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Trade Secret Protection for Health, Safety or
- Efficacy Data -- Is it in the Public Interest?

SUMMARY

Health, safety, and effectiveness data are submitted to
federal agencies in the contexts of premarket licensing or •
notification and testing requirements, rulemaking, as well
as for other regulatory purposes. Such studies, tests, and
similar information bear on a chemical's effectiveness or
safety as the chemical affects the pUblic health and envi­
ronment, and the data frequently play a pivotal role in
government decisions; for example, providing a basis for an
agency to grant or withhold a new drug application, or to
take similar regulatory action. In determining whether
health, safety, or efficacy data are entitled to confidential
treatment and protection, federal agencies are faced with
the dilemma of balancing the economic interests of the
industries which have developed a new chemical or a new use
for a substance with the interests of the public in parti­
cipating in and reviewing government decisionmaking, and in
having full access to information which could disclose
potential health and environmental hazards.

This paper's discussion will be limited to studies
which an agency has the authori~yto require to be submitted,
~.will- nQt include studies submitted voluntarilYr where no
author~ty exists. Information developed by the government
itself, or by a contractor under government contract, is
also excluded from this paper's scope as it would be fully
and freely available to the public, in the absence of
national security considerations. For purposes of dis­
cussion, the Subcommittee has selected language similar to
that in the pending amendments to the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) as adopted by the
conference committee, to describe the subject matter in­
cluded within "health, safety, and efficacy data." Such­
data would include all information concerning the objectives,
methodology, results, or significance of any test or experi­
ment performed on or with a toxic substance or its separate
ingredients, impurities, or degradation products, and any
information concerning the effects of such toxic substance
in the environment, including, but not limited to, data on
safety to humans and mammals, fish and wildlife, plants~ and
soil, or studies on persistence, translocation and fate in
the environment, and metabolism.
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This paper summarizes the treatment provided confidential
information, health'and safety s~udies, and safety and
effectiveness data under existing toxic substances laws, and
examines agencies' interpretations of their statutory authority
to balance competing needs and interests. It outlines the
policy considerations involved in both granting trade secret
protection for this information or eliminating suchprotec­
tion. Finally, alternative disclosure optiorisare presented
for consideration by the Toxic Substances Strategy Committee.

Many submitters of health, safety, and effectiveness
data maintain that this data constitutes valuable property,
which is entitled to protection,' while the health regUlatory,'.
agencies rna' , hat health, sa et a ec lveness
inf~rmaL~on aCquired by the e eral government should be
exempt" frGm 1;radit;onal trade secret pr:otection. The
SUbcommittee believes that the ideal disclosure policy would
accomplish several goals:

protect and promote public health and the environment;

protect and promote research and innovation;

permit extensive public participation in the
dec~sionfuaking process;

promote submission of high quality data;

"
reduce duplicative research; and

reduce administrative burdens.

In developing recommendations for a disclosure policy
for safety and efficacy data, the Subcommittee evaluated
the value attributed by industry to its safety and efficacy
data, as well as examing recent legislative and judicial
trends in balancing the public and private interests involved
in information disclosure or protection.

In light of its evaluation, the Subcommittee's preliminary

J
recommendation is for full public disclosure of all safety,

i health, and efficacy data, as defined above, which the
federal government has the authority to require private

• • Lndus t r y to s ubmi. t. 'n a lioen" ing o""text. a sys t em providing
. . a pioneer firm with a pe~iod of exclusive use of the data

~(C.e..rJ II.Jl it has developed appears to offer the necessary protection bo
~ . ••• . a firm's commercial and economic interests, which is essential
~l~ to assure continued innovation and development within industry.
M ~?

A~r---.?
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The Subcommittee is interested in receiving comments on
this and other mechanisms by whicp corporate investments
could be protected, such as direct financial compensation by
a company relying on a pioneer firm's data, or tax incentives,
as well as comments on nqn-licensing situations which might
justify a system of com~ensation for d~sclosure of data.
The Subcommittee would also appreciate comments on recom­
mended minimum standards for the degree of detail required
for summaries of health, safety, or effectiveness tests or
studies, if certain situations would require something less
than full disclosure of all underlying data.

