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Two corrections should be made in document EB69/21: 

On page 2， the second sentence (second line) of paragraph 4(1), related to 

dextropropoxyphene，should read as follows : "In response to a request from the Federal 

Republic of Germany, WHO recommended that oral preparations containing dextropropoxyphene in 

the amount of less than 150 mg per dosage unit be placed under Schedule III if compounded with 

substances that are not subject to control under the Convention 011 Psychotropic Substances but 

have similar psychotropic properties.
1 1 

On page 4 , paragraph 6 should read: "WHO has continued, during the two-year period under 

review, to promote the rational use of psychoactive drugs, particularly of those with 

dependence liability. Efforts were directed especially to the promotion of rational 

prescribing by physicians and other members of the health team. Seminars were held for those 

responsible for control of narcotic and psychotropic substances and for those who advise 

international and national authorities on related matters. At the interregional level, a 

third travelling seminar held in the Union of Soviet Socialist Republics (Moscow and Tashkent, 

Uzbekistan) in October 1981， offered an opportunity for French-, English- and Russian-speaking 

participants from developing countries to study the safe use of psychoactive drugs with 

dependence liability and the guidelines required for national registration of these drugs. 

At the regional level, two seminars were h e l d � one, in Buenos Aires, was attended by partici-

pants from 14 Spanish- and Portuguese-speaking countries of the Region of the Americas and 

participants from Spain and Portugal (November 1980)； and another, in Manila, brought together 

participants from 13 countries of the Western Pacific Region (August 1980). A national 

seminar was held in London, in March 1980， in collaboration with the Royal College of 

Psychiatry and the Department of Health and Social Security of the United Kingdom.^ The 

contribution of UNFDAC to these WHO activities is gratefully acknowledged.
и 

Murray, R . et al•， ed. The misuse of psychotropic drugs, London, The Royal College 

of Psychiatrists, 1981 (Gaskell, Special Publication 1). 
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ACTION IN RESPECT OF INTERNATIONAL CONVENTIONS 

ON NARCOTIC DRUGS AND PSYCHOTROPIC SUBSTANCES 

Report by the Director-General 

This report describes action taken during the last two years by 

WHO according to the statutory responsibilities assigned to it by the 

Single Convention on Narcotic Drugs, 1961， as amended by the 1972 

Protocol, and the Convention on Psychotropic Substances, 1971. 

During 1980， phendimetrazine, phentermine, benzphetamine and mazindol 

were placed in Schedule IV of the 1971 Convention as recommended by WHO. 

Recommendations to terminate the exemptions of three combination 

products containing a controlled psychotropic substance, granted by 

Bulgaria, and four by Mexico, were accepted. During 1981 WHO recom-

mended that exemptions granted by Chile for one such product, by 

Hungary for three and by Sweden for six, be terminated and that 

pentazocine need not be controlled at the present time under the Single 

Convention as requested by Austria. Recommendations made in 1981 by 

WHO will be subject to review by the United Nations Commission on 

Narcotic Drugs in February 1982. A number of other activities 

facilitating national efforts to derive maximum benefit from the 

international treaties were continued. Action to be taken by the 

Director-General on the advice of experts on a number of benzo-

diazepines , a t a meeting scheduled for November 1981, will be reported 

to the Executive Board during its session. 
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1. This report covers action taken by the Director-General in compliance with WHO's 

statutory obligations under the Single Convention on Narcotic Drugs, 1961, as amended by the 

1972 Protocol (hereafter referred to as the Single Convention) and the Convention on 

Psychotropic Substances, 1971. This report covers the period 1980-1981. The previous 

report was submitted by the Director-General to the Executive Board at its sixty-fifth session 

2 . A t the sixth special session of the United Nations Commission on Narcotic Drugs, held in 

Vienna in February 1980， all WHO,s recommendations were accepted. Thus, dextropropoxyphene 

w a s placed in Schedule II and sufentanil and tilidine both in Schedule I of the Single 

Convention. Mecloqualone was placed in Schedule II of the Convention on Psychotropic 

Substances, phencyclidine, as recommended, stays in Schedule II，and its three analogues (ТЕР, 

PHP and PCE) were placed in Schedule I. 

