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DISSENTING VIEWS OF HON. HENRY A. WAXMAN, HON.
ROD R. BLAGOJEVICH, HON. TOM LANTOS, HON. MAJOR
R. OWENS, HON. ELEANOR HOLMES NORTON, HON. ELI-
JAH E. CUMMINGS, HON. DANNY K. DAVIS, HON. JOHN F.
TIERNEY, HON. HAROLD E. FORD, JR., AND HON. JANICE
D. SCHAKOWSKY

We agree with many points set forth in the report. We submit
dissenting views, however, because we disagree with the report’s
primary recommendations regarding whether to suspend the De-
partment of Defense [DOD] program and reclassify the anthrax
vaccine as ‘‘experimental.’’

I. ASSURED PRODUCTION AND CAPACITY

We agree that the anthrax program is vulnerable to supply
shortages. Because the producer has been unable to obtain the
Food and Drug Administration [FDA] approval to reopen its ren-
ovated production facility, no source of anthrax vaccine currently
exists. Without a guaranteed supply, DOD will continue to experi-
ence difficulty meeting the demand it has created through its pro-
gram to vaccinate all 2.4 million service members.

We also agree that the program is vulnerable to price increases.
Within a year of agreeing to produce anthrax vaccine for DOD, the
producer and DOD renegotiated the terms of the contract. The pro-
ducer obtained advance payments, a price increase, and permission
to sell on the open market, despite DOD’s need for the vaccine. Ex-
planations about the foreseeability and need for this renegotiation
were unsatisfactory.

Although we acknowledge that DOD enters into exclusive con-
tracts as a regular course of business, we agree that accelerating
research and testing on a second-generation, recombinant anthrax
vaccine may encourage competition and enhance production sta-
bility. One potential benefit of such a vaccine is that it could be
produced in various facilities rather than a single, dedicated facil-
ity. In addition to enhancing competition, diversifying the source of
anthrax vaccine could reduce security risks at production sites.

II. COMPLEXITY OF PROGRAM

The anthrax vaccination program is logistically complex. The
FDA-licensed shot regimen requires six shots over a period of 18
months and a booster shot annually thereafter. The report correctly
raises serious concerns about DOD’s ability to perform successfully
this regimen for certain members of its force. For example, it is dif-
ficult for DOD to deliver timely shots to Reserve and Guard service
members who report for duty less frequently than active duty
members.

We also agree that DOD’s ‘‘timeliness goal’’ of vaccinating 90 per-
cent of service members within 30 days after vaccinations are due
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is insufficient. Under this standard, the first three vaccine inocula-
tions—which FDA requires in 2-week intervals—instead could be
delivered on the same day and still be considered ‘‘timely.’’ We note
that FDA wrote to DOD in September 1999 expressing concern
with potential deviations from the approved schedule.1

If DOD continues the vaccination program, we recommend that
DOD take measures to improve the administration of its program.
We note that DOD has accomplished significant improvements,
such as the utilization of the Defense Enrollment Eligibility Re-
porting System to combine service-based record systems into one
central repository. In addition to upgrading these recordkeeping
systems through the Composite Health Care System, we rec-
ommend that DOD revise its timeliness standard from 1 month to
a window of days.

III. SAFETY MONITORING

We agree that vaccine safety could be monitored more thoroughly
and comprehensively. The report acknowledges that, ‘‘[a]s with any
vaccine, anthrax inoculation can cause adverse health events in
some individuals . . ..’’ The report also points out that, at the rates
of adverse reactions cited by DOD, implementation across the en-
tire force could produce thousands of systemic and local reactions.
Although only a small percentage of these would require extended
treatment or hospitalization, we agree that aggressively managing
this anticipated caseload must be a priority for DOD.

