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UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION

IN THE MATTER OF
Docket No. 05-16

)
)
)
Lyle E. Craker, Ph.D. )
)

GOVERNMENT'S RESPONSE TO “RESPONDENT’S FOURTH

SUPPLEMENTAL PREHEARING STATEMENT
AND MOTION FOR LEAVE TO FILE IT” AND

GOVERNMENT’S MOTION TO SUSTAIN THE GOVERNMENT’S
OBJECTION TO SCOPE AND RELEVANCY OF THE
CROSS-EXAMINATION OF MATTHEW STRAIT

The Government, by and through the undersigned attorney, respectfully submits
the following pleadings as permitted by the Administrative Law Judge’s (ALJ)
“Memorandum to Counsel,” dated November 3, 2003,

The Government objects to Respondent’s “Respondent’s Fourth Supplemental
Prehearing Statement and Motion for Leave to File It” (“Respondent’s Fourth
Supplemental” or “R 4% Supp.- ") asserting, as argued below, the following. The
proffered testimony of a heretofore undisclosed economic expert is neither proper
rebuttal nor is such testimony justified under Respondent’s request to reopen the
proceedings after the hearing has commenced and after Respondent has presented its
case in chief,

In light of Respondent’s motion to file a fourth supplemental prehearing

statemnent, the Government also moves the ALJ to reconsider her ruling that overruled

the Government’s objection to allowing cross-examination of Government witness
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Matthew Strait (Mr, Strait). The Government requests the ALJ to now sustain the
Government’s objection based upon what is set forth in the argument below.
1. Relevant testimony of Matthew Strait

Before the Government presents its arguments, the Government will summarize
and quote from Mr. Strait’s testimony, to place his testimony in context of Respondent’s
claim that a new witness is necessary to rebut Mr, Strait’s testimony.

During cross-examination, Mr Strait replied in the affirmative when he was
asked if he was aware of the letter from Senators Kennedy and Kerry. (Tr.- 939-940, 1.
18-22, 1-17; G-44) Mr. Strait also acknowledged that this letter referred to the
“adequate competition” phrase found in 21 U.S.C. § 823(a)(1) and 21 CF.R. §
1301.33(b). (Tr.- 942, 1. 12.21; G-44) (The letter made the following assertion: “The
current lack of such competition may well result in the production of lower-quality
rescarch-grade marijuana, which in turn jeopardizes important rescarch info the
therapeutic effects of marijuana ...” (G-44))

M. Strait was then asked if DEA took into consideration the issue of “adequate
competition” when it determined to issue the QOrder to Show Cause to deny
Respondent’s application. (Tr.- 943, 1. 14-19) At this point, the Government objected
based upon the grounds that the cross-examination was outside the scope of direct
examination and lack of foundation. (Tr.- 943-944,1.20-22, 1) The Government also
argued that Mr, Strait could not testify in this area because he was not an expert in this

area. (Tr.- 944, 1. 6-7)
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Nevertheless, the ALJ overruled these objections and permitted Mr. Strait to

testify as follows:

... T can’t speak for the Agency, but I will speak for myself ... AndI
actually never saw competition as an issue, in that marijuana is provided
on a cost reimbursable basis. This is a not-for-profit situation for the
University of Mississippi, so when the C.F.R. designates certain aspects
that the agency is supposed to consider when looking at competition, they
all seem to be geared towards the economics, and it's presumably the
economics of substances, which are utilized in the legitimate market for
legitimate medicines.

This is a Schedule 1substance, which has no legitimate medical use
and therefore is used in very limited quantities for basically scientific
research.

