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Foreword 

The present training material has been prepared by the International Narcotics Control 
Board (INCB) to help Governments better understand and comply with the provisions and 
requirements of the Convention on Psychotropic Substances of 1971 and related resolu-
tions of the Economic and Social Council and the Commission on Narcotic Drugs. It com-
prises four modules:

Module I   International control and availability of psychotropic substances

Module II  Assessment system for psychotropic substances

Module III  International trade in psychotropic substances

Module IV  Guidelines for the preparation of reports to the International Narcotics 
Control Board

Governments are encouraged to consult the “Compilation of methodologies for collecting 
data on the consumption of psychotropic substances” (see annex II), to obtain information 
on the various methodologies used by Governments to collect data on the national 
 consumption of psychotropic substances.

In conjunction with the present module, the latest versions of the following forms and the 
Green List are available to competent national authorities on the INCB website (www.incb.org):

• List of psychotropic substances under international control (Green List)

• Annual statistical report on substances listed in the Convention on Psychotropic 
Substances of 1971 (form P)

• Quarterly statistics on imports and exports of substances in Schedule II of the 
Convention on Psychotropic Substances of 1971 (form A/P)

• Assessments of annual medical and scientific requirements for substances in 
Schedules II, III and IV of the Convention on Psychotropic Substances of 1971 
(form B/P and supplement to form B/P)

Competent national authorities are also encouraged to consult the INCB technical report 
on psychotropic substances, entitled Psychotropic Substances: Statistics for [...]; Assessments 
of Annual Medical and Scientific Requirements for Substances (available on the INCB web-
site), which provides a detailed analysis of annual trends in the manufacture, stocks, trade 
and consumption of psychotropic substances that have had significant presence on the licit 
market, as well as additional information on new developments. 

http://www.incb.org
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CHAPTER I.

Introduction to the Convention 
on Psychotropic Substances 
of  1971

The Convention on Psychotropic Substances of 19711 was adopted at the United Nations 
Conference for the Adoption of a Protocol on Psychotropic Substances, held in Vienna 
from 11 January to 21 February 1971. The Convention came into force on 16 August 1976, 
90 days after 40 States had become parties to it. As at January 2021, 184 countries were 
parties to the Convention. Universal ratification of the drug control conventions2 is imper-
ative for strengthening the international licit drug control framework and for ensuring that 
traffickers do not target non-parties owing to actual or perceived weaknesses in the scope 
of control of scheduled substances. Accordingly, the International Narcotics Control Board 
(INCB) continuously urges all States that have not yet become parties to one or more of 
those instruments to do so without delay and to take steps to ensure full implementation 
of the instruments within their national legal orders. A model of an instrument of acces-
sion to the Convention is contained in annex I to the present document.

The expression “psychotropic substance” is a legal term and refers to those natural or syn-
thetic substances or any natural material listed in the four schedules of the 1971 Convention. 
The salts of those substances, where they exist, as well as preparations containing those 
substances, are subject to the same controls as the base substance. Isomers are considered 
to be different substances from the psychotropic substance of which they are chemical 
variants. They are not within the scope of the 1971 Convention unless specifically indi-
cated in one of the schedules. For more information, see module IV, Guidelines for the 
preparation of reports to the International Narcotics Control Board.

The 1971 Convention provides for a different control regime for each schedule. This reflects 
the need to apply varying controls on psychotropic substances that correspond to their 
therapeutic value and their risk of abuse. The strictest control regime is stipulated for 

1 United Nations, Treaty Series, vol. 1019, No. 14956.
2 Single Convention on Narcotic Drugs of 1961 as amended by the 1972 Protocol (United Nations, Treaty Series, 

vol. 976, No. 14152); Convention on Psychotropic Substances of 1971; United Nations Convention against Illicit 
Traffic in Narcotic Drugs and Psychotropic Substances of 1988 (United Nations, Treaty Series, vol. 1582, No. 27627).
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substances in Schedule I. The degree of strictness of the control measures to be applied to 
substances in Schedules II, III and IV decreases from Schedule II onwards (see below).

THE FOUR SCHEDULES OF THE CONVENTION ON PSYCHOTROPIC 
SUBSTANCES OF 1971

Schedule I

Substances presenting a high risk of abuse, posing a particularly serious threat to 
public health, which are of very little to no therapeutic value

Schedule II

Substances presenting a risk of abuse, posing a serious threat to public health, which 
are of low or moderate therapeutic value

Schedule III

Substances presenting a risk of abuse, posing a serious threat to public health, which 
are of moderate or high therapeutic value

Schedule IV 

Substances presenting a risk of abuse, posing a minor threat to public health, which 
are of high therapeutic value

The scope of control of substances under the 1971 Convention is subject to modification, 
in conformity with the provisions of article 2. If a State party to the Convention or the 
World Health Organization (WHO) has information relating to a substance not yet under 
international control, which in its opinion may require the addition of that substance to 
any of the four schedules of the Convention, it must notify the Secretary-General of the 
United Nations and furnish him or her with the information in support of that notifica-
tion (art. 2, para. 1). The same procedure applies to the transfer of a substance from one 
schedule to another or the deletion of a substance from the schedules. Upon receipt of the 
medical and scientific opinion of WHO, the Commission on Narcotic Drugs may add a 
substance to a schedule, delete it or transfer it from one schedule to another.

Upon adoption of the 1971 Convention, 32 psychotropic substances were initially placed 
in the four schedules. Over the years, control measures under the Convention were extended 
to include more than 150 substances by 2020, including a number of amphetamine-type 
stimulants, hallucinogens (including (+)-lysergide (LSD)), sedative-hypnotics and anxio-
lytics (such as barbiturates), analgesics and antidepressants. Over the years, INCB has noted 
different substances that have had a significant presence on the licit market (i.e., that are 
manufactured, traded and consumed for medical purposes). Detailed information on 
market activity is published annually by INCB in its technical report on psychotropic sub-
stances, entitled Psychotropic Substances: Statistics for [...].
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The International Narcotics Control Board maintains the Green List, which contains the 
four schedules of controlled substances. The most up-to-date version of the List is avail-
able from the INCB website (www.incb.org). More information on the use of the List is 
available in module IV, Guidelines for the preparation of reports to the International 
Narcotics Control Board.

Under the 1971 Convention, INCB is mandated to monitor the implementation of the obli-
gations set forth in the Convention.

The measures provided for in the 1971 Convention represent the minimum requirements 
that Governments must implement and maintain. Governments may adopt more stringent 
measures of control if, in their opinion, such measures are desirable or necessary for the 
protection of public health and welfare. Past experience has shown that the control meas-
ures for international trade stipulated by the Convention are insufficient to enable 
Governments to prevent the diversion of psychotropic substances to illicit traffic. INCB has 
therefore recommended several additional control measures for international trade in 
psycho tropic substances, which have been endorsed by the Economic and Social Council 
in its resolutions.
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CHAPTER II.

General aims of the control 
measures

The framework of control that the 1971 Convention requires Governments to establish is 
directed at protecting public health and welfare. The international community, in enacting 
the treaty, recognized that the use of psychotropic substances for medical and scientific 
purposes was indispensable and that their availability for such purposes should not be 
unduly restricted. It also recognized that the abuse of psychotropic substances posed a 
serious health hazard to individuals and could threaten the social and economic fabric of 
normal life and that only through coordinated national and international measures could 
the dangers of drug addiction and trafficking be overcome.

In addition, the 1971 Convention requires States parties to maintain a system of control 
and to implement measures to combat trafficking in controlled psychotropic substances. It 
also requires States to take measures for the prevention and treatment of abuse and for the 
rehabilitation of persons affected, and to take into consideration the principle of propor-
tionality inherent to criminal justice.

For the purpose of applying the provisions of the 1971 Convention, in article 6 of the 
Convention it is recommended that each State party establish a special administration. That 
administration should be responsible for coordination at the national and international 
levels in matters concerning governmental obligations under the Convention. That  function 
may be incorporated within an existing special administrative structure already established 
under article 17 of the Single Convention on Narcotic Drugs of 19613 and the 1961 Convention 
as amended by the 1972 Protocol, or it may be executed by other means that conform to 
the constitutional and administrative structure of a Government.