3 . The Commission recognized the pressing need for WHO guidelines for the exemption of 

preparations containing a controlled psychotropic substance from certain control measures, 

under Article 3 of the Convention on Psychotropic Substances. It welcomed the proposals 

made by W H O , early in 1978， concerning the considerations that should be taken into account 

in the evaluation of the risks of abuse in case of exemption, and analysis of the desirability 

of permitting availability without prescription, and regarding consideration of the inter-

national consequences of a decision.^ The Commission urged Member governments to take these 

guidelines into account when granting exemptions. The criteria proposed were as follows: 

(1) Preparations containing more than one psychotropic substance should not be 

exempted； 

(2) Preparations containing a psychotropic substance in association with a narcotic 

should not be exempted (this recommendation concerns mainly drugs placed in Schedule I 

of the Single Convention)； 

(3) Preparations which contain a psychotropic substance under international control in 

association with a drug not subject to control but having similar psychotropic properties 

should not be exempted； 

(4) Exemption of preparations which contain a psychotropic substance listed in 

Schedule II of the Convention on Psychotropic Substances is undesirable. 

A t that time, the Commission deferred its decision on these criteria and requested the 

United Nations and WHO to collect information from governments that would enable them to con-

tinue the elaboration of further guidelines, taking into consideration the above criteria. 

The Commission, at its meeting in February 1981, specifically requested that the WHO 

Secretariat, together with the United Nations Division of Narcotic Drugs, submit a report on 

the subject in February 1983. 

Notifications - 1980 

4 . After seeking the advice of a group of experts, which met in September 1980, the 

Director-General notified the Secretary-General of the United Nations as follows : 

(1) Dextropropoxyphene preparations. Dextropropoxyphene is controlled under the Single 

Convention (Schedule II). In response to a request from the Federal Republic of Germany, 

WHO recommended that oral preparations containing dextropropoxyphene in the amount of less 

than 150 m g per dosage unit be also brought under control if compounded with substances that 

are not subject to control under the Convention on Psychotropic Substances but have similar 

psychotropic properties. The Commission accepted this recommendation. The Director-General 

informed the Secretary-General of the United Nations, for purposes of clarification, that the 

recommendation related to dextropropoxyphene hydrochloride. However, since other salts may 

Document EB65/21. 
о 

Unpublished WHO document MNH/78.1, paras 11, 12 and 13. 
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be involved, it is now recommended that rather than 150 mg of the hydrochloride, reference be 

made to quantities of less than 135 mg of dextropropoxyphene base. This recommendation is to 

come before the United Nations Commission on Narcotic Drugs at its session in Vienna in 

February 1982. 

(2) Review of nine anorectic drugs. WHO continues to review the benefit/risk ratio of 

any drug on request of any Party to the two Convent ions but prefers to review groups of 

substances related to each other chemically and pharmacologically. During 1980， nine 

anorectic drugs were reviewed for their actual or possible control under the Convention on 

Psychotropic Substances• The status of two substances - phenmetrazine and amfepramone, which 

are already controlled under this Convention - was found to need no change. Three other 

substances - fenfluramine, chlorphentermine and clortermine - were not recommended for control 

and WHO will continue to monitor their u s e . A further four - phendimetrazine, phentermine, 

benzphetamine and mazindol - were recommended for control under Schedule IV. The Commission 

accepted these WHO recommendations in February 1981
e 

(3) Review of exemptions granted by Parties for combination products containing a 

psychotropic substance controlled under the Convention on Psychotropic Substances, For the 

first time since this Convention came into force in August 1971， two notifications were 

forwarded to WHO for an opinion. 

- B u l g a r i a • For 8 out of 11 preparations sufficient information was available. It was 

recommended that the exemption of: 

Barbamil； Hexadorm-calcium; glutethimide 

be terminated. 

- M e x i c o • Six preparations were reviewed. It was recommended that the exemption of: 

Almotracina
 lf

S
fl

 ； Dilacoran; Fenadrops (and Sedadrops) ; Visparax 

be terminated. 

The Commission accepted these WHO recommendations. 

