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COMMISSION ACTIVITIES
An Overview
President Reagan, seeking to ensure a thorough and unbiased
investigation of the Challenger accident, announced the formation of
the Commission on February 3, 1986. The mandate given by the
President, contained in Executive Order 12546, required Commission
members to:

(1) Review the circumstances surrounding the accident to establish
the probable cause or causes of the accident; and,

(2) Develop recommendations for corrective or other action based
upon the Commission's findings and determinations.

The Commission itself divided into four investigative panels:

1. Development and Production, responsible for investigating the
acquisition and test and evaluation processes for the Space Shuttle
elements;

2. Pre-Launch Activities, responsible for assessing the Shuttle
system processing, launch readiness process and pre-launch security;

3. Mission Planning and Operations, responsible for investigating
mission planning and operations, schedule pressures and crew safety
areas; and

4. Accident Analysis, charged with analyzing the accident data and
developing both an anomaly tree and accident scenarios.

More than 160 individuals were interviewed and more than 35 formal
panel investigative sessions were held generating almost 12,000 pages
of transcript. Almost 6,300 documents, totaling more than 122,000
pages, and hundreds of photographs were examined and made a part of
the Commission's permanent data base and archives. These sessions and
all the data gathered added to the 2,800 pages of hearing transcript
generated by the Commission in both closed and open sessions.

In addition to the work of the Commission and the Commission staff,
NASA personnel expended a vast effort in the investigation. More than
1,300 employees from all NASA facilities were involved and were
supported by more than 1,600 people from other government agencies and
over 3,100 from NASA's contractor organizations. Particularly
significant were the activities of the military, the Coast Guard and
the NTSB in the salvage and analysis of the Shuttle wreckage.
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RECOMMENDATIONS OF THE PRESIDENTIAL COMMISSION

The Commission has conducted an extensive investigation of the
Challenger accident to determine the probable cause and necessary
corrective actions. Based on the findings and determinations of its
investigation, the Commission has unanimously adopted recommendations
to help assure the return to safe flight.

The Commission urges that the Administrator of NASA submit, one year
from now, a report to the President on the progress that NASA has made
in effecting the Commission's recommendations set forth below:

I

DESIGN

The faulty Solid Rocket Motor joint and seal must be changed. This
could be a new design eliminating the joint or a redesign of the
current joint and seal. No design options should be prematurely
precluded because of schedule, cost or reliance on existing hardware.
All Solid Rocket Motor joints should satisfy the following
requirements:

The joints should be fully understood, tested and verified.

The integrity of the structure and of the seals of all joints should
be not less than that of the case walls throughout the design
envelope.

The integrity of the joints should be insensitive to:
--Dimensional tolerances.

--Transportation and handling.

--Assembly procedures.

--Inspection and test procedures.

--Environmental effects.

--Internal case operating pressure.

--Recovery and reuse effects.

--Flight and water impact loads.

The certification of the new design should include:

--Tests which duplicate the actual launch configuration as closely
as possible.

--Tests over the full range of operating conditions, including
temperature.

Full consideration should be given to conducting static firings of
the exact flight configuration in a vertical attitude.

INDEPENDENT OVERSIGHT

The Administrator of NASA should request the National Research Council
to form an independent Solid Rocket Motor design oversight committee
to implement the Commission's design recommendations and oversee the
design effort. This committee should:

Review and evaluate certification requirements.

Provide technical oversight of the design, test program and
certification.

Report to the Administrator of NASA on the adequacy of the design
and make appropriate recommendations.

II

SHUTTLE MANAGEMENT STRUCTURE

The Shuttle Program Structure should be reviewed. The project
managers for the various elements of the Shuttle program felt more
accountable to their center management than to the Shuttle program
organization. Shuttle element funding, work package definition, and

hitp://science.ksc.nasa.gov/shuttle/mis...s/rogers-commission/reccommendations.tx
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vital program information frequently bypass the National STS (Shuttle)
Program Manager.

A redefinition of the Program Manager's responsibility is essential.
This redefinition should give the Program Manager the requisite
authority for all ongoing STS operations. Program funding and all
Shuttle Program work at the centers should be placed clearly under the
Program Manager's authority.

ASTRONAUTS IN MANAGEMENT

The Commission observes that there appears to be a departure from the
philosophy of the 1960s and 1970s relating to the use of astronauts in
management positions. These individuals brought to their positions
flight experience and a keen appreciation of operations and flight
safety.

NASA should encourage the transition of qualified astronauts into
agency management positions.

The function of the Flight Crew Operations director should be
elevated in the NASA organization structure.

SHUTTLE SAFETY PANEL

NASA should establish an STS Safety Advisory Panel reporting to the
STS Program Manager. The Charter of this panel should include Shuttle
operational issues, launch commit criteria, flight rules, flight
readiness and risk management. The panel should include
representation from the safety organization, mission operations, and
the astronaut office.

ITI

CRITICALITY REVIEW AND HAZARD ANALYSIS

NASA and the primary Shuttle contractors should review all Criticality
1, 1R, 2, and 2R items and hazard analyses. This review should
identify those items that must be improved prior to flight to ensure
mission safety. An Audit Panel, appointed by the National Research
Council, should verify the adequacy of the effort and report directly
to the Administrator of NASA.

v

SAFETY ORGANIZATION

NASA should establish an Office of Safety, Reliability and Quality
Assurance to be headed by an Associate administrator, reporting
directly to the NASA Administrator. It would have direct authority
for safety, reliability, and quality assurance throughout the agency.
The office should be assigned the work force to ensure adequate
oversight of its functions and should be independent of other NASA
functional and program responsibilities.

The responsibilities of this office should include:

The safety, reliability and quality assurance functions as they
relate to all NASA activities and programs.

Direction of reporting and documentation of problems, problem
resolution and trends associated with flight safety.

\Y

IMPROVED COMMUNICATIONS

The Commission found that Marshall Space Flight Center project
managers, because of a tendency at Marshall to management isolation,
failed to provide full and timely information bearing on the safety of
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flight 51-L to other vital elements of Shuttle program management.

NASA should take energetic steps to eliminate this tendency at
Marshall Space Flight Center, whether by changes of personnel,
organization, indoctrination or all three.

A policy should be developed which governs the imposition and
removal of Shuttle launch constraints.

Flight Readiness Reviews and Mission Management Team meetings should
be recorded.

