I-I5O to -II (3d rev. ed. 1979); see i R. ANDERSON, AMERICAN LAW OF ZONING
§ 7.03 (1976) (definition and scope of police power).

149 See, e.g., Plater, The Taking Issue in a Natural Setting: Floodlines and the
Police Power, 52 TEx. L. REV. 201 (1974) (collecting tests of other scholarly com-
mentators).

'5o The Supreme Court relied partly on the substantial residuum of value left to
the claimant in Penn Cent. Transp. Co. v. New York City, 438 U.S. 204, 136 (1978),
holding that no "taking" occurred where the Penn Central was denied application to
erect an office tower above Grand Central Station, a designated "landmark site." See
also Andrus v. Allard, 100 S. Ct. 318, 326-28 (1979) (regulations prohibiting the sale
of eagle feathers upheld since economic benefit of their possession not destroyed).

151 See pp. 84o-48 supra.

[Vol. 93:837

HeinOnline -- 93 Harv. L. Rev.  866 1979-1980



TRADE SECRETS

public interests, going directly to the health, safety, and wel-
fare interests underlying police power regulations. When
weighed against the limited diminution in value, these interests
tip the balance decisively in favor of constitutional legiti-
macy. The courts, not surprisingly, have agreed with this
analysis in other contexts.' 5 2 A disclosure model reflecting a
governmental determination that the public interest in disclo-
sure outweighs any resulting competitive harm should be af-
forded considerable judicial deference under traditional com-
merce clause and police power analysis. 5 3

D. Specific Regulatory Policies

Despite the fact that the question of disclosure versus non-
disclosure of health and safety testing data implicates similar
public policy considerations across several areas of regulation,
very different regulatory responses have emerged in the several
product areas. With respect to drug licensing, the harsh effects
of a general "no disclosure" rule are mitigated only by the
release of summaries and the use of outside advisory commit-
tees.15 4 In sharp contrast, information pertaining to the safety
of antibiotics and food and color additives is routinely dis-
closed.15 5 Testing data for pesticides and toxic substances are
also disclosed, but special compensatory devices have been
fashioned for the original developer of such information.' 5 6

No principled reason is evident for such disparate treatment
of essentially the same problem. This Section analyzes each
of these systems, revealing that the use of the common law
definition of trade secret creates several problems, and that
administrative difficulties threaten the viability of any com-
prehensive solution to the present confusion.

152

[Ilt is too plain for argument that a manufacturer or vendor has no constitu-
tional right to sell goods without giving to the purchaser fair information of
what it is that is being sold. The right of a manufacturer to maintain secrecy
as to his compounds and processes must be held subject to the right of the
State, in the exercise of its police power and in promotion of fair dealing, to
require that the nature of the product be fairly set forth.

Corn Prods. Refining Co. v. Eddy, 249 U.S. 427, 431-32 (1919); see, e.g., National

Fertilizer Ass'n v. Bradley, 301 U.S. 178 (1937); Savage v. Jones, 225 U.S. 501,
524-25 (1912); Speert v. Morgenthau, 16 F.2d 301, 305 (D.C. Cir. 1940).

153 See generally L. TRIBE, AMERICAN CONSTITUTIONAL LAW § 5-6, at 238 (1978)

(broad protective scope of commerce power regulation; judicial review "largely a
formality"); cf. 4 R. ANDERSON, supra note 148, § 25.26 (presumption of regularity

of zoning decision pursuant to police power); G. GUNTHER, CASES AND MATERIALS
ON CONSTITUTIONAL LAW 191-94 (gth ed. 1975) (broad federal commerce power
authority to regulate economic problems).

154 See pp. 868-72 infra.
155 See pp. 872-73 infra.
156 See pp. 873-76 infra.

I98o]

HeinOnline -- 93 Harv. L. Rev.  867 1979-1980



HARVARD LAW REVIEW

i. Drugs. - Before a drug may be shipped in interstate
commerce, its safety and effectiveness must be established by
scientific experimentation.1 57 The FDA has taken the position
that health and safety testing data supporting the approval of
a new drug cannot generally be released to the public. 15 8 The
FDA applies the Restatement definition of trade secret to con-
clude that such health and safety testing data fall within the
Food, Drug and Cosmetic Act's prohibition against "revealing
.. .any information acquired under [this chapter] . ..con-
cerning any method or process which as a trade secret is
entitled to protection." 15 9

FDA reasoning on the application of the Restatement def-
inition is straightforward. A New Drug Application (NDA)
"is personal to the manufacturer who files it.' 160 Therefore,
a follow-on applicant may not rely on undisclosed information
in an approved NDA in support of licensing even the identical
drug. 161 But, the FDA finds nothing in the regulatory scheme
which would prevent it from accepting publicly disclosed
health and safety data of a prior applicant in the NDA of a
follow-on applicant. 162  The FDA concludes that such infor-
mation, if undisclosed, provides the developing company with
significant cost and lead-time advantages over competitors and
hence is a trade secret under the Restatement definition.1 63

The FDA's failure to consider any public policy interests in

157 21 U.S.C. § 355 (1976). The applicant submits the animal testing information,

as well as other information, to the FDA in the form of a Claimed Investigational
Exemption for a New Drug (IND) and may then ship the drug interstate for human
testing if the FDA does not object within 3o days. 21 C.F.R. § 312.i(a) (1979). The
human data is submitted to the FDA in the form of a New Drug Application
(NDA). Id. § 314.1. For a description of the nature and organization of the human
testing, see J. GIBSON, MEDICATION, LAW AND BEHAVIOR 124-45 (1976); Pines, A
Primer on New Drug Development, FDA CONSUMER, Feb. 1974, at 12.

1Ms 21 C.F.R. § 314.I4(e)-(g) (1979); see 39 Fed. Reg. 44,633-35 (1974).
159 21 U.S.C. § 331(j) (1976); see 21 C.F.R. § 2o.61 (1979); 39 Fed. Reg. 44,612

(1974).
160 USV Pharmaceutical Corp. v. Weinberger, 412 U.S. 655, 664 (1973).
161 See 39 Fed. Reg. 44,634 (1974).
162 Id.
163 Id. at 44,612, 44,634; see p. 862 supra. The FDA was influenced in its choice

of definitions by the fact that the Supreme Court, in holding that state statutes making
it a crime to steal trade secrets were not preempted by federal patent laws, noted that
the Restatement definition was widely relied upon. Kewanee Oil Co. v. Bicron Corp.,
416 U.S. 470, 474 (1974); cf. Aronson v. Quick Point Pencil Co., 440 U.S. 257 (1979)
(federal patent law held not to preempt state contract law). Although the Court used
the Restatement definition solely for the purpose of defining the scope of the common
law tort in the state of Ohio, the FDA could "find no reason why it should be utilized
for determining commercial damages but not for purposes of the Freedom of Infor-
mation Act." 39 Fed. Reg. 44,612 (1974).
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favor of disclosure exemplifies the fallacy of applying the Re-
statement definition in the regulatory context. 164

This restrictive approach has led to pressure for greater
disclosure. For example, the plaintiffs in Johnson v. HEW165

are seeking to compel the agency to disclose the animal testing
data filed by Smith, Kline & French in behalf of their drug
Tagamet. The fact that the drug is patented, the plaintiffs
argue, makes it impossible to prove a "likelihood of substantial
competitive injury" should the testing data be released. 16 6 The
intervening drug company contends that even when a drug is
patented, it would still suffer competitive harm if the infor-
mation were released, since competitors could use the infor-
mation to license substitutes after the patent expired and to
license the product immediately in foreign markets where
United States patents are not recognized. 167  The court has
not yet resolved this issue. 168

Although drug safety and health testing data are not gen-
erally disclosed in full, the drug regulatory scheme does at-
tempt to accommodate the policies underlying the pro- and
antidisclosure arguments. The fact that follow-on manufac-
turers cannot rely on undisclosed testing data of competitors
helps maintain research incentives by protecting an innovator's
headstart and investment in testing. On the other side of the
balance, the FDA does release summaries of data in order to
inform the public of the basis for approving a new drug169

and employs outside consultants to improve agency effective-
ness.