(Tr.- 944-945, 1. 21-22, 1-15; See also Tr.- 947, 1. 8-16)

During this same cross-examination, Mr. Strait reiterated that “... I should make
clear for the record it’s clear that 1 have no decision in how the Agency was going to
come on this application, but for me, if T were the person to make the decision, I
probably would have given less weight to the competition argument.” (Tr.- 947-948, 1.
18-22, 1-8) Mr. Strait further clarified that he did not make any recommendation to
approve or deny the application (“license™). (Tr.- 949, 1. 14-20)

At no time did either party even attempt to qualify Mr. Strait as an expert witness
as is required under 21

II. Respondent’s proffered testimony cannot be justified as “rebuttal”

Respondent maintains that the testimony of an expert economist is needed to

“rebut the testimony of Matthew Strait, who, as coordinator of the response to the

! Because this rule will be used in the Government’s argument, infra, it is quoted verbatim: “Opinion
testimony shall be admitted when the presiding officer is satisfied that the witness is properly qualified.”
{Emphasis supplied.)
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Craker application, testified that he did not investigate the statutory factor of
competition because there was no issue of competition.” (R 4™ Supp. - pg. 4) A more
accurate portrayal of Mr. Strait’s testimony is that he could not speak on behalf of DEA
- and had no part in the decision whether to grant the application or not. (Tr.- 944-945,
047-948) Thus, in essence, Respondent seeks to rebut the testimony of a witness whose
testimony had no part in the decision making process and who explicitly stated so.

Moreover, Mr. Strait is not an expert, Respondent never proffered him as an
expert as Respondent is required to do under 21 C.F.R. § 1316.59(b), and the
Government objected to this line of cross-examination because he was not an expert.
(Tr.- 944, 1. 6-7, 949, 1. 14-28) There is no reason to offer the testimony of an expert to
rebut the testimony of a witness who is not an expert and, indeed, was never called to
testify as such.

Inasmuch, as Mr. Strait indicated that he could not speak for the agency and that
he is not an economics expett, Respondent’s motion to add an expert economist under
the guise of “rebuttal” is a pretext. This conclusion is reinforced by the fact that Mr.
Strait’s testimony was solicited over objection on cross-examination.

As an alternative ground, Respondent seeks to re-open the case by adding the
testimony of an expert economist because the ALJ did not allow Dr. Craker or Dr.
Doblin to testify on the competition issue because these two witnesses were not experts.
(R 4™ Supp.- pg. 4) Had these witnesses been allowed to testify about the competition
issue, their testimony, indeed, would have been discounted since they are not economic

experts. Mr, Strait’s testimony regarding the competition issue should be discounted.
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The proffered testimony of Respondent’s economic expert, Dr. Scheret, goes
well beyond the merte rebuttal of what Mr. Strait testified about. Indeed, the proffered
testimony goes on to interpret Section 823(a)(1) in the context of the “Statute of
Monopolies,” Article I, Section 8, of the Constitution, the Hatch-Waxman Drug Price
Competition and Patent Restoration Act of 1984, and a general policy against

monopolies. (R 4" Supp.- pg. 3

, 997-9) Dr. Scherer concludes that granting Dr,
Craker’s application “to produce marijuana for lawful scientific and medical purposes
would improve competitive conditions for the market for marijuana.” (R 4" Supp.- pg.
5, 910) Obviously, such testimony goes well beyond “rebuttal” that Respondent |
elicited from Mr. Strait.

III. Respondent cannot justify reopening the record to admit new
testimony after Respondent completed its case in chief

(a) Reasons to deny the motion to re-open

Respondent, in the alternative, seeks to admit the testimony of an economic
expert based upon a request to re-open the record. (R 4™ Supp.- pg. 4-3) Respondent
claims that he “intended to introduce evidence about the effect of adding an additional
supplier to the existing ficld ... through the testimony of Dr. Craker and Dr. Doblin,
believing that such testimony would be within the knowledge of participants in that
market, but the Court [ALJ] precluded their testimony on that point because neither is
an expett in economics.” (Jd.)

The rationale that Respondent uses to re-open the record is a problem created

solely by Respondent. As noted previously, 21 CF.R. § 1316.59(b) requires an expert
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