Notifications - 1981 

5. After seeking advice from a group of experts which met in September 1981, the Director-

General has further transmitted to the Secretary-General of the United Nations the following 

recommendations• 

(1) Review of opiate agonist and antagonist drugs. These analgesic drugs, developed 

after extensive research over the past three decades, although interesting and useful, have 

some abuse potential. They include buprenorphine, butorphanol, cyclazocine, nalbuphine and 

pentazocine. The Government of Austria has requested that pentazocine be placed in Schedule I 

of the Single Convention. This was the fourth time that the status of pentazocine had been 

reviewed by WHO over the 15 years since this drug became available. The group considered 

these drugs, along with pentazocine as requested by Austria, for control under the Single 

Convention as well as under the Convention on Psychotropic Substances. No decision was 

reached to recommend control of any of these drugs at the present time, since drugs of this 

class require monitroing by WHO and its Member States for their adverse effects and, in 

particular, their abuse liability. The Director-General has recommended, in response to the 

Austrian proposal, that at the present time pentazocine should not be controlled under the 

Single Convention. The decision on this recommendation now rests with the United Nations 

Commission on Narcotic Drugs, which is to meet in Vienna in February 1982. 
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(2) Review of exemptions granted by Parties for combination products containing a 

psychotropic substancé controlled under the Convention on Psychotropic Substances. 

Notifications from four countries were transmitted to WHO by the Secretary-General of the 

United Nations.1 

- C h i l e . Three preparations were reviewed. It was recommended that the exemption of: 

Ritalin (tablets) 

be terminated. 

- H u n g a r y . For 19 out of 21 preparations sufficient information was available. It was 

recommended that the exemption of: 

Pilula coffobarbitali； Pulvis sedans； Solutio kalii jodati сотр. 

be terminated. 

“Sweden• For 22 out of 30 preparations sufficient information was available. It was 

recommended that the exemption of: 

Klimerco； Oxyphyllin сотр. (suppositories and tablets)； 

Gamadorm (tablets)； Theon-Mebuma1 (suppositories)； 

Terginox (tablets)； Franyl (tablets) 

be terminated. 

The above recommendations have been communicated to the Secretary-General of the United Nations 

and are to come before the Commission on Narcotic Drugs at its session in February 1982. 

Safe use of psychoactive drugs, 1980-1981 

6. WHO has continued, during the two-year period under review, to promote the rational use 

of psychoactive drugs, particularly of those with dependence liability. Efforts were 

directed especially to the promotion of rational prescribing by physicians and other members 

of the health team. At the interregional level, a third travelling seminar, held in the 

Union of Soviet Socialist Republics (Moscow and Tashkent, Uzbekistan) in October 1981， 

offered an opportunity for French-, English- and Russian-speaking participants from 

developing countries to study the safe use of psychoactive drugs with dependence liability and 

the guidelines required for national registration of these drugs. At the regional level, two 

seminars were held : one, in Buenos Aires, was attended by participants from 14 Spanish- and 

Portuguese-speaking countries of the Region of the Americas and participants from Spain and 

Portugal (November 1980)； and another, in Manila, brought together participants from 13 

countries of the Western Pacific Region (August 1980). A national seminar was held in 

London, in March 1980，in collaboration with the Royal College of Psychiatry and the 

Department of Health and Social Security of the United Kingdom.^ Seminars were also held 

for WHO staff members responsible for control of narcotic and psychotropic substances and for 

those who advise international and national authorities on related matters. The contribution 

of UNFDAC to these WHO activities is gratefully acknowledged. 

United States of America. A notification dated 23 July 1981 was received at WHO 

headquarters on 5 August 1981 concerning approximately 1000 preparations containing psycho-

tropic substances, which were exempted from certain control measures in the United States of 

America. In view of the number of preparations, the form of data presentation and the date 

of the notification, the group could not examine them at the September 1981 review meeting. 

2 
Murray, R. et al., ed. The misuse of psychotropic drugs, London, The Royal College of 

Psychiatrists, 1981 (Gaskell, Special Publication 1). 
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7. The first important task in ensuring the safe use of drugs with dependence liability is 

to evaluate the benefit/risk ratio. This calls for data from the national level on such 

matters as the therapeutic use of these drugs； these data can usually be obtained through the 

pharmaceutical industries. On the other h a n d , where abuse liability and the potential for 

creating public health and social problems are concerned data collection methodology is far 

from satisfactory. The WHO Expert Committee on Implementation of the Convention on 