The FDA believes that it may make summaries public even

164 See p. 863 supra.

16S 462 F. Supp. 336 (D.D.C. 1978).
166 Id. at 337. Such a showing must be made if the information is to be covered

by the trade secret exemption in the FOIA, 5 U.S.C. § 552(b)(4) (1976). National
Parks & Conservation Ass'n v. Morton, 498 F.2d 765, 770 (D.C. Cir. 1974):

167 462 F. Supp. at 337.
168 The court held that the existence of a patent did not, as a matter of law, make

the trade secret exemption unavailable, and ordered further proceedings. Id. at 338.
169 See 21 C.F.R. § 3 14.14(d), (e)(2)(ii) (i979); 39 Fed. Reg. 44,615, 44,635-36

(1974).

The FDA also decided not to protect testing information in two other limited
circumstances. If the information had previously been lawfully disclosed to persons

not within certain categories, the FDA will consider it available for public disclo-
sure. 21 C.F.R. § 314.14(e)(I) (1979). The FDA reasons that secrecy is the essence

of the definition of "trade secret." See Carson Prods. Co. v. Caiifano, 594 F.2d 453,
461-62 (5 th Cir. 1979). Additionally, except in extraordinary circumstances, where
the new drug application has been abandoned, disapproved, or declared unnecessary,
the FDA will no longer protect the information. 21 C.F.R. § 3 i4 .s4 (f)(I)-(5); see 39
Fed. Reg. 44,637 (i974). FDA reasons that if the information will not support an
NDA, it is of no commercial value to competitors.
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where they contain some reference to testing information since
an innovator can suffer no real competitive harm from the
release of fragmented and limited data. 170 This view has,
however, been challenged in Syntex Corp. v. Califano. 171 The
plaintiffs in that case are seeking to prevent the release of a
report by FDA investigators which contains excerpts of the
testing data submitted by the firm. The report examined the
possibility that the FDA had approved a Syntex drug on the
basis of fraudulent animal testing information. 172 The com-
pany argued that although the information is in summary
form, the report would reveal much of its testing data and
thus have some intelligence value to competitors. 173 The court
refused to grant summary judgment for the FDA on the ques-
tion of trade secrecy and ordered the matter to trial to deter-
mine if even the summary portions of the testing data could
be released. 174

Even if their use survives legal challenge, "summaries" are
hardly a replacement for the complete disclosure of testing
information. 175 The necessary selectivity of such conclusory
summaries precludes normal peer review since the reviewer is
unable to examine all of the data used. 176 The FDA appar-
ently agrees that summaries are insufficient substitutes for ac-
tual data, since it has asked Congress to authorize the release
of all testing information.177 It also encourages its own advi-
sory committees to evaluate the raw experimental data instead
of relying on summaries 78 and requires for its own approval
process the use of "full reports" which include the raw exper-
imentation data.179 If the FDA needs "full reports" to deter-
mine the sufficiency of the experiments undertaken, any mean-

170 39 Fed. Reg. 44,636 (1974); Syntex Corp. v. Califano, [1978-1979 Transfer

Binder] FOOD DRUG Cos. L. REP. (CCH) 38,221, at 38,896-98 (D.D.C. 1979).
171 [1978-1979 Transfer Binder] FOOD DRUG Cos. L. REP. (CCH) 38,221

(D.D.C. r979).
172 Id. at 38,897.

173 Id. at 38,898.
174 Id. at 38,899.
17s However, some officials in the pharmaceutical industry and some independent

scientists believe that the summaries largely obviate the need to disclose testing
information. See Senate Hearings on Drug Regulation Reform, supra note 17, at 293
(statement of C. Joseph Stetler, President, Pharmaceutical Mfrs. Ass'n); id. at 674
(statement of Robert B. Clark, President, Hoffmann-La Roche, Inc.); id. at 767
(statement of Louis Lasagna, M.D.).

176 See Peer Review, supra note io, at i8-19; Kennedy Letter, supra note io, at
845.

177 See, e.g., Kennedy Letter, supra note io, at 841-47.
178 See FOOD & DRUG ADMINISTRATION, COMMISSIONER'S REPORT OF INVESTI-

GATION OF CHARGES 750 (1975).
179 21 C.F.R. § 314.I(c)(2) (1979).
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ingful independent scientific review would need to be based on
information of the same scope.

To augment further its expertise and ease agency isolation,
the FDA heavily relies on outside medical consultants orga-
nized into standing advisory committees.' 80 The pharmaceut-
ical industry believes that the success of this system obviates
the need to disclose testing data. 181 While undoubtedly their
use has served the FDA well, advisory committees are imper-
fect substitutes for open peer review. Although the Advisory
Committee Act specifically provides that committees should
represent balanced viewpoints, 182 a recent study has found
that most consultants are appointed at the suggestion of pres-
ent members, resulting in an "old boy" network.' 8 3 Addition-
ally, committees usually review only limited aspects of the
research submitted;' 8 4 hence, they can only affect a limited
portion of the FDA's responsibilities.

Finally, advisory committees are constrained by trade se-
cret law in the same manner as the FDA. If the advisory
committee deliberations involve proprietary information, the
meeting must be closed' 85 and committee members may not
discuss the data with outsiders. This impedes effective peer
review of the committees, 186 reduces the intellectual attrac-

180 See REVIEW PANEL ON NEW DRUG REGULATION, U.S. DEP'T OF iEALTH,

EDUCATION & WELFARE, INTERIM REPORT: THE USE OF STANDING ADVISORY COM-
MITTEES BY THE BUREAU OF FDA 18-22 (1977) [hereinafter cited as USE OF STAND-
ING ADVISORY COMMITTEES]. The committees, at the FDA's discretion, may also

have nonvoting public interest representatives. 2i C.F.R. § 14 .8o(b)(2) (1979).
181 Senate Hearings on Drug Regulation Reform, supra note 17, at 674 (statement

of Robert B. Clark, President, Hoffmann-La Roche, Inc.); id. at 682 (statement of
Richard M. Furlaud, Chairman & Chief Executive Officer, Squibb Corp.); House
Hearings on Drug Regulation Reform, supra note 1o, at 1984 (statement of C. Joseph
Stetler, President, Pharmaceutical Mfrs. Ass'n).

182 Federal Advisory Committee Act § 5(b)(2), reprinted at 5 U.S.C. app. (1976).
183 USE OF STANDING ADVISORY COMMITTEES, supra note 18o, at 41-42, 44-45;

see Peer Review, supra note io, at ig. One government committee warns:
The "old boy network" is not without its advantages .... On the other hand
: , . lilts chief danger is that it tends to become a self-perpetuating system for
insiders, from which important segments of the scientific (or other) community
may be excluded, and may result in decisions that are one sided and parochial.