The Subcommittee does not propose specific methods of
implementation of its recommendations at this time, pending
review of public comments on the Subcommittee!s preliminary
recommendations.

ISSUE

What is the extent to which health, safety, or efficacy
data submitted to a federal agency should be disclosed to
the public?

INTRODUCTION

The Toxic' Substances Strategy committee was established
in response to the President's request that the Council on
Environmental Quality develop, among other programs, an
interag~ncy program to eliminate ov~rlaps and £ill gaps in
the collection of toxic. chemical data. One of the major
areas identified by the Committee for examination concerned
data and information gathering and utilization. A Sub­
committee on Trade Secrets and Data Confidentiality was
established to consider, among other things, whether" health,
safety, and efficacy data submitted to a federal agency
should be excepted from trade secret protection. The
Subcommittee considered also the question of what conditions
on the public disclosure of the data, if any, should be
imposed if a policy advocating disclosure were adopted.

The treatment accorded health, safety, arid effective­
ness data was selected for evaluation by the Subcommittee
because of the substantial problems posed by the increasing
presenCe of toxic chemicals in the environment generally
and in the workplace. The issue is important also, because
of the general lack of availability of information about

~
. . . these chemicals and the difficulties involved in their
•. . . regulation when viewed· in the light of thetundisputed ts

.. ..~ of ~itizen ", t' i ate ful e a.n government
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~ecisionmaking and to know to what hazar~s they are or could
be ed. Federal policy, either government~~~or

~thin each agency, determining the degree of confidentiality
to be granted to such information fundamentally affects the
public's ability to exercise its basic right to review and
participate in government decisions having direct ~mpact on
every citizen.

In general, the issue of whether "information submitted
to a federal agency should be protectable as a trade secret
is controversial and is receiving active consideration in
Congress and the courts. Current government policy is often
ambiguous and is inconsistent among agencies and, sometimes,
among individual programs within a single agency. The issue
assumes added significance with respect to federal regulation
of technology-intensive toxic substances because of the pre-

~
arket approval regulatory process, private industry's

! financial investments, aD~ t e lb1ic's right to be able to
a~ the risks of potentia~ h~zards posed by sUbstances to
which the puBlic ~s or may be exposed. The scope of this
is~ue is restricted to information acquired by the government
under mandatory authority from private industry, and does
not pertain to information voluntarily submitted in the
absence of governmental authority to collect such informa­
tion, nor to ~nformation developed by the government itself
or through its contractors.

The Subcommittee defines health, safety, and efficacy
data to-1nclude:

all information concerning the objectives, method­
ology, results, or significance of any test or"experi­
ment performed on or with a toxic substance or its
separate ingredients, impurities, or degradation
products, and any information concerning the effects of
such toxic substance in the environment, inclUding, but
not limited to, data on safety to humans and mammals,
fish and wildlife, plants, and soil, or studies on
persistence, translocation" and fate in the environment,
and metabolism.

THE EXISTING SYSTEM

There is no federal law which attempts to categorize
what information may be claimed as a trade secret. Trade
secret status is determined under the law of each state
under varying criteria. l1ajor cases establishing and
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defining trade secret protection emerge primarily from
private actions based on tort or property concepts, usually
involving corporate theft, industrial espionage, or some
breach of a fiduciary relationship resulting in an ill­
gotten economic gain~

The majority of jurisdictions have over the years
adopted a definition provided by the Committee on Torts of
the American Law Institute in their Restatement of the Law
on Torts:

A trade secret may consist of any formula, pattern,
device or compilation of information which is used
in one's business,.and which gives him an opportunity
to 9btain an advantage over competitors who do not know
or use it. It may be a formula for a chemical com­
pound, a process of manufacturing, treating or pre­
serving materials, a patte~n for a machine or other
device, or a list of customers.