Psychotropic Substances, 1971 reviewed techniques for the assessment of drug-related health 

problems and the extent of drug utilization and for the assessment of public health and social 

problems associated with the use of psychotropic d r u g s ) In June 1981, in collaboration with 

the Government of Finland and UNFDAC, some aspects of these problems were looked into in depth 

within the context of the situation in 14， primarily developing, countries. As regards road 

traffic accidents, the role of alcohol is established, but more work is needed on assessing 

the role of drugs, alone and in combination with alcohol； accordingly, W H O , in collaboration 

with the National Institute of Drug Abuse (United States of America)， reviewed drug control 

strategies in relation to traffic safety. WHO has now also sought the active involvement， 

at two levels, of the pharmaceutical companies manufacturing products containing drugs under 

review by the Organization. They are invited to submit written scientific material and oral 

evidence prior to the review meeting, the oral evidence being presented by scientists from 

industry to a limited number of review group participants at a preliminary meeting held a 

week or so before the group meeting. 

8 . Resolution WHA33.27, in paragraph 7(3)， requests the Director-General to develop guide-

lines to promote the initiation and strengthening of national and international programmes 

for the assessment, scheduling, control and appropriate use of narcotic and psychotropic sub-

stances , i n c l u d i n g those of plant origin. With the support of the Government of the 

Netherlands and UNFDAC, study visits have been made to Malaysia and Panama to review the 

national policy in the field of drug abuse； further visits are planned to K u w a i t , M o r o c c o , 

Nigeria and Thailand. On the basis of the information thus collected, these guidelines are 

to be prepared and submitted to the Executive Board in January 1984. 

1

 WHO Technical Report Series, N o . 656, 1981. 
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1. After the Director-General' s report (document EB69/21) was finalized, a meeting"^ was 

convened at headquarters (from 16 to 20 November 1981) to review the status of a number of 

commercially available benzodiazepines for clinical use. 

2. The agenda of the meeting listed 12 benzodiazepines, including diazepam, on which 
information had been collected from various sources to establish the benefit/risk ratio of 
individual drugs.^ The Secretary-General of the United Nations, on the request of WHO, 
notified Member States in accordance with the 1971 Convention concerning the 12 substances and 
sought information for the WHO review. Clobazam was added to the list a week before the 
meeting at the request of the pharmaceutical industry concerned, bringing the total number of 
drugs to 13. During the meeting information collected from governments, the United Nations 
Division of Narcotic Drugs, International Criminal Police Organization (Interpol) and the 
pharmaceutical industry on the 13 benzodiazepines^ was reviewed. 

3. Discussions had been held with representatives of the pharmaceutical industry concerned 

before the meeting. In addition to providing extensive background material on the chemistry, 

pharmacology and clinical studies of the safety and efficacy of their products, these 

representatives discussed their views on the issue of appropriate clinical indications for the 

use of this class of drugs. Further, they discussed various ways in which their companies were 

engaging in medical education programmes to promote the rational use of their products. They 

all expressed willingness to cooperate with WHO in such education programmes to ensure a 

balanced presentation of the alternatives available to physicians for the treatment of anxiety, 

which is one of the major uses of the benzodiazepines. The list of pharmaceutical companies 

that participated as well as the names of their representatives are attached as Annex 2. 

4. On the basis of the data reviewed, the meeting unanimously recommended that diazepam be 

placed under Schedule IV of the 1971 Convention. 

5. The representative of the United Nations Division of Narcotic Drugs explained the 
implications of placing a substance under Schedule IV of the 1971 Convention, the minimum level 
of control, as follows: 

(a) These controls are applicable to the 72 countries which have ratified the 1971 

Convention so far； 

1 The list of participants in the informal fifth review of psychoactive substances for 

international control is appended as Annex 1. 
2 

The other 11 were: chlordiazepoxide, clonazepam, clorazepate, flurazepam, lorazepam, 

medazepam, nitrazepam, oxazepam, oxazolam, prazepam and temazepam. 
3 

Information on clobazam was obtained only from the industry. 
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(b) The drug can only be made available on the prescription of a qualified medical 

practitioner, or any other member of the health team if the authorities so desire ； 

(c) The drug cannot be advertised to the public ； 

(d) Records must be kept of the manufacture, import and export of such drugs for a period 

of two years for national use. There is no obligation to furnish this information 

to the International Narcotics Control Board in Vienna though the Control Board is 

seeking cooperation from countries to do so voluntarily； 

(e) Article 13 of the 1971 Convention authorizes governments that are Parties to the 

Convention to notify other Parties, through the Secretary-General of the United 

Nations, that they prohibit the importation of selected drugs on the list of 

controlled drugs included in Schedules II to IV. Parties so notified w i l l then 

take appropriate measures to ensure that the drugs concerned are not exported to the 

notifying Parties. 

