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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

MEMORANDUM FOR 1  DOMESTIC POLICY COUNCIL

FROM: Otis R. Bowen, M.D 94”—/4%
Secretary ' :
Department of Health and Human Servic

ISSUE: Should heart transplants be co\ ed under Medicare? If so, should
conditions be placed on such coverage?

Background

The report of the Congressionally mandated Task Force on Organ
Transplantation will be published in late May, and will focus publin attention on
the policy of the Department of Health and Human Services (HI ' with respect
to human heart transplantation. The rapid increase in the number of heart
transplants performed underscores the importance of this issue. In 1984 there
were 373; 730 were-performed in 1985; and in the first three months of 1986
there have already been 300 performed.

This issue has been the subject of study and deliberation within the Department
since 1980. There has also been strong Congressional interest in the
Department's position. In fact, Congressman Waxman held hearings on May 12 to
¢ cuss implementation of the National Organ Transplant Act of 1984.
Additionally, Senator Hatch has scheduled hearings for May 21 to review the
Task Force's recommendations and address future directions in Federal policy.

We have reached a point where we must con r the broad implications of
co' ing heart transplants under Medicare. As a result of advances in medical
technology and treatment and the success of efforts to promote organ donation,
the frequency of transplantation is no longer limited by scarce medical resources
and organ availability. In addition, heart transplantation results in increasingly
successful outcomes. Should Medicare cover heart transplants, improvements in
medical technology could lead to substantial Federal expenditures. The resource
allocation, quality of care, policy implications and ethical issues are of sufficient
importance to warrant Domestic Policy Council review.

Mec ovii i which are _easonable and
necessary for the diagnosis or treatment of illness or injury.," Currently
Mec :are does not cover heart transplants on the basis that, until recently, there
has not been adequate evidence of satisfactory surgical outcomes. HHS has no
authority to consider aggregate budget impact in making Medicare coverage
decisions.



















THE WHIT™ + £

WASHING™ N

May 16, 1986

MEMORANDUM FOR THE DOMESTIC POLICY COUNCIL

FROM: RALPH C. BLEDSO%‘LW |
r

Executive Secret

SUBJECT: Meeting on May 20, 1986

Attached are an agenda and materials for the Domestic
Policy Council meeting scheduled for Tuesday, May 20, 1986 at
2:00 p.m. in the Roosevelt Room. Two items will be covered.

The first agenda item, Organ Transplantation, will
include a presentation and discussion of whether heart
transplants should be covered under Medicare. This has be 1
discussed within the Health Policy Working Group and a paper
drafted by the Group is attached.

The second agenda item will include a discussion of
biotechnology issues. The Working Group on Biotechnology is
seeking approval from the DPC to publish a coordinated
framework for the regulation of biotechnology. Future
Working Group issues such as commercialization and international
cooperation will also be discuss 1. A paper on the framework
is attached, along with a draft Federal Register notice and
Pre =~ e.
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o The CCNRE established a Biotechnology Working Group in
il 1984.
o] The Working Group, upon CCNRE approval, published in the

Federal Register a proposed coordinated regulatory framework for
comment in December 1984.

o To ensure consistent biotechnology science policy among the
agencies, the Biotechnology Sci 1ce Coordinating Committee (BSCC)
was chartered in October 1985 under the Federal Coordinating
Council for Science, Engineering and Technology (FCCSET) upon
approval by the DPC.

o At the direction of the Working Group, the BSCC developed
the unifying definitions and uniform scientific principles
essential for the final coordinated regulatory framework.

Development of the proposed coordinated framework for the
regulation of biotechnology proceeded upon a determination that
existing statutory authority was sufficient to regulate
biotechnology. The proposed fr =work enc ap: 3es guideline of
a crosscutting nature that interpret regqulatory practices and
responsibilities across a broad spectrum of statutes and agencies
(e.g., Food, Drug, and Cosmetic Act, Toxic Substances Control
Act, Federal Insecticide, Fungicide and Rodenticide Act, Federal
Plant Pest Act).

Industry is awaiting the publication of the policy which it
believes will provide a necessary climate of regqgulatory
certainty. There has been continuing Congressional interest,
often expressed by hearings, on the safe use of biotechnology and
the ability of the Administration to competently assure adequate
regulatory protection of risks to health and the environment.

Disrne<ion: It is critical for Administration policy to maintain
a pruper balance between the public concerns for health and
wironmental safety while maintaining sufficient regulatory
flexibility to avoid impeding the growth of an infant industry.
The policy needs to be able to evolve in a manner correspondii
to rapid technological advancements that are taking place. (
great concern is that we not place ourselves at a competitive
disadvantage with other nations, particularly since the
underlvina hinlogical research that forms the foundation of the

1 o S ries,
most notably Japan, Germany, France, and the United Kingdom.
Moreover, in the past three years, the Soviet Union has become a
significant force in the area of large-scale fermentation. The
policy addresses these concerns in a balanced manner.