Under the Restatement definition any "compilation of
information" may qualify as trade secret if (1) the informa­
tion is used in one's business and provides a competitive
advantage, and (2) others do not know or use the informa­
tion, i.e., if is in fact a "secret." In order to establish
and maintain information as a secret, a business must
establish security procedures to restrict access to the
information, and insure that it is not f~eely diss;minated.
~'. -Thus, information is not a trade secret solely-because of
its type or class. A business must take affirmative action
to establish and maintain a trade secret.

Most recent federal trade secret litigation has.arisen
in the context of the "(b) (4)" exemption of the Freedom of
Information Act (FOIA), which grants a federal agency
authority to withhold from public disclosure information
that is trade secret or which is commercial or financial,
obtained from a person, and privileged or confidential. 5
U.S.C. § 552(b) (4). To varying degrees, the Restatement
definition of trade secrets has been applied in federal
cases arising under FOIA. The leading case interpreting
FOIA's (b) (4) exemption, National Parks and Conservation
Ass'n v. Morton, 498 F.2d 765 (D.C. Cir .. 1974), has modified
the traditional Restatement test to include the requirement
of a showing that significant harm to the information
submitter's competitive interest would likely result from
pUblic disclosure of the information. (An alternative test
established by National Parks recognizes the possible
impairment of the government's ability to obtain information
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in the future if information already submitted were released
to the" public. The court limited this consideration, however,
to information not submitted "pursuant to statute, regulation
or some less formal mandate." 498 F.2d at 770. This test,
therefore, is inapplicable to this paper's discussion.)
Under the Restatement definition or under the courts'
interpretation of the Freedom of Information Act's (b) (4)
exemption, health, safety, and efficacy data submitted to
a federal agency, especially if submitted in order to
obtain pre-market approval, might qualify for confidential
treatment.

Numerous federal statutes concern trade secrets. In
general, these statutes merely state that "trade secret
information" obta.ined by the government shall not be dis­
closed to the public. However, some statutes provide for
disclosure in particular circumstances, and others mandate
disclosure of specific types of information which might
otherwise qualify as a trade secret under the Restatement
of Torts definition. Summarized below are the pertinent
data provisions of the toxic substances statutes considered
by the SUbcommittee.

Food, Drug, and Cosmetic Act, as amended, 21 U.S.C. § 301
et seq.

-
o

o

o

o

Expressly prohibits using to personal advantage
or revealing any information acquired by the
~gency concernlng any method or process which is
entitled to trade secret protection.-

FDA has consistently interpreted its statute as
permitting trade secret protection for safety and
efficacy data arising from animal and human testing
submitted in conjunction with new human drug
applications.

FDA's Public Information Regulations, which
establish general rules governing the confidentiality
of specific categories of information, provide
that agency-prepared summaries of safety and
data submitted with new drug applications as
required by law maybe disclosed, but that the
raw data are entitled to trade secret protection,
if claimed.

Safety, effectiveness and functionality data con­
cerning human antibiotic drugs and food color
additives are publicly available.
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Occupational Safety and Health Act, 29 U.S.C. § 651 etseq.

o Information obtained in connection with any inspection
or proceeding and which contains or which might
reveal a trade secret is required to be considered
as confidential.

. (/----

Consumer Product Safety Act, 15 U.S.C. § 2051·et seq.

o All information reported to or otherwise obtained
by the Commission which contains or relates to
a trade secret shall be considered confidential
and shall not be disclosed.

Poison Prevention Packaging Act of 1970, 15 U.S.C. § 1471 et seq

o Does not contain specific trade secret provisions.

Federal Hazardous Substances Act, 15 U.S.C. § 1261et seq.

o Expressly prohibits using to personal advantage
or revealing any information which· is entitled
to trade secret protection.

Marine Protection, Research and Sanctuaries Act, 33 U.S.C.
§ 1401 et seq .

• o

o

.

Does not contain specific' trade secret provisions.

Information received as part of an application
or in connection with any permit granted is avail­
able to the public as a matter of public record.