3 United Nations, Treaty Series, vol. 520, No. 7515.
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Under article 5 of the 1971 Convention, the manufacture, export, import, distribution, 
holding of stocks, use and possession of all psychotropic substances, as well as trade in 
them, must be limited to medical and scientific purposes. The restrictions on the use of 
substances in Schedule I are stricter than those on the substances in the other three 
 schedules. The use of substances in Schedule I must be prohibited except for scientific and 
very limited medical purposes. Only authorized persons in medical or scientific establish-
ments directly under the control of or specifically approved by a Government may use 
those substances. Access to those substances, however, should not be restricted in such a 
way as to hamper legitimate medical and scientific research.
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RESOLUTIONS OF THE ECONOMIC AND SOCIAL COUNCIL AND THE 
COMMISSION ON NARCOTIC DRUGS COMPLEMENTING THE PROVISIONS 
OF THE 1971 CONVENTION

Economic and Social Council

Resolution 1996/30 . Measures to combat diversion of psychotropic substances and 
to establish effective control over operations carried out by intermediaries in inter-
national trade in psychotropic substances

Resolution 1993/38 . Measures to prevent substances listed in Schedules III and IV 
of the Convention on Psychotropic Substances of 1971 from being diverted from 
international trade into illicit channels

Resolution 1991/44 . Prevention of diversion from international trade into illicit chan-
nels of psychotropic substances listed in Schedules III and IV of the Convention on 
Psychotropic Substances of 1971

Resolution 1987/30 . Improvement of the control of international trade in psychotropic 
substances listed in Schedules III and IV of the 1971 Convention on Psychotropic 
Substances

Resolution 1985/15 . Improvement of the control of international trade in psychotropic 
substances listed in Schedules III and IV of the 1971 Convention on Psychotropic 
Substances

Resolution 1981/7 . Implementation of the 1971 Convention on Psychotropic 
Substances

Resolution 1576 (L) (1971) . United Nations Conference for the Adoption of a Protocol 
on Psychotropic Substances

Commission on Narcotic Drugs

Resolution 57/10 (2014) . Preventing the diversion of ketamine from legal sources 
while ensuring its availability for medical use

Resolution 54/6 (2011) . Promoting adequate availability of internationally controlled 
narcotic drugs and psychotropic substances for medical and scientific purposes while 
preventing their diversion and abuse

Resolution 53/4 (2010) . Promoting adequate availability of internationally controlled 
licit drugs for medical and scientific purposes while preventing their diversion and 
abuse

Resolution 50/3 (2007) . Responding to the threat posed by the abuse and diversion 
of ketamine

Resolution 49/6 (2006) . Listing of ketamine as a controlled substance

Resolution 46/6 (2003) . Provisions regarding travellers under medical treatment with 
drugs containing narcotic drugs and psychotropic substances under international 
control
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CHAPTER III. 

National control measures

In general, the 1971 Convention requires States parties to adopt such legislative and admin-
istrative measures as may be necessary:

(a) To give effect to the provisions of the Convention within their respective 
territories;

(b) To cooperate with other States and international organizations in the execution of 
the aims of the Convention.
An overview of the articles of the 1971 Convention relating to national control measures 
is provided in the table below.

National control measures 

Article 8 . Licences Article 11 . Records 

Article 9 . Prescriptions Article 12 . Provisions relating to international 
trade

Article 10 . Warnings on packaging and 
advertising 

Article 15 . Inspection

A. Licences

To ensure that activities involving substances in Schedules II, III and IV of the 1971 Conven-
tion are limited to what is necessary for medical and scientific purposes, article 8 of the 
Convention requires that the manufacture of, trade (including export and import trade) in 
and distribution of those substances be conducted under licence or under some similar 
governmental control measure. Governmental control must be imposed upon all duly 
authorized persons and enterprises engaged in such operations. Moreover, under article 8, 
paragraph 2 (b), the establishments and premises in which manufacture, trade or distribu-
tion may take place must also be controlled under licence or by similar means. Pursuant 
to the latter provision, Governments may consider making a condition of the licence that 
the building concerned and any equipment therein should be constructed in such a way 
as to facilitate control and afford protection against theft.
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In the case of substances in Schedule I of the 1971 Convention, article 7, paragraph (b), 
requires that manufacture, trade, distribution and possession be under a special licence or 
prior authorization. Article 7, paragraph (f), prohibits the export and import of substances 
in Schedule I except when both the exporter and importer are the competent authorities 
or agencies of the exporting and importing country or region, respectively, or when they 
are other persons or enterprises specifically authorized by the competent authorities of their 
country or region for the purpose. According to article 7, paragraph (a), the very limited 
use of substances in Schedule I allowed by the Convention may be carried out only by duly 
authorized persons, in medical or scientific establishments which are directly under the 
control of their Governments or specifically approved by them.

Whichever the schedule or substance involved, any person who obtains a licence in accord-
ance with the 1971 Convention must be adequately qualified to execute effectively and 
faithfully the provisions of the domestic laws and regulations enacted in pursuance of the 
Convention. The words “adequately qualified” should be understood to refer to both tech-
nical and moral qualifications.

B. Records

Article 11 of the 1971 Convention requires persons who deal with psychotropic substances 
to keep records of specified aspects of their dealings. The records should provide a basis 
for determining whether the conditions attached to the licences discussed above are being 
met. They should also serve as the source from which Governments obtain the statistical 
information referred to in article 16, which requires parties to furnish INCB, and also the 
Secretary-General, with certain data on psychotropic substances. Such information and 
records must be preserved by Governments for at least two years.

The obligations imposed by article 11 are as follows:
 (a) Substances in Schedule I. Manufacturers and all other persons authorized to trade 

in and distribute the substances in Schedule I must keep detailed records of: (i) the quan-
tities manufactured; (ii) the quantities held in stock; and (iii) the quantity, date, supplier 
and recipient of each acquisition and disposal;

 (b) Substances in Schedules II and III. Manufacturers, wholesale distributors, export-
ers and importers must keep detailed records of: (i) the quantities manufactured; and 
(ii) the quantity, date, supplier and recipient of each acquisition and disposal. If the substance 
is listed in Schedule II, those particulars of acquisitions and disposals must also be recorded 
by retail distributors, institutions for hospitalization and care and scientific institutions. 
However, where substances in Schedule III are concerned, information regarding acquisitions 
and disposals by those distributors and institutions need only be readily available;

 (c) Substances in Schedule IV. The only persons who must keep records relating to 
substances in Schedule IV are manufacturers, exporters and importers; and the facts that 
they must record, as determined by each State party, are the total quantities manufactured, 
exported and imported each year;

 (d) Exempted preparations (of substances in Schedules II–IV). A manufacturer must 
record, with respect to each exempted preparation (see module III) manufactured: (i) the quan-
tity of each psychotropic substance used in the manufacture of the preparation; (ii) the total 
quantity manufactured; and (iii) the nature and initial disposal of the preparation.
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C. Inspection

Under article 15, every State party to the 1971 Convention must maintain a system for the 
inspection of manufacturers, exporters, importers, wholesale distributors and retail distrib-
utors of psychotropic substances and for the inspection of medical and scientific institu-
tions that use such substances. The inspections have to be made as frequently as needed 
for efficient control and must encompass premises, stocks and records. Those inspections 
are of the utmost importance, inasmuch as they afford a means of determining directly 
and comprehensively whether prescribed controls are being properly implemented and 
faithfully applied. With a system of inspection, national authorities can ascertain whether 
the conditions attached to licences are being met, whether activities involving psychotropic 
substances are being confined to what is legitimate and whether diversion into illicit 
channels may have taken place.

D. Prescriptions

To ensure that psychotropic substances are dispensed for use by individuals only in cases 
of medical need, article 9 establishes the rule that such dispensation may be made pursu-
ant to medical prescription only. This rule applies to substances in Schedules II–IV. 
Substances in Schedule I are subject to the more thoroughgoing prohibition against use set 
forth in article 7, subparagraph (a). The issuing of prescriptions must conform to sound 
medical practice and to such regulation as is necessary to protect public health and wel-
fare. It is recognized that conditions in some countries may render inappropriate the 
(universal) requiring of prescriptions and that, where adverse circumstances exist, specifi-
cally authorized persons may supply small quantities of the substances listed in Schedules III 
and IV without prescription, for medical use by individuals in exceptional cases.

E. Warnings on packages and advertising

Ensuring the safe and effective use of psychotropic substances is the objective of article 10 
of the 1971 Convention. That provision requires that such directions for use as are neces-
sary to ensure the safety of the user be indicated on the labels of, or in the leaflets accom-
panying, retail packages of psychotropic substances. Those directions must include any 
appropriate cautions and warnings. Article 10 also obliges States parties to prohibit the 
advertisement of psychotropic substances to the general public.

F. Controls on international trade

The scope of the controls applied to the four schedules varies according to the level of the 
hazard or risk posed by the substances listed in each of them. The strictest controls apply 
to the import and export of substances in Schedule I: international trade is permitted only 
when the importer and the exporter are both competent national authorities, or persons 
or enterprises that are specifically authorized by the competent authorities of their respec-
tive countries to trade in those substances. 
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In the case of substances in Schedules I and II, the prior approval of the competent national 
authorities, in the form of import and export authorizations, must be obtained for each 
transaction. 

