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fxRlxT DIAL (2@2) 7374293 

January 23,2006 

VIA FACSIMILE AND REGULAR U.S. MAIL 

D ivision o f Dockets Management 
Food and Drug Administration 
5630 F ishers Lane, Room 1061 (HFA-305) 
Rockville, MD 20852 

Re: Docket No. ~~O~NE0479: Internatiutial Drug 
Convention on Psychotropic Subst&ws; Single Convention on 
Narcotic Drugs; ~utorphan~l; D~lta~9-t~tr~~y~~o~annabinol 
(Dronabinoi); Gam~a-~ydro~yb,u~~~ Acid; Ketamine; Khat; 
T ramidol; Zop iclow; ~~prenorphine~ O ripavine. 70 Fed. Reg. 
73,775 (Dec. k3,2005). 

Dear Sirs: 

Wyman, Phelps & McNamara, P.C. requests that the a ttached letter be submitted to the 
record in the above-referenced docket. 

JAG/B JW/dcp 

Attachment 
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January 2  I,2006 

BY ~-~~IL\~ON~I~~TION COPY BY MAIL 

Mr. W illiam  R. Steiger 
Special Assistant to the Secretary for Inte~atio~al Affairs 
O ffice o f International Affairs 
Department o f Hea lth  and Human Services 
Hubert Humphrey Building 
200 Independence Avenue,; S.W . 
Suite 639H 
Wash ington, D.C. 2020 1  

lie: WHCVECDD matter 

Dear Dr. Steiger: 

It has come to our a ttention that 8  has convened a  meeting caf an ad hoc 
committee o f five scientific “exp s” to meet next week, to prepare a  report for the 
upcoming ECDD. The subject o f the meeting is buprenorphi~e. There has been no public 
notice o f this meeting and the details o f the meeting are lackmg, but w,hat we know at this 
time  provides grounds for serious tcomplaint. We  ask that our government intervene to 
preserve the integrity and fairness o f the international drug control process. 
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You were told by Dr. Lepakhin that bupr~no~~n~ was put on the agenda ‘L.. , not 
for review, but because the,(EC ) decided to make a f&al ~~~~$~o~ at the forthcoming 
ECDD.” This statement was erroneous, but the rn~sp~rc~pt~o~ Q about the intent of 
the la@ ECDD is no doubt The reason that WHO did not reques e normal range of data in 
its questionnaire. Aljt WHO requested in the qu~stionn~r~ was an assessment of the effect, 
on medical availability, of~ovi~~ bupr~~o~b~ne to schedule E of the ingle Convention. 

In filings made to the docket of I? 
many other things, failing to request the 
that WHO now is attempting to lEil1 that gap by Gonvening an ad hoc committee and asking 
them to opine about data. B&awe the data ~ont~mp~a~ed by the G~~d~~i~~s for the WHO 
review ofpsychoactive dep~~d~~~~-pr~d~ci~g s~~s~~~ce~~~~ ~~t~~~~t~~~~~ control 
(Guidelines) were never requested and therefore are not available, we presume that WHO 
will look elsewhere; probably data willi be used from the embargoed and therefore not- 
public INCB report for 2005. 

Thus, WHO continues a &tern of ~~eg~~~ar~ties and ~mpropr~et~~s from the 
established Guidelines to meet the goal @fusing the timds availably for a March meeting. 

If the ad hoc committee will ~a~y~e the data, from a source not recognized in the 
Guidelines, it will be unneciessary for the next ECDD to exercise &&j ent in regard to 
those data. The question a@ses: Has the sd hoc committee been ~o~v~~~d in compliance 
with the regulations for expert ~Q~~~~~~ ? Have NGOs been invite to participate? Have 
other organizations and ev@n interested parts of 0 itself bem invited to participate? If 
the most important tin&ion of the ECD its medical judg t, is being exercised by the 
ad hoc committee, surely that committe hould be constitut according to the relevant 
rules. / 

This hastily called meeting of an ad hoc committee ~~not legitimize the upcoming 
March ECDD and in fact, adds to the b~e~~own in established procedures. The way the ad 
hoc committee has been called, and the other ~mpropriet~~~ in this process, justify the 
suspicion that buprenorphine is on the agenda to be given a pr~det~~~ned treatment, in 
which the biases of some parties are served, to the detriment of goad science and good 
medicine. 
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These new developments justify our re est that you urgently involve our 
government to protect the process established the Guidi&x~~. ~be~v~s~~ the precedents 
now being established by WHO’s action minate any meaning that the 
Guidelines might have had., The nations ~~~ve~t~~~s and the regulated 
industry cannot and should not support a system in which the sober, d 
methodology set forth in the ~~~~~~~n~s is replaced by the chaos we have seen with the 
March 2006 ECDD. 

Thank you for your qttentio to this matter. 

cc: Lou Valdez 
Ann S, Blackwood 
David E. Hohman 