USE OF STANDING ADVISORY COMMITTEES, supra note 18o, at 45.
184 USE OF STANDING ADVISORY COMMITTEES, supra note 180, at 20-25, 27-28.

The FDA has established a system of priorities to determine which parts of its
activities will be reviewed by its advisory committees. 21 C.F.R. § 14.I7i(a)-(c)

(1979). Past experience has indicated that the committees spend almost all of their
time reviewing selected NDA's and human (clinical) drug testing guidelines with little
or no review of animal test results (investigational new drug notice files). USE OF
STANDING ADVISORY COMMITTEES, supra note 18o, at 22-25.

18s 5 U.S.C. § 552b(c)(4) (1976); 21 C.F.R. §§ 14 .27(b)(3), 17I(f) (1979).
186 Without such peer review, some scientists believe that the advisory committee

structure may not produce acceptable advice. See Peer Review, supra note io, at 19.
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tiveness of the job,18 7 and prevents advisory committee mem-
bers from publicly defending their conclusions. 18 8

2. Antibiotics and Additives. - An antibiotic 189 or a
food'90 or color' 91 additive is subject to seizure by the FDA
unless it is marketed pursuant to an agency regulation stating
the conditions of its manufacture and use.1 92 Such regulations
are issued upon proof that an additive is safe' 93 or that an
antibiotic is safe and effective' 94 for the uses for which it is
intended. Normally, the applicant submits animal tests for
both types of products' g" and human tests for antibiotics. 196

Once the regulation is approved for antibiotics or a regulation
is proposed for additives, in the absence of extraordinary
circumstances, the FDA releases almost all of this test data. 197

The FDA's disclosure of the test data may be subject to

187 See p. 842 supra.
18 See p. 844 supra.
189 An "antibiotic drug" is "any drug intended for use by man, containing . . . a

substance which is produced by a microorganism and which has the capacity to
inhibit or destroy microorganisms in dilute solution (including the chemically synthe-
sized equivalent of any such substance)." 21 U.S.C. § 357(a) (1976).

190 A "food additive" is "any substance the intended use of which results or may
reasonably be expected to result, directly or indirectly, in its becoming a component
or otherwise affecting the characteristics of any food." Id. § 321(S). See generally
Lehmann, More Than You Ever Thought You Would Know About Food Additives
(pt. i), FDA CONSUMER, Apr. 1974, at io; Sunshine, Regulatory Aspects of Food
Additives - Yesterday, Today and Tomorrow, 31 FOOD DRUG CosM. L.J. 264 (1976).

191 A "color additive" is any material which when added to a food, drug, or
cosmetic, or to the human body, is capable of imparting color thereto. 21 U.S.C.
§ 321(t)(1) (1976).

192 See id. § 334(a) (general seizure authority); id. § 357(b) and 21 C.F.R.
§ 431.2-.20 (1979) (for antibiotics); 21 U.S.C. § 348(c)(i) (1976) and 21 C.F.R. § 270.20
(979) (for food additives); 21 U.S.C. § 376(b) (1976) and 22 C.F.R. § 71.20 (x979)
(for color additives).

193 22 U.S.C. § 348(c)(3)(A) (1976) (for food additives); id. § 376(b)(i) (1976) (for
color additives). See generally Harkins, Food Additive Safety Evaluation, 32 FOOD
DRUG COSM. L.J. 182 (i977). It must also be established that the additive does not
induce cancer when ingested by man or animal. 21 U.S.C. § 348(c)(3)(A) (1976) (for
food additives); id. § 3 76(b)(5)(B) (for color additives). But see Pub. L. No. 95-203,
§ 3, 91 Stat. 1452 (1977) (i8-month moratorium on applicability of 22 U.S.C. § 348
(1976) as applied to saccharin carcinogenicity). This provision, the so-called Delaney
Anticancer Clause, has been the subject of great controversy, because it allows for no
balancing of the risks posed with the benefits gained. See Allera, An Overview of
How the FDA Regulated. Carcinogens Under the Federal Food, Drug, and Cosmetic
Act, 33 FOOD DRUG CoSM. L.J. 59 (,978); Henteleff, The Delaney Myths, 33 FOOD
DRUG CosM. L.J. 396 (1978).

194 21 U.S.C. § 357(a) (2976) (antibiotics).
195 22 C.F.R. § 43o.2o(b)(6) (i979) (antibiotics); id. § I7M.I(c) (food additives); id.

§ 71.2(c) (color additives).
196 Id. § 430.2o(b)(6)(iii).
17 Id. § 431.7x(e)-(f) (antibiotics); id. § 171.i(h) (food additives); id. § 71.25(a)-

(b) (color additives). See also 39 Fed. Reg. 44,602, 44,631-32 (1974).
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challenge. Since the issuance of a regulation allows a com-
petitor to market an identical product without duplicating the
original testing data, the FDA believes that the data have no
value to others and therefore lack any proprietary value. 198

But this conclusion ignores the fact that test data may be
valuable to competitors seeking regulatory permission to sell
the product for additional uses. 199 The FDA's position may
thus be legally vulnerable because under the Restatement def-
inition of trade secrets, to which the agency generally adheres,
information only need be of "some" commercial value to be
considered proprietary.200

While the FDA's interest in promoting disclosure is com-
mendable, its position may be reversed by the courts. Even
if permitted to stand, the regulatory schema for antibiotics and
additives may provide no real protection for research incen-
tives apart from that offered by patents and market imperfec-
tions. To the extent that these provide incomplete protection,
the pace of innovation may be undesirably slowed.20 1

3. Pesticides and Toxic Substances. - The FIFRA, as
amended, and TSCA share a common approach to the health
and safety data confidentiality problem that distinguishes them
from the statutes that the FDA administers. Rather than leave
the confidentiality question to the relevant agency, the EPA,
Congress attempted in both statutes to make health and safety
data available to the public and to protect the original inno-
vator by either forcing those who rely upon a registrant's data
to compensate the data producer for its use or preventing such
use for a fixed period of years. After briefly describing the
applicable statutes, this subsection will focus on the compen-
sated disclosure idea.

Under the FIFRA, as amended, 202 any manufacturer of a
chemical that may be used to control any pest must obtain a
registration for that product from the EPA.2 0 3 Applicants for

198 39 Fed. Reg. 44,602, 44,632 (1974).
199 Since an additive will often be approved for a limited purpose, such as use in

a particular food, the testing data may be valuable to others who seek approval of
the additive for other uses. See Sunshine, Food Company Concerns and Opportunities
- How We Will Cope, 30 FOOD DRUG CosM. L.J. 345, 347 (1975). However, the

industry has not attacked the disclosure scheme, in part because it has been the
normal practice of the relevant industries to disclose the information in scientific
journals, or to customers or other scientists. 39 Fed. Reg. 44,602, 44,632 (1974).

