
~nternatiun~f Drug Sche ding; Convention on Psychotropic Substances; Single 

Convention u arcutic Drugs; Amfepramone (diethyl~r~~i~n)~ Amineptine; h 

e; De~i~9-tetrahydrocannabinoli (dronabinol); Tramadd 

AGENCY: ~~is~ation, l3IJS. 

ACTION: Notice, 

~~~~A~~~ The Food an Drug Adrn~n~s~ati~n ( A) is requesting interested persons to submit 

ts cunce~~ng abuse potential, actual abuse, medical useful ess, trafficking, an 

edufing changes on availabili for medical use of five stances. These co ents 

e considered in prep~ng a response from the Unite e World Health ~rga~izatiun 

(WHO) r~g~ding the abuse l~abili~ and diversio of these drugs. WHO will use this i~f~~ati~n 

to consider whether to reco end that certain iutemati~nal restrictions be placed OII these drugs. 

is notice requesti ents is required y the Controlled Substances Act (CSA). 

ADDRESSES: Sub~t w~tten comments to the Dockets Management ranch (~A-~93~5), Food 

istrat~~n, 5630 Fishers Lane, rrn. 106 , Rockvilfe, MD 20852. Submit electronic 

FOR FURTHER ~~F~R~A~~~~ CONTACT: James R. Hunter, Center for Drug Evaluation and Research 

f Drug Ad~nistrati~~, 5600 Fishers Lane, Rockvilfe, MD 20857, 301~827- 

9 e-mail: hunt~rj @eder.FDA.gov. 

cd0246 c, 
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FU~~A~~~N: The United States is a party to the 1971 subvention on 

Substances provides that 

if a party to the convention or WHO has inf~~ati~~ about a substa ce, which in its o 

ange in such control, it shall so not 

provide the Secretary general of the United 

inion. 

The CSA (2 .) (Title If of the Comprehensive Dru 

970) provides that w 0 notices the United States under icle 2 

the ~~nvent~~n sych~trQpi~ Substances that it ay justify adding a 

stances to one of the schedules of the co~ven~un, transferring a drug or substance 

le to another, or deleting it from e schedules, the Secret of State must ~a~smit 

the Secrets o Wealth and Humaa Services (the Secretary of S). The Secret 

of HHS must e Federal Register and provi e ~pp~r~n~ty for interested 

t advents that wifl be considere 

and medical evalnati~ns of e drug or substance. 

its p~ep~ati~~ of the scientific 

of I-H-IS reweaved notices from WI-4 
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One of the essential elements of the established review procedure is for the Secretariat to collect 

repare a Critical Review document for sub~ss~~ 

Gee 0 rug Dependence The WarId Health ~rgan~~at~~ invites Member States tc;, 

te, as in the past, in t ruviding pertinent inf~~ati rn~nti~~ed in the attached 

~u~sti~~~aire ~~~~e~i~g the substances fisted above. 

er cla~fi~ati~n on y of the above items can be obtained from quality Assurance and ~af~ty~ 

SM), Essential rugs and Medicines Policy ~~~~~, WHO, Geneva, to which replies shoul 

e sent not later than 17 May 2002. 

1. A~~~~~~~ 

. LEGXTI STANC 

e substance cu~ent~y registered as a rned~~al product? ~Yes~~~ 

ease indurate trade ~arne~s~, dosage forest with strengt~~s~ and i 

er legitimate use of t e substance? (N es, it is used for 

is the substance s 

e substance abused or misused in your county? ~Yes~~~~ jnf~~atiun~ 

2.2 Xf yes, is e abuse ~~~reas~ng? (Yes/N 

i~f~~at~~n on the extent of public health or social problems associated with the abuse of 

the substance ~stat~sti~s on cases of overdose deaths, dependence, etc.)? 

3. S 
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3. I Any inf~~ati~n on the nature and extent of iflicit activities i~v~~v~~g the substance ~c~andest~n~ 

manufactures smug Eing, diversion, seizure, etc.)? 

one is transferred to Schedule fIf of the Convention on ~sych~trup~c Su 

you theft that its availability for medical use will be reduced? ~Yes~~~o opinion) 

4.2 Xf yes, wou e redu~tj~n adversely affect the provision of medical care? (Yes/P4 0 opinion) 

Please elaborate: 

e substance ~u~ently registered as a medical product? (Ye 

Please ~ndj~ate trade namers), dosage r-m(s) with strength(s) and i~di~ati~n~s)~ 

ere ether legitimate use of the substance? (No/Yes, it is used for - II 

1.3 How is the su anufactured in the coun 

2, ABUSE OF STANCE 

or misused in your country? ~Y~s~o~~ ~nfo~ati~n) 

f yes, any i~f~~at~~n on the extent of abuse? 