The flight crew commander, or a designated representative, should
attend the Flight Readiness Review, participate in acceptance of the
vehicle for flight, and certify that the crew is properly prepared for
flight.

VI
LANDING SAFETY
NASA must take actions to improve landing safety.

The tire, brake and nosewheel steering systems must be improved.
These systems do not have sufficient safety margin, particularly at
abort landing sites.

The specific conditions under which planned landings at Kennedy
would be acceptable should be determined. Criteria must be
established for tires, brakes and nosewheel steering. Until the
systems meet those criteria in high fidelity testing that is verified
at Edwards, landing at Kennedy should not be planned.

Committing to a specific landing site requires that landing area
weather be forecast more than an hour in advance. During
unpredictable weather periods at Kennedy, program officials should
plan on Edwards landings. Increased landings at Edwards may
necessitate a dual ferry capability.

VII

LAUNCH ABORT AND CREW ESCAPE

The Shuttle program management considered first-stage abort options
and crew escape options several times during the history of the
program, but because of limited utility, technical infeasibility, or
program cost and schedule, no systems were implemented. The
Commission recommends that NASA:

Make all efforts to provide a crew escape system for use during
controlled gliding flight.

Make every effort to increase the range of flight conditions under
which an emergency runway landing can be successfully conducted in the
event that two or three main engines fail early in ascent.

VIII

FLIGHT RATE

The nation's reliance on the Shuttle as its principal space launch
capability created a relentless pressure on NASA to increase the
flight rate. Such reliance on a single launch capability should be
avolded in the future.

NASA must establish a flight rate that is consistent with its
resources. A firm payload assignment policy should be established.
The policy should include rigorous controls on cargo manifest changes

http://science.ksc.nasa.gov/shuttle/mis...s/rogers-commission/recommendations. tx
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to limit the pressures such changes exert on schedules and crew
training.

IX

MAINTENANCE SAFEGUARDS

Installation, test, and maintenance procedures must be especially
rigorous for Space Shuttle items designated Criticality 1. NASA

should establish a system of analyzing and reporting performance

trends of such items.

Maintenance procedures for such items should be specified in the
Critical Items List, especially for those such as the liquid-fueled
main engines, which require unstinting maintenance and overhaul.

With regard to the Orbiters, NASA should:
Develop and execute a comprehensive maintenance inspection plan.

Perform periodic structural inspections when scheduled and not
permit them to be waived.

Restore and support the maintenance and spare parts programs, and
stop the practice of removing parts from one Orbiter to supply
another.

CONCLUDING THOUGHT

The Commission urges that NASA continue to receive the support of the
Administration and the nation. The agency constitutes a national
resource that plays a critical role in space exploration and
development. It also provides a symbol of national pride and
technological leadership.

The Commission applauds NASA's spectacular achievements of the past
and anticipates impressive achievements to come. The findings and
recommendations presented in this report are intended to contribute to
the future NASA successes that the nation both expects and requires as
the 21st century approaches.
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PREFACE

The accident of Space Shuttle Challenger, mission 51-L, interrupting
for a time one of the most productive engineering, scientific and
exploratory programs in history, evoked a wide range of deeply felt
public responses. There was grief and sadness for the loss of seven
brave members of the crew; firm national resolve that those men and
women be forever enshrined in the annals of American heroes, and a
determination, based on that resolve and in their memory to strengthen
the Space Shuttle program so that this tragic event will become a
milestone on the way to achieving the full potential that space offers
to mankind.

The President, who was moved and troubled by this accident in a
very personal way, appointed an independent Commission made up of
persons not connected with the mission to investigate it. The mandate
of the Commission was to:

1. Review the circumstances surrounding the accident to establish
the probable cause or causes of the accident; and

2. Develop recommendations for corrective or other action based
upon the Commission's findings and determinations.

Immediately after being appointed, the Commission moved forward
with its investigation and, with the full support of the White House,
held public hearings dealing with the facts leading up to the
accident. In a closed society other options are available; in an open
society -- unless classified matters are involved -- other options are
not, either as matter of law or as a practical matter.

In this case a vigorous investigation and full disclosure of the
facts were necessary. The way to deal with a failure of this
magnitude is to disclose all the facts fully and openly; to take
immediate steps to correct mistakes that led to the failure; and to
continue the program with renewed confidence and determination.

The Commission construed its mandate somewhat broadly to include
recommendations on safety matters not necessarily involved in this
accident but which require attention to make future flights safer.
Careful attention was given to concerns expressed by astronauts
because the Space Shuttle program will only succeed if the highly
qualified men and women who fly the Shuttle have confidence in the
system.

However, the Commission did not construe its mandate to require a
detailed investigation of all aspects of the Space Shuttle program; to
review budgetary matters; or to interfere with or supersede Congress
in any way in the performance of its duties. Rather, the Commission
focused its attention on the safety aspects of future flights based on
the lessons learned from the investigation with the objective being to
return to safe flight.

Congress recognized the desirability, in the first instance, of
having a single investigation of this national tragedy. It very
responsibly agreed to await the Commission's findings before deciding
what further action might be necessary to carry out its
responsibilities.

For the first several days after the accident -- possibly because of
the trauma resulting from the accident -- NASA appeared to be
withholding information about the accident from the public. After the
Commission began its work, and at its suggestion, NASA began releasing
a great deal of information that helped to reassure the public that
all aspects of the accident were being investigated and that the full
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story was being told in an orderly and thorough manner.

Following the suggestion of the Commission, NASA established several
teams of persons not involved in the mission 51-L launch process to
support the Commission and its panels. These NASA teams have
cooperated with the Commission in every aspect of its work. The
result has been a comprehensive and complete investigation.

The Commission believes that its investigation and report have been
responsive to the request of the President and hopes that they will
serve the best interests of the nation in restoring the United States
space program to its preeminent position in the world.
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Chapter I - Introduction

The Space Shuttle concept had its genesis in the 1960s, when the
Apcollo lunar landing spacecraft was in full development but had not
yet flown. From the earliest days of the space program, it seemed
logical that the goal of frequent, economical access to space might
best be served by a resuable launch system. In February, 1967, the
President's Science Advisory Committee lent weight to the idea of a
reusable spacecraft by recommending that studies be made "of more
economical ferrying systems, presumably involving partial or total
recovery and use."