200 See p. 862 supra.

201 See pp. 850-51 supra.
202 7 U.S.C.A. § 136 (West Supp. 1979).

203 In order to register a pesticide product, a manufacturer or formulator must

demonstrate that:
(A) its composition is such as to warrant the proposed claims for it; (B) its
labeling and other material required to be submitted comply with [FIFRA];
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a new registration must provide, inter alia, comprehensive
animal studies designed to ascertain the probable effects of the
pesticide upon humans.20 4 Moreover, if at any time after
registration, the EPA has reason to believe that the studies
available to it do not adequately support the prior regulatory
approval, it may require the registrant to produce additional
"defensive" data.20 5  The TSCA grants the Administrator of
the EPA power to order testing of any chemical substance or
mixture of substances if he or she finds that the chemical may
present an unreasonable risk of injury to health or the envi-
ronment, that insufficient data exist to predict the health ef-
fects of the chemical, and that testing is necessary to develop
such data .206

(a) Overview: Compensated Disclosure. - Both the TSCA
and the FIFRA as amended specifically exempt health and
safety studies from the protections otherwise afforded to pro-
prietary information. 20 7 This type of provision falls squarely

(C) it will perform its intended function without unreasonable adverse effects
on the environment; and (D) when used in accordance with widespread and
commonly recognized practice it will not generally cause unreasonable adverse
effects on the environment.

Id. § 136a(c)(5).
204 See 43 Fed. Reg. 37,336 (1978) (to be codified at 40 C.F.R. § 163.8o-.86). In

addition to these requirements, the Federal Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 88 301-392 (1976), provides that raw agricultural commodities that are
contaminated with pesticide residues shall be deemed adulturated (and therefore sub-
ject to seizure) unless the EPA has prescribed a tolerance for that pesticide and the
residue is within the limits of that tolerance. Id. § 346a(a). Registrants of pesticides
that will be applied to farm crops must therefore submit a petition for a tolerance to
the EPA with accompanying health and safety studies. Interestingly, the pesticide
tolerance section of the FFDCA is not included in that statute's prohibition against
the release of trade secrets. Id. § 331(j). Thus, while data to support pesticide
registrations is subject to the FIFRA's explicit trade secret prohibition, the same data,
when used to support a tolerance is only subject to the general prohibition of the
Trade Secrets Act, 18 U.S.C. § 1905 (1976).

20 7 U.S.C.A. § 136a(c)(2)(B) (West Supp. 1979).
206 15 U.S.C. § 2603(a) (1976). The Administrator must promulgate the testing

requirement by rule. The rule must include the identification of the substance to be
tested and standards for the development of test data. Interested persons must be
given an opportunity to comment upon the rule, including an opportunity to present
testimony orally. Id. § 26o3(b)(I), (5).

Reporting requirements are another source of information on the health effects of
chemicals subject to the Act. The Administrator must promulgate rules requiring
manufacturers to submit lists of health and safety studies conducted by them, known
to them, or reasonably ascertainable by them. Id. § 2607(d).

207 Id. § 2613(b); 7 U.S.C.A. § i3 6h(d)(i) (West Supp. I979) (FIFRA).
The term health and safety study means any study of any effect of a chemical
substance or mixture on health or the environment or on both, including
underlying data and epidemiological studies, studies of occupational exposure
to a chemical substance or mixture, toxicological, clinical and ecological studies
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within the "except as otherwise provided by law" proviso of
the Trade Secrets Act 2°8 and therefore satisfies Chrysler.20 9

Both statutes obviate the need for duplicative testing; the
TSCA excuses a company from testing a chemical if such
would be duplicative of other tests already performed or in the
process of being performed 210 and the FIFRA generally per-
mits competing registrants to rely upon data already in EPA's
files. 211 However, both statutes do provide significant protec-
tions for innovators. Under the TSCA, a manufacturer may
seek reimbursement from other companies that use its test
results to gain an exemption from testing within five years of
submission of those results. 212 If the parties cannot agree upon
adequate compensation, the EPA Administrator must deter-
mine a "fair and equitable" reimbursement. 213 Under the 1978
FIFRA amendments, a complex scheme permits later regis-
trants and the public to use the data of initial registrants: (i)
Later registrants may use data submitted prior to 1970, with-
out compensation to or permission from the originating
party. (2) Data submitted after January I, 1970 in support of
pesticides containing active ingredients registered prior to the
effective date of the I978 FIFRA amendments may be used
without compensation only after fifteen years from the date
that the data are submitted. For use before that time, the
later registrant must pay compensation as agreed between the
parties or, if no such agreement can be reached, as determined
by an arbitrator appointed by the Federal Mediation and Con-
ciliation Service, whose decision will be subject to appeal only
for fraud, misrepresentation or other misconduct. (3) Data
submitted in support of pesticides containing active ingredients
that are initially registered after 1978 may be used only after
the original registration has been in existence for ten years,
regardless of whether the later registrant is willing to compen-
sate. After the ten years of exclusive use, the later registrant
must compensate the data producer for fifteen years from the
submission of the data in accordance with sentence (2)
above. 2 14 In cases where the EPA orders data to be produced

of a chemical substance or mixture, and any test performed pursuant to this
chapter.

15 U.S.C. § 2602(6) (1976).
208 See p. 858 & note 107 supra.
209 See p. 86o supra.
210 15 U.S.C. § 26o3(a) (1976).
211 7 U.S.C.A. § 136a(c)(i)(D) (West Supp. 1979).
212 15 U.S.C. § 26o3(c)(3) (1976).
213 Id. § 26o3(c)(4)(A).
214 7 U.S.C.A. § 136a(c)(I)(D) (West Supp. i979). Significantly, the follow-on
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to maintain an existing registration, existing registrants must
share in the costs of producing the data or face cancellation of
their registration. 215 Disputes over the proportion of costs
attributable to each registration are to be resolved by arbitra-
tion.

2 16

In enacting both the TSCA and the 1978 FIFRA amend-
ments, Congress balanced the public interest in disclosing
health and safety data against the public interest in the inno-
vation that would result from keeping them secret and defined
"proprietary information" to exclude all health and safety
data. These Acts, however, have raised major administrative
problems which threaten their viability.

(b) Problems with Compensated Disclosure. - The TSCA
and the FIFRA, as amended, mandate disclosure while re-
quiring reimbursement for the costs of health and safety stud-
ies. However, exactly what fails within the rubric "health and
safety study" is unclear. The TSCA, for example, prevents
disclosure to the extent that manufacturing processes would be
revealed, 217 but the scope of the exception may be the subject
of future litigation. Substantive and administrative problems
also plague the computation of compensation awards. The
following subsections will address these difficulties and search
for solutions.

(i) Scope of "Health and Safety Study." - The principle
problem in determining the scope of "health and safety study"
has arisen with respect to the question whether the identity of
a tested chemical must be disclosed as part of a health and
safety study. This question is unique to the TSCA, because
the identities of marketed products such as pesticides, food
additives, drugs, and most chemicals are generally easily as-
certainable through chemical analysis. The TSCA, however,
can require health and safety studies to be performed for
chemicals such as catalysts that may never enter the stream of
commerce. 218

Environmental groups argue that the TSCA's legislative
history strongly supports an interpretation of "health and
safety study" that would include chemical identity.2 19 More-

applicant can secure its registration before the data compensation determination is

made. Thus, the competing product can be on the market during the time that the
parties argue about the appropriate amount of compensation. Id.