The report suggests that the program may not be capable of per-
forming adequate monitoring because of DOD’s ‘‘institutional re-
sistance to associating health effects with the vaccine.’’ The sub-
committee heard from several service members who relayed ac-
counts of inappropriate behavior by DOD personnel. Although the
subcommittee did not verify the prevalence or accuracy of these ac-
counts, we do not doubt that such actions inevitably occur, whether
or not officially sanctioned. While we disagree that DOD is incapa-
ble of performing adequate safety monitoring, we believe DOD
should meet a higher standard. We recommend several measures
to raise DOD’s performance.

As part of its safety monitoring program, DOD relies on the Vac-
cine Adverse Event Reporting System [VAERS]. Under this system,
FDA collects reports of symptoms temporally related to the receipt
of the anthrax vaccine. DOD requires its physicians to file VAERS
reports only if such reactions result in hospitalization or the loss
of 24 hours of work. Although DOD physicians are permitted to file
VAERS reports in cases below this threshold, it appears this is sel-
dom done. We recommend that DOD require its physicians to file
VAERS reports for all adverse events that result in hospitalization,
any amount of missed duty, or any other negative health effects
considered relevant by service members or their physicians.

The subcommittee also heard from several service members who
claimed they were never told about VAERS forms or were unable
to access them. DOD has been proactive in this regard by, in addi-
tion to taking other steps, placing on its website a direct link to
the on-line FDA VAERS form. To augment this effort, we suggest
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that DOD consider distributing paper copies of VAERS forms with
each dose of anthrax vaccine administered.

IV. VACCINE SAFETY

The report does not conclude that the anthrax vaccine is unsafe.
The report states that the vaccine ‘‘may be as safe as many other
approved products’’ and ‘‘can be considered nominally safe.’’ In
their appearances before the subcommittee and committee, officials
from the General Accounting Office [GAO] never stated that they
believed the vaccine is unsafe. Instead, both the committee report
and GAO argue that the vaccine’s safety has not been dem-
onstrated sufficiently to date.

FDA testified on several occasions before the subcommittee and
the full committee that the agency believes the vaccine is safe. On
April 29, 1999, FDA stated, ‘‘[w]e believe anthrax vaccine is a safe
and effective vaccine for the prevention of anthrax disease.’’ 2 At a
later hearing, FDA officials reported that ‘‘FDA continues to view
the anthrax vaccine as safe and effective for individuals at high
risk of exposure to anthrax, when used in accordance with the ap-
proved labeling.’’ 3 At another hearing, FDA officials explained why
they believe the vaccine is safe:

Our confidence in this vaccine, like all vaccines, is based
upon four components: first—the review of manufacturing
and clinical trials and subsequent clinical laboratory expe-
rience with the vaccine; second—ongoing inspections of the
manufacturing facility; third—our lot release require-
ments; and fourth—our ongoing collection and analysis of
adverse event reports. So far, the data gathered from
VAERS reports on anthrax vaccine do not signal concerns
about the safety of the vaccine.4

Without additional information to the contrary, we are not in a
position to overturn FDA’s judgment. Unlike FDA officials, we have
little or no medical expertise. In our opinion, the report’s criticism
of a lack of studies demonstrating safety is insufficient to overturn
FDA’s findings based on the vaccine’s 30-year history.

In addition, we fear the report’s expectations for the safety of a
new generation vaccine may be overly optimistic. The report rec-
ommends that DOD suspend its program only until it obtains ‘‘ap-
proval for use of an improved vaccine.’’ Yet the recombinant vac-
cine envisioned by the report may be no safer than the existing
version. The report concedes that ‘‘an improved vaccine based on
recombinant technology may not necessarily have better safety
characteristics than the current vaccine,’’ but it offers no further
explanation.
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We would encourage further safety research on a new anthrax
vaccine. In addition, we agree with the report’s recommendation to
pursue testing of the safety and efficacy of a shorter anthrax inocu-
lation regimen. We also agree with the report’s emphasis on contin-
ued testing for intramuscular injections, which may reduce reaction
rates generally and address proportionally higher reaction rates
among women.