Starting in the mid-1980s, following reports of large diversions of substances included in 
Schedules III and IV from licit manufacture and trade into illicit traffic, the Economic and 
Social Council requested that control of international trade by the system of import and 
export authorization required under the 1971 Convention for substances in Schedules I 
and II be extended to substances in Schedules III and IV.4

For detailed information on the control measures applicable to international trade, includ-
ing on the exemption of preparations, prohibition and restrictions on import and export in 
psychotropic substances, see module III, International trade in psychotropic substances. 

4 Economic and Social Council resolutions 1985/15 of 28 May 1985, 1987/30 of 26 May 1987, 1991/44 of 21 June 
1991 and 1993/38 of 27 July 1993.
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CHAPTER IV. 

Availability of and access to 
psychotropic substances for 
medical purposes

A. Importance of ensuring availability of psychotropic 
substances 

The parties to the 1971 Convention, while expressing a determination to prevent and 
combat the abuse of and trafficking in psychotropic substances, recognized that the use of 
those substances for medical and scientific purposes was indispensable and that their avail-
ability for such purposes should not be unduly restricted.

As a result, the 1971 Convention provides a legal framework for the control of a number 
of important and indispensable medicines. Psychotropic substances are essential for the 
treatment and management of a wide range of medical conditions, in particular mental 
and neurological health conditions, such as anxiety, insomnia and epilepsy, and for the 
induction of anaesthesia in preoperative procedures. 

Despite the important role that internationally controlled psychotropic substances play in 
the medical environment, assessing their global, regional and national availability remains 
a challenge, as no comprehensive data are available at the national level, nor are there well-
established ways of assessing the appropriate level of use of psychotropic substances to meet 
demand.

Data received from a limited number of Governments indicate that, while 80 per cent of 
people living with epilepsy live in low- and middle-income countries, the consumption of 
related psychotropic substances is concentrated in high-income countries. This reflects, on 
the one hand, a diversity in medical practice and related variations in prescription patterns, 
and on the other hand a lack of accurate data, both quantitative and qualitative, on the 
consumption of such substances. For further details, see the 2018 INCB special report 
 entitled Progress in Ensuring Adequate Access to Internationally Controlled Substances for 
Medical and Scientific Purposes.

The Board has faced challenges in monitoring and assessing the availability of psychotropic 
substances in many parts of the world because of inconsistent or non-existent consumption data. 
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Available information indicates that those substances may be almost inaccessible to some 
populations and that the resources allocated to addressing mental health disorders may have 
been distributed inadequately and inequitably.

In addition, the lack of data on the quantities of psychotropic substances consumed in 
many parts of the world remains the main challenge in providing appropriate assistance to 
countries where availability is low. Governments thus continue to be urged to assess their 
medical needs, measure their national consumption and submit such data to INCB.

B. Measuring national consumption 

The 1971 Convention does not provide a definition of consumption of psychotropic sub-
stances falling under its control regime, nor does it require States parties to submit data 
on national consumption. The Commission on Narcotic Drugs adopted multiple resolu-
tions aimed at increasing the Board’s cooperation with Governments in gaining a clearer 
picture of the levels of consumption of psychotropic substances worldwide. 

In its resolution 53/4 of March 2010, the Commission invited INCB to include in its annual 
report for 2010 information on the consumption of psychotropic substances. In its resolu-
tion 54/6 of March 2011, the Commission encouraged Member States to report data on 
the consumption of psychotropic substances for medical and scientific purposes to INCB 
in order to enable the Board to analyse levels of consumption of psychotropic substances 
in an accurate manner and to promote their adequate availability. 

To that end, the Board has compiled information on the methodologies most commonly 
used for the collection of data on the consumption of psychotropic substances. The com-
pilation is annexed to the present document. 

The compilation is intended to serve as the starting point for the development of data-
collection methodologies by competent national authorities that do not report data on the 
consumption of psychotropic substances to INCB. It may also be useful to countries that 
already have a data-collection system in place to measure national consumption, but that 
wish to consult other methodologies available and in use in other countries.

It also includes information on the mechanisms used by some competent national author-
ities to validate the data collected from their licensed operators, as well as details about 
common operational practices in the data-collection process and about how new technolo-
gies are shaping the future of health information systems.

Parties to the 1971 Convention are encouraged to include in their annual statistical reports 
(using form P) data on the consumption of psychotropic substances. For each psychotropic 
substance listed in the four schedules of the Convention, the reporting authority should 
indicate the quantity consumed during the year in question. For further information on 
how to fill in form P, see module IV, Guidelines for the preparation of reports to the 
International Narcotics Control Board.
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CHAPTER V. 

Reports to the International 
Narcotics Control Board

INCB is responsible for monitoring the implementation of the provisions of the 1971 
Convention; implementation itself is the task of Governments. In order to perform its moni-
toring function effectively, INCB needs the close cooperation of Governments. In concrete 
terms, INCB accomplishes monitoring largely by reviewing the information that Governments 
are required to submit to it pursuant to article 16, paragraphs 4 and 5, and the additional 
information provided voluntarily, in conformity with the relevant Economic and Social 
Council resolutions.

The statistical returns system is the cornerstone of the system of international control of 
psychotropic substances. The punctuality of the submission of reports and their compre-
hensiveness and reliability reflect to a large extent how Governments have implemented 
the provisions of the Convention and the recommendations of INCB endorsed by the 
Economic and Social Council in its various resolutions. Accordingly, one of the most impor-
tant aspects of each Government’s cooperation with INCB is the due and prompt submis-
sion of statistical information.

The statistical reports are checked by INCB, which may request Governments to provide 
additional information in order to clarify some of the data furnished. A summary of the 
statistical information received is published annually by INCB in the online version of 
Psychotropic Substances: Statistics for [...] (available at www.incb.org), in a form allowing 
comparisons over time and between countries. States parties to the 1971 Convention thus 
have the possibility of studying the publication in order to ascertain whether obligations 
under the Convention have been respected.

The analysis of data on international trade enables INCB to ascertain whether all exports 
of psychotropic substances have reached their legitimate destinations in importing coun-
tries or whether diversions into illicit channels have occurred. 

A list of the forms showing the frequency of submission and their submission dates is 
provided in the table below.
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Form Name
Frequency of  
submission Submission date

Form P Annual statistical report on 
substances listed in the 1971 
Convention

Annually 30 June each year

Form A/P Quarterly statistics on imports 
and exports of substances 
listed in Schedule II of the 1971 
Convention

Quarterly End of each quarter

Form B/P Assessments of annual medical 
and scientific requirements for 
substances listed in Schedules 
II, III and IV of the 1971 
Convention

At least once every  
three years

No fixed deadline

Supplement 
to form B/P

Modification of individual 
assessments

As necessary Anytime

Detailed information on how to fill in forms P, A/P and B/P is provided in module II, 
Assessment system for psychotropic substances, and module IV, Guidelines for the prepa-
ration of reports to the International Narcotics Control Board.
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CHAPTER VI.

Action by the International 
Narcotics Control Board within 
the international control system

By examining and analysing the information that it receives from Governments, INCB is 
able to determine whether the 1971 Convention is being applied around the world in as 
effective a manner as possible. The Board continuously evaluates national drug control 
efforts, and its evaluations may lead it to recommend that certain actions be taken or to 
suggest that certain adjustments be made in order to improve drug control at the national 
or international level. INCB endeavours to facilitate and otherwise assist national initiatives 
aimed at increasing the effectiveness of drug control. In appropriate cases, it may recom-
mend to the United Nations Office on Drugs and Crime (UNODC) that assistance be given 
to Governments in support of their efforts to comply with their treaty obligations.

In discharging its functions, INCB must act in a way that is consistent with its duty to pro-
vide for an ongoing dialogue with Governments. It is therefore in continuous correspond-
ence with the competent authorities of almost all countries of the world. Members of INCB 
carry out official missions to different countries to liaise with Governments. When appro-
priate, INCB, in cooperation with UNODC, renders direct assistance to Governments. Such 
assistance may take the form of training for national drug control administrators, provided 
at the office of the INCB secretariat, in Vienna, in regional seminars for officials of several 
countries or in seminars in countries that request such training or face specific problems 
in applying the international drug control conventions.

A. Additional measures to ensure application of the 
provisions of the 1971 Convention

If necessary, INCB may make use of various means of persuading or of applying pressure 
pursuant to the provisions of article 19 of the 1971 Convention. If it suspects that the pro-
visions of the Convention are not being followed by a particular country and that, as a 
result, the objectives of the Convention are being seriously endangered, it may request an 
explanation from the Government concerned. Subsequently, INCB may call upon the 
Government in question to adopt specific remedial measures, should it consider this step 
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necessary. If efforts to remedy the situation by the foregoing means fail, INCB may take 
further action. It may call the attention of the States parties, the Commission on Narcotic 
Drugs and the Economic and Social Council to the matter and may, as a last resort, recom-
mend to the States parties that they stop the import of particular psychotropic substances 
from the defaulting country, the export of certain substances to it, or both.