In September, 1969, two months after the initial lunar landing, a
Space Task Group chaired by the Vice President offered a choice of
three long-range plans:

A $8-$10 billion per year program involving a manned Mars
expedition, a space station in lunar orbit and a 50-person
Earth-orbiting station serviced by a reusable ferry, or
Space Shuttle.

An intermediate program, costing less than $8 billion annually,
that would include the Mars mission.

A relatively modest $4-$5.7 billion a year program that would
embrace an Earth-orbiting space station and the Space Shuttle
as its link to Earth.

In March, 1970, President Nixon made it clear that, while he favored a
continuing active space program, funding on the order of Apollo was
not in the cards. He opted for the shuttle-tended space base as a
long-range goal but deferred going ahead with the space station
pending development of the shuttle vehicle. Thus the reusable Space
Shuttle, earlier considered only the transport element of a broad,
multi-objective space plan, became the focus of NASA's near-term
future.
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Groft, Steve (NCCAM)

From: Greene, Anita (NCCAM)

Sent: Tuesday, July 18, 2000 11:18 AM

To: Groft, Steve (NCCAM)

Subject: FW: AP clip: President announces CAM
FYl...

Subject: AP clip: President announces CAM

White House announces commission on alternative medicine

WASHINGTON (AP) President Clinton appointed a Harvard educated
psychiatrist Thursday as chair of a new commission charged with
recommending federal guidelines for the use of alternative medical
therapies.

Clinton created the White House Commission on Alternative
Medicine by executive order earlier this year. The commission is
supposed to recommend legislation or administration action to help
people make the most of alternative medicine while avoiding
potential risks from unproven therapies.

“*Each year, tens of millions of Americans receive alternative
therapies. The great potential and possible perils associated with
the use of complementary and alternative medicine have been well
documented,” Clinton said in a statement issued at the White
House. ““There is no doubt that these therapies should be held to
the same standard of scientific rigor as more traditional health
care interventions."

Clinton appointed Dr. James S. Gordon, of Washington, to chair
the group. He also appointed nine other members, with others
planned later.



3. Should a federally-sponsored entity be established to coordinate CAM-related activities
and discussions among federal agencies?

Public Information:

1. How can useful, reliable and updated information about CAM products and practices be
made more accessible to the public and to health professionals?

COMMISSION MEMBERSHIP

The White House will identify and appoint 10-12 knowledgeable and prominent representatives
with expertise in health care practice and/or CAM from the public and private sectors in the
following measure:

2-3 CAM practitioners

2-3 conventional medical practitioners

2-3 researchers of CAM or conventional sciences
2 health policy analysts

2-3 consumers/patient representatives

The Chair should be a respected health care professional with broad-based health care and public
policy experience, who reflects an openness to innovative alternative practice and an ability to
balance a wide diversity of views.

Additionally, a number of ex officio rqpresgntétives will be identified from federal agencies to
provide technical assistance and expertise. '

An executive staff will be established to organize and support the Commission, and will include
detailees from federal agencies. - S

TIME LINE and FUNDING

The Commission would be named and begin its work by April 15, 1999. It would conclude its
work and provide its recommendations to the President and Congress by May 1, 2000. It would
be funded by the $1,000,000 provided through the National Center for Complementary and
Alternative Medicine in the Fiscal Year 1999 Labor, HHS Appropriations Act.
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Given that many complementary medicine techniques are defined in terms of a static historical tradition,
discussing recent advances in complementary medicine is almost a contradiction in terms. None the less,
few acquainted with complementary medicine would deny that substantive shifts in its scientific base
and organisational structure have occurred recently. These shifts might indicate that complementary
medicine is becoming more integrated. Integration, as used here, means that similar clinical, scientific,
and regulatory standards are being applied across all forms of health care. If a list was written of what
patients care about (for example, the clinical relationship), what researchers feel is important (for
example, control of bias), what clinicians hold critical (for example, clinical competence), or what
matters to purchasers (for example, cost effectiveness) there would probably be no reference to the
historically and politically contingent concepts of "conventional” and "complementary" medicine.
Integration has obvious implications for the access to and availability of care. It also implies that
clinicians agree on their respective roles so that patients feel that they are receiving care as partof a
coordinated service. In this article [ review a number of signs that complementary medicine is becoming
increasingly integrated.
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trials of complementary treatments has approximately doubled every five

reviews of complementary medicine interventions.

Much of this evidence involves small numbers of patients and is of poor methodological quality;
however, high quality systematic reviews of complementary medicine have been published recently
which provide a reliable basis for making healthcare decisions. For example, a Cochrane systematic
review of St John's wort (Hypericum perforatum) for mild to moderate depression included 27 trials with
a total of more than 2000 participants.2 The review found that St John's wort was superior to placebo and
equivalent to tricyclic antidepressants but had fewer adverse effects. Although not all questions have
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been answered, particularly those of safety,l the review does provide a basis for making treatment
decisions. Another Cochrane review of a botanical medicine examined the effects of Saw palmetto
(Serenoa repens) on benign prostatic hyperplasia. Eighteen studies with a total sample size of nearly
3000 patients were included. Clear benefits were shown for urinary symptoms and peak urine flow 4
Other recent, high quality systematic reviews have found acupuncture to be effective for pain 36 and

nauseaZ but not for helping smokers to quit 2

One consequence of the increase in the availability of high quality data is that guidelines and consensus
statements published by conventional medical bodies have supported the value of complementary
medicine. In the United Kingdom guidelines from the Royal College of General Practitioners
recommend physiotherapy, chiropractic treatment, or osteopathy within six weeks of the onset of
persistent uncomplicated back pain.g The BMA recently published a report supporting the use of
acupuncture.-m In the United States, the National Institutes of Health have issued consensus statements
supporting the use of hypnosis for pain related to cancer and the use of acupuncture for pain and nausea.
1112 Acupuncture, hypnosis, and relaxation techniques are included in guidelines on the management of
pain associated with cancer that have been published by the US National Comprehensive Cancer
Network.13