Federal Insecticide, Fungicide, and Rodenticide Act, 7 U.S.C.
§ 135 et seq.

o

o

Information, including safety and efficacy data
submitted to support a registration, may not be
made public if, in the judgment of the Administrator,
it contains or relates to trade secret or commercial
or financial information which is privileged or
confidential.

If trade secret protection is not claimed for .
safety and efficacy data requiredfQr'registration,
a second'applicant seeking to register the same
pesticide may rely on the data submitted by .the
first applicant provided the second offers to pay
the first reasonable compensation for producing
the data.
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Clean Air Act, 42 U.S.C. § 18~7 et seq ..

o All records, reports, or information which contain
trade secret information are required to be main­
tained in confidence and may not be disclosed to
the public.

o Emission data is excepted from the general policy
and such data must be disclo.sed.

Clean Water Act (Federal Water Pollution Control Act), 33
U.S.C. § 1351 et seq.

o

o

Upon a satisfactory showing that information if
made public would reveal trade secret information,
such information shall be maintained in confidence.

Effluent data is excepted from the general policy
and must be disclosed.

Safe Drinking Water Act, 42 U.S.C. § 300(f) et seq.

o Upon a satisfactory showing that information if
made public would reveal trade secret information,
such. information shall be maintained in confidence.

o-- - Upon
- made

such

a satis£actory showing that information if
pUblic would reveal trade secret information,
information shall be maintained in confidence.

Toxic Substances Control Act, 15 U.S.C. § 2601 et seq.

o

o

o

o

The general policy provides that information
exempt from disclosure under the trade secrets
exemption of the Freedom of Information Act
shall be maintained in confidence ..

An exception to the general policy permits
disclosure of any information when necessary to
protect health or the environment against an
unreasonable risk of injury.

Data from health and safety studies is excepted
from the general policy and may be disclosed.

The Administrator may require that testing be
conducted on chemical substances or mixtures
to develop data on their health and environmental
effects.
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An exemption to the testing requirement is
permitted if the substance or mixture is equivalent
to one for which data has been, or is being,
submitted, and the Administrator determines that
additional data would be duplicative.

The person or persons receiving an exemption
must provide fair and equitable reimbursement
to the person or persons who. incurred costs in
developing the data.

Hazardous Materials Transportation Act, 49 U.S.C. § 1806 et seq.

o Does not contain specific trade secret provisions

Although not exclusively applicable to toxic substances,
two additional statutes must'be included in this list.

Freedom of Information Act, 5 U.S.C. § 552(b) (4)

o Discretionary authority to withhold from public
disclosure trade secrets and commercial or
financial information obtained from a person
and whi.ch are privileged or confidential.

Act of June 25, 1948, 18 U.S.C. § 1905

o Provides a fine or imprisonment or both for any
__ -federal employee who Qiscloses trade-secret

- information learned during the course of his
or her employment.

Thus, while the general policy expressed by Congress in
laws such as the Freedom of Information Act, the Government
in the Sunshine Act, and the Federal Advisory Committee Act
has been that the public is entitled to the fullest information
regarding the decisionmaking process of the federal government,
Congress recognized that exceptions to this general policy
are necessary. Laws relating to toxic substances generally
follow this scheme, but create, in addition, categories of
data which are excluded from confidential treatment, presumably
because of the overriding public need for such information.

PENDING LEGISLATION

Three bills pending in Congress deserve specific mention.
One is the Drug Regulation Reform Act of 1978 (S.2755, II.R.
11611) which would revise and reform the federal laws aDo1icable
to drugs; the second, a bill to revise the Federal Insecticide,

0,
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Fungicide, and Rodenticide Act (S. 1678); and the third, the
Criminal Code Reform Act (S. 1437) would provide sanctions
against a government employee who reveals private information
submitted for a government purpose in addition to those
available under 18 U.S.C. § 1905.

The Drug Regulation Reform Act would amend current
procedures within FDA for issuing and approving new drug
entities. Upon the filing of a petition for a new drug
monograph, a report in summary form adequate to disclose the
basis on which the petitioner concluded that the drug is
effective and has been assessed for risks becomes publicly
available.