B. Annual report

Each year, INCB publishes a report on its activities, which includes a comprehensive survey 
of the drug control situation throughout the world. The report deals with psychotropic sub-
stances, narcotic drugs and precursors. Acting as an impartial observer, INCB tries to iden-
tify and predict dangerous trends and situations and indicates measures that might or must 
be taken to defuse the dangers. In this way, the annual report serves as an important tool 
in the efforts of the international community to promote effective domestic and inter-
national drug control. The annual report is supplemented by detailed technical reports, one 
of which addresses psychotropic substances.

C. Annual technical report on psychotropic 
substances

All statistical data submitted by Governments are analysed by INCB and published on an 
annual basis as Psychotropic Substances: Statistics for […]. Data are published for control 
purposes and to meet the needs of researchers, enterprises and the general public. The publi-
cation consists of several tables, grouped according to the schedules of the 1971 Convention, 
and includes comments on reported statistics, which facilitates the study of the statistical 
information on licitly manufactured, traded and consumed psychotropic substances.
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Annex I

Model of an instrument of accession to the Convention 
on Psychotropic Substances of 1971

Whereas  the Convention on Psychotropic Substances of 1971 was concluded 
at Vienna on 21 February 1971,

Therefore, I, (Name and title of the Head of State, Government or Minister for Foreign Affairs), declare 
that the Government of             (Name of State)           , having considered the 
above-mentioned Convention, accedes to the same and undertakes faithfully 
to perform and carry out the stipulations contained therein.

In witness whereof, I have signed this instrument of accession at

                  (Place)               on               (Date)               .

 (Signature)  
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I. Introduction

Background information
1. In the preamble to the Convention on Psychotropic Substances of 1971,1 it is recognized that the 
use of psychotropic substances for medical and scientific purposes is indispensable and that their avail-
ability for such purposes should not be unduly restricted. The International Narcotics Control Board 
(INCB) is committed to supporting Governments in the attainment of well-balanced access to those 
 substances with due consideration of all requirements for medical and scientific purposes.

2. The 1971 Convention does not provide a definition of consumption of psychotropic substances  falling 
under its control regime. To that end, the Commission on Narcotic Drugs adopted multiple resolutions 
aimed at increasing the Board’s cooperation with Governments in gaining a clearer picture of the levels 
of consumption of psychotropic substances worldwide.

3. At its fifty-third session, held in March 2010, recalling the preamble to the 1971 Convention, the 
Commission on Narcotic Drugs, in its resolution 53/4, invited the Board to include in its annual report 
for 2010 information on the consumption of psychotropic substances. 

4. A year later, in 2011, the Commission on Narcotic Drugs, in its resolution 54/6, encouraged Member 
States to report data on the consumption of psychotropic substances for medical and scientific purposes 
to INCB in the same manner as they report on narcotic drugs. 

5. The outcome document of the thirtieth special session of the General Assembly, held in 2016,  entitled 
“Our joint commitment to effectively addressing and countering the world drug problem”,2 contains what 
is probably the most imperative statement by the United Nations to date in relation to the collection of 
data on the consumption of controlled substances used for medical and scientific purposes. 

6. Finally, in 2019, the Commission on Narcotic Drugs, in its resolution 62/5, welcomed the initiative 
of Member States, INCB and the United Nations Office on Drugs and Crime (UNODC) to facilitate, 
including by convening expert consultations of the staff of competent national authorities, the sharing 
of experiences and good practices on the submission of data on the consumption of psychotropic 
 substances on a voluntary basis.

7. In the light of the difficulties encountered by the competent national authorities of many countries 
in collecting and calculating consumption data for psychotropic substances, the Board, in its decision 
126/11, adopted in November 2019, assigned the secretariat the task of reaching out to countries that 
submit consumption data, requesting them to provide information on the methodology used in the 
 collection process and convening an expert group meeting to explore the possibility of developing 
 guidelines on reporting the consumption of psychotropic substances. 

8. Following the Board’s request, the secretariat decided to convene an online expert group meeting 
from 14 to 17 September 2020. In addition to the participation and contributions of competent national 
authorities from 20 countries,3 representatives of four international organizations took part as guest 
 speakers, namely, the European Monitoring Centre for Drugs and Drug Addiction (EMCDDA), the Pan 
American Health Organization, UNODC and the World Health Organization (WHO).

1 United Nations, Treaty Series, vol. 1019, No. 14956.
2 General Assembly resolution S-30/1, annex.
3 Argentina, Belgium, Chile, Costa Rica, Finland, Germany, Jamaica, Latvia, Lithuania, Mexico, Montenegro, Netherlands, New 

Zealand, Peru, Singapore, Spain, Sweden, Switzerland, United States of America, and Zimbabwe.

INTERNATIONAL
NARCOTICS
CONTROL BOARD

INCB PSY
PSYCHOTROPICS

CONTROL SECTION

http://undocs.org/A/RES/S-30/1


6/28

Scope and objectives of the compilation

9. The present document contains a summary of the information submitted by competent national 
authorities in response to a circular letter dated 4 February 2020 and is complemented by material 
obtained from recordings of the discussions held during the expert group meeting from 14 to 17 September 
2020, including presentations given by the guest speakers and information extracted from official 
 documents issued by the United Nations and INCB.

10. The information provided in the present document is intended to serve as the starting point for 
the development of data collection methodologies by competent national authorities that do not report 
data on the consumption of psychotropic substances to INCB. It also covers the benefits of having a 
 reliable data collection process and using consumption data for purposes other than reporting. 

11. The document also includes a discussion of the mechanisms used by some competent national 
authorities to validate the data collected from their licensed operators. Finally, it provides information 
about common operational practices in the data collection process that were deemed relevant during the 
expert group meeting, and about how new technologies are shaping the future of health information 
 systems and how Governments can benefit from them.

12. Throughout the document, it is assumed that the distribution of psychotropic substances in each 
part of the distribution circuit is carried out in a licit and regulated market, and consumption refers to 
the taking of psychotropic substances, or medicines containing psychotropic substances, for medical and 
scientific purposes.

Psychotropic substances and public health

13. The United Nations recognizes that there can be no sustainable development without good health 
and well-being for all humankind. Leaving no one behind requires a strong commitment from the entire 
United Nations system and all Member States to promote better health systems, improved access to 
 medicines and physicians, and higher sanitation and hygiene standards. At least five targets under 
Sustainable Development Goal 3, on good health and well-being, are linked directly to the promotion of 
mental health and the appropriate treatment of related disorders (i.e., targets 3.4, 3.5, 3.8, 3.b and 3.d).

14. Mental and behavioural disorders, such as anxiety, depression, schizophrenia and bipolar disorder, 
affect all groups in society. The same is true of conditions such as epilepsy or conditions in which 
 convulsions are among the symptoms.

15. In that regard, WHO defines essential medicines as “those that satisfy the priority health care needs 
of the population”.4 It also states that those medicines should always be available in adequate amounts, 
in the appropriate dosage, with assured quality and at an affordable price. Currently, five psychotropic 
substances are included in the WHO Model List of Essential Medicines, namely, buprenorphine,  diazepam, 
lorazepam, midazolam and phenobarbital.

16. The importance of making internationally controlled drugs available for medical and scientific pur-
poses is enshrined in the preamble to the 1971 Convention and has been reaffirmed in policy documents 
in recent years, including in the outcome document of the special session of the General Assembly on 
the world drug problem held in 2016.

17. There are significant concerns regarding the consumption and accessibility of psychotropic 
 substances, which are necessary in the treatment of a range of serious health conditions. According to 
the 2015 INCB special report entitled Availability of Internationally Controlled Drugs: Ensuring Adequate 

4 See www.who.int/medicines/services/essmedicines_def/en/.
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Access for Medical and Scientific Purposes – Indispensable, Adequately Available and Not Unduly Restricted,5 
mental disorders afflict hundreds of millions of people and their families, but the resources available in 
most countries to treat such conditions are insufficient. The vast majority of countries allocate less than 
2 per cent of their health budgets to mental health, leaving more than 75 per cent of the population in 
many low- and middle-income countries with no access to such treatment.

18. Levels of consumption of psychotropic substances, which are used for the treatment of mental and 
neuro logical disorders, such as anxiety, insomnia and epilepsy, continue to vary widely among countries 
and regions. As mentioned in the 2018 INCB special report entitled Progress in Ensuring Adequate Access 
to Internationally Controlled Substances for Medical and Scientific Purposes, while 80 per cent of people 
living with epilepsy live in low- and middle-income countries, the consumption of related psychotropic 
substances is concentrated in high-income countries.6 This reflects on the one hand a diversity in  medical 
practice and related variations in prescription patterns, and on the other hand a lack of accurate data, 
both quantitative and qualitative, on the consumption of such substances.