V. CLASSIFICATION OF THE VACCINE AS ‘‘EXPERIMENTAL’’

With respect to reclassification of the vaccine, we also defer to
FDA’s opinion that DOD’s current use of the anthrax vaccine
should not be considered ‘‘experimental.’’ On November 3, 1999,
Representatives Burton, Shays, Gilman, and Jones wrote to FDA
essentially proposing the report’s recommendation to reclassify the
vaccine as ‘‘experimental’’ and conduct investigational new drug
[IND] testing.5 The rationale for this argument was that FDA had
approved the vaccine for use against ‘‘cutaneous’’ infection (through
the skin) during occupational use, but not against ‘‘inhalation’’ in-
fection (through the lungs) during wartime.

In a November 26, 1999, response, FDA found no basis for this
proposal.6 FDA corrected a misconception that the vaccine is li-
censed only for use ‘‘by a limited population of individuals at risk
for cutaneous exposure to anthrax.’’ 7 FDA also stated that ‘‘use of
the vaccine for protection against both cutaneous and inhalation
anthrax exposure is not inconsistent with the labeling.’’ 8 Address-
ing the proposal directly, FDA stated:

There is presently no basis for concluding that the anthrax
vaccine, a licensed product, when used in accordance with
current labeling, should be used pursuant to an IND appli-
cation or, as requested in your letter, that FDA ‘‘place the
anthrax vaccine back under IND status.’’ 9

VI. RECOMMENDATION TO SUSPEND THE PROGRAM

Whether to suspend the vaccination program is a decision that
must be made by security experts based on the most complete in-
formation relevant to all risks and benefits. These factors are some-
times unquantifiable; indeed, some are unknowable and will re-
main so until ultimately tested in combat. Because the report is not
based on classified information regarding the likelihood of an an-
thrax attack, it provides insufficient information to overturn DOD’s
decision to pursue the vaccination program.

The report recognizes that ‘‘[t]hreat assessment requires objec-
tive and subjective analyses of U.S. vulnerabilities, enemy capacity,
and enemy intentions.’’ The report also acknowledges that ‘‘much
of the information regarding the BW [biological weapons] capabili-
ties and intentions of potential adversaries, and even allies, is clas-
sified.’’ Yet the report bases its conclusions only on unclassified in-
formation. Members received no classified information at the full
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committee level, and the subcommittee had no closed hearings in
which it could consider such information.

As a result, the report’s conclusions—that ‘‘the threat remains
tactically limited and regional’’ and that the program ‘‘is designed
to reach far beyond those at risk’’—do not reflect DOD’s full judg-
ment about the actual extent of the threats involved. The report
states that ‘‘DOD has determined the threat is real and imminent,
and has concluded it would be irresponsible not to deploy an avail-
able countermeasure to protect the lives and fighting capability of
U.S. forces.’’ Without additional information to the contrary, we
defer to DOD’s conclusion.

VII. KEVIN EDWARDS

At the committee meeting to consider this report, Representative
Dan Burton, chairman of the Committee on Government Reform,
raised the case of Kevin Edwards. He began his statement by dis-
playing photographs of Mr. Edwards’s bruised body. He then said:

We have spoken to many individuals who have been ill for
a very, very long time. One example is Mr. Edwards of
North Carolina. I want you to look at these pictures. I
think these pictures will show what can happen when
there really is a bad reaction or an adverse event. Mr. Ed-
wards has what appears to be third degree burns on much
of his body but in fact, it is a condition that developed
after receiving the anthrax vaccine.

Subsequent investigation by the minority does not substantiate
Mr. Burton’s allegations. While Chairman Burton attributed Mr.
Edwards’s illness to the anthrax vaccine, he failed to disclose that
Mr. Edwards’s case had been considered by the Anthrax Vaccine
Expert Committee. Although the Privacy Act protects Mr. Ed-
wards’s medical records, the findings of the Expert Committee were
fundamentally different from Chairman Burton’s conclusions.