Placing a substance under Schedule IV of the 1971 Convention does riot seem to interfere 

with the availability of the substance for use in case of genuine medical need and facilitates 

the task of the authorities in preventing its abuse and also in monitoring its use and abuse. 

6. The meeting noted that placing diazepam under Schedule IV of the 1971 Convention will help 

a large number of countries to continue the genuine medical use of this substance while also 

helping to prevent its abuse. 

7. Data on the 11 benzodiazepines and on diazepam were reviewed in great detail. At the 

same time the meeting also decided to review drugs with similar chemical structure. It 

considered that all the other benzodiazepines marketed for clinical use should be placed at 

the same level of control as diazepam, in view of the chemical and pharmacological similarity 

of these products. 

8. The Director-General, in notes verbales to the Secretary-General of the United Nations 

restricted his recommendation to the inclusion in Schedule IV of the 12 drugs originally on the 

agenda, on which the Secretary-General had informed the Member States and sought information 

from them. ̂  

9. The Director-General did not make recommendations to the Secretary-General with respect 

to the 12 other drugs, since, as required by the 1971 Convention, the Secretary-General and, 

through h i m , the Parties to the Convention have to be informed in advance, before drugs are 

considered for international control. 

1 See para. 2. 
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ANNEX 1 

LIST OF PARTICIPANTS IN THE FIFTH REVIEW OF PSYCHOACTIVE 

SUBSTANCES FOR INTERNATIONAL CONTROL 

Participants 

Dr Roland R . Griffiths, Department of Psychiatry, Johns 

M e d i c i n e , Baltimore， M a r y l a n d , USA (Co-Rapporteur) 

Dr К. Zaki H a s a n , Department of Neuropsychiatry, Jinnah 

Karachi， Pakistan 

Dr J . Indanp'á'án-Heikkila, Chief Medical Officer for Pharmacology, The National Board of 

H e a l t h , Helsinki, Finland 

Dr J . Knoll, Department of Pharmacology, University of Semmelweis, Medical School, 

Budapest， Hungary 

Dr M . Lader, Institute of Psychiatry, Denmark H i l l , London， England 

Dr V . Navaratnam, Director, National Drug Dependence Research Centre, Universiti Sains, 

Penang， Malaysia 

Dr 0 . 0 . Ogunremi, Faculty of Health Sciences, University of Ilorin, Ilorin，Nigeria 

Dr С. R . Schuster, Department of Psychiatry, University of Chicago, Chicago, USA 

(Rapporteur) 

Dr T . Yanagita, Preclinical Research Laboratories, Central Institute for Experimental 

Animals， Kawasaki， Japan (Chairman) 

Representatives of other organizations* 

United Nations 

Dr George M . L i n g , Director, Division of Narcotic Drugs, United Nations, Vienna 

International C e n t r e , Vienna， Austria 

Mr P . Bailey, C h i e f , Treaty Implementation and Commission Secretariat Section, 

United Nations Division of Narcotic Drugs, Vienna International Centre, Vienna， Austria 

Ms M . Frank, United Nations Division of Narcotic Drugs, Vienna International C e n t r e , 

Vienna， Austria 

International Narcotics Control Board 

Dr S . Kaymakçalan, Chairman, Department of Pharmacology, Medical School of Ankara 

University, Ankara， Turkey 

Dr T . Chrusciel, Deputy Director, Institute for Drugs Research and Control, W a r s a w , Poland 

Mr H . Schaepe, International Narcotics Control Board, Vienna International Centre, 

Vienna， Austria 

* 

The International Criminal Police Organization (Interpol) , the World Federation of 

Associations of Clinical Toxicology Centers and Poison Control Centers and the Finnish 

Foundation for Alcohol Studies were also invited but were not represented. 