19. The parties to the 1971 Convention, while expressing a determination to prevent and combat abuse 
of and trafficking in psychotropic substances, recognized that the use of such substances for medical and 
scientific purposes was indispensable and that their availability for such purposes should not be unduly 
restricted.

20. The consumption data related to psychotropic substances, as submitted to the Board, show dispar-
ities among countries and regions in the levels of consumption of such substances. Inadequate availabil-
ity of and poor access to necessary medical treatment, as well as excessive availability and medically 
unsound use of psychotropic substances, all pose challenges to their control and use.

21. The Board is mandated by the international drug control conventions to monitor the availability of 
internationally controlled substances for medical and scientific purposes, while preventing trafficking in 
and abuse of those substances. In that regard, the Board has noted that inadequate availability and poor 
access to necessary medical treatments, as well as excessive availability and unsound medical use of 
 psychotropic substances, represent threats to the control and rational use of such substances, in  particular 
for the treatment of mental health and neurological conditions.

22. In addition, the lack of data on the quantities of psychotropic substances controlled under the 
1971 Convention that are consumed in many parts of the world remains the main challenge in assessing 
and analysing trends in their availability and providing appropriate assistance to countries where availabil-
ity is low.

5 E/INCB/2015/1/Supp.1. 
6 E/INCB/2018/1/Supp.1, chap. III.
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II. Consumption of psychotropic substances and assessment 
of their availability for medical purposes

23. Assessing the availability of psychotropic substances for medical and scientific purposes depends 
largely on the availability of adequate, reliable and accurate consumption data. Unlike for narcotic drugs, 
the submission of national consumption data for psychotropic substances is not an obligation under the 
1971 Convention, and countries that do provide this set of data do so on a voluntary basis pursuant to 
Commission on Narcotic Drugs resolution 54/6. 

24. Over the past eight years, the Board has received consumption data, albeit of varying quality, from 
an increasing number of countries. In 2019, some 80 countries provided to the Board their national 
 consumption data for at least one psychotropic substance. While the amount of data submitted varies 
significantly across the regions of the world, the considerable increase in the voluntary submission of 
data on the consumption of psychotropic substances has allowed the Board to take initial steps in 
 analysing the availability of those important substances for medical purposes. The Board published the 
related findings in its 2018 special report entitled Progress in Ensuring Adequate Access to Internationally 
Controlled Substances for Medical and Scientific Purposes. The same report concludes that quality data on 
the consumption of psychotropic substances are the key to a comprehensive assessment of the global 
availability of psychotropic substances. 

25. In 2018, UNODC published an advance draft of a guide entitled Technical Guidance: Increasing 
Access to and Availability of Controlled Medicines. The guide provides information on several practical 
strategies that Governments might adopt to address the adverse effects resulting from unduly restricted 
or inadequate access to controlled substances. It also elaborates on five cross-cutting themes that are 
defined as crucial in developing actionable strategies. The cross-cutting theme relating to data and research 
highlights the relevance of quality data and research in driving evidence-based policies and inter ventions. 
In connection with that theme, the document includes a list of 14 action points, which included  prioritizing 
the collection of accurate data at all levels of the health-care system; improving and institutionalizing 
data collection on the consumption of controlled medicines at the local and national levels; and  expanding 
data collection beyond retail consumption to include dispensing and end user consumption.

26. To continue this work, data collection based on reliable methodology that is suited to each  country’s 
needs is of utmost importance. As the 1971 Convention does not provide a definition of consumption 
of psychotropic substances falling under its control regime, figure I elaborates on the definition of 
 consumption and what is regarded as consumed under the Single Convention on Narcotic Drugs of 1961 
as amended by the 1972 Protocol. Some parallels can be drawn when defining the distribution circuits 
for each type of substance; however, they should not be considered to be identical. For example, the 
national legal framework in a country or territory may regulate the management and distribution of 
 psychotropic substances and narcotic drugs differently, allowing competent national authorities to  collect 
different data at different points. Figure II depicts the distribution circuit of psychotropic substances and 
the possible data collection points and reporting sources. 

27. The various methodologies for collecting consumption data that have been identified and compiled 
in the present document are discussed in chapter III. 
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Figure I. Consumption as defined in the Single Convention on Narcotic Drugs of 1961

CONSUMPTION OF NARCOTIC DRUGS

The Single Convention on Narcotic Drugs of 1961, as amended by the 1972 Protocol, introduced the concept 
of drug “consumption” for narcotic drugs. In article 1, paragraph 2, of the Convention, it is stated that “a 
drug shall be regarded as ‘consumed’ when it has been supplied to any person or enterprise for retail dis-
tribution, medical use or scientific research; and ‘consumption’ shall be construed accordingly”.

The International Narcotics Control Board provided further information in its training material on the 1961 
Convention (Part 2: The estimates system for narcotic drugs):

Consumption is therefore defined as the transfer from wholesale to retail distribution. Consequently, if 
narcotic drugs are imported into a country or territory directly by retailers (pharmacists, hospitals, etc.), 
all quantities so imported should be considered, from the Convention’s point of view, as consumed during 
the year of their entry into the country or territory. If, on the other hand, there is a manufacturer or whole-
saler (whether a private enterprise or a government service) through which all narcotic drugs are imported, 
only that part of narcotic drugs distributed to the retail level (mainly pharmacies and hospitals) should be 
considered as consumed.

As such, the concept of the “consumption” of narcotic drugs can be illustrated in three different distribution 
circuits: 

• Category I: countries where retailers obtain their supplies solely from abroad. In this case, all 
quantities imported are regarded as consumed.

• Category II: countries where retailers obtain their supplies solely from local manufacturers or 
wholesalers. In this case, quantities consumed refer to those quantities distributed by the 
manufacturers or wholesalers to the retailers.

• Category III: countries where the retailers obtain their supplies mainly from local manufacturers or 
wholesalers, but where some retailers import psychotropic substances or narcotic drugs directly. 
In this case, quantities consumed refer to those quantities distributed by manufacturers or 
wholesalers to the retailers, plus the quantities imported directly by retailers.
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Figure II. Distribution circuit of psychotropic substances
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III. Data collection methodologies

A. General observations
28. Methodologies implemented for the collection of data on the consumption of psychotropic sub-
stances differ from country to country. Various elements, such as policies, infrastructure and technology, 
may influence the number and nature of the instruments used to collect data, not only in the realm of 
internationally controlled substances but also in general. Some competent national authorities may find 
it easy to tip certain elements in one direction or another, while others may face constraints that cannot 
be changed.

29. Competent national authorities are immersed in nationwide structures and are subject to a set of 
rules that are broader in scope than their own organizations, including national regulatory frameworks, 
legacy practices and systems, the corporate climate and government infrastructure, to name but a few 
examples. 

30. If the methodology implemented by a competent national authority is backed by explicit policies 
that allow it to collect data from private and public organizations licensed to handle psychotropic sub-
stances, it is certainly easier than implementing a data collection methodology backed by a less strin-
gent regulatory framework. Moreover, national policies that include mechanisms for streamlining data 
collection instruments can help competent national authorities to improve the quantity and quality of 
data collected.

31. Offices in charge of collecting data on internationally controlled substances may have at their dis-
posal elaborate systems or tools to gather, process, store, organize and even analyse data. Sometimes, 
however, that is not the case, and the system may be as straightforward as a physical or electronic repos-
itory of files with some sort of classification scheme. Each of those approaches serves its own purpose.

32. The relationship maintained by the competent national authority with the organizations that pro-
vide data on the consumption of psychotropic substances is another element that may affect the data 
collection process. Regular follow-up and capacity-building activities appear to be a particularly success-
ful practice in maintaining and improving the quality and timeliness of data.

33. In the previous chapter, three distribution circuits of internationally controlled substances were 
listed. Those circuits are tied to the supply source that feeds directly into retail outlets and, on the basis 
of the definition of “consumption”, are closely related to the data collection mechanisms presented below. 
Although they were initially developed in connection with the consumption of narcotic drugs, the under-
lying concepts can be expanded to the collection of data on psychotropic substances.