The final coordinated framework for the regulation of
biotechnology refines the proposed framework based upon
consideration of the co ents received and the unifying
definitions proposed by the BSCC. The framework:

0 More precis .y defines thi organisms that are believed
to pose such risk as to require federal review, and excludes
classes of organisms which are not considered to possess
characteristics that impart a sufficient degree of risk to
trigger requlation by a federal agency;

o Contains tt regulatory policies of FDA, EPA, OSHA and
USDA, and the research policies of NIH, NSF, EPA, and USDA.

o Id 1tifies a single agency as responsible for a
particular class of products or for categories of research
experiments, to the extent possible; ic¢ 1tifies a lead
agency when statutory requirements involve more than one
agency, and establishes consolidated or coordinated reviews.

The Working Group recognizes that in this emerging technological
area, there are many concerns about hypothetical environmental
consequences from the introduction of modified oraanis . Any
proposal will be subject to debate. Because this policy rel =s
upon sound scientific evidence in addressing those areas that
require regulatory intervention, the Working Group and the BSCC
are confident that the approach is reasonable, workable, and
defensible scientifically.




OFFICE OF SCIENCE AND TF™) Y POLICY
COORDINATED FRAMEWORK FOR "~"3ULATION OF BIOTECHNOLOGY:

AGENCY: Executive Office of the President, Office of Science and
Technology Policy

ACTION: Announcement of Policy; Notice for Public Comment

SUMMARY: This Federal Register notice announces the policy of the
federal agenci 3 involved with the review of biotechnology research
and products. As ¢ ‘tain concepts are new to this policy, and will
be the subject of rulemaking, the public is invited to comment on
these aspects which are specifically identified herein.

DATE: Comments must be received on or before [insert date 60 days
after date of FR Not ' :e].

Public Partici tion: The Domestic Policy Council Working Group
on Biotechnology through the Office of Science and Technology
Policy, is seeking advice on certain refinements published herein
to the previously published proposed coordinated framework for
regulation of biotechnology. These new aspects include the
Biotechnology Science ~ »>rdinating Committee's (I "IC's) definit. ns
for an "intergeneric organism (new organism)" and for "pathogen."
These definitions are critical to the coordinated framework for the
regulation of biotechnology because they establish the types ot the
organisms subject to certain kinds of review.

It is the intention of the Domestic Policy Council Working

1 nc.¢ 7, tr achnt
Committee (BSCC), the Department of Agriculture (USDA), the

Environmental Protection Agency (EPA), the Food and Drug

DRAFT 5/15/86 PAGE 1
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Notice"). These laws are product- ~decific because they regulz*»
certain product uses, such as foods or pesticides. This approach
provides the opportunity for similar products to be treated
similarly by particular regulatory ac .cies.

Biotechnology also includes recently developed and newly
emerging genetic manipulation technologies, such as recombinant DNA
(rDNA), recombinant RNA (rRNA) and cell fusion, that are sometimes
referred to as genetic engineering. While the recently developed
methods are an extension of traditional manipulations that can
produce similar or identical products, they enable more precise
ger tic modifications, and therefore hold the promise for exciting
innovation and new areas of commercial opportunity.

Concerns were raised as to whether products resulting from
the recently developed techniques would pose greater risks than
those achieved through traditional manipulation techniques. For
example, what might be the possibl environmental consequences of
the many anticipated agricultural and env’' »>nmental applications
that will take place outside the physical constraints of a
contained facility? In particular, the environmental application
of genetically engineered microorganisms may elicit concern because
they are of microscopic size, and some may be able to reproduce,
proliferate, and become established.

The underlying policy question was whether the regulatory

rk tl to 7 L

genetic manipulation techniques was adequate for products optained

with the new techniques. A similar question arose regarding the
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involv 1ent in 3es where th pe¢ :icide is also plant e
animal pathogen, or regulated article requiring a permit. (F \ may
become involved in implementing pesticide tolerances for foods.)

"Other uses (microorganisms)" include uses involving release
into the environment. For these, jurisdiction " :pends on the

‘laracteristics of the organism as well as its use. "Intergeneric

combination® microorganisms w:*1 be reported to EPA under P
requirements, with APHIS involvement in cases where the
microorganism is a also a "regulated article" requiring a permit.

"Intrageneric combinations" are those microorganisms formed by
genetic engine :ing other than intergeneric combinations. For
these, when there is a pathogenic source organism, and the
microorganism is used for agricultural purposes, APHIS has
jurisdiction. If the microorganism is used for nonagricultural
purposes, then EPA has jurisdiction, with APHIS involvement in
cases where the microorganism is also a regulated article requiring
a permit, Intrageneric combinations with no pathogenic source
organisms are unc¢ : EPA jurisdiction although EPA will only require
an informational report.