215 Id. § 136a(c)(2)(B).
216 Id. § 136a(c)(2)(B)(iii).
217 15 U.S.C. § 261 3 (b)(i)(A) (1976).
218 See Eastman Kodak Co., Comments on Proposed Premanufacture Notification

Requirements and Review Procedures x6-17 (Mar. 23, 1979).
219 See Premanufacture Notification Requirements and Review Procedures, 44
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over, they argue that the nondisclosure of chemical identity
prevents independent scientists from conducting additional
tests comparing the tested chemical to others whose toxico-
logical effects are better known, and searching the scientific
literature for assistance. 220

Industry representatives deny these allegations, noting that
it is standard practice to test a substance "blind" (without any
knowledge of its chemical identity).221 They also doubt that
environmental groups or independent scientists will perform
additional tests on very many products. 222 Confidential man-
ufacturing processes frequently can be deduced from knowl-
edge of the chemical structure of a substance 223 and the knowl-
edge of the mere existence of a chemical can be an important
commercial advantage to competitors.224 For example, a com-
pany might manufacture a chemical and then stockpile it for
several years to preserve its option to market it at an econom-
ically propitious time. Revealing even the fact that a partic-
ular company is manufacturing a particular chemical could
destroy this marketing advantage. 225

A proposed EPA solution that would mask the chemical
identity until production begins226 provides an appropriate res-
olution for the vast majority of chemicals. This would protect
a company's headstart while providing interested parties with
the chemical identity at the time that full-scale manufacturing
begins so that they may evaluate the studies and begin envi-
ronmental and workplace monitoring. Once production be-
gins, the public interest in knowing the identity of chemicals
to which it is being exposed probably outweighs whatever

Fed. Reg. 2242, 2255-56 (I979); Letter from Natural Resources Defense Council, Inc.,
to Blake A. Biles at 2-3 (Aug. 14, 1978).

220 Environmental Defense Fund, Comments on Proposed Premanufacture Noti-

fication Requirements and Review Procedures 5 (Mar. 26, i979); EPA Support Doc-
ument, Premanufacture Notification Requirements and Review Procedures 178 (1979)
[hereinafter cited as Support Document].

221 See Lubrizol Corp., Comments on Proposed Premanufacture Notification Re-
quirements and Review Procedures 13 (Mar. 26, 1979).

222 See Letter from James T. O'Reilly, Proctor and Gamble Co., to Blake A. Biles
at 4 (July iS, 1978). One company has even offered to make samples available to
bona fide public interest groups for testing. See Lubrizol Corp., supra note 221, at

94-95.
223 See U.S. Dep't of Commerce, Comments on Proposed Premanufacture Noti-

fication Requirements and Review Products ii (Mar. 26, 1979) [hereinafter cited as
Commerce Department Comments].

224 See Lubrizol Corp., supra note 221.
22S See Eastman Kodak Co., supra note 218, at 18; Polaroid Co., Comments on

Proposed Premanufacture Notification Requirements and Review Procedures 27 (Mar.
23, 1979).

226 EPA Premanufacture Notification Requirements and Review Procedures, 44
Fed. Reg. 2242, 2256-57 (i979).
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marketing advantages are lost through revealing chemical
identities with health and safety studies, especially since com-
petitors can in most cases analyze a product to determine the
unrevealed identities of chemicals contained therein. 227

For a small minority of chemicals, however, the EPA's
proposed rules could cause hardship. Some companies use
chemicals in undetectable forms or quantities in certain prod-
ucts. While the amount of chemical used is small, it can
perform an exceedingly important role in the marketability of
the final product.228 Other companies use some chemicals only
as intermediates or catalysts within the confines of the com-
pany; these chemicals never become available to competitors
for analysis. 229 Disclosure of such chemical identities could
cause great economic harm to an innovating company without
providing appreciable benefits to the public at large. One
solution might be to reveal chemical identity for these sub-
stances only to bona fide market and public interest groups
subject to enforceable protective orders. This, however, would
require the agency to draw difficult distinctions between bona
fide an&non-bona fide groups. Alternatively, the EPA could
specify some minimum amount of product below which generic
chemical identification would be possible. Small amounts of
a chemical should result in very little exposure to nonworkers,
and workers' safety can be protected by informing them of the
properties of the generically named chemical and labelling that
chemical generically in the workplace. A "small quantities"
exception would require labor and public interest groups to
trust the EPA to make adequate evaluations of the studies for
those chemicals subject to the exception. It would also require
the EPA to spend time addressing claims that particular chem-
icals fell within the exception. On the whole, however, these
disadvantages seem small in comparison to the potential loss
of incentives to invest in the development of such chemicals
that might otherwise result. Unfortunately, because the TSCA
relies on a broad definition of "health and safety study," 230 the
agency is probably precluded from administratively promul-
gating a "small quantities" exception. Ultimately, Congress
may have to resolve this question.

Apart from the question of chemical identities, there is

227 See Commerce Department Comments, supra note 223, at ii.
228 Examples of this problem include perfumes in consumer products and trace

chemicals in photographic supplies. See Proctor and Gamble Co., Comments on
Proposed Premanufacture Notification Requirements and Review Procedures (Mar.
26, 1979); Eastman Kodak Co., supra note 218, at 16-17.229 See Eastman Kodak Co., supra note 218, at 17.

230 See p. 839 supra.
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another problem associated with the scope of "health and
safety study." Neither the TSCA, nor the FIFRA, as
amended, specifies who has the burden of "sanitizing" new
and existing health and safety reports that may include infor-
mation that does not come within the definition of "health and
safety study" and is legitimately considered proprietary.
Agency employees will understandably be reluctant to send
full copies of health and safety reports to data requesters if
doing so might run afoul of the Trade Secrets Act 23' or a
similar proscription in the agency's own statute. 232 But the
agency is equally reluctant to scour each of the hundreds of
pages in the reports for possible proprietary information. The
EPA has attempted to solve this dilemma by requiring the
original data submitter to mark clearly all portions of health
and safety studies that it considers proprietary. 233 While this
approach may place some outer bounds on the data that the
agency will not disclose, unless data producers modify their
recently adopted practice of stamping every page of health and
safety data "trade secret," the EPA will still have to monitor
industry claims. Under the TSCA, the EPA intends to require
the data submitter to substantiate any trade secrecy claims at
the time it submits the data.234 The difference between the
two monitoring approaches is reflected in the fact that the
EPA currently has hundreds of thousands of unsanitized health
and safety studies for pesticides while its TSCA files are pres-
ently empty.

The fact that all confidentiality determinations are subject
to judicial review makes the TSCA approach the preferred
one. Under that approach, confidentiality litigation will begin
before humans and the environment are exposed to the chem-
ical. Under the FIFRA approach, persons are likely to request
data only after the product has been on the market for some
time. At this point, the delay of litigation will operate in favor
of the manufacturer who asserted the secrecy claim. The
longer it can litigate about whether data should be released to
environmental groups, the longer it will be before those groups
have the opportunity to petition the agency to take the product
off the market. The TSCA approach will initially be more
burdensome to the agency, because it will require agency em-
ployees to resolve some confidentiality claims that might not
otherwise be questioned and may encourage unnecessary liti-
gation. However, once the agency and the courts have decided

231 18 U.S.C. § 1905 (1976).
232 See, e.g., 7 U.S.C.A. § 136h(f) (West Supp. 1979) (FIFRA).
233 44 Fed. Reg. 59,764, 59,773-77 (1979); 43 Fed. Reg. 59,o6o, 59,o6i-62 (1978).
234 44 Fed. Reg. 59,764, 59,773-77 (1979).
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a few early cases, the TSCA approach should have the salutary
effect of encouraging data submitters to make realistic claims
at the outset. In addition, harsh penalties for bad faith asser-
tion of trade secrecy protection could help prevent abuses.