(Credit: BRIDGEWATER BOOK CO)
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These shifts highlight an improved awareness among researchers of the importance of complementary
medicine and an improved awareness among complementary medicine practitioners of the importance of
research. These changes have led to increased funding and the establishment of complementary medicine
research units at sites of research excellence. Some of the ongoing research studies are shown in the box.
In the United Kingdom, the NHS recently funded two trials of acupuncture for treating chronic pain. In
Germany, a centre for research into complementary medicine at the Technische Universitat in Munich
has produced a series of important systematic reviews. 2514 And in the United States, a centre for
research into complementary medicine at the National Institutes of Health has a $68m (£45m) budget
and supports a large number of trials and research centres. The United States also has a large number of
units for research into complementary medicine that are based at conventional research institutions such
as the University of Maryland, Columbia University in New York, Harvard Universityin Massachusetts,
and Memorial Sloan-Kettering Cancer Center in New York. These institutions provide the sort of
intellectual and practical infrastructure essential for high quality research; this support has long been
missing in complementary medicine. For example, a phase I trial of a botanical cancer treatment planned
at Memorial Sloan-Kettering has been developed by a team that includes experts in complementary
medicine research, a statistician who is an expert in developing novel designs for phase I studies, an
expert in assessing quality of life, and senior oncologists with extensive experience in clinical research.
The researchers have access to a large number of patients who are receiving the highest standard of care.
These basic prerequisites for conducting high quality research into complementary medicine would not
have been in place several years ago.

>  Chnical nractice

.. . . . « To
Complementary medicine and conventional medicine have traditionally | . E:Pthods

been provided in entirely separate settings. Recently, however, there has | = Applied research

= Clinical practice
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the same site. Currently about 40% of general practices in the United | = Attitudes

| ~ Conclusion

v References

been a greater integration between the two, with both often provided at

Kingdom offer access to complementary medicine.l2 Chiropractic and

osteopathy are two of the treatments that are most commonly provided,
particularly for low back pain.m Some practices offer relaxation classes (to improve wellbeing)lz or

4 of 11 9/18/2000 9:18 AM



bmj.com Vickers 321 (7262): 683 http://bmj.com/cgi/content/full/321/7262/683

yoga (to produce feelings of vitality).E These treatments are generally aimed at patients with mild
anxiety or depression or chronic physical complaints for which further treatment options are limited.
Massage, which has been shown to reduce scores on scales measuring anxietyﬁ and to improve sleep,m
is offered in most hospices in the United Kingdom. Acupuncture is widely provided in pain and
rheumatology clinics, a development spurred by increasing evidence that acupuncture is of benefit for

52122

chronic pain. Music therapy is a popular complementary treatment in hospitals in the United

States, where randomised trials have supported its use for reducing pain and anxiety in the acute setting.
2324

At the Integrative Medicine Service unit at Memorial Sloan-Kettering, practitioners of massage, music
therapy, and acupuncture work on the inpatient wards; patients can be referred by a doctor, nurse, or
social worker. These treatments are also offered at an outpatient site along with relaxation, yoga, and t'ai
chi classes. It is not unusual to see a patient with severe pain having a foot massage while receiving
intravenous methadone or to hear a guitar being played in the room of an anxious and lonely patient.

Although one stimulus for increasing integration has been the increase in research evidence, the factors
which affect the use of complementary medicine within conventional settings are complex.!2 Issues such
as public pressure, economics, or the attitudes of key personnel often play an important part in
determining whether integration occurs.

P Training, education, and regulation

~ Top

There have long been inconsistent standards of training and regulation in . Methods
complementary medicine. Patients visiting practitioners of i - Applied research :

. = Clinical practice
complementary medicine have had no guarantees of the competence of a

« Training, education, and... !

practitioner. The first statutory registration of practitioners of v Attitudes
C . + Conclusion :
complementary medicine is occurring now and therefore represents a v References

welcome step in the regulation of complementary medicine. A General
Osteopathic Council and a General Chiropractic Council have been established and have opened
statutory registers in the United Kingdom. After a transitional period it will be an offence for anyone in
the United Kingdom to claim to be an osteopath or chiropractor unless they are registered.

Training in complementary medicine is increasingly being provided in academic settings. For example,
in the United Kingdom the London School of Acupuncture, which used to provide private tuition, has
now joined the University of Westminster to offer a BA degree in acupuncture. Similarly, herbal
medicine courses are offered at the University of Middlesex, and postgraduate studies in complementary
medicine are available at the University of Exeter. Although academic training in complementary
medicine is a new discipline and there are some teething problems, the shift to the university setting
provides the opportunity for students of complementary medicine to interact with other students in an
environment of critical analysis and debate.

Courses on complementary medicine are also being offered to medical students. These tend to be offered
as an option on modular courses and generally provide an academic introduction rather than specific
clinical skills. The proportion of medical schools in the United Kingdom offering such courses rose from
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10% to 40% between 1995 and 1997.22 A large number of US medical schools have elective classes and

seminars on complementary medicine.=> 26
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practitioners of complementary medicine.2? Recently there has been a | = Attitudes :
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conventional medicine have used legal sanctions to harass and even jail

change in the attitude of those practising conventional medicine towards
complementary medicine. This is perhaps best characterised by two
articles on complementary medicine published in the BMJ in 1980 and 1999. 28 29 The first editorial was
entitled "The flight from science." It suggested that some aspects of chiropractic "ought to be as extinct
as divination of the future by examination of a bird's entrails"; acupuncturists' beliefs were described as
irrational.28 In contrast, the Editor's choice that was published alongside a specially commissioned series
of articles on complementary medicine, described "a new dawn" and stated that complementary medicine
is not "unproved"; the article continued: "increasing evidence shows the effectiveness of some treatments

in some conditions."22 A key element in this change has been the rise of evidence based medicine, which
emphasises empirical data over theory. Accordingly, what matters is whether a treatment does more
good than harm and not how it happens to be categorised. 3031

¥ Conclusion

Top
Methods
Applied research

> b

Given the increasing amount of data available in some areas of _
complementary medicine, research is shifting from efficacy trials to more '

P ob

. .32 . . . Clinical practice :
pragmatic studies.2= Acupuncture is a good example of this changing Training, education, and... |
agenda. In a classic trial performed in the mid-80s, patients with - Attitudes

= Conclusion

migraines referred to secondary care were randomly allocated to treatment :

+ References

with acupuncture or a sham technique to see whether acupuncture was
more effective than placebo in relieving pain.ﬁ In a trial now in progress patients with chronic
headaches seen in primary care are randomly allocated to the usual care offered by a general practitioner
or to the general practitioner's care plus acupuncture; this trial was designed to answer the practical
question of whether a general practitioner should refer patients with chronic headache to an
acupuncturist.3—4

As it becomes accepted that some complementary medicine can work, the question arises "why does it
work?" The popularity of complementary medicine, and at least part of its effectiveness, has been
ascribed to the therapeutic relationship. Accordingly, there have been calls for research into the clinical
effects of "caring, communication . . . patient empowerment [and the] meaning [of illness]."32 Another
area for further basic research is botanical medicines. This area raises important questions about the
current emphasis on single compounds in pharmacological treatment. For example, why is St John's wort
effective in treating depression? Is its effectiveness due to a single active ingredient, or is there an
additive or synergistic interaction between some of its many constituent compounds? Can we design a
drug based on St John's wort which works better than the raw botanical?