Nonengineered pathogenic microorganisms that are used for an
agricultural use will fall under APHIS jurisdiction. 1 )se that are
for a nonagricultural use come under EPA jurisdiction, with APHIS

involvement in cases where the microorgani is also a plant pest

microorganisms are under EPA jurisdiction which will require only

an informational report.
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It should be noted that not ~*1 exper‘lents involving th
environmental release of genetically engineered organisms require’
prior federal approval. 1In plant applications there is a
substantial body of research indicating t at such experi :nts are
of low risk. For certain categories of mi :oorgani s modified by
traditional genetic modification techniques, there is also a
substantial body of research indicating low risk or enviro ental

experiments.

Chart IT -- Coordinated Fr  iork -- Biotechnology R~~~~-zh
Terisdiction shows which agency has responsibility for a particular

experiment. If more than one agency has potential jurisdiction,
one agency has been designated as the lead agency and it is marked
with an asterisk on Chart II. The lead agency designation

depends on which research agency is funding the research (e.g. NIH,
S&E, or NSF) or which regulatory agency reviews specific purpose
research (e.gq. 'sticides). 1In the chart and in this di: 1ission,
the authority refers to approval of the actual execution of

experiments and not to their funding.
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exempted from the definition should be conducted without adherence
{ proper manufe :uring standards or research guidelines.

Given the statutory differences in the laws that they
administer, the agencies adopt . the principles underlying the
definitions in ways consistent with their legislation. EPA, APHIS,
and S i are using the definitions to identify levels of review for
microbial products within their jurisdiction. EPA, APHIS, | \,
S&E, and NSF are using the definitions as factors to consider in
the review of products or experiments.

The BSCC is attempting to define what constitutes "release into
the environment." The BSCC is establishi a working group on
greenhouse containment and small field trials in order to develop
scientific recommendations, The concept of "containment" has
traditionally been used to describe physical conditions which
severely limit release (for example, a contained laboratory
fermentation facility). Containment can also be "biologic" because
the ability of an organism to reproduce, exchange genetic
information, or become established can be effectively limited
biologically. Thus, the BSCC's exploration of the conditions that
constitute release into the environment will consider circumstances
of both physical and biological containment for particular
organi s ~~d "' circ —stances of their release. While the concept
of pl-sical containment may imply the high containment conditions

an 1 .n ] ' Louvo L
practice many simpler effective barriers are routinely used; { ese

include microplots for soil bacteria and fungi, paddocks for
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Environmental Applications of Organisms Derived by Recombinant DNA
m~~tqjques,” The United States is pleased to have had the
opportunity for its exper’ to work with those of other governments

in the preparation of this report. The report includes the

following concepts:
S £ Mai Poin

Recombinant DNA techniques have opened up new and promising
possibilities in a wide range of applications and can be
expected to bring consider " le benefits to mankind. They
contribute in several ways to the improvement of human h¢ 1th
and the extent of this contribution is expected to increase
significantly in the near future.

The vast majority of industrial rDNA large-scale
applications will use organi s of intr: sically low risk which
warrant only minimal containment, Good Industrial Large-Scale
Practice (GILSP).

When it is necessary to use rDNA organisms of higher 1”3k,
additional criteria for risk ass¢ sment can be identified and
furthermore, the technology of physical containment is well
known to industry and has successfully been used to contain
pathogenic organisms for years. Therefore, rDNA microorganisms
of higher risks can also be handled safely under appropriate
physical and/or biological containment.

Assessment of potential risks of organisms for
environmental or agricultural applications is less developed
than the assessment of potential risks for industrial
applications. However, the means for assessing rDNA organisms
can be approached by analogy with the existing data base gained
from the extensive use of traditionally modified organisms in
agriculture and the environment generally. With step-by-step
assessment during the research and development process, the
potential risk to the environment of the applications of rDNA
organisms should be minimized.

I. General Recommendations
1
c. 1<
national regulations; deveJ.opments ln risk anaJ.ys:Ls; and

practical experience in risk management. Therefore,
information should be shared as freely as possible.

2. There is no scientific basis for specific legislation
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T " ions Spe-~+i€‘~ for Environmental and
‘ . licati

l. Considerable data on the environmental and human health
effects of living organisms exist and should be used to guic
risk assessments.

2., It is important to evaluate rDNA modified organisms for
potential risk, prior to applications in agriculture and the
environment, However, the development of general international
guidelines governing such applications is premature at this
time. An independent review of potential risks snould be
conducted on a cases-by-case basis prior to application.
Case-by-case means an individual review of a proposal against
assessment criteria which are relevant to the particular
proposal; this is not intended to imply that every case will
require review by a national or other authority since various
classes of proposals may be excluded.

3. Development of organisms for agricultural or
environmental applications should be conducted in a stepwise
fashion, moving, where appropriate, from the laboratory to the
growth chamber and greenhouse, to limited field testing and
finally, to large-scale field testing.

4, Further research to improve the prediction, evaluation,

and mo~“toring of the outcome of applications of rDNA organi 1s
should be encouraged.
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