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June 13, 2005

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

RE: Drug Safety Oversight Board
Docket No. 2005D-0062

Dear Sir or Madam:

On May 4, 2005 the Director of the Center for Drug Evaluation and Research
(CDER) issued a proposal regarding the Drug Safety Oversight Board (DSB) for
the Manual of Policies and Procedures. Simultaneously a Draft Guidance was
issued for FDA’s Drug Watch for “Emerging Drug Safety Information.” That
document also contained questions and answers about the DSB.

We are submitting these comments about the proposed structure and operations
of the DSB as outlined in the above documents.

NORD

The National Organization for Rare Disorders (NORD) is a non-profit voluntary
health organization dedicated to the identification, treatment, and cure of rare
“orphan diseases.” A “rare disease” as defined in the Orphan Drug Act of 1983,
affects fewer than 200,000 Americans. There are an estimated 6,000 rare
disorders that collectively affect 25 million Americans.

NORD’s programs include education, advocacy, research, and services to
patients, families, and healthcare professionals. Safety of pharmaceuticals and
biologics has always been an important issue to the orphan disease community,
particularly because so many rare disorders are treated with off-label uses of
drugs that were developed for prevalent diseases.
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The Drug Safety Oversight Board

We applaud FDA for responding to the public’s concern about drug safety, and for proposing to
create a committee that will study safety issues about marketed drugs and post the information on
the Internet. The public and healthcare providers are demanding access to this information so they
can make informed decisions.

However, we are concerned about the proposed structure of the DSB as outlined in the Manual of
Policies and Procedures and the Draft Guidance.

According to the announcement:

1. The DSB will be established to “provide independent oversight and advice” to the
Director of CDER. However, the DSB will be composed entirely of government
employees, most of whom work for the FDA. It will have no consumer representatives
on the Board, no academic researchers, and no clinicians. Thus the public will have no
seat and no vote on DSB decisions, and none of its’ members will be practicing
physicians who treat patients in their practice and know first-hand the consequences of
adverse reactions.

The DSB will not be “independent” if it is structured as proposed in FDA’s
announcement. We suggest that an “independent” committee should not be composed
entirely of government employees, and it should answer to the FDA Commissioner, not
the Director of CDER.

2. As proposed, the DSB will report to the Director of CDER, whereas we believe it should
report directly to the Commissioner. CDER makes marketing approval decisions. A
DSB recommendation to withdraw a drug from the market, for example, may reflect
negatively on CDER’s policies or procedures. If FDA intends to make the DSB truly
“independent,” it must not be subservient to CDER, and it should be in the
Commissioner’s office where its’ recommendations and decisions will be respected. If
FDA insists DSB must report to CDER, it represents no change in current FDA policy,
and there is no reason for DSB to exist.

3. The proposal allows the DSB to engage “consultants,” including consumer and patient
representatives. However, consultants will be non-voting members. It is beyond
comprehension that FDA, which is trying to regain the public’s trust, would not reserve
seats on the DSB for patient and consumer representatives whose votes should be
counted.

4. The proposal says that any organizational unit of CDER may refer drug safety issues to
the DSB, but there is no provision for referrals from the public, healthcare professionals,
NIH, CDC, academic scientists, professional societies, etc. Unfortunately this makes
the DSB look like it will be an internal secretive committee that answers only to itself.
The fact is, ordinary Americans are demanding more transparency at the FDA, and the
DSB's proposed structure does nothing to ease the public’s anxiety.
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Decision-making authority-is convoluted. The DSB will make recommendations to the CDER
Director. This is exactly the way the current system is administered, and it has been a major
factor in the erosion of public trust. We feel strongly that DSB’s recommendations should go
to the Commissioner, and the Commissioner should relay instructions to the Director of
CDER.

DSB meetings will not be open to the public. This reinforces FDA’s commitment to secrecy,
which is one of the major reasons that the public is losing trust in the agency. Without
transparency the public will continue to ask how decisions were made, and whether politics
influenced decisions. Suspicions will be reinforced by the fact that DSB members will all be
government employees, and FDA staff ordinarily does not answer questions from the public
without a Freedom of Information (FOI) request. Corporations can file FOI requests, but it is
unreasonable to expect ordinary people to do this.

The Board will meet on an “as needed” basis. Decisions about the need to meet will be made
by busy government employees who may not want to take time out for meetings. We suggest
that a more dependable and predictable schedule of meetings should be implemented.

The questions and answers document says that meetings and deliberations of the DSB wiill
be classified as “confidential commercial information,” and will not be disclosed to the public.
This means that the public will not know if and when the DSB has held meetings and if they
did meet, what they talked about. The public will not be able to determine whether decisions
were influenced by FDA staff that may have been involved in the review or approval of the
drug under discussion, or whether clinicians who are familiar with the drug participated in the
discussion. Even if an FDA staff person is recused from voting on a drug they reviewed or
approved, they could still influence the DSB’s discussions about that drug. The only way to
ensure that discussions are unbiased is to open them to the public (like Advisory Committee
meetings).

In summary we feel that the DSB cannot be “independent” because of its proposed structure and
composition; the public and healthcare providers will not be adequately represented; the FDA has done
nothing to alleviate the public’s criticism about the lack of transparency at the agency; and the CDER
Director should not be the ultimate decision maker. The DSB should be in the Commissioner’s office,
and its’ membership should be broadened so the public’s and physician’s interests are adequately
represented on all topics that come to a vote.

The DSB proposal is a good start; but as it stands, it is not a solution to the public’s concerns about drug
safety. We urge you to reconsider the proposed composition of the Board, its’ position at the agency, its’
secrecy, its’ structure, and its’ independence.

Very truly yours, P
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Abbey S. Meyérs

President
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E. Dorman, NORD Vice President for Public Policy