Discussing St John's wort—recently shown to reduce concentrations of the HIV-1 protease inhibitor

indinavirk—raises the issue of safety. As more people use complementary medicine and it comes under
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increasing scrutiny, safety issues are likely to cause serious concerns because systematic means of

gathering, collating, and disseminating reports of adverse effects are not fully developed.

The use of St John's wort illustrates another key question in complementary medicine: how much
evidence is enough evidence? And regardless of how much evidence is published, will any

complementary medicine become standard, first line treatment? In patients with mild or moderate

depression, St John's wort has been shown to be more effective than placebo,2 to have similar efficacy to

and fewer adverse effects than tricyclic antidepressants,Z and to have possibly greater efficacy and
certainly fewer adverse effects than fluoxetine.2® Yet St John's wort is not licensed in the United
Kingdom and is not widely prescribed. Is it plausible to think that it ever will be?

P Footnotes
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Groft, Steve (NCCAM)

From: Lazarus, Linda [Linda.Lazarus@hq.doe.gov]

Sent: Friday, September 01, 2000 7:05 PM

To: 'SG18B@NIH.gov'

Subject: FW: Suggestions to Improve the Medical Research Program at DOE
Hi Steve,

This really needs more work, I based it solely on the emf program....

Take care,

Linda
————— Original Message-----
From: Lazarus, Linda
Sent: Friday, September 01, 2000 6:46 PM
To: Marmolejos, Poli
Cc: Wu, Jeremy; Hanfling, Phyllis; Allard, Edward; HALE, DOUGLAS R; Warnick, Walter
Subject: Suggestions to Improve the Medical Research Program at DOE
Poli,

As you suggested, I wrote a proposal on how to improve the medical research program at
DOE. Unfortunately, I can't seem to get the Secretary's e-mail address. Would you mind
sending it on for me?

Let me know if you can't send it forward.
Thanks much.

Linda

*hkhkkkhkxT

Although DOE spends millions of dollars on medical research, the agency does not have a
well-coordinated program. Projects are scattered throughout the agency, and there is
little or no communication between the different parts of DOE and the labs.

Moreover, the medical projects are often not effectively designed to provide results that
will be meaningful to other researchers. The problem appears to result from the fact that
different projects (and sometimes the individual experiments within a project) start from
different (often unstated) assumptions, involve too many (often unidentified) variables,
and analyse data using different models or an overly-simplistic linear model. Finally,
despite the fact that DOE is filled with brilliant physicists, the agency still has a
mechanistic view of the human body

I have some suggestions:

1) To the extent possible, centralize all matters relating to medical research. This task
would involve identifying all ongoing medical research projects, consolidating similar
matters, and eliminating unnecessary duplication.

2) Engage an expert in systems design to improve the flow of information about medical
issues. This would encourage the development of a positive feedback loop and prevent the
agency from continuing to spend money on experiments that have become moot.

3) Request that the Secretary appoint a special assistant for medical issues and a liaison
to the White House Commission on Alternative Medicine.

4)Request that a liaison be appointed to coordinate with other federal agencies on medical
issues.

5) Hold a conference with representatives from the agency, the labs and citizen groups to
1



determine appropriate research methodology. This will enable DOE to identify and assess
different methodologies, assumptions and epistemological problems. This will enable DOE
to more easily assess the information obtained from the research projects.

6) A medical research coordinating committee should be appointed with authority to
recommend agency goals, review medical research procedures (including matters related to
human subjects) and ensure that the medical research projects are being coordinated and
conducted ethically. The committee members should include representatives from the
Secretary's office, the DOE liaison with other federal agencies, the DOE liaison to the
White House Commission on Alternative Medicine, a representative of each medical research
project, a representative from each Lab, and representatives of citizen groups.
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Proposal for a Commission on Integrated Health Care: Developing A National Plan

Wide-spread use: According to the November 1998 issue of the Journal of the American
Medical Association (JAMA), 85 million American adults (42% of the population) now use
complementary and altemative medical (CAM) products and practices. There are substantially
more visits cach year to altemative medicine practitioners than to conventional primary care
physicians. The public’s out-of-pocket expenses for these CAM products and services is equal to
that paid out-of-pocket for physician scrvices and is three times that paid out-of-pocket for
hospital expenses.

A Women’s Health Issue: Increasing numbers of women (48.9% in 1997) are tumning to
CAM products and practices for a variety of conditions and illnesses, including breast cancer,
menstrual problems, endometriosis, nerve-related conditions, and pregnancy and labor
management. Over the next 16 years, each year nearly 1 million American women will turn 50.
The average age for menopause is S1. Hormone replacement therapies constitute the most
prescribed drugs in America today and often are marketed as panaceas for conditions associated
with aging such as osteoporosis and heart disease, in addition to the full range of menopausal
complaints. Women are seeking natural, less invasive and holistic alternatives to synthetic drugs
— alternatives that may reduce symptoms, improve well-being, and prevent and treat chronic
illness. However, there is litte or nothing known about the safety and effectiveness of many of
these products and practices on pre-and menopausal women.

Similarly, little is known about alternative treatments for endometriosis, even though up
1o 20% of American women of childbearing age are diagnosed every year with this painful
discase. While studies have shown some efficacy with conventional drugs, all of them have side-
effects that make them unsuitable for long-term use. Subsequently, women are turning to
untested alternative treatments and products to treat this condition.

Women often are the primary caretakers for the health of their entire family, making
decisions about diet and illness prevention, such as vitamins and other food supplements, and for
treatment of minor aches and pains. And these women increasingly desire to take charge of their
own — and their family’s — health care practices. For example, the vast majority, approximately
two-thirds, of homeopathic patients and purchasers of homeopathic products are women.