Exhibit 1 to these views is a letter from Representative Henry
A. Waxman, ranking minority member, that sets forth additional
details related to Mr. Edwards’s case.10

HON. HENRY A. WAXMAN.
HON. ROD R. BLAGOJEVICH.
HON. TOM LANTOS.
HON. MAJOR R. OWENS.
HON. ELEANOR HOLMES NORTON.
HON. ELIJAH E. CUMMINGS.
HON. DANNY K. DAVIS.
HON. JOHN F. TIERNEY.
HON. HAROLD E. FORD, JR.
HON. JANICE D. SCHAKOWSKY.
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SUPPLEMENTAL VIEWS OF HON. BERNARD SANDERS

The chairman of the Subcommittee on National Security, Vet-
erans Affairs, and International Relations is to be commended for
the extremely thorough hearings he has held leading up to this re-
port. He is also to be commended for the extremely well docu-
mented report, itself, and the decisive recommendations contained
therein. All of these recommendations are fully supported by the
testimony presented to the subcommittee—testimony which raised
serious questions about the anthrax vaccine, its manufacturer, and
the Department of Defense’s [DOD] vaccination program.

As the report documents, the anthrax vaccine is of questionable
efficacy and safety. DOD’s mishandling of the vaccination program
has exacerbated these concerns. Questions about efficacy have been
compounded by the failure of DOD to administer the six shot regi-
men in accordance with the FDA-approved vaccination schedule.
Safety concerns have been heightened by DOD’s failure to track
and record adverse reactions. Moreover, DOD’s refusal to even ac-
knowledge the concerns raised by members of the armed services
has created significant morale problems among active service mem-
bers, as well as National Guard and Reserve forces.

DOD also must shoulder the blame for failing to pursue a more
effective and safe vaccine against anthrax. Had DOD acted imme-
diately after the Persian Gulf war to find an alternative; a safer,
more effective vaccine would be available now.

Against this backdrop of DOD mismanagement and stonewalling,
some service members have refused to be vaccinated against an-
thrax. As a result, service members have been disciplined, includ-
ing being discharged from the armed services. While I fully under-
stand the need for the military to insist on compliance with lawful
orders, DOD cannot escape its own responsibility for the refusal of
its members to take the vaccine.

The subcommittee’s report expressly ‘‘makes no recommendation
regarding the status of those service members who left the armed
forces voluntarily, or as the result of disciplinary action, due to the
anthrax vaccine.’’ Some have questioned whether the order to take
the vaccine itself is lawful. The subcommittee did not set out to an-
swer that question and the testimony it received was not adequate
to resolve it.

DOD’s position is buttressed by the Food and Drug Administra-
tion’s [FDA] view that DOD’s anthrax program does not represent
an off-label use. However, given the documented failure of DOD to
administer the vaccine in accordance with the FDA’s approved
schedule, DOD’s insistence on deploying service members before
the six shot regimen is complete, and the insufficiency of scientific
evidence to support claims of efficacy against weaponized anthrax,
it is not clear that the FDA’s position would pass muster under the
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Administrative Procedures Act’s ‘‘arbitrary, capricious or contrary
to law’’ standard.

This ambiguity and the well documented DOD mishandling of its
anthrax vaccine program argues strongly that, at a minimum, DOD
should exercise extreme leniency in its treatment of service mem-
bers who have refused to take the anthrax vaccine, including re-
moving derogatory findings and comments in service records, re-
versing reductions in rank and pay, and permitting the re-enlist-
ment of members who have been discharged.

If DOD accepts the subcommittee’s recommendation—as it
should—to recategorize its anthrax program as being in Investiga-
tional New Drug status then future disciplinary proceedings will be
unnecessary because service members will only receive the vaccine
after providing their informed consent.

If there is one thing that the subcommittee learned from its re-
view of DOD’s anthrax vaccination program it is that the trust of
many service members has been severely shaken. Acceptance of the
recommendations in the subcommittee’s report and reversal of
prior disciplinary actions will go a long way toward rebuilding the
trust of service members in the DOD and would be in the best in-
terest of our Nation’s armed forces.

HON. BERNARD SANDERS.
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