At the time of filing a petition, all of the safety and
effectiveness data, i.e., the actual data, not summaries,
may be disclosed to, but not copied by, any person who seeks
the information solely for the purpose of participating in
any public hearing concerning the petition. The person must
demonstrate that he will not use the information "for commercial
purposes and that he or she is not acting on behalf of any
person who would be able to use the information for commercial
purposes. The person obtaining the safety and effectiveness
data must est~blish also that he or she will take security
precautions respecting the storage and the further disclosure
of the information obtained until such time as the information
becomes available to the public:_.,

Orrce a new drug monograph is approved and-issued, the
public has access to a report containing a detailed ge­
scription of each investigation concerning the effectiveness
and risks of the new drug, as well as a full report of all
data and information from each investigation, including data
not considered by the petitioner as relevant to safety and
effectiveness. However, notwithstanding full public dis­
closure, a second applicant may not rely on the published
data to obtain a drug product license under the monograph
during a period of five years following the date on which
the monograph first became effective unless the pioneer firm
which established the monograph authorizes use of the data,
or the applicant provides information which, independently
of the data and information submitted by the pioneer firm as
part of the petition to issue the monograph, would be
adequate to support a determination that the drug is safe
and effective. " "

",
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Under the pending pesticide bill, a House-Senate
Conference Committee recently reached an agreement which
would provide that all test data submitted on or after
January 1, 1970, for the purposes of registering a new
pesticide, would be compensable for 15 years from the. date
the data are filed. The conference compromise further
provides that the original data submitter shall have ten years
from the date of registration of exclusive use of the data
supporting registration.

The Criminal Code Refonn Act as passed by the Senate
would strengthen the sanctions available against a public
servant who reveals "private information submitted for a
government purpose." The new provision would cover informa­
tion submitted solely to comply with a duty imposed by law
or by requirements for the application for a patent, license,
or other benefit. Release pursuant to the Freedom of Informatio:
Act, however, would constitute an affirmative defense. At
present, the only government-wide sanctions available for
disclosure of trade secret data are under 18 U.S.C. § 1905,
which is rarely used.
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POLICY CONSIDERATIONS

This' section will discuss the policy considerations
that favor granting trade secret protection to health,
safety, and efficacy data or that favor full public
disclosure of the data. The following section will
discuss alternatives to these polar positions.

Considerations for Granting Trade Secret Protection

o Preserve the Incentive to Innovate

This consideration is most applicable to drugs,
pesticides, and some other toxic substances which, because
of pre-market approval or testing requirements and the
large capital investment required, present a unique
problem. Each industry is subject to a regulatory
scheme which may require submission of safety and
efficacy data to obtain pre-market approval of new pro­
ducts. This data is expensive and time-consuming to
generate. As such, it is a valuable economic property
to the companies which developed it when it poses a
barrier to entry to the market for companies which have
not developed such data, indicates research trends for
those seeking to duplicate the information or develop
new uses for·the drug or pesticide, provides the basis
for more effective marketing of the product, or
otherwise provides a legitimate and substantial competitive
advantage.- '

Traditionally, trade secret rights have provided
economic incentives to industry to invest in needed
research and development of new products, since by statute
safety and efficacy data are not subject to patent pro­
tection. Adequate incentives to new research and '
development is necessary as most new product research
occurs in the private sector. Industry argues that
absent trade secret protection, or some other method of
appropriate protection, their anticipated return on
research and development investment and their market
share could be diminished because competitors could
market the same product with far less development cost
and less financial risk, although it is recognized that
the effects of reduced trade secret protection are still
highly uncertain.

----..,,-_-7-

"
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o Paten t; Protection is I,nadequate

Patent protection is available for any new and
useful process, machine, manufacture, or composition of
matter, or any new and useful improvement thereof.
Patent protection is not available for the raw data
obtained from laboratory testing. The only protection
currently available for the data is under trade secret
laws. As recently as 1974, the Supreme Court considered
the relationship of patents and trade secrets and con­
cluded that there is no real possibility that trade
secret law will conflict with the federal patent laws.
Kewanee Oil Co. v. Bicron Corp, 416 U.S. 470 (1974).