Integrated Medicine: Over 95% of those who use CAM products and practices do so in
conjunction with conventional medicine — not in place of it. Americans are looking for health
care scrvices to complement conventional medicine when its side effects, costs, and effectiveness
are inadequate or unacceptable. However, only a minority of patients disclose CAM use to their
doctor and few doctors ask about CAM use or have the expertise to advise on the benefits and
nisks of these practices. In late 1997, JAMA noted the “increasingly critical” need to determine
how to integrate CAM practices into clinical practice to improve patient care.



There is credible rescarch showing the effectiveness of various CAM practices
concerning many common conditions such as heart discase, depression, asthma, addictions and
pain management. As rescarch on CAM opens up new treatment options, the health care
community has attempted to respond to the public's interest in CAM. Nearly 70% of American
medical schools now offer CAM electives, and several are already incorporating required lectures
and seminars into their core curricula. And managed care organizations and insurance companies
are beginning to grapple with how to offer CAM benefits, and hospitals throughout the nation are
opening “integrative care centers.”

Statement of Need

National health and science policy must catch up with the changing values and needs of
the American people. The movement toward integrated medicine promises a more
comprehensive, and more responsive health care system. Evidence suggests that this approach
may be far more cost-effective as well.

The Federal government needs to develop a national plan to address the integration of
complementary and altemative treatments into mainstream health care. To that end, the Congress
provided funding for a White House Commission on Integrated Health Care. The Commission is
charged with developing a federal strategy for the integration of CAM into our health care
system. In particular, the Commission would evaluate current CAM therapies; assess the
prospects of a holistic or integrated approach for improving the health of Americans; address
issues of regulation and safety; and establish guidelines for the integration of this approach and
these therapies into all aspects of health care, including patient care, research, professional
training and health education. Under the leadership of the White House, this Commission would
seck input from all relevant constituencies, with a special focus on women'’s health, in the
development of this plan.

Goals

The White House Commission’s National Plan for Integrated Health Care would address
the following:

. Determining priorities for integrated health care in the areas of practice, research and
policy. These should include:

— Surveillance and monitoring of potential adverse effects from CAM use

— Adequate CAM cducation and training of health care providers

— Accountability of emerging CAM products and practices

— Consumer access to alternative medicine products and practices

— Pnorities for funding rescarch on integrated health care, with a special emphasis on
women's health rescarch

— Criteria for the provision of integrated health care benefits

— Arcas for frontier and anomalous sciences that are of interest to the public, including
family wellness and women’s health issues



— Use of traditional and indigenous medical practices in conjunction with conventional
medicine

. Identifying what information on integrated health care should be collected, summarized
and made casily accessible to the public

. Establishing appropriate and adequate research priorities, particularly in the area of
women's health

. Developing guidance in making integrated health care services safe and effective,
including how to monitor the possible adverse effects of these practices and products, and
how to establish standards of training, credentialing, licensing and monitoring of service
quality

. Establishing guidance to assure reasonable access and appropriate benefits to integrated
health care services

. Reviewing the impact of integrated health care services on special populations, including
the disadvantaged, elderly, veterans, children, women and minority populations

Under the leadership of the White House, the Commission may seek the input and
participation of a number of organizations, including, but not limited to, the following:

Association of American Medical Colleges
Association of Health Insurers of America
American Board of Mcdical Specialties
Agency of Health Care Policy and Research
Agency of Intemnational Development

Burcau of Primary Health Care

Bureau of Health Professionals

Centers for Discase Control and Prevention
Complementary and Alternative Medicine Consortium
Department of Health and Human Services
Office of Women's Health

Department of Defense

Department of Education

Food and Drug Administration

Federation of State Medical Boards
Government Reform and Oversight Committee
Health Care Financing Administration

Health Resources and Services Administration
Institute of Medicine

National Academy of Sciences



National Institutes of Health

National Library of Medicine

Office of Alternative Medicine

OfTice of Women's Health Research
Professional Health Care Associations
Veterans' Affairs

The World Bank

Under the leadership of the White House, the Commission would be composed of 10-15
knowledgeable and prominent citizens of the country with knowledge of and expertise in health
care practice and policies and be drawn from both the public and private sectors.

The Chair should be a respected member of the health care establishment with experience
in all aspects of medicine and health care and with an openness 1o innovative alternative practices
and an ability to balance a wide diversity of views.

The Commission would convene for a 12 to 15-month period. It would be allotted
sufficient resources and a coordinating staff to support the Commission, solicit expen advice,
collect relevant background information and obtain public input.
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TOWARD A NATIONAL PLAN FOR INTEGRATED MEDICINE
Complementary and alternative medicine: The public’s health care reform

Complementary and alternative medical (CAM) products and practices are being extensively
and increasingly used by the American people. Eighty-three million American adults (42% of the
population) now use CAM on a regular basis. Their are substantially more visits each year to
alternative medicine practitioners than to conventional primary care physicians. The public’s out-
of-pocket expenses for CAM products and services is equal to that paid out-of-pocket for physician
services and is three times that paid out-of-pocket for hospital expenses.

CAM use is the public’s health care reform. The American people are seeking out health
care services to complement conventional medicine when its side effects, costs, and effectiveness
are inadequate or upacceptable. Values in health care are changing as the prevalence of chronic
disease rises in an aging population. The public increasingly desires to participate in health care
practices that use less invasive and more natural means. They are secking out more holistic

.approaches to health care - approaches that reduce symptoms, improve well-being, and
simultaneously prevent and treat chronic illness. And they are combining them with conventional
medicine,

Yet this type of integration is unmonitored, unguided and places the public at risk. Fifteen
million Americans each year use herbal or high dose vitamins along with conventional drugs -
risking unknown and possibly dangerous interactions. The competence and scope of practice of
CAM providers is vanable, unevaluated and largely unregulated. Only a minority of patients
disclose CAM use to their doctor and few doctors ask about or have the expertise to advise on the
potential benefits and risks of these practices. In response to patient demand hospitals and health
insurers are increasingly providing CAM benefits with variable and unknown standards.

The science behind CAM remains uncollected and unevaluated. The quantity and quality of
evidence for the safety and effectiveness of unconventional practices is unknown. CAM
practitioners (and many patients) claim tremendous benefits from CAM. Conventional medicine
warns of the risks from unproven therapies and quackery. Current laws provide a disincentive for
private research on the preventative and therapeutic benefits of CAM products. Potential profits
from testing natural products are meager when compared to drug development of specific
chemicals. Pharmaceutical companies seek to discredit claims for natural products if they threaten
their market share from already approved drugs or to keep them marketed only as dietary
supplements and so without claims. Government efforts to test and regulate CAM products must
be designed to complement, not compete, with the private sector.