(ii) Measuring and Apportioning Compensation. - While
the idea of requiring follow-on manufacturers to compensate
the original innovator for its testing costs is an appealing
solution to the disclosure problem, fashioning a workable com-
pensation scheme presents severe practical difficulties. Since
the TSCA235 and the FIFRA236 seek to allocate a portion of
the actual costs of producing the data, they fail to compensate
the original submitter for its lost monopoly profits. 237 Hence,
the protection for research incentives is incomplete in compar-
ison to that provided by forcing later applicants to reproduce
health and safety tests. 238 But a cost system is more practical
than other candidates. A "fair market value" approach to
measuring compensation is a highly abstract test in the data
compensation context where there are no relevant markets that
the decisionmaker may use for comparison. The "cost of pro-
duction" test at least has the advantage of being reasonably
ascertainable; the fair market value test has no moorings. A
"reasonable royalty" test is also fraught with problems. This
approach, commonly used for setting damages in patent in-
fringement cases, 2 3 9 sets compensation at the level "which a
licensee would be willing to pay and still make a reasonable
profit out of use of the patented article."' 240  Like the market
value approach, the reasonable royalty test could lead to long

235 The TSCA requires a follow-on applicant to make a "fair and equitable reim-

bursement... for a portion of the costs incurred by" the data producer. 15 U.S.C.
§ 26o 4 (h)(2)(B)(i) (1976).

236 The FIFRA is somewhat unclear. It requires the follow-on applicant to make
an offer "to compensate the original data submitter." 7 U.S.C.A. § 136a(c)(i)(D)
(West Supp. 1979). Conceivably, this language would authorize an award not limited
to cost. However, another provision states that "defensive data" produced at the
request of the Administrator after a pesticide is registered may be used by any current
registrant, but only on the condition that it agree to pay a portion of the cost of
producing the data. Id. § 136I(c)(2)(B). This suggests that Congress meant for data
compensation in general to include only the cost of producing the data.

237 Note that the discussion here concerns only those chemicals that are unpatent-
able or that have expired patents.

238 If incentives suffer, a "cost plus a fixed percentage" system could be used.
Such a system would not hurt the practicality of a cost-based system.

239 See, e.g., 35 U.S.C. § 284 (x976); 4 A. DELLER, supra note 75, § 413, at
669-82 (2d ed. 1965); id. § 413, at 221-24 (1979 Supp.); Wilson & Lewis, Elements
of Recovery in a Patent Infringement Suit, 42 J. PAT. OFF. SOC'y 742, 743-52 (296o).

241 Beatty Safway Scaffold Co. v. Up-Right, Inc., 306 F.2d 626, 632 (9th Cir.
1962), cert. denied, 372 U.S. 934 (1963).
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and difficult compensation proceedings that would necessarily
have to be carried out on a case-by-case basis. 241

Even the cost of production test will involve some dif-
ficulties in determining and allocating costs. The, FIFRA
suggests no method for apportioning the costs of data produc-
tion among users. The TSCA, however, directs the Admin-
istrator to consider, among other factors, "the effect on the
competitive position of the person required to provide reim-
bursement in relation to the person to be reimbursed and the
share of the market for such substance or mixture of the person
required to provide reimbursement in relation to the share of
such market of the persons to be reimbursed. ' 242 While ap-
portionment according to market share may seem simple, the
problems of determining the relevant market and assessing
market shares can be formidable. 243 The suggestion is also
meaningless in the typical situation where the follow-on pro-
ducer has not yet begun to manufacture the product and there-
fore has a market share of zero. 244 In any event, in light of
the wide discretion afforded the EPA under the TSCA, and
the Federal Mediation and Conciliation Service under the
FIFRA, few advance compensation agreements and much lit-
igation and arbitration can be expected.

Another problem lies in determining what portion of an
innovator's costs should be eligible for reimbursement. A fol-
low-on applicant might legitimately argue that all of the data
generated by the original applicant were not necessary to ob-
tain the'license. The EPA avoids having to resolve these sorts
of disagreements under the FIFRA by requiring every follow-
on applicant for a technical grade registration to cite all data
in the EPA's files and to offer to compensate all of the pro-
ducers of those data.245 In addition to the administrative

241 See, e.g., Georgia-Pacific Corp. v. U.S. Plywood Corp., 318 F. Supp. 1x6,

1120 (S.D.N.Y. 1970) (listing the many factors relevant to determining a reasonable
royalty rate), modified sub nom. Georgia-Pacific Corp. v. U.S. Plywood-Champion

Papers, Inc., 446 F.2d 295 (2d Cir.), cert. denied, 404 U.S. 870 (1971).
242 15 U.S.C. § 260 3 (c)(3 )(A) (1976). See also id. § 260 4(h)(2)(B). The House

Report indicates that the purpose for including these guidelines was to protect small
businesses. H.R. REP. No. 94-1341, 94 th Cong., 2d Sess. 21 (1976). Beyond this,
Congress was willing to give the agency very little guidance. See id.

24 3 See Advance Notice of Proposed Rulemaking, Data Reimbursement Under
Sections 4 and 5 of The Toxic Substances Control Act, 44 Fed. Reg. 54,284, 54,286-
87 (1979).

24 The EPA has recognized the possibility of assessing market share at the end
of some predetermined period following testing and marketing. Id. at 54,287. This,
of course, would delay the compensation of the data producer.

215 Regulations for the Enforcement of the Federal Insecticide, Fungicide, and
Rodenticide Act: Compensation for Use of Data, 44 Fed. Reg. 27,945, 27,946-48
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burden that would otherwise result, the EPA stresses that
sound scientific decisions must be made on the basis of all of
the information available to the decisionmaker. 246 Compen-
sated disclosure therefore imposes substantial transaction costs
upon the parties and the agency. In implementing this ap-
proach, the agency should attempt to make the process func-
tion as smoothly as possible. The EPA could eliminate a great
deal of future friction by promulgating guidelines for measur-
ing and allocating compensation. 247 It is interesting to note
that many of the implementation problems are absent during
the ten year exclusive use periods which the FIFRA applies to
data submitted in support of pesticides containing active in-
gredients that are initially registered after 1978.248 This
thought will be pursued in the next Part.

III. RECOMMENDATIONS FOR REFORM

In the context of the policy considerations presented in Part
I, the specific schemes presented in Part II may be succinctly
critiqued. Application of the common law definition of trade
secrets has been unsatisfactory since it has resulted in nondis-
closure of drug health and safety data without regard to the
public policy interests in favor of disclosure, and because it
has led to full disclosure of antibiotic and additive safety data
where no other special protections for research incentives ex-
ist. Neither of these outcomes strikes any real balance between
the'reasons for disclosure and the need to retain incentives for
innovation. The TSCA and the FIFRA, by excluding health
and safety data from the ambit of proprietary information,
permit development of a scheme specifically geared to health
and safety testing data. The resulting pattern of compensated
disclosure protects innovation incentives while at the same
time permitting disclosure, but the costs of arriving at proper
reimbursement awards may be substantial. These conclusions
suggest the desirability of finding new methods of striking the
balance.