An interim report of a review panel evaluating FDA's
trade secret policies concluded that "the present patent
system seems ill-suited to reward innovation in drug
research." Patents are applied for generally immediately
after identification of a potentially important new
chemical entity. The l7-year patent term begins on the
grant of the patent, an average of 19 months after the
application is received. However, because of the require­
ment to obtain pre-market approval in the drug and pesticide
area, and be~ause the regulatory approval process is time­
consuming, effective patent protection may be diminished
by five or more years. In addition, although patent

/. / ;infringement provides the patent holder with a federal
a·tJ"l. (I cause. of. action, litigation ~s eXRen1~ve and lengthy.

";;",.. IJ J \..1 t.,/hi ).-e ~ {e~ J- N ,;j'1 84f ~I-<Jvfk-.o F/~ &~p~ It ~s argued by those who would exclude safety and

rl
e f f i c a c y data from trade secret protection, however, that

~r) I patent protection together with an exclusive use or
V~ (~ compensation scheme would reward the inventor and
~~ provide adequate incentives for continued R&D investment .

.~ ~ Considerations for Public Disclosure

~ II '// e- 0 Public Interest in Information Concerning
J" 1 {,j Jft Heal t.h., Safety, and Efficacy

J '
;.£.,;, The increasing presence of toxic chemicals in the
/ A environment and the resultant need for adequate risk

~
• 1\ .assessment, together with the well-recognized right .Of
. 'citizens to receive information that is of concern to

~. :~~:~sc~~~~~at~e~~~~~~~~r~nt~~ei~~~~~;n~~~:ai~~l;~fects
of a chemical to which the public is or could be exposed.

Review Panel on New Drug Regulation, Interim Report,
"An Evaluation of FDA's Trade Secrets and Freedom
of Information Policies," Department of Health,
Education, and Welfare, 1976.



Additionally, the citizen seeks, ei.ther individually
or through representatives such as public interest groups
and consulting scientists, to participate in and review
government decisions. Without extensive disclosure of the
information on which these decisions are being based, the
public would pe unable to actively participate in the
process by which these decisions are reached or to
adequately evaluate the soundness of agency decisions.
Additionally, such evaluation and participation is desir­
able as it would promote acceptance of agency decisions
and permit discussion and critique of controversial
decisions.

o Disseminate Scientific Knowledge and Promote
Submission of Data of High Quality

Health, safety, and efficacy data have both a
scientific value and an economic value. Trade secret
protection preserves the economic value, but eliminates
the scientific value, as this information is not available
to the general scientific community. Safety, health,
and 'efficacy data should not lie outside the accepted
scientific process providing opportunities for replication
of studies or tests and for challenge of the results or
conclusions •. Those reviewing the data may provide fresh
insight into the data's evaluation as the result of the
reviewers I different: approaches.

~e scientific process irr general wou~d-be stimulated
by opportunities for agency scientists to review and
discuss the studies they evaluate with members of the
scientific community outside the agency or federal govern­
ment.