B. Considerations for competent national authorities

National legal framework for data collection

34. Competent national authorities may enjoy varying degrees of operational freedom in engaging with 
their reporting operators based on the national legal frameworks in which they operate. It is important 
to consider those statutory foundations, as they may provide tools to manoeuvre and to address certain 
operational and administrative challenges, but they may also impose restrictions that are difficult to cir-
cumvent. From an organizational perspective, the mandate of the reporting competent national author-
ity could be closely tied to the office in charge of promoting the national health system, or it could be 
aligned with law enforcement principles. Regardless of the legal framework governing the operations of 
the competent national authority, it should not lose focus on the reasons underlying the data collection 
process.
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Resources, information technology infrastructure and reporting cycles

35. Reporting authorities should, unquestionably, plan the resources allocated to collect, process and 
 analyse data. The more diverse the data sources are, the more complex the process is, and the more 
resources should be devoted to such efforts. Investments in information technology infrastructure have 
proved to be helpful in improving the reporting capacity of competent national authorities. As such 
 investments are not always affordable, some offices rely on basic information technology systems or even 
manual data collection and verification processes. Regardless of the available resources, there seems to be 
a consensus that, instead of collecting and processing consumption data once per year, it is more efficient 
to carry out the process in shorter cycles, for example on a biannual, quarterly or even monthly basis. The 
underlying reason appears to be that shorter reporting periods generate more manageable amounts of data, 
reducing the risk of inconsistencies and improving the oversight of non-compliant reporting operators.

36. Increasing the frequency of reporting is not always enough if near real-time data on the consump-
tion of psychotropic substances are needed. The coronavirus disease (COVID-19) pandemic is a clear 
example. Policymakers, and hence competent national authorities in charge of collecting consumption 
data, could not wait three months – or even one month – to take corrective actions in order to address 
possible medicine shortages. In this situation, evidence-based decisions are required to optimize the 
resources needed to stockpile the correct set of substances. The quantification of substances and medi-
cines imported to a country or territory has been identified as one of the mechanisms to fill this infor-
mation gap. Even though in many cases imports cannot be equated to consumption, there is a direct and 
proportional link between the two elements. As import authorizations should be channelled through a 
country’s competent national authority, it should take relatively little time and effort to collect and pro-
cess the quantities of psychotropic substances imported into a country or territory and to provide a well-
founded estimate of consumption levels.

37. The trendspotter methodology is another good example of a rapid assessment tool. Developed by 
EMCDDA, it is described as a tool to “map and describe a new drug trend or an emerging phenome-
non, understand the drivers behind this change and identify implications for the future”.7 The method-
ology involves four main steps: (a) planning; (b) data collection and analysis (phase 1); (c) data collection 
and analysis (phase 2): the expert meeting; and (d) reporting, and it has recently been used by EMCDDA 
to assess the effects of the COVID-19 pandemic on drug consumption patterns in Europe.8

Definition of consumption 

38. Streamlining the data collection methodology is another way to speed up the process. Several com-
petent national authorities define the consumption of psychotropic substances in the same way as they 
do for narcotic drugs. This approach allows them to use the same methodology to collect data for both 
groups of substances with minor modifications, as it requires them only to expand the substance base 
furnished by reporting operators.

Capacity-building 

39. It has also been noted that competent national authorities that conduct regular capacity-building 
activities with their reporting operators benefit from better quality and improved timeliness in the data 
furnished by those operators. Regular training also improves the operators’ understanding of the legal 
framework in relation to internationally controlled substances, the relevance of the reported data and the 
legal obligations of competent national authorities.

7 European Monitoring Centre for Drugs and Drug Addiction (EMCDDA), Trendspotter Manual: A Handbook for the Rapid 
Assess ment of Emerging Drug-related Trends (Luxembourg, Publications Office of the European Union, 2018).

8 EMCDDA, “EMCDDA trendspotter briefing: impact of COVID-19 on patterns of drug use and drug-related harms in Europe” 
(Luxembourg, Publications Office of the European Union, 2020).
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Measures to ensure compliance

40. Some competent national authorities have highlighted the relevance of administrative measures to 
ensure adequate compliance with reporting obligations by licensed operators. Examples of such meas-
ures include withholding import or export authorizations, revoking licences or imposing fines. The means 
of enforcing such administrative measures are embedded in the legal framework in which the compe-
tent national authority operates. Some measures may be more or less stringent and/or easier to imple-
ment than others.

C. Methodologies

1. Imports-only methodology

Characteristics of national market/distribution circuit

41. In this approach, the quantity of psychotropic substances imported is equated to the quantity con-
sidered (and reported) as consumed.

42. If a country or territory does not engage in wholesale trade or the manufacture of psychotropic sub-
stances, and retail outlets (e.g., pharmacies, retail distributors, hospitals and other institutions or qualified 
persons duly authorized to exercise therapeutic or scientific functions) obtain internationally controlled 
substances exclusively through imports, the quantities of psychotropic substances “consumed” will equal 
the quantities imported. However, this variant is also used in some countries where the substances are 
imported at the wholesale level and no data are collected downstream in the distribution circuit.

43. This methodology uses a single data collection point, namely, imports (see figure III). Quantities 
of psycho tropic substances imported into a country or territory should be easily accessible to the report-
ing competent national authority. Other sources of information are considered in chapter IV, on validat-
ing consumption data, as the process of importing a psychotropic substance involves several actors, such 
as customs authorities, manufacturers, wholesalers and retail outlets.

Figure III. Consumption equal to imports
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Advantages

44. This is the simplest data collection methodology. Its simplicity lies in the fact that competent national 
authorities are in control of the entire data collection process and there is just one data collection point. 
The key advantages of this methodology are as follows:
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(a) Ease of data collection. The data are readily available given that import authorizations for each 
psychotropic substance imported, including quantities, are issued and recorded by the competent national 
authority;

(b) Control of data quality and timeliness. The competent national authority does not need to col-
lect data from external organizations, a process that may introduce delays and/or reduce the quality and 
timeliness of the data;

(c) Disaggregated data on imports. This approach can greatly improve the analysis of disaggregated 
data. If retail outlets are bound to specific geographical areas, population groups, etc., disaggregated data 
could become a valuable source of information.

Challenges

45. The following challenges have been identified:

(a) The methodology can be applied only to very limited scenarios in which psychotropic substances 
are not imported by wholesalers or manufactured locally; 

(b) If wholesalers or manufacturers import psychotropic substances, it would be optimal to know 
the proportion of psychotropic substances (either from imports or from wholesalers or manufacturers) 
channelled to the retail market in order to obtain a more accurate overview of consumption in the coun-
try or territory;

(c) The quantities authorized in an import authorization are not always equal to the amounts phys-
ically imported into a country or territory. Endorsement of each import authorization will improve the 
accuracy of the consumption data.

2. Calculated consumption based on indirect measurements 

Characteristics of national market/distribution circuit

46. It is a common policy that licensed operators are required to furnish some type of activity reports 
to the competent national authority in the country in which they base their operations. The reporting 
schedule and length of such reports should be agreed upon by both parties and tied to the legal and 
operational requirements of the competent national authority. The more comprehensive the reports are, 
the more exhaustive the analysis of the information extracted from them will be. 

47. Consumption can be calculated using aggregated data at the end of each reporting period. The for-
mula most commonly used to calculate consumption is as follows:

 Consumption = [Qstock, start + Qmanufactured + Qimported]
   –[Qstock, end + Qnon-controlled substances+ Qexported]

Where:
Qstock, start = Quantities held in stock by manufacturers and wholesalers at the beginning  

of the year 

Qmanufactured = Quantities manufactured or produced domestically in the reporting year

Qimported = Quantities imported during the reporting year

Qstock, end = Quantities held in stock by manufacturers and wholesalers at the end of the year

Qnon-controlled substances = Quantities used for the manufacture of substances not under international control 
and/or disposed of in the reporting year

Qexported = Quantities exported during the reporting year
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48. The quantities added and subtracted in the formula are depicted in figure IV. The elements of the 
formula are redistributed in the figure not in order to represent the progression of consumption over the 
reporting period – commonly a calendar year – but to illustrate how the reporting authority could assume 
that the aggregated data between the starting and ending points represent the quantities consumed.

Figure IV. Calculated consumption breakdown

49. The starting amount in figure IV represents the quantities of psychotropic substances held in stock 
by manufacturers and wholesalers at the beginning of the year. It is assumed that those substances are 
ready to be consumed, but they may also be exported, disposed of or used in the manufacture of sub-
stances not under international control.

50. At any point in time, duly licensed organizations might manufacture psychotropic substances (raw 
materials, active pharmaceutical ingredients, preparations, etc.) within the national territory. Those quan-
tities must be added to the equation, as it is assumed that they can be distributed to retail outlets at any 
time. Similarly, it is assumed that psychotropic substances imported during the reporting period are ready 
to be consumed, meaning that they must also be added to the equation. 

51. It is important to highlight that psychotropic substances manufactured by licensed operators could 
also be exported, disposed of or used in the manufacture of substances not under international control 
rather than being consumed. If that is the case, those quantities should be included in the amount shown 
in the second part of the formula above to reflect the corresponding event.