2.3 Alny in ation on the extent of public heafth or social problems associated with t 

e substance (statistics on cases of over use de&s, de~~~dence~ etc.)? 

S INV~L~N~ I’HE S 

Any i~f~~ati~~ on the nature and extent of illicit activities ~nv~~v~ng the substance (c 

manufacture, smug ling, dive~si~n, seizure, etc.)? 

ULI 

tine is placed under international control, do you think that its availability for medical 

e reductiC;m adversely affect the provision of medical care? (Yes&4 



stance c~~~~tly registered as a medical product? (YesNo) 

lease indicate trade na e(s), dosage form(s) with strength(s) and ~ndicatiu~(s)~ 

ex legitimate use of the substance? (~o/Yes, it is used for J 

e substance supplied? (I~~o~~ anufactured in the coun 

2.l4I3uSE OF T 

Is the substance abuse or misused in your country? (YesNoLNo info~at~o~) 

e abuse increasing? (Yes o/No i~fo~at~on) 

2.3 Any i~fo~at~un on the extent of public healt or social probfems associate with the abuse of 

anee (statistics on cases of overdose deat s, dependence, etc.)? 

Any i~fo~atio~ on the nature and extent of illicit activities involving the substance (clandestine 

manufacture, snuggling, diversion, seizure, etc.)? 

4. ANSFEB TO SCKEDULE I/II OF TMF, SING 

DIC AVA~A~~ITY 

hine is transfused from schedule III of the Come tion on Psychotropic ~~bsta~c~s 

to either schedule I or If of t e Single Cunv~~tio~ on Narcotic Drugs, do you think that its avai~abi~i 

edical use will be reduced? ~Yes~o~o o~i~iu~) 

4.2 If yes, would the re rovi si on of medica 0 o~jnion) 

4. 

1. GITI 

e substance cu~~~t~y registered as a medical product? (Yes~o) 

Please indicate trade bake, dosage form(s) with strength(s~ and ~ndicativn(s): 
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f the answer to f . I. is no, is there ot er ~gg~ti~ate use of the substance? ~Yes~No) 

lease describe the purpose of use. 

x.3 ere is ~e~it~~~te use of the substance, how is t e substance supplied? (~~~o~e anufactured 

stance abused or misused in your courts? (Yes 

2.2 If yes, any ~~fo~atio~ on the extent of a 

2.3 Amy ~n~o~at~un on t e extent of public hearts or social problems associate with the abuse of 

e substance (statistics on cases of overdose deaths, dependence, etc.)? 

3, ELICIT A4&NCE 

3.1 Any i~fo~at~on on the nature and extent of ilficit activities jnvolv~ng t e substance ~c~a~dest~~e 

iversion, seizure, etc.)? 

5. T~~~~~ (ILW) 

I, LEG1 STANCE 

stance cu~e~tly registered as a medical ruduc t ? (Yes/No) 

lease indicate trade name(s), dosage fo~(s~ with strength(s~ and ~nd~cat~on(s~~ 

S~STA~C~ 

or misused in your courts? (Yes~o~o ~~fo~at~o~~ 

2.2 If yes, any i fo~ation on the extent of abuse? 

i~fo~at~on on the extent of public th or social problems assuciated with the a 

e substance (statistics on cases of overdose deaths, dependence, etc.)? 

3. OLVXNC T STANCH 

3.1 Any ~~fo~atjo~ on t e nature and extent of illicit activities ~nvulv~ng he substance (clandestine 

ling, diversion, seizure, etc.)? 