o Reduce Duplicative Testing

This consideration is primarily applicable to the
drug and toxic chemical areas where the pre-market approval
process requires submissions of a substantial amount of
safety and efficacy data. After this data is developed
by a pioneer firm, if it were available to a second firm
which wanted to obtain market approval for a substantially
identical drug or pesticide, the second firm would not
have to duplicate the testing done by the pioneer firm.
It is maintained that this would eliminate the inefficient
use of limited scientific resources and, especially in
the drug area, reduce the unnecessary risks associated
with repeated·clinical trials.
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< Industry counters this arg~ent with the assertion
~~~~ hat unnecessary duplicative testing rarely occurs, and
vp;,(/.that additional ~c~entific.inv:,s~igation which ~oes .,PJ ~~ 'occur serves leg~t~mate sClent~f~c purposes by ~ncreas~ng

~fU~tJs' the validity of knowledge as a result of the broader data
"e-lfl.. , I' base established. .
lJefJ~r; dJc.t~ Reducing duplicative testing also promotes administra-

• ~~./ / tive efficiency in each agency because it could eliminate
~~; need to evaluate the same data several times .

. (--J I;e.. OPTIONS

The Subcommittee considered the following options for
a comprehensive federal policy concerning disclosure of
health, safety, and efficacy data:

(1) no disclosure of the data;

(2) disclosure of summaries of the data;

(3) full disclosure of all data; or

(4) fuil disclosure of the data with compensation,t~ or other limitations on its use.

~~ The-option of not disclosing ~he data would be
inappropriate based on the considerations set out above •

.~Similarly, the Subcommittee believes release of summaries
or\ 'of the data would be insufficient because of the resultant
~ inability of reviewing scientists to adequately analyze
iX\. the studies I conclusions or methodologies without having

access to the underlying data, and because of the summaries'
r 0~~nevenness of detail and quality.

~r V~If-t-, In response to public comments received by the Sub-
'_ ~ S committee, and in light of the considerations of the
~ I public and private interests involved, the Subcommittee

recommends full release of health, safety, and efficacy
data submitted pursuant to the authority of a federal
agency. In situtations where the data confers a competi­
tive advantage upon the submitter by virtue of its value
in obtaining pre-market approval, a system providing
compensation or restricted use would seem appropriate.
However, even in a pre-market approval context, if the
d.ata submittedto the agency demonstrated a. substantial
hazard or unreasonable risk to the public, that information
should be freely available to the public without restriction.
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It is important to recognize that arguments
public disclosure of he~lth, safety, and

ffi.c acy data are severable from the arguments concerning
lie need to stimulate the private sector to develop new

chemical compounds and to protect manufacturers' competi­
tive advantage. A properly designed disclosure system
could provide adequate protection of manufacturers'
economic interests and stimulate innovation in the
private sector, as well as allow full public access
to all health, safety, and efficacy data.

It should also be emphasized that although certain
safety, health, and efficacy data could qualify for con­
fidential treatment under existing case law, substantial
support can be found in a number of federal Btatutes
for public disclosure of information of this type, not­
withstanding its otherwise confidential nature. The

t Toxic Substances Control Act (TSCA), the most recent
federal legislation passed which pertains to disclosure

'~., of safety and health data, recognizes the public's compel­
:~ ling interest in access to health and safety data and
, mandates public disclosure of all such data submitted

~"l'{~ ursuant to TSCA. Similarly, the Clean Air Act exempts
(U'V9J\fi" missions data from claims of confidentiality, the
\ Clean Water Act exempts such claims for effluent data,

and the Safe Drinking Water Act provides for full public
disclosure of information relating to contaminants in
drinking water. To an extent, all of these types of
data constitute public health data, in that they pertain
to potentially hazardous substances to'which the public
is exposed. Therefore, although TSCA's data disclosure
provisions are the broadest, Congress has long recognized
the need for delineating certain types of data as being
unsuitable for confidential treatment. The proposed FIFRA
amendments and the Drug Regulation Reform Act also resolve
this issue in favor of public disclosure.

Under the Freedom of Information Act's (b) (4)
exemption to mandatory public disclosure for trade
secrets and confidential commercial and financial informa­
tion, the courts also have recognized the need to balance
the public and private interests involved. Within the
context of proposed disclosure of proprietary data, a
federal circuit court held that under certain circumstances
"[ilt may well be that there is no other alternative than
releasing this information and subjecting the [informatio~

submittersl to the financial loss that such disclosure
would entail." Penzoil Co.v. Federal Power Commission,
534 F.2d 627 (5th cir. 1976).
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The Toxic Substances Contro~ Act's solution to
