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Richard E. Humphreys, by counsel, hereby submits the data and information which he
relies upon to justify the hearing which he requested on October 29, 2001, in connection with the
agency’s proposal to debar him.

In a letter dated September 27, 2001, and received October 1, 2001, Janet M. Woodcock,
M.D., Director of the Center for Drug Evaluation and Research, informed Mr. Humphreys that
the Food and Drug Administration (FDA) proposed to issue an order permanently debarring him
from providing services in any capacity to a person that has an approved or pending drug product
application based on his conviction of a felony under Federal law for conduct relating to the
regulation of a drug product under the Federal Food, Drug, and Cosmetic Act.

In accordance with the requirements of the September 27, 2001 letter, Mr. Humphreys
timely filed a Notice of Appearance and Request for Hearing on the grounds that FDA’s
proposal to debar him was not initiated within five (5) years of his conviction of the underlying
offense, as required by 21 U.S.C. § 335a(1)(2).

Section 306(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §
335a(a)(2)(B), provides that FDA shall debar an individual from providing services in any
capacity to a person that has an approved or pending drug product application if that individual
“has been convicted of a felony under Federal law for conduct . . . otherwise relating to the
regulation of any drug product under this Act....”
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Section 306(1)(2), 21 U.S.C. § 335a(1)(2), provides that the mandatory debarment of
subsection (a) “shall not apply to a conviction which occurred more than 5 years before the

initiation of an agency action proposed to be taken under subsection (a) . ...” Section 306(1)(1),
21 U.S.C. § 335a(I)(1), provides that:

For purposes of this section, a person is considered to have been convicted of a criminal
offense -

(B) when a plea of guilty or nolo contendere by the person has been accepted by a
Federal or State court . . .. (Emphasis added.)

The clear record in this case demonstrates that FDA initiated its action to debar Mr.
Humphreys more than 5 years after the conviction which forms the basis of the agency’s
proposed action. Accordingly, FDA is without authority to debar Mr. Humpbhreys.

At a hearing, Mr. Humphreys will demonstrate that:

1. On July 15, 1996, he pled guilty in the United States District Court for the Eastern
District of Virginia to one count of making false statements to an agency of the United States, a
felony offense under 18 U.S.C. 1001. (FDA’s letter of September 27, 2001 recites this fact, so it
cannot be seriously in dispute.)

2. On July 15, 1996, the Court (Mehrige, J.) accepted Mr. Humphreys’ plea of guilty
and entered a jud viction. A copy of the relevant pages of the docket sheet for the
case, 3:96CR64-01] attached as Exhibit 1, fhows that on this date the “Court accepted plea” and
“Judgment of the Court: t. 1 of the indictment.” A transcript of the
proceedings of July 15, 199 attached as Exhibit 2 ] shows that Judge Mehrige, after explaining
to Mr. Humphreys the consequences of nis guilty plea, stated “I will accept the plea.”

Transcript of Hearing, July 15, 1996, at page 25, line 13. A little later, Judge Merhige stated
that, “The Court finds you guilty as charged in count one.” Tr.atp. 27, line 1

3. Accordingly, the five year period during which FDA could initiate debarment
proceedings against Mr. Humphreys pursuant to 21 U.S.C. § 335a(1)(2) ended on July 16, 2001.

4. FDA initiated debarment proceedings against Mr. Humphreys on October 1,
2001, when the agency’s letter dated September 27, 2001 was received. It is obvious that FDA
initiated this proceeding over two months after the expiration of the statutory five year period
during which it was entitled to initiate a debarment proceeding.

5. FDA had ample time to move to debar Mr. Humphreys within the statutory five
year period and failed to do so. Based upon the foregoing, FDA now lacks a factual or legal
basis to debar Mr. Humphreys.
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Attorney fgr Richard A. Humphreys

Filed in Quadruplicate
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