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RESPONDENT’S MOTION TO EXCLUDE some of GOVERNMENT’S PROPOSED TESTIMONY AND EXHIBITS


Respondent (“Dr. Craker”) respectfully requests that the Administrative Law Judge (“ALJ”) exclude from the hearing those of the Government’s exhibits and portions of its proposed testimonial evidence that are inadmissible under DEA regulations and the ALJ’s prior evidentiary ruling.  See 21 C.F.R. § 1316.59; ALJ’s Memorandum to Counsel and Ruling on Motion In Limine (“Memorandum and Ruling”).  Because 21 C.F.R. § 1316.59 limits admissible evidence in a DEA administrative hearing to that which is relevant and that for which a witness is qualified to testify, and because the ALJ in her Memorandum and Ruling narrowed the issues in dispute, some of the Government’s proposed evidence should be excluded from the hearing.  The ALJ has a duty – and opportunity – to limit the evidence presented to that which actually bears on the six factors which DEA must consider in determining whether granting Dr. Craker’s application is in the public interest as articulated in 21 U.S.C. § 823(a).  
Evidence Admissible in this Hearing
DEA regulations and the ALJ’s Memorandum and Ruling govern what evidence is admissible at the hearing.  DEA regulations dictate that the ALJ “shall admit only evidence that is competent, relevant, material and not unduly repetitious.”  21 C.F.R. § 1316.59(a).    In order to be relevant, evidence must pertain to whether granting Dr. Craker’s application is in the public interest.  (Memorandum and Ruling, at 3); 21 U.S.C. § 823(a).  In determining the public interest, “the following factors shall be considered:”  

(1) maintenance of effective controls against diversion of particular controlled substances and any controlled substance in schedule I or II compounded therefrom into other than legitimate medical, scientific, research, or industrial channels, by limiting the importation and bulk manufacture of such controlled substances to a number of establishments which can produce an adequate and uninterrupted supply of these substances under adequately competitive conditions for legitimate medical, scientific, research, and industrial purposes;

(2) compliance with applicable State and local law;

(3) promotion of technical advances in the art of manufacturing these substances and the development of new substances;
(4) prior conviction record of applicant under Federal and State laws relating to the manufacture, distribution, or dispensing of such substances;

(5) past experience in the manufacture of controlled substances, and the existence in the establishment of effective control against diversion; and

(6) such other factors as may be relevant to and consistent with the public health and safety. 
21 U.S.C. § 823(a).  
Evidence is therefore admissible if it is relevant to one or more of these six factors.  (Memorandum and Ruling, at 3).  In her Memorandum and Ruling, the ALJ also held that because the parties stipulated that research into the medical benefits and risks of marijuana is ongoing, because § 823(f) specifically provides for research with Schedule I controlled substances, and because there is no contention that Dr. Craker intends to cultivate marijuana for other than legitimate research purposes, evidence pertaining marijuana’s therapeutic uses is irrelevant to these proceedings and would be excluded.  Id. at 3-4. 
DEA regulations also dictate that “opinion testimony shall be admitted when the presiding officer is satisfied that the witness is properly qualified.”  21 C.F.R. § 1316.59(b).  The Federal Rules of Evidence require that a witness be “qualified as an expert by knowledge, skill, experience, training, or education.”  Fed. R. Evid. 702.
Government’s Proposed Testimony and Exhibits

The Government proposes to introduce (1) testimony and exhibits relating to whether some medical organizations support medical marijuana research; (2) testimony from Dr. Eric Voth about the needs of drug manufacturers; and (3) exhibits and testimony about harmful effects of marijuana.  These exhibits and testimony are irrelevant and inadmissible.    
A.
The Government’s Proposed Evidence Regarding Medical Organizations’ Support for 
Medical Marijuana Research Is Irrelevant.

Government exhibits 46 and 60 and a portion of the proposed testimony of Dr. Voth concern the stance of various medical organizations about medical marijuana.  This evidence should be excluded because it pertains to whether the health benefits and risks of medical marijuana should be the subject of further research.  The ALJ has already acknowledged that this research is ongoing and excluded this issue from the hearing. (Memorandum and Ruling, at 3-4).   Further, although Respondents originally anticipated calling a witness from the California Medical Association to present evidence relating to this issue, that witness was unable to come. Thus Respondents have not introduced evidence on this point that would justify the government’s evidence as rebuttal evidence.  Finally, allowing this evidence in will open the door to presentation of extensive and time-consuming rebuttal evidence concerning the numerous medical organizations that strongly support further research into the medical benefits of marijuana.
B.
The Government’s Proposed Evidence Regarding the Needs of a Marijuana Manufacturer 
to Bring a Pharmaceutical Drug to Market Is From an Unqualified Expert.