Integrated Medicine: The wise combination of alternative and conventional
medicine

Over 95% of those who use CAM products and practices do so in conjunction with
conventional medicine - not in place of it. Integrated medicine (IM) - the wise combination of
alternative and conventional medicine - is what the public needs. In England, an plan for
addressing the two main vulnerabilities of integrated medicine - research evidence and regulatory
oversight - bas been outlined. The United States must develop a similar plan for the American
public. Such a plan should include, but not be dictated by, a wide range of governmental,
scientific, medical, private and public groups. Such a plan must be grounded in the ethical
principles of autonomy and beneficence, use science as a guide, and be responsive to the changing
values and needs of the American people.
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Coordinating a National Plan for Integrated Medicine

A national plan for integrated medicine (NPIM) will require that several issucs be addressed in a coordinated fashion:
These are outlined in figure 1 and include 8 items.

1. Guidelines and a guidance process are needed to direct the development of integrated medicine (IM) in practice,
research and policy. This process must incarporate all relevant constituencies - especially the public.

2. The CAM and IM research and practice literature must be callected, organized and made accessible to the public.

3. CAM and IM research literahure must be cvaluated to determine the state-of-the-science for making evidence-
based decisions about practice, research and policy.

4. Biomedical rescarch support in basic science and clinical trials of CAM and IM is needed.

S. Outcomes research, field investigations and health services research is needed on the public impact, costs,
feasibility, and effectiveness of CAM and IM in practice.

6. Evaluation of the relevance of CAM and IM for special populations is needed such as with disadvantaged,
elderly, veterans, children, women, and minority populations.

7. Coordination of training, credentialing, licensing and monitoring of service quality is needed.

8. A process for determining appropriate benefits of integrated medicine is needed.

The public is driving the interest in CAM and IM and so government policy and activities in guiding research,
practice and benefits must incorporate the public into this process. No single agency can be responsible to carryout
development or coordination of all these jitems. The following federal agencies and other organizations would be
involved. Most of these organizations already have initial efforts beginning. Thus, coordination of at this time 1s
optimal.

1. Guidelines and a Guidance Process for Integrated Medicine
- for research, practice and policy
+ Institutc of Medicine (1IOM) Guidelines for Funding Research and Provision of IM
+ IOM/NCI Cancer Advisory Panel for CAM Research
e National Science Foundation (NAS) Advisory Board for Frontier Sciences in the Public Interest
*  Agency for Intemational Development (AID) Commitice on Traditional and
Indigenous Medicine
*  Asgscssment of the integration process in light of the:
e goals of medicine (0.g. Hastings Institute, JOM, AMA etc.);
» needs of the public (Government Accounting Office, Milbank Memorial Fund etc.); and the
s role of science in addressing chronic discase (NAS; AAAS; Cato Instinute; Santa Fe Institute, etc.).

N

. Obtaining the Regearch Literature on Complementary and Alternative and Integrated
Medicine
National Library of Medicine (MEDLINE)
*  Office of Alternative Medicine (CCI)
World-wide database of CAM and IM research and practice (IMLINE)

“w

. Evaluation of Existing CAM Research Literature. Tbhe State-of-the-Science
Agency for Health Care Policy and Research
The International Cochrane Collaboration for Maintaining Systematic Reviews
An Intecgrated Medicine Services Task Force Report
(Similar to the US Preventive Services Task Force Report for Prevention)

*
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4. Blomedical Research

«  NIH Office of Alternative Medicine for supporting ““Centers of CAM Research”

«  NIH Office of Alternative Medicine for supporting clinical research development

»  NIH Office of Alternative Medicine for supporting research training

« NIH Institutes and Centers (ICs) for supporting clinical trials
(done separately from but coordinated with the OAM)

e National Institutes of General Medical Science (NIGMS) for supporting basic science research (done separately
from but coardinated with OAM)

Sa. Surveillance Research on Practice Effects and Safety

«  Center for Disease Control and Prevention (CDCP) Field Investigation activities
« CDCP survey’s of health trends and practices

«  CDCP Practice-based Research Networks

e Food and Drug Administration (FDA) Natural Product Regulations

« FDA/CDC monitoring of safety and adverse effects from CAM and IM.

S5b. Outcomes and Health Services Research
e  Agency for Health Care Policy and Research (AHCPR) program on CAM effectiveness
«  AHCPR/IOM Outcomes and Effectiveness Rescarch Technology Assessment Guidelines

6. CAM and IM Services in Special Populations
e  Veterans Administration Demonstration Project for veterans
e Health Services and Resources Administration
Bureau of Primary Health Care Services Demonstration for under-served and minority populations
Bureau of Health Professions IM Residency Training Programs
e Dcpartment of Defense Demonstration and Grant programs
Chiropractic Demonstration Project
Breast Cancer CAM Grants
«  State and county health department demonstration projects (e.g. King County Clinic)

7. Training, Licensing and Credentialing of CAM and IM Practitioners

»  Department of Education guidelines

«  State’s Medical Licensing Laws coordination

o  Professional organization practitioner-review coordination (both CAM and conventional)
«  Association of American Medical Colleges medical education guidelines

e  Federation of State Medical Boards credentialing guidelines

8. CAM and IM Benefits
«  Health Care Financing Administration determined benefits
«  Association of Health Plan and Insurance Providers

An Office for Integrated Medicine (OIM) could arrange for the guidance, coordination and support for the above
activitics. This would need to be at the level of the Secretary of Health and Human Services, the GAO, or other
appropriate and authoritative level.
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Groft, Steve (NCCAM)
From: Ayurveda Holistic Center [mail@ayurvedahc.com]
Sent:  Friday, September 01, 2000 10:35 AM

To: Groft, Steve (NCCAM)
Subject: town hall ideas
Dear Steve,

It was a pleasure speaking with you yesterday. | emailed many people in all camps
of Ayurveda. So far, no replies...

Here are some basic ideas | said I'd share with you.

1. Since the committee will not take any new members to represent ayurveda, have
a subcommittee of all health modalities not properly represented so far, to report to
and act as liason with the committee. This way each member of the subcttee. acts
as a news/communication agency link between their field and the pres. cttee.
Further, this prevents any divisions of any alt. health field from trying to bias & and
control the workings of their field in the US - that is the Pres. cttee. will be the
unbiased overseeing ruling org.