(i979) (to be codified at 40 C.F.R. § x62) [hereinafter cited as 1979 FIFRA Compen-
sation Regulations]. These regulations have recently been challenged in the District
Court for the District of Columbia by the National Agricultural Chemicals Association
and CIBA-Geigy Corporation. See 3 CHEM. REG. REP. (BNA) 885 (1979). The
agency has not yet grappled with this problem under the TSCA.

246 See 1979 FIFRA Compensation Regulations, supra note 245, at 27,946.
247 The EPA has made public its intention to establish precisely such guidelines

for the TSCA. See 44 Fed. Reg. 54,284 (1979) (to be codified at 40 C.F.R. § 774).
248 See p. 875 supra.
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A. Recommended Congressional Action:
Exclusive Use Periods and Full Disclosure

In enacting the TSCA and amending the FIFRA, Congress
has implicitly recognized that disclosure is desirable and that
the interests that would be protected by nondisclosure can be
safeguarded by other means. This conclusion is supported by
the FDA's failure to find any satisfactory substitute for the full
disclosure of drug safety testing data.249 And even if the
conclusion is wrong, the affected industries are better able to
come forward with information supporting any request for
increased protection than is the public to negate industry's
claim.

250

Congress could require the disclosure of all health and
safety testing data and protect innovation by increasing patent
protection or directly subsidizing research. 251 But extending
patent protection poses special problems25 2 and additional di-
rect funding may be of doubtful political feasibility. The ex-
clusive use period mechanism suggested in the FIFRA253

points to the most attractive solution to the problem across all
of the relevant fields. 25 4 Under this approach, the health and

249 See pp. 869-72 supra.
2SO See pp. 851-52 supra.
2s' In the patent area, chemical and drug patents could be made easier to obtain

and/or longer lasting. Federal encouragement could come by way of direct payment
or tax incentives. Government subsidization of drug and pesticide research is already
sizeable. For example, the National Cancer Institute's i978 budget included $52.7
million for detection and diagnostic research. U.S. OFFICE OF'MANAGEMENT &

BUDGET, THE BUDGET OF THE UNITED STATES GOVERNMENT, FISCAL YEAR i980,
app.,at 406 (1979). Also, the Division of Research Resources of the National Institute
of Environmental Health Sciences in 1978 planned to spend $49.0 million for research
at university-affiliated hospitals, $21.7 million for laboratory animal and primate
related research, and $38.3 million for biomedical research. Id. app., at 416.

2S2 Congress may be reluctant to provide individual exceptions to the patent laws'
general provisions, especially because it might affect treaty obligations. See Paris
Convention for the Protection of Industrial Property, July 14, 1967, 21 U.S.T. 1583,
T.I.A.S. No. 6923.

253 In the 1978 FIFRA Amendments, Congress gave the originator of an active
pesticide ingredient a io-year lead time during which its data could not be used by
another company. However, Congress superimposed upon this a scheme that requires
compensation for data used during the I5-year period following submission. See p.
875 supra. Since this combined approach is subject to all of the undesirable elements
of the data compensation approach, it is less desirable than the pure lead time
approach.

254 Such a "head start" is also finding increasing favor in common law trade secret
cases. See, e.g., Analogic Corp. v. Data Translation, Inc., 372 Mass. 643, 647-49,
358 N.E.2d 804, 807-08 (1976); Carboline Co. v. Jarboe, 454 S.W.2d 540, 552-53
(Mo. 1970). See also Northern Petrochem. Co. v. Tomlinson, 484 F.2d 1057, io6i
n.5 (7th Cir. 1973).
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safety data would be immediately available to the public, but
competitors could not use the data to register competing prod-
ucts for a fixed period of time. While informing the public to
the same extent as the FDA's full disclosure approach to food
additives, 25S the exclusive use period would place the data
producer in almost the same position for a pre-determined
period that it would occupy under the FDA's nondisclosure
approach for drugs. 25 6 The only detriment to the data pro-
ducer stems from the "intelligence value" that the data may
provide for competitors. 257  Nevertheless, the producer's
"headstart" will be very valuable and should provide protec-
tion for research incentives.

The exclusive use period approach has several advan-
tages. First, it recognizes that the public interest in disclosure
of health and safety data can only be served by actual disclo-
sure. Second, the duration of the exclusive use period can be
adjusted to ensure adequate research incentives. Third, it
balances the relevant competing interests generically, thereby
avoiding the transaction costs that inevitably accompany case-
by-case determinations. Yet, it provides the flexibility to per-
mit different exclusive use periods for different product cate-
gories (for example, drugs), if warranted by differential con-
cerns for innovation.

The exclusive use period approach is not without its dis-
advantages, however. Since it relies on monopoly profits as
an indirect stimulus to innovation, consumers will have to pay
monopoly prices during the exclusive use period. However,
prices will be tempered by the fact that competitors may du-
plicate the testing data in order to enter especially attractive
markets. Second, because the use period is established gener-
ically, it is probable that some data submitters will receive too
much of an advantage, while others not enough, than if a
balance were struck on a case-by-case basis. Given the modest
ability of economists to predict the incentive stimulating and
competition enhancing effects of any particular regulatory ac-
tion, this criticism of a generic approach, however, may well
presume an accuracy for the case-by-case method that does
not in fact exist. While the exclusive use period approach may
not be the ideal solution to the balancing problem, it is prob-
ably the best solution that is not hopelessly quixotic. 258

2ss See pp. 872-73 supra.
256 See pp. 868-69 supra.
2S7 See p. 850 supra.
258 Another potential problem with the exclusive use period involves data required

by the agency after the product has been on the market for some time, commonly
called "defensive data." Strict application of the excrusive use period approach would
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A more telling criticism of the exclusive use period ap-
proach is that it would permit duplicative testing of drugs,
posing potential health hazards to those involved. 259 This
period could be minimized by giving the FDA authority to
ban any duplicative testing that would endanger patients dur-
ing the exclusive use period. After such a determination, the
FDA should also be permitted to shorten the exclusive use
period to reflect the increased barrier to entry.

It is certainly possible that the drug and chemical industries
need long exclusive use periods. Yet since the information
needed to support this conclusion is peculiarly within their
control, 260 the burden should be upon them to justify the
necessity of any particular exclusive use period. To date, the
wide ranging and unfocused congressional hearings on this
subject, especially concerning pesticide and drug reform, have
not yet actually called upon the companies to justify their
contentions that the monopoly profits attributable to exclusive
use of data are socially desirable. This is not to suggest that
a congressional committee is incapable of conducting this sort
of inquiry. However, it is likely that the industries will con-
tinue to avoid answering the crucial questions that make or
break their case for monopoly profits if the only forum contin-
ues to be the congressional hearing. An independent commis-
sion, the General Accounting Office, or the Office of Technol-
ogy Assessment might be more effective forums for gathering
the necessary information. Alternatively, the FDA or the EPA
might, pursuant to general grants of rulemaking authority,
conduct such investigations. Whatever the locus of the inves-
tigation, it is important that the investigator have subpena

give the first competitor to produce the required data a fresh exclusive use period.
While this is an inefficient solution to the problem, it would be unfair to allow the
remaining competitors to take a "free ride" on the data producer's work effort. The
best solution to the defensive data problem is to force all licensees to agree before the
research is started to share the costs of producing the data requested by the agency.
If the licensees cannot agree how to proportion the costs among themselves, a pro-
rata apportionment could be statutorily imposed.259 See pp. 845-47 supra.