The government notes that Dr. Voth will testify “about the need for the a (sic) manufacturer of marijuana in light of the University Of Massachusetts’ contention that a marijuana manufacturer is needed because no pharmaceutical company would develop a marijuana medical product without a marijuana supply to insure consistency of dose.”  (Government’s First Supplemental Prehearing Statement at 2).  Federal regulations only permit Dr. Voth to express an opinion about Respondent’s contention about bringing a pharmaceutical drug to market if he is qualified to do so.   21 C.F.R. § 1316.59(b).  But Dr. Voth has no experience in researching or developing new drugs or in bringing a pharmaceutical drug to market.  As the government indicates, his expertise relates to the “potential uses and abuses of medical marijuana,” subjects the Court has excluded from this hearing.  Thus, just as the ALJ found during the first portion of this hearing that Dr. Craker was not qualified to testify regarding competition (see Transcript of Hearing, Monday, August 22, 2005, at pp. 62-63), Dr. Voth, a medical doctor, not a pharmaceutical drug developer, is not qualified to opine as to what might be necessary to develop a medical marijuana product.  
C.
Government’s Proposed Evidence Regarding the Potential Harms of Marijuana Use

Government exhibits 41, 48, 49, and 50, as well as testimony of Dr. Voth  relating to whether marijuana is “viable medicine” and “the various adverse health effects that can result from smoking or inhaling the marijuana plant material” (Gov’t First Supp. Pre-Hearing Statement at 2) should be excluded because they are irrelevant to the issues before the Court in this hearing.  21 U.S.C. 823(a).  This evidence relates to purported potential health risks of marijuana use.  To the extent that the Government wishes to use these exhibits to undermine claims that marijuana has potential as a prescription medicine, the ALJ’s Memorandum and Ruling precludes it.  (Memorandum and Ruling, at 4). 

 To the extent that the government seeks to use this evidence as evidence of the dangers of the use of marijuana in general, it is not relevant to any of the factors that must determine whether granting Dr. Craker’s application is in the public interest under 21 U.S.C. 823(a).  As this court has noted, this is not a rescheduling hearing.  Thus, whether marijuana causes any harms is not before this Court.  To the contrary,  whether marijuana causes harms, and whether those harms are outweighed by therapeutic benefits are issues Congress has delegated to the FDA in the context of specific applications for investigating new drugs and issuing new drug approvals—not to DEA in the context of deciding whether a grower should be licensed to cultivate marijuana for legitimate medical and scientific purposes. 
Finally, to the extent the government relies on this evidence to prove that it is worried about diversion, it is also irrelevant.  The statute already provides that DEA must consider whether granting Dr. Craker’s application would maintain or undermine “effective controls against diversion of particular controlled substances and any controlled substance in schedule I or II compounded therefrom into other than legitimate medical, scientific, research, or industrial channels.”  21 U.S.C. § 823(a)(1).    Thus, the possibility of diversion for other than legitimate purposes is already established by the statute.  Indeed, Respondent is willing to stipulate that there is a public interest in maintaining effective controls against diversion to other than legitimate medical, scientific, research, or industrial channels, if such a stipulation adds anything.  But evidence relating to the harmful effects of non-medical marijuana use generally is simply not relevant to whether this application—in which Dr. Craker seeks to grow and distribute medical marijuana for FDA-approved research, which, by definition, means the FDA has already considered and passed on the safety of such use—would somehow undermine the DEA’s effective controls. 

Conclusion

For the aforementioned reasons Respondent respectfully moves the ALJ to exclude the Government’s proposed exhibits and testimony identified in this motion on the basis that they are irrelevant or otherwise inadmissible.
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� Nor can the DEA establish that the evidence should come in under 21 U.S.C. § 823(a)(6) by arguing that the harms caused by the non-medical uses of marijuana are other factors relevant to public health and safety. The statute’s interest in diversion (factor 1) expresses the Congressional interest in averting the alleged harms arising from non-legitimate marijuana use.   Factor 6 cannot be used to “catch” evidence not relevant to diversion under factor 1.  
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