52. Psychotropic substances that are disposed of cannot be distributed to retail outlets, and those used 
in the manufacture of substances that are not under international control cannot be accounted for as 
consumed; hence, those quantities should also be subtracted. It is also necessary to subtract the quanti-
ties of psychotropic substances that are exported, as they are not consumed within the country or terri-
tory of the reporting authority. Finally, the quantities held in stock by manufacturers and wholesalers at 
the end of the year are to be deducted, as they were not consumed, exported or used in the manufac-
ture of substances not under international control or disposed of during the reporting period.

53. Quantities of psychotropic substances exported from or imported to the reporting country or ter-
ritory can be calculated using data from the national authorization system administered by the compe-
tent national authority, on the basis of information provided by manufacturers and wholesalers, or using 
a combination of both (see figure V).

Qstock, start Qmanufactured Qnon-controlled substances Qimported Qexported Qstock, end Consumption
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Figure V. Consumption based on indirect measurements

Advantages 

54. In terms of complexity, this methodology is not as simple as equating consumption to all quanti-
ties imported during a reporting period; however, it can be applied to a much wider set of scenarios. It 
includes substances that are locally manufactured, disposed of and used in the production of substances 
not under international control, and an additional entry point in the distribution circuit is also consid-
ered, that is, substances imported by wholesalers and manufacturers. The advantages of this approach 
include the following:

(a) Relative simplicity. Once the quantities of each of the variables in the formula are known, it is 
relatively simple to calculate estimated consumption during the reporting period; 

(b) Disaggregated data on multiple variables. If it is possible to obtain disaggregated data on some 
of the variables, it is likely that consumption trends or patterns can be analysed. For example, disaggre-
gated data on imports may help to compare the proportion of substances (medicines) consumed directly 
by retail outlets with those distributed by wholesalers and manufacturers and to assess the impact on 
the price to the final consumer and, consequently, the accessibility of the substances; 

(c) Coverage of different scenarios. The methodology accounts for imports by different stakeholders, 
substances manufactured or disposed of locally, etc. This makes it a more appropriate option for coun-
tries or territories that have more complex supply systems for psychotropic substances. 

Challenges

55. As this methodology requires more information from different sources, certain challenges need to 
be considered:

(a) Closer cooperation with local organizations is required, as data must be collected periodically 
following a clear schedule. Partial information may be irrelevant or highly inaccurate; 

(b) It is also necessary to provide continuous support and training for local organizations in order 
to guarantee standardized definitions. It is not possible to aggregate or compare values that are not based 
on the same definitions across all data sources. For example, quantities of imported psychotropic sub-
stances may be measured at the time of authorization, endorsement or physical entry into the country 
or territory of the reporting authority. The same applies to quantities exported;
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(c) It is an indirect measure. This methodology assumes that the gap between the stocks held by 
manufacturers and wholesalers at the beginning and at the end of the year, considering all possible 
increases (manufacture and imports) and decreases (clearances and exports), equals the quantities dis-
tributed to retail outlets, in other words “consumed”. This method determines the quantity of psycho-
tropic substances theoretically available for consumption in the country or territory.

3. Distribution from wholesalers and manufacturers to retail outlets

Characteristics of national market/distribution circuit

56. Countries that engage in intensive local trade and in which the proportions of imports channelled 
to wholesalers/manufacturers and retail outlets is unknown, unpredictable and difficult to calculate may 
find it easier to assess consumption levels solely on the basis of quantities distributed from wholesalers 
and manufacturers to retail outlets.

57. In this methodology, imports, exports, production, write-offs, stockpiles, etc., are not taken into 
account. Instead, wholesalers and manufacturers report to the reporting authority the quantities distrib-
uted downstream in the distribution circuit (see figure VI). Quantities distributed from wholesalers and 
manufacturers to retail outlets are a more accurate measure of consumption compared with those result-
ing from the indirect calculation methodology.

58. It is also necessary to note the technical challenges that a competent national authority may face 
in operating a statistical return system that collects data on the interface between wholesalers/manufac-
turers and retail outlets. For example, the distribution of psychotropic substances from the former to the 
latter usually does not trigger a data collection entry that is visible to the reporting authority. That infor-
mation is typically collected and processed by the organizations involved in the transaction and then 
reported to the competent national authority.

59. It is therefore crucial to provide clarifications on the reporting exercise, the reporting cycle and the 
definition of consumption across all of the organizations licensed to distribute psychotropic substances 
to retail outlets. Efforts in this regard will have a significant impact on the quality of the data received 
by the competent national authority and reported to INCB.

Figure VI. Distribution from wholesalers and manufacturers to retail outlets
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Advantages 

60. Competent national authorities do not need to operate complex and usually resource-intensive 
health information systems to implement this methodology. Nevertheless, the resulting figures provide 
an accurate representation of the quantities of psychotropic substances that are introduced into the local 
market and are consequently available to be consumed. The key advantages of this approach include the 
following:

(a) Balanced approach between complexity and accuracy. It is important to highlight that there is no 
perfect data collection system and no single approach that serves all purposes. However, finding a  balance 
between available resources and data quality is a key element to consider;

(b) Disaggregated data. As is the case with the calculated consumption methodology, if  consumption 
data are collected at some disaggregated level, it is possible to analyse certain trends and patterns. For 
example, a country might discover that the consumption of a specific medicine in one region (i.e., the 
quantities dispatched to certain retail outlets) is above or below the national average.

Challenges

61. The following challenges have been identified: 

(a) Psychotropic substances imported directly by retail outlets need to be considered separately. This 
does not pose a major challenge, as the reporting authority should be aware of and report all licit  traffic 
in internationally controlled substances;

(b) As is the case with the calculated consumption methodology, it is necessary to maintain close 
cooperation with the wholesalers and manufacturers that are licensed to distribute psychotropic  substances 
in order to ensure a timely reporting system; 

(c) Continuous training and follow-up should be considered as a mechanism for standardizing 
 definitions and processes across all stakeholders.

4. Distribution from retail outlets to the final user

Characteristics of national market/distribution circuit

62. Consumption data can be collected one step downstream in the distribution circuit, that is, on the 
basis of psychotropic substances handed over from retail outlets to the final user (see figure VII). Multiple 
data collection points should be considered if this methodology is to provide an accurate assessment of 
the consumption level. For example, psychotropic substances distributed to final users by health-care 
facilities, pharmacies, licensed practitioners (including veterinarians and dentists) and others should be 
included in the calculations. Collecting consumption data at the prescription level addresses the same 
situation from a different angle, that is, the data are collected at the receiving end of the transaction (the 
final user) rather than from the party supplying the psychotropic substance (the retail outlet). The way 
in which the health information system is designed to collect data will indicate which data collection 
points should be used in this methodology.

63. Given the extent and range of retail outlets operating in a country or territory, the collection of 
 consumption data is very likely to be embedded in a wider health information system. Such systems  usually 
operate at the national or regional level and collect information related to the final user, such as  prescription 
data, doses, the physician or health centre responsible for the prescription, its validity period, etc. 

64. Countries and territories that are in a position to implement such health information systems could 
collate, correlate and analyse consumption data with a great level of detail and accuracy. The more data are 
collected and analysed, the more information, trends and patterns can emerge. However, straightforward 
conclusions are not always obvious and, depending on the amount of data available, the process of analysis 
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can be time-consuming. It is also important to highlight that, by taking advantage of modern  technologies 
and computer processing power, competent national authorities could correlate such detailed data with data 
from other sources, such as demographics, to drive evidence-based conclusions and decisions.

Figure VII.  Quantities distributed from retail outlets to the final user

Advantages 

65. The closer the data collection point is to the final user, the more realistic the overview of the quan-
tities of psychotropic substances consumed, in the literal sense of the word, by the population of a coun-
try or territory will be. Additional advantages of this method include the following:

(a) Data disaggregated by default. As the data collected are already disaggregated, a great level of 
detail can be obtained and analysed;

(b) Increased accuracy. The resulting figures provide a more precise overview of the quantities actu-
ally consumed by the population;

(c) Ease of correlating consumption with other data. Consumption data are most likely to be col-
lected as part of a national or regional health information system, which leads to the assumption that it 
can be correlated with other relevant data.

Challenges 

66. The following challenges have been identified:

(a) This methodology is relatively easy to implement if a health information system that collects data 
at the retail outlet level is already in place. In such a case, it should be necessary only to expand the data 
collected by the health information system to include data on the consumption of psychotropic substances. 
If the health information system were to collect data on the consumption of psychotropic substances only, 
the infrastructure required to gather such detailed information would make it difficult to implement;

(b) The resources required to gather, process, store and analyse the data collected could be signifi-
cantly higher than those required for other methodologies;
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(c) Quantities of psychotropic substances included in exempted preparations (e.g., medicines sold 
over the counter) may be difficult to record. If the health information system excludes exempted 
preparations from the distribution circuit of psychotropic substances, consumption may be 
underreported.