2. Lack of proper communication needs to be addressed, we have not heard about
the committee selection til late or we would have presented people for
consideration. There must be a way to properly notify all alt health fields of Pres.
cttee workings. One way is to use the subcttees (see #1).

3. Rather than licensing, have the similar format that MN and NJ are doing, having a
general clearing board for all practitioners to register with even if they dont have
licences, and any complaint are made to the board and the practitioners then have
to answer to this state committee,

4. Beware of isolated active ingredients...they are drugs. Use whole herbs
5. Spirituality must be a part of healing

6. More grants/money to fund alt. med. research & better ways to notify us of the
grants availability.

7. Ayurveda offers uniqe personalized approach that has to be considered in total
US health care options. It is the oldest and still offers unique missing links not used
or known in any other alt health system.

Regarding the issues you sent me here are some ideas as well.

1B) Incentives to stimulate research- have more grant/funds available and actively
inform us of these grants. Create communication channels to achieve the latter
issue.

Note cost-savings is in the hundreds of billions of dollars by using ayurvedic

medicine
Note the safety/no side effects issue of using ayurvedic medicine

9/21/2000
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2A) We dont even know what they are. There should be a system that allows for
reimbusement without insurance companies automatically denying all first
applications. This is an unethical way to discourage reimbursement application.
C) Ayurveda should be included in reimbursement

3A) Standardization/Certification/Education: First have a general clearing house
where all practitioners register regardless of cert./license, etc. They would all be
allowed to practice. If there are any complaints made to clearing house cttee,
practitioner must answer to the board. Assume registered practitioners are properly
trained until proven otherwise- See MN & NJ states who are taking the lead in this
approach

B) Education standardization: get course material from all ayurveda schools and
create a standardized final test. Inform all schools of material that needs to be
covered so proper & complete teaching is offered. Standardize training & internship
hours. This avoids biased teaching methods (ie one school's view vs another
school's.)

C) Create a gov't scholarship & loan prgm for school certication students.

4A) Information communication: Have a subcommittee that reports to and from
Pres. Cttee of at least 1 person from each holistic field (or one person from each
main camp) who is responsible to inform their camp/field and report back to Pres.
cttee.

information should at least be received by email notification. Initial information
should be ad on TV, radio, newspaper, magazine, email to let all people know of
this initial development/inception.

B & C) Unfortunately TV news shows have some pact with drug companies &
AMA and almost always - every few months air highly biased show - highly promo'd
showing the 'sham' of holistic & organic. There should be a way to enforce
balanced/equal time. & impose fines or law suits on unethical reporting. More
interviews, shows and articles on the amazing benefits of holistic therapy results.
Still to be fair, penalties should be imposed on herb companies that market 'sex-
improving' or 'getting high naturally' type herbs as they do add herbs that force
stimulation of adrenals etc.

Hoping this helps. Sorry we cant find anyone to speak in SF. But we will definately
be in NYC. Please contact me as soon as the details are ready.

| will send you a copy of my Ayurveda Encyclopedia in the next few days, for your
NIH/ Pres. cttee library. | and my director are here to answer and help your cttee in
any way we can to speak for ayurveda.

Yours,

Swami Sada Shiba Tirtha, D.Sc.
Founder

Ayurveda Holistic Center
http://ayurvedahc.com

2-Year Certification & Ph.D. Programs
Read the Ayurveda Encyclopedial

9/21/2000
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Advisers to the Nation on Science, Engineering, and Medicine
National Academy of Sciences
National Academy of Engineering
Institute of Medicine
National Research Council

October 19, 2000

James S. Gordon, MD

Chair

White House Commission on Complementary
and Alternative Medicine Policy

6701 Rockledge Drive

Suite 1010, Mailstop 7707

Bethesda, MD 20817

Dear Dr. Gordon:

On behalf of the Institute of Medicine, Board on Health Promotion and Disease Prevention, I am
writing to invite you to join us at our upcoming board meeting, on November 3, 2000 in
Washington, DC, to discuss the White House Commission on Complementary and Alternative
Medicine Policy. Our board is broadly concerned with the increasing role of CAM in the lives of
Americans and its impact on health. We would be delighted if your presentation could address
the charge of the Commission and strategy for responding to the charge. Of particular interest are
the results of recent town hall meetings and other Commission activities. Board members usually
enjoy asking questions and having a lively discussion. I am including a list of our board members
for your information.

We look forward to seeing you on Friday November 3 at 9:30-10:30 am in Room 130 of the Cecil
and Ida Green Building. The Green Building is located at 2001 Wisconsin Ave., NW,

Washington, DC. Please call or email Rita (202/334-2383; rgaskins@nas.edu) if you have any
questions or have audiovisual requirements for your discussion/presentation.

Thapking you in advance

Rose Marie Martinez, Sc.D
Director, Board on Health Promotion and Disease Prevention

Cc: Michele Chang
Executive Secretary
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October 19, 2000

Stehpen Groft, Pharm. D

Executive Director

White House Commission on Complementary
and Alternative Medicine Policy

6701 Rockledge Drive

Suite 1010, Mailstop 7707

Bethesda, MD 20817

Dear Dr. Groft:

On behalf of the Institute of Medicine, Board on Health Promotion and Disease Prevention, I am
writing to invite you to join us at our upcoming board meeting, on November 3, 2000 in
Washington, DC, to discuss the White House Commission on Complementary and Alternative
Medicine Policy. Our board is broadly concerned with the increasing role of CAM in the lives of
Americans and its impact on health. We would be delighted if your presentation could address
the charge of the Commission and strategy for responding to the charge. Of particular interest are
the results of recent town hall meetings and other Commission activities. Board members usually
enjoy asking questions and having a lively discussion. I am including a list of our board members
for your information.

We look forward to seeing you on Friday November 3 at 9:30-10:30 am in Room 130 of the Cecil
and Ida Green Building. The Green Building is located at 2001 Wisconsin Ave., NW,
Washington, DC. Please call or email Rita (202/334-2383; rgaskins(@nas.edu) if you have any
questions or have audiovisual requirements for your discussion/presentation.

Rose Marie Martinez, Sc.D
Director, Board on Health Promotion and Disease Prevention

Cc: Michele Chang
Executive Secretary
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