Hopkins University, School of 

Post Graduate Medical C e n t r e , 
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International Council on Alcohol and Addictions 

Dr P . H . Connel, Director, Drug Dependence Clinical Research and Treatment U n i t , 

Maudsley H o s p i t a l , London， England 

WHO collaborating centres on research and training in drug dependence^ 

Dr D . R . Jasinski, Director, Addiction Research Center, National Institute on Drug A b u s e , 

Baltimore City Hospital, Baltimore’ Maryland, USA 

Dr V . Navaratnam, Director, National Drug Dependence Research C e n t r e , Universiti Sains, 

Penang， Malaysia 

WHO Secretariat 

Dr A . A r i f , Senior Medical Officer in Charge, Drug Dependence Programme, Division of 

Mental H e a l t h , W H O , Geneva， Switzerland 

Dr Inayat K h a n , Senior Medical Officer, Division of Mental H e a l t h , W H O , Geneva’ 

Switzerland (Secretary) 

Dr N . Sartorius, Director, Division of Mental H e a l t h , W H O , Geneva， Switzerland 

Observer 

Dr С. O'Brien, Department of Psychiatry, University of Pennsylvania, Philadelphia 

(Member, Executive Committee, Committee on Problems of Drug Dependence, United States 

of America) 

Invitations were also sent to the Health Research Institute, Chulalongkorn University, 

Bangkok， Thailand, and the Instituto Mexicano de Psiquiatría, Mexico， which were unable to 

take them u p . 
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ANNEX 2 

PHARMACEUTICAL COMPANIES , THE BENZODIAZEPINES THEY M A R K E T , AND THEIR REPRESENTATIVES 

WHO PARTICIPATED IN THE DISCUSSIONS HELD BEFORE THE FIFTH REVIEW OF 

PSYCHOACTIVE SUBSTANCES FOR INTERNATIONAL CONTROL 

Corporation 

Hoechst A G , Medical Department, Frankfurt (Federal Republic of Germany) 

Product - clobazam 

Representatives 

Dr Karl Taeuber； Dr Detlev Koeppen 

Corporation 

F . Hoffmann-La Roche & C o . , Basle (Switzerland) and Roche Laboratories, Nutley (New Jersey, 

USA) 

Products - chlordiazepoxide, diazepam，flurazepam, bromazepam, nitrazepam, clonazepam 

Representatives 

Bruce H . M e d d , M . D . , Assistant Vice President and Director of Professional Services, 

Roche Laboratories (New Jersey, USA) 

Kenneth P. Berkowitz， Director of Public Communications (New Jersey, USA) 

Robert S . Jones, Director, Scientific and Public Information (New Jersey, USA) 

Max Klingler, M . D . , Head of Medical Affairs, Department of Clinical Research and 

Development, Pharmaceutical Division, Basle (Switzerland) 

John W a r d , Chief Medical Adviser, Neurotropic and Psychotropic Drugs, Medical Information 

Department, Pharma Marketing, Basle (Switzerland) 

Jíírg Witmer, Legal Counsellor, Basle (Switzerland) 

Corporation 

CNS Disease Research, The Upjohn Company, Kalamazoo (Michigan, USA) and The Upjohn C o m p a n y , 

rue de Genève, Brussels 

Products - triazolam, alprazolam 

Representatives 

Robert N . Straw, Research H e a d , Medical, Kalamazoo 

Philip С. Ca r r a , Corporate Affairs Consultant, Brussels 

Corporation 

Abbott Laboratories, North Chicago (Illinois , USA) 

Product - clorazepate 
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Representative 

M i c h a e l J . F o l e y , Director of United States Regulatory Operations 

5• Corporation 

Sanofi Recherches, Avenue Pierre 1er de Serbie, Paris 

Product - clorazepate 

Representatives 

D r Michele Bousquet； Dr Jean-Pierre Lombard 

6• Corporation 

Wyeth International Ltd.,Philadelphia (Pennsylvania, USA) and American Home Products 

C o r p o r a t i o n , N e w Y o r k , U S A 

Products - oxazepam, lorazepam, temazepam 

Representatives 

Thomas C h r i s t i e , M . D . , Vice President (Philadelphia) 

John H . W o o d , Senior Attorney (New York) 

David Richards , M . D . , Director, Special Projects (Philadelphia) 

7• Corporation 

Sandoz Pharmaceutical C o m p a n y , East Hanover (New J e r s e y , USA) 

Product - temazepam 

Representative 

William R . Sterling, Senior Associate, Director, Clinical Research 


