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Dear Dr. Shrader:
During an inspection that ended on November 15, 2000, Ms. Patricia Cortez, an
investigator from the Food and Drug Administration (FDA), documented that you
administered Enzyme Potentiated Desensitization (EPD) aliergenic products to human
subjects in violation of the Public Health Service Act (PHS Act) and the Federal Food,
Miaiime oA M mdi Al /PO /N A L)
Ufug, ana Losmetic ACt (Frual ACT)

__________ _l —

Oglcal products as defined in Section 351(i) of the PHS
‘g‘ica p ducts applicable to the prevenuon treatment, or cure
s of human beings, and are SUDjeCI to Section 351(a) of the

ni proaucrs also are drugs within the meanlng of Section 201(g)
th hey are intended for use in the diagnosis, cure, mitigation,

treatment, t, or prevention of disease in man.
The inspection revealed the following violations

Section 351(a) of the PHS Act is being violated in that unlicensed biological
products (EPD allergenic products) are being introduced or delivered for
introduction into interstate commerce with no approved biologics license
application (BLA) in effect, nor any investigational new drug application (IND) in

effect pursuant to Section 505(i) of the FD&C Act.

—

2. The EPD allergenic products used in your study are misbranded under Section
502(f)(1) of the FD&C Act because the labeling fails to bear adequate directions
for use. Adequate directions cannot be written for unapproved drugs.

3. Under restrictions imposed by the FDA upon the Great Lakes College of Clinical
Medicine (GLCCM) Institutional Review Board (IRB) on March 9, 2000, the
GLCCM IRB instructed you to discontinue the enrollment of new subjects.
Nevertheless, you continued to enroll new subjects.
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The consent forms you have given to prospective study subjects since March 14
2000, are improper for the following reasons:

A. The consent form|contains four references to the FDA in your description
of your study of EPD immunotherapy. Potential study subjects may
misinterpret these| statements since they imply that the FDA reviewed the
research and, permitted the research to be conducted, when, in fact, as
indicated abave ir| item 1, you did not even seek authorization to lawfully
use EPD allergenic products in human subjects under the PHS Act and
the FD&C Act.

B. The consent form|contains five references to GLCCM IRB, and implies
that the study is conducted with the approval of the GLCCM IRB. As
described above in item 3, the IRB suspended new enroliment of study
subjects, and, therefore, the consent form does not represent the true
status of the study.

C The consent form contains exculpatory language through which the
subject or the subject’'s representative is made to waive or appear to
waive the subject’s legal rights, in violation of the informed consent

regulations faund jat Title 21, Code of Federal Regulations Part 50
(21 CFR § 50.20)

You charged the subjects money for the EPD allergenic products, which is
prohibited by 21 CFR § 312.7(b).

of the human subjects of research and to assure the integrity of clinical research. Your

These statutory and regulatory 'frovisions exist to protect the rights, safety, and welfare

failure to adhere to these irfnpo ant requirements is a serious violation.

Furthermore, as directed by the FDA, the GLCCM IRB terminated your study of
EPD allergenic products| as described in the GLCCM IRB letter to you dated
January 15, 2001. ‘the LCCM IRB instructed you to return a written
acknowledgment to the GLCCM IRB that the study was terminated and that you
notified all co-investfgat rs of the termination. In your reply letter to the GLCCM
IRB dated January 29, 2001, you state that “...the FDA was allowing us to
continue EPD on patients already enrolled in the study; we have not heard
otherwise.” This stgtement is not correct. In our telephone conference with you
and ., the manufacturer, on July 14, 2000, the FDA
representatives advised you that the administration of EPD allergenic products
outside the framework of the IND regulations is illegal. In addition, FDA
representatives have discussed the requirements for an IND to study EPD, with
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