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Subj:  VetCenter - FDA Seeks Comment of Informed Consent
Date:  97-10-27 22:50:24 EST
© VetCenter
LPemryseab

AAAAAAAAAANAAAAAAAAAAAAAANAAAAAAAAMAAAAAANAAANA

** \/eterans News and Views Forum . *
AAAAAAAAAAAAAAAAAAAAAAAAAAAANAAANAAAAAAANAAANANN

In a message dated 97-10-26 18:43:24 EST, you write:

<< Subj: FDA Seeks Comment of Informed Consent
Date: 97-1 0-2818:43:24 EST
From: rgs-jes-shuster@juno.com (Richard G Shuster)
To: VetCenter@aol.com

Following is a copy of my letter to FDA, mailed today. | am submitting

this to the Vet Center's Veterans News and Views Forum and gulfchat, as a reminder that FDA is under pressure tom

DOD and others to allow continuation
of what happened to our GW Era Vets.

TIME IS RUNNING OUT TO VOICE OUR OPPOSITION TO THE CONTINUATION
OF SUCH POLICIES BY AGENCIES OF OUR GOVERNMENT. AU LETTERS
OF OPPOSITION MUST BE RECIEVED BY FDA, AT THE BELOW ADDRESS,
ON OR BEFORE OCTOBER 30TH, 1997....Sincerely............ Hope...ccveuereevnens @

i

< T-ets Management Branch, HFA-305,
, and Drug Administration,
.<420 Parklawn Drive, Room [-23
Rockville, MD 29857

5/A”-

10/26/97

TO:  Food and Drug Administration

FROM: Richard G. Shuster
SUBJ: Informed Consentdnvestigational Products-Military Personnel

As a Quality Assurance Auditor, working in pm-clinical biomedical

research and as a member of the Society of Quality Assurance, having just
returned from this past weeks SQA annual conference in Seattle, WA, | felt it my
responsibility to respond to FDA's request for comment, | am respectfully submitting

the below comments.

Multiple events of the Gulf War are very much unfinished business for

many who provided military senice in that era and to the families of the GW

Era Vets.

Along with a multitude of environmental exposure issues, there too are

concems about the FDA’s admission of allowed variances to the DOD for vaccines

and other experimental products. There is strong evidence that addiional

experimental products were administered to members of the military, beyond even

those given FDA approvals. In all of those situations, one common denominator

s out, that being the denial of the rights of Informed Consent, to all military

ubjects, who received the experimental products. In my professional and

sonal judgment, there is “NO CIRCUMSTANCE" that members of the military or

any other group of peoples should ever be unknowing test subjects for experimental
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products. To do so, makes a mockery of Informed Consent, the GLP's and GCP's.

#™ile on one hand, | was encouraged, at this past week's SQA meetings, to
. FDA personnel talk of strengthening Informed Consent, to include not only
.2 signatures of individuals. but also to include dating of such signings.
On the other hand, we have never ending pressure from the DOD and others, to
allow for the use of experimental products, on this and other nations’ military
personnel, without providing Informed Consent. This is evidenced by the FDA’s
request for comment of Informed Consent regarding military personnel.

There are arguments, as used by DOD and others at the start of the GW,

that there was not enough time to individually inform and that the government

must be able to protect them against the enemy’s arsenal of biologicals and
chernicak. These comments, on the surface, appear altruistic and convincing. There
is; however, a significant downside to this type of “emergency” exception process,
that being a convenient and manipulative opportunity, to introduce any number of
experimental products under such a ploy or tactic. This process presents

imminently larger dangers, through FDA allowing variances from informed Consent,
than it does otherwise. The opportunity for abuse of these variances is much too
great, to allow such to exist.

As is evidenced in current FDA regulations, methods and designs for
adequate pre-clinical testing do exist. Test subjects, from rodents to
non-human primates, are available to provide adequate pm-clinical safety and
efficacy studies. There is no need to include un-informed or nonconsenting
military personnel or other peoples in the test subject category.

- 7 my professional and personal opinion, the waiver rule of 1991 be
ted and not be reinstated ever to allow the DOD or others the variances from
.smed Consent. It is important to note that those on the House VA Committee
and the PAC have identified areas of weakness with this ruling including “the issue
of disclosure to senice personnel; problems in record keeping; lack of
long-term follow up of individuals who received the investigational products; and
lack of review by an Institutional Review Board outside DOD.”

Sincerely,

Richard G. Shuster
2793 Chavez Drive
Reno, NV 89502
(702) 8299433 >>

SODDIOIOIIIIIDOIIOSODSIDISIDIISSISIDIDIOSIFIDSSHOHIIBIIDBISOIIS>
To subscribe to the list, send an e-mail to VetCenter@aol.com with
the word “Subscribe “in the bodyof the message.

Visit the VetCenter at:

httpJdimembers.aol.comidstormmom/ivetcenter
SODIIIIDBIIBDHIDIDDBIDIIDSIIDIDISIIOIIOFISIIDIZIDIIDIOIIIISIII>>>
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