the potential harm of public disclosure of health and

.safety data is through a compensation scheme,
minimizing the burden to the data sUbmitters. In
situations where the sole or primary economic value
of the data is that it prevents market entry by a
competitor who has not produced the data, a compensa-
tion or restricted use approach as proposed could probably
obviate the need for trade secret status of such data.

If the decision is made to publicly release
health, safety, and efficacy data, the following ques­
tions must be addressed: in what form should the data
be released; when should it be released; and. under what,
if an~ conditions?

In \'i1hat Form?

Those who advocate the need for public disclosure
of data generally adopt the position that all the data
submitted in a pre-market approval or notification process
must be released in order to permit meaningful public
participation in and review of government decisions, and
to facilitat~ an agency's development of criteria for
making its decisions. An alternative to full disclosure
would be data in s~~ary form.

I~ light of the scientific a~d public interest con­
siderations discussed above, and particularly the inability
for adequate review of such data in summary form, the
Subcommittee's preliminary recommendation is for public
disclosure of all health, safety, and efficacy data.

When?

The Subcommittee recommends that, in general, health,
safety, and efficacy data should be released to the
pUblic upon receipt by the agency.

Data submitted for pre-market approval presents
different considerations with regard to the timing of
public disclosure. The data could· be released:

(1) as soon as it; is received by the agency.
This permits prompt disclosure, but the
data may be incomplete or later modified;

(2) prior to proposed .approval, providing an
adequate time for meaningful pUblic review,
thus permitting public comment before a
decision becomes effective;
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(3) concurrent with approval; or

(4) a specified period after approvaL

In conjunction with exclusive use or compensation
provisions, the Subcommittee recommends the second
option as being most consistent with the policy goals
outlined at the outset. Public participation in
decisionmaking'is effectively denied by the third or
fourth options, while the second option allows necessary
public involvement, while at the same time protecting
corporate investment.

Under What, If Any, Conditions?

1
1 The Subcommittee recommends that, in general, all

health, safety, and efficacy data be released without
restriction. In a pre-market approval context, however,
if the data provides a unique competitive advantage to
the submitter, a system designed to protect submitters'
economic interests would probably be appropriate.

If all data is publicly disclosed, th~ disclosure
could be accompanied by conditions which might ameliorate
its effect orr incentives for innovation. Disclosure
could be accompanied by restrictions on competitive
use (e.g., a period of exclusive use), such as proposed
in the Drug Regulation Reform Act. A compensatory
scheme CQuld be devised to reimburse the pioneer firm
for the costs and risks of basic development. This
approach, which has been followed in the FIFRA amend­
ments (S. 1678) and in TSCA, could involve substantial
administrative burdens, but on balance appears to hold
the most promise for an equitable federal disclosure
policy. The FIFRA proposal also provides for a limited
period of exclusive use of the data by a pioneer firm.

CONCLUSION

The Subcommittee believes that the ideal policy
concerning disclosure of health, safety, and efficacy
data will:

protect and promote the public health and
environment;

protect' and promote research and innovation;

,permit extensive public participation in the
decisionmakingprocess;

promote submission of high quality data;



,-,

! . reduce duplicative research; and

reduce administrative burdens.

. I P) I l' . .. d' ht n non- ~cens~ng s~tuat~ons, measure aga~nst t e
1/J1Ip/ objectives of an ideal policy, the Subcommittee ..believes
f'V· that a policy of full public disclosure of health,

- safety, and efficacy data would not impair incentives
to private investments or innovation.

The Subcommittee recommends a policy of full pUblic
disclosure upon agency receipt of health, safety, and
efficacy data submitted pursuant to an agency's authority.
In the pre-market approval or notification context, full
disclosure combined with a mechanism for restrictions
on competitive use of the data would appear to represent
a reasonable compromise of the need to protect and preserve
investment incentives and the need for public availability
of the data. The Subcommittee further recommends that
such release in a licensing context be prior to any final
agency approval, but after the data have been submitted
to the agency in final form.

At this time, the Subcommittee is not proposing a
specific metrrod of implementation of the above recommenda­
tions. The eventual passage of the pending amendments
to FIFRA and the Drug Regulation Reform Act could
obviate the need for further substantial federal action.
However~ upon review of public comments, especially those
concerning methods of compensation, the Subcommittee may
recommend comprehensive legislation as the most effective
method of implementation of the Subcommittee's final
recommendations.


