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Dear Dr, Lepakhin:
On behglf of the United States, [ would like clarification on several matters regarding the

Questionnaire for Collestion af Information for Review af Dependence-producing Psychaactive
Substonces, sent from the World Heelth Organization (WHO) Secretariat on October 27, 2005,

Paiagtaphs 13 15 of the Gm‘d'sfmes jbr t!he WHOﬁewew afB@mden&e—PmduCMg
Psychoactive Substances for International Control establish the principles and procedures for

" selecting substances for consideration by the WHO Ezpert Commiitee on Diug Dependence
(ECDD). 1t is my understunding the WHO Scerotariat applies the criteria in paragraphs 13 and
15 of the Guwidelines to determine whather it will dollect information for diseussion (pre-revisw),
or - vhgther it will devolop a "crifical review" docuthent that foruas thie basis for the ECDD (o
recommend or net recommend control of a substance. The principles and processes set forth by
 these consensus guidelines help to meke the contrel review process as transparent as possible.

Although the Guidelines provide several options for the Committee to consider a substance for
critical roview, soms of the substances on the latest qmsﬁannaim, such as dronabinol, gamma-
hydmxybtuync acid, and tramedol, underwent WHO ECDD review cyeles ml&twaly revently.
Thersfore, it is unclear whetlier these substances meet the criteria for critical review again now, -
The United States would appreciate & dotailed explanation, similar to those provided in previous/

©, years by the WHO Beoretariat, of the reasons why these substtmccs are schedzﬁed for review at
this time, so sodn after ptevmns reviews,

There sre additional items on the draft agenda for the 34™ Session of the ECDD that require
further explanation and clarifieation from the Secratariat. For sxample, why ave the
Supplemertary Guidaﬁms‘ﬁr Depandenoe Producing Psychoactive Substances listed as a
pending matter, when the 115 Session of the WHO Bxecutive Board considered them in
Jeanary 2005 and decided they are uot necessary? Why are seloctive serotorin re-uptake
inhibitors (SSRIs) on the draft agendh us a pending matter whe the 33" BECDD reviewed the
issue and determined “that there was no evidence of diversion of the drug for abuge,” and SSRIs
were therefore not subject to Farther review for a possiblé change in intermations! control?
Please clarify the role of the BCDI) in discussing these substances for other purposes.



puprenorphine

The dvaft agendn, under “Pending Maiters Since Thirty-Third Meeting,” indicates the 34" ECDD
will render a final decision on oripavine and buptenorphine. Oripavine is not curvently
controfled; buprenorphine has been controlled in Schedule I of the Convention of Psychotropic
Substances since 1988. A decision on both substances was deferred pending the develepment of
additional guidance (Stpplementary Guidelines) on substances that might meet the criteria for
control under more than ane Convention. In addition, in the case of buprénorphine, the 33°
RCDD Report noted the need for a stronger justification for recommending a change in control
status of a substanwe from one Convention to anofher.

The WHGO Searetariat should removs buprenorphine from the agenda.of the 34% ECDD. As
nated above, in Jawary 2005 the WHO Executive Board did not endorse the Supplementary
Guidelines for Dependence Producing Psycheactive Substances. As such, without any guidance
on this issue, it is entirely possible that the 34® ECDD will straggle inappropriately in =
determining the “more appropriste convention for buprenophing.” Morcover, the 33™ ECDD
indicated “additional justification was needed 1o recommend a change in the control stafus of a
substance from one convention to another.” The Cizcalar letter from the Secsetariat attaches a
one-clement question on the impaet of transferring bupreserphine to Schedule I of the Single
Convention. It is unlikely the response to this one quastion will provide the information needed
for the ECDD to support a recommendation.

If the WHO Secretariat determines to proceed with a re-review of buptenorphine, it should
postpone BCDD consideration until it has prepared a complete questionnaire and circulste { it'to
Memnber States, Parties should have additional time to provide complete, updated inform: jon on
buprenorphine’s expanded availability and use in the treatrient of opioid dependence. Thare are
considerably more data and information available to the WHO Secretariat on buprenorphine
since the ctitical review presented to the 33% BCDD i 2002, There have been significent ‘
developments, including the Apil 2005 addition of buprenorphine to the WEO's list of essential
medications as an addiction treatment medication. i

: Cempletl uestionnaire. The WHO Secretariat has asked Member
reply to yestionneire by January 3, 2006. The Questionnaire namss seven
substanees for eritieal review. Two additional ems are Hsted on the Questionnaire for final
decision. This is a tremendous amount of data for Member States to provide to the WHO
Secretariat in two months. As you are aware, the United Btates is required by law to publish a
notice on the BCDD agends in our Pederal Register, with 8 minisnum poblic comment period of
30 days, Because of this statutory requirement, the ambitious list of ftems for review that require
data eolletion, and a shorter-than-usual timeftame for praviding the roquested data, the United
States will be unable to reply to the Questionnaire before mid-Jamoary 2006. I am therefore
formally requosting en extension of the deadline until at loast January 16, 2006, Extending the
deadline for cotnment will ultimately benefit the WHO Secretatiat and the international
comznunity by giving Member States more titne to collect and review data and commentary, and
forward their recommendations to the Secretariat, ,




ate of the ECTH), Given that the BCDD is propased to meet in mid-March 2006, it
COD would not be able to produce results and recoromendations from its 34
Session in time for sensideration by Memiber States at the 49™ Session (2006) of the United
Namnsfﬂemxmwmonmm&cnmﬁs(m) Rather, the recommendations of the BCDD 34
Session wauld be forwarded fo the 50 Session of the Unlted Nations Commission on Narcotic
Drugs in 2007, Therefore, we are puzzied by the tight timeframe imposed by the Secretariat on
Memiber States to finish the Quastionnaire by January 3, 2006, and hold the 34 Session of the
BCDD in early 2006. Wemmnﬁm&ommesmamm&mkmmmMmm
We would strongly encourange the Secretariat to postpone the meeting of the BCDD until later in
measmmﬁlcmmmﬁsmw&rmwmmdaﬂeqmnmemmw

preparation and partiaipﬁnn

I appreciate your assistance and consideration in these matters, and look forward to your prompt

response. If you have questions, please feel fics to contact me on w_;ﬂ_mm@m&gg ar
(202) 690-6174.
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