260 See pp. 851-52 supra. Whoever sets the exclusive use periods should consider

(i) the extent of protection already afforded by the patent system; (2) how much extra
consumers will pay because of the added anticompetitive effects of a given period of
exclusive use for unpatented products; (3) how much of this additional profit will be

channelled into research and development of new products; and (4) how many new
products would likely result. Data bearing on these points would include current
profit margins in competitive versus noncompetitive markets, current production levels
in those markets, the percentage of current profits invested in R&D in the relevant
industries, and historical comparisons between new products produced and dollars
invested. It should be noted that these are the sorts of data that have been noticeably
absent from congressional consideration of recent pesticide and drug reform packages.
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power to verify for itself industry claims. 26 1 Once the infor-
mation is available, the duration of the exclusive use period
necessary to strike the balance between innovation and com-
petition could be determined by Congress, or, perhaps more
efficiently, by the relevant agency pursuant to a congressional
grant of authority. But until the crucial information becomes
available, it is not likely that Congress or any other decision-
maker will strike an adequate balance.

B. Recommendations for Agency Action:
The FDA Should Abandon the Restatement Definition

The FDA is on record as having asked Congress to au-
thorize the release of all drug testing information. 262 If Con-
gress does not act as recommended by the preceding section,
the FDA may not be helpless. In light of the inappropriateness
of the Restatement definition of trade secrets in the regulatory
context, 263 the willingness of courts and Congress to adopt
more restrictive definitions of "proprietary information, ' 2 64

and the lack of any definition of that phrase in the applicable
drug regulation statutes,2 65 the FDA should abandon the Re-
statement definition. In its place, the FDA should substitute
a balancing test 266 and proceed to weigh the interests for and
against disclosure. The FDA's authority to promulgate such
a regulation lies in its power to make regulations for the
efficient enforcement of its statutory duties. 267 As Part I dem-
onstratdd, unless the drug industry comes forward with very
persuasive evidence of the need for protection, the rulemaking
should conclude that all health and safety test data are not
proprietary information and hence should be disclosed. Such
action by the FDA would probably force the drug industry to

261 Recently, the FDA's Office of the Assistant Secretary for Planning and Eval-

uation was forced to abandon a study of the economic impact of various alternative
trade secret policies on industry research incentives, partly because drug sponsors said
they were unable to identify R&D expenditures in a manner that would have satisfied
the study design. REVIEW PANEL ON NEW DRUG REGULATION, U.S. DEP'T OF
HEALTH, EDUCATION & WELFARE, INTERIM REPORT: AN EVALUATION OF FDA's

TRADE SECRETS AND FREEDOM OF INFORMATION POLICIES 72 (2977).
262 See Kennedy Letter, supra note io, at 841-42.
263 See p. 863 supra.
264 See pp. 863-64 supra.
265 See p. 868 supra.
266 This would require the FDA to abandon its position that action would more

appropriately be left to Congress. See 39 Fed. Reg. 44,634 (1974).
267 21 U.S.C. § 371(a) (1976); see 21 C.F.R. § 10.40 (1979). An agency may

reverse a prior interpretation of a regulatory statute with an adequately documented
conclusion that the former construction was inappropriate, erroneous, or contrary to
the public welfare. See K. DAVIS, ADMINISTRATIVE LAW TEXT § 17.07 (1972).
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seek redress from Congress, if not the courts. This in turn
might spur Congress to give drug health and safety testing
data the scrutiny that it deserves. If the actions taken under
the TSCA and the FIFRA are any indication of Congress'
pulse, Congress will take health and safety testing data out of
the realm of proprietary information and establish special pro-
tections for innovation incentives. As noted in the previous
Section, this would be desirable.

IV. CONCLUSION

The public has for too long been deprived of the infor-
mation necessary to judge the performance of agencies in-
volved with health and safety protection and to make informed
individual health and safety decisions concerning drugs and
pesticides. The industries that produce products posing pos-
sible health and safety threats to the public have been sur-
prisingly successful in convincing or forcing regulatory agencies
to protect health and safety data under an inappropriate def-
inition of "proprietary information" that focuses exclusively
upon competitive harm. Fortunately, Congress has intervened
in the pesticide and toxic substance regulatory arenas to pro-
vide that health and safety data are not proprietary. To pro-
tect the incentives allegedly jeopardized by making health and
safety data public, Congress provided a data compensation
scheme that operates at great administrative cost. Especially
in light of these costs, an exclusive use period approach would
be preferable to the compensation approach.

Unfortunately, Congress has failed entirely to address the
parallel, but much more serious problem of drug health and
safety data. It would be desirable if the pharmaceutical in-
dustry, to eliminate the social waste and possible human injury
associated with duplicative testing, would join the FDA in
devising an acceptable solution - possibly along the lines of
the exclusive use period approach advocated here. But if the
industry continues its opposition to the FDA's reform efforts,
the FDA could possibly precipitate the needed congressional
action by abandoning its nondisclosure approach and, by re-
defining "proprietary information," adopt instead a full disclo-
sure approach. This would force drug manufacturers to take
their "lost innovation" claims directly to Congress, a result
that is entirely appropriate, because manufacturers ought to
bear the burden of demonstrating that the need for further
innovation justifies monopoly profits.

Congress could react to drug company pressure in one of
three ways. First, it could simply reverse the agency and
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make it clear that health and safety data should receive ab-
solute proprietary protection. The FIFRA experience, how-
ever, indicates that Congress is not likely to disregard the
substantial policies favoring data release to secure the benefits
of the possible innovation that may flow from further re-
search. Second, Congress might do nothing and allow the
public to suffer whatever deleterious effects might result from
lost innovation. Congress, however, is not likely to adopt a
posture of benign neglect in the face of drug industry protests
that the "drug lag" is endangering the health of American
patients, despite the present lack of substantial evidence that
monopoly profits will reduce this lag.

The fairest and most practical option is the exclusive use
period approach. Congress could ratify the FDA's redefinition
of "proprietary data" or, if the FDA proves unwilling to take
the initial step, redefine the term itself so as to exclude health
and safety data as it has recently done in the chemical and
pesticide areas. Then, after an appropriate body has made a
thorough investigation of the facts and has made reasonable
predictions about the efficacy of barriers to entry in stimulating
drug research, Congress or the agency pursuant to congres-
sional authority could provide for a generic period of exclusive
use that represents a balance between the need for innovation
and the policies of encouraging competitive pricing and dis-
couraging duplicative testing. In addition, Congress should
give the FDA the authority to ban duplicative tests that en-
danger their human participants.

Congress has in the past studiously avoided resolving this
continuing paradox in the American free enterprise system.
No free enterprise economy can function properly unless con-
sumers are informed. Yet consumers cannot become informed
if industry-generated data on important aspects of products
they consume remain secret; nor can competition produce an
efficient marketplace when secrecy erects barriers to entry. On
the other hand, competition and consumer sovereignty do not
breed innovation. An innovator must be secure in the knowl-
edge that he will reap the benefits of his efforts. Congress has
moved to resolve these inherent contradictions in the toxic
substance and pesticide areas. Congress should take parallel
action with respect to drug regulation. FDA pressure, in the
form of changing its antiquated approach toward proprietary
information, could prove to be the necessary catalyst.
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