41 If tra~ado~ is placed under j~te~ationa~ control, do you think that its a~a~~ab~l~ty for medical 

e reduced? ~Yes~o~o o~~n~o~~ 

versely affect the ~ro~is~o~ of medical care? (Yes 

Please elaborates 

Amfepramuu~, also known in the United States as diethyIpropion~ is cfassifie as an a~~~~~~a~t 

with ph~a~ologi~al effects similar to the ampheta~nes. It is marketed n the United States 

short term (8 to $2 weeks) use, in conjunction wi a regimen of weight r~du~tion based on caloric 

rest~~tion, in ts with obesity and who have not responded to an approp~ate weight reducing 

regjmen (diet or exercise) alone. It is controlle omestically in Schedule IV of the CSA and 

Schedule IV of the Psychotropic Convention- 

A~neptine is ~lassi~ed as a tricyclic antidepr~ssaut. It is not ma 

as been eted in other countries for the treatment of major depressive disorders and has 

for its potential use in e treatment of amphetamine withdrawal* 

ucts were vulunt~ly remove e market in France and Portugal due to 

risks of misuse an _ It is not ~outro~led in the united States uuder the CSA or 

er the Psychotropic Convention or the Single Convention on Narcotic Drzlgs. 

reno~~ne is a se~syntheti~ opium derivative with receptor agonist 

united States bu~reuo~ ine is currently only available as a parenteraf product 

and is eted for the relief of moderate to severe pain. I3uprenorphine is also markete 

the treatment of pain in several other countries in both sublingual and arenteral dosage fornss, 

-dose fo~ulation of bupreno~hine is also arketed in other eoun es for use in the 

nt of opiate dependence. It is currently controlled domestically in Schedule V of the CSA 

arcotic and is ~on~olled internationally in SC edule III of the Psyc utropie Convention. In 

he Federal Re@ster of March 21,2002 (67 FIX 33 f 4), the Drug ~nf~~ce~e~t Ad~nis~ation 

. 
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ublis a proposed rule to increase t e regulatory controls placed OD 

rest ~~h~~e from a Schedule V ~~c~t~c to a Schedule 

Delta- in01 ~~~~~~-9-~H~), the active component of m~jua~a, is ~~~e~tly 

of the CSA. Sy tic deE~a--9---TIIC, or drona inol, is the active 

~umpon~nt of the drug pruduct Marinol, ch is marketed in the United States as an antiemeti~ 

otherapy and far treatment of AIDS wasting syndrome. ~ronabinol 

in sesame oil and encapsulated in an FDA-approve product is controlled in Schedule III of the 

e only product that meets this de~nitio~. Dronabino (which is the synthetic 

e natural active component of m~juana, ~~~~~-~-~HC) in any other form is 

~ontro~I~d in SC e CSA. The drug substance dronabinolt is cantrofle 

in Schedule II of the Psychotropic Convention. 

~ramadol is a ~entraIly acting synthetic analgesic. At least two corn lementary mechanisms 

ing of parent an metabolite to mu-opioid rece 

e reuptake of norepinephrine an serotonin. It is markete in the United States 

for the trea of moderate to moderately severe pain. Cases of abuse and dependence of tr ado1 

ed. It is not controlled in the United States under t SA or controlled 

er the Psychotropic C~~vention or e Single Convention on arc&c Drugs. 

to Submi Domestic ~~f~~rnat~~~ 

As require I(d)(2)(A) of the CSA (21 USC. )(2)(A)), FDA, on behalf 

of the Dep of Health and Human Services (U S), invites interested persons to submit 

e five named drugs. Any moments received wiX1 e considered by DHHS 

tific and medical evaluation of these drugs. HS will forwar 

and ~nedical evaluation of these drugs to WHO, through the Secretary of State, for WHO’s 

consideration in eciding whether to recommend inte~ational con~o~decon~o of any of these 

drugs. Such con could limit, among Q e manufacture and dist~butio~ tirnpo~ 

gs and could impose certain recordkeeping require 
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S will not now make any reco ations to WHO regarding whe er any of these 

rugs shoal to inte~ational controfs. Instead, DHHS wif defer such consideration 

of~cia~ reco~endations to the ~o~ss~on on Narcotic Drugs, which are 

in late 2002. Any DHHS osition regarding inte ational control of these 

d by another Federa Register notice soliciting pu moments as required 

y section 2~~(d)(2)~~) of the CSA. 

Xnteres persons may submit to the Dockets Management Branc (address above) w~tten 

nie co~ents reg e drugs by [insert date 30 days aJZer date of ~~~~~cat~~~ in 

the Federal Regis r]* This abbreviated foment period is necessary to allow suf~~~ent time to 

repare sub the domestic info~at~on package y the deadfine impose 0. Two 



t that individuals may submit one copy. 

are t with the docket number found in brat eading of this 

docume 

Dated: 