5.  Consumption based on statistical data sampling and distribution from retail outlets to the 
final user

Characteristics of national market/distribution circuit

67. This methodology is similar to the one based on distribution from retail outlets to final users, but 
instead of data being collected from all entry points at the national or territory level, observations are 
derived from representative samples. The values obtained from this reduced group of data collection 
points (proxies) are used to extrapolate the consumption level of the entire population (see figure VIII).

68. Proxy retail outlets are a good way to reduce the amount of data collected and to simplify the 
 collection process and information analysis. The selection of those proxies should be based on a clear 
understanding of the distribution capacity of the retail outlets within the country or territory. For  example, 
if the distributors selected are located only in large cities, possibly because it is easier to gain access to 
that information, it may distort the data on consumption in rural areas.

69. A sound understanding of the demographics of the reporting country or territory can also play an 
important role in the selection of the most appropriate data collection points. Likewise, this knowledge 
should support the statistical mechanism implemented to extrapolate consumption data at the national level. 
For example, if two retail outlets (e.g., pharmacies) provide services in areas with similar population  densities 
and socioeconomic profiles, it would be safe to assume that their consumption profiles are similar.

Figure VIII.  Consumption based on distribution from proxy retail outlets to the final user
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Advantages 

70. A limited number of observation points will reduce the amount of data to be collected, processed 
and stored. This is particularly relevant when the number of retail outlets is very high, and if the figures 
extrapolated from the data sample provide a fair representation of the consumption level of the entire 
country or territory. The advantages of this method include the following:

(a) Reduced number of data collection points. In comparison with the methodology based on distri-
bution from retail outlets to final users (without sampling), this approach simplifies the reporting pro-
cess, as the amount of data gathered and processed is only a subset of the statistical population;

(b) Balance of cost versus accuracy. If the number of retail outlets turns the data collection process 
into a cumbersome and costly procedure, this methodology can reduce complexity without having an 
impact on the quality of the data.

Challenges 

71. The following challenges have been identified:

(a) The type of sampling used to select the data collection points (i.e., proxy retail outlets) will have 
an impact on the accuracy of the consumption data extrapolated from the sample. Examples include 
 aleatory sampling, discretionary sampling (based on selected variables, such as location, distribution 
volume or hierarchy in the health system) and rotational sampling;

(b) Sound statistical analysis is required in order to obtain a representative consumption data sample 
from which the consumption level at the country or territory level can be extrapolated; 

(c) Quantities of psychotropic substances included in exempted preparations (medicines) may be 
difficult to record. If the health information system excludes exempted preparations from the distribu-
tion circuit of psychotropic substances, consumption may be underreported.
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IV. Validating consumption data 

72. Validation is defined as the process of supporting or corroborating – on a sound basis – a fact, 
idea, action, etc. Data validation is an important step in improving the accuracy and quality of data 
sources and consequently of the data themselves. The inclusion of a validation process in the reporting 
exercise is intended to enhance the accuracy and completeness of the reported data and, ultimately, the 
reported levels of consumption of psychotropic substances. By comparing figures obtained from differ-
ent sources or at different points in the data collection process, the reporting authority is more likely to 
find inconsistencies in the figures. Once the nature of the discrepancies is revealed, it is possible to take 
corrective or preventive measures to improve the quality of the data, that is, to obtain a better under-
standing of the quantities of psychotropic substances consumed within the country or territory. 

73. The complexity and variety of validation mechanisms will be determined by the resources a com-
petent national authority has at its disposal, including staff, its own data processing system and its access 
to nationwide health or customs information systems and comprehensive data sets from reporting oper-
ators. More resources mean that more validation mechanisms can be implemented and a more elaborate 
validation process can be developed. A balance should be achieved between improving the quality of the 
data and the resources invested in the validation process.

A. Validation mechanisms
74. The present section contains various validation mechanisms that competent national authorities 
have highlighted as useful in finding gaps and inconsistencies in the consumption data furnished by 
reporting operators. At the same time, it is important to note that there is no one-size-fits-all approach 
to vali dating consumption data. Validation mechanisms may need to be adapted to suit local regulations 
or combined to increase the accuracy of the data collected.

1. Reported imports versus authorized/endorsed imports

75. Several competent national authorities use the imports-only or the calculated consumption meth-
odology (see chap. III) to measure consumption levels. In such cases, an accurate measurement of the 
psychotropic substances imported by a country or territory is critical.

76. Three different data sources to measure imported quantities have been identified: (a) import 
authorizations issued by the competent national authority, including endorsements; (b) imports reported 
by licensed operators; and (c) imports reported by the customs office of the country or territory.

77. Some competent national authorities may be able to access data from all three sources, for exam-
ple if the reporting authority has access to the customs information system of its own country and 
reporting operators diligently submit consumption data. On the other hand, some may find it chal-
lenging to gain access to information from any of those sources, for example if the authority in charge 
of statistical reporting to INCB is different to the one in charge of issuing import authorizations for 
psychotropic substances. Regardless of the number of data sources used in the validation process, clos-
ing gaps in the quantities reported as imports should lead to a more accurate measurement of con-
sumption levels.

2. Reported inventories

78. As part of their reporting obligations, licensed operators (i.e., manufacturers, wholesalers, retailers, 
hospitals, pharmacies, etc.) usually report stock levels at the start and at the end of the reporting cycle. 
There should not be any variation in inventory levels if there are no gaps between consecutive 
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reporting periods; for example, psychotropic substances in stock on 31 December of a particular year 
and on 1 January of the following year should be the same. 

79. However, some reporting operators may find it challenging to keep their inventory books up to 
date at all times and may need to validate their inventories retroactively. For example, a manufacturer 
might report the quantities of psychotropic substances held in stock at the end of the previous  reporting 
period (i.e., inventory as at 31 December) in March. The same manufacturer might furnish its biannual 
report in August, including the quantities of psychotropic substances held in stock at the beginning of 
the reporting period (i.e., inventory as at 1 January). The inventory levels in the two reports should not 
differ; however, there have been cases in which a simple validation process revealed evidence of the 
opposite.

80. Figure IX depicts the relationship between stock levels from one reporting cycle to the next and 
between two reports at different points in time.

Figure IX. Reported stocks between reporting cycles

81. Inventory at the beginning and at the end of a reporting period is a key element in the formula 
used to calculate consumption levels (see chap. III). Any inconsistencies in inventory levels should be 
addressed and clarified before they can be incorporated in the formula, otherwise the resulting figures 
on the consumption of psychotropic substances will be inaccurate.

3. Domestic trade

82. Domestic trade in psychotropic substances under international control among wholesalers and man-
ufacturers is a common practice, especially in countries with a large manufacturing industry. Although 
the idea that a psychotropic substance is “consumed” when it is distributed from a wholesaler or 
 manufacturer to a retail outlet is widely accepted, it is advisable to validate domestic trade among whole-
salers and manufacturers in order to improve the reliability of the data reported.

83. For example, sales reported by one manufacturer should be reported as purchases by its trading 
counterparts. If that is not the case, it is necessary to examine the reason for the discrepancy. Should 
those sales have been reported as exports or losses? Are both parties to the transaction using the same 
anhydrous base content of a specific medicine or preparation?

84. Answers to those questions may provide the competent national authorities with solid evidence 
to determine whether its reporting operators have a strong and reliable reporting system in place. If the 
data are inaccurate or incomplete, other reporting obligations (i.e., those more directly related to meas-
uring consumption levels) may be implemented using the same flawed system.

85. An additional benefit of validating domestic trade among wholesalers and manufacturers is the 
possi bility of detecting attempts at diversion within the country or territory, for example if the sales 
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reported by a manufacturer are higher than the quantities reported by its trading counterpart with no 
evident reason that explains the difference.

4. Psychotropic substances used in the manufacture of preparations or other substances

86. As defined in article 1 of the 1971 Convention, the term “manufacture” refers to “all processes by 
which psychotropic substances may be obtained, [including] refining as well as the transformation of 
psychotropic substances into other psychotropic substances. The term also includes the making of prep-
arations other than those made on prescription in pharmacies.”

87. In addition, the term “preparation” is defined in the Convention as “any solution or mixture, in 
whatever physical state, containing one or more psychotropic substances”, or “one or more psychotropic 
substances in dosage form”.

88. Losses are inherent to the industrial process by which a psychotropic substance is manufactured 
or transformed into a preparation. Although losses are ideally marginal when compared with the quan-
tities manufactured or used in preparations, it is important to validate the amounts of psychotropic sub-
stances lost in the manufacturing process when calculating consumption levels; otherwise, reporting 
authorities may end up furnishing values that exceed actual consumption. 

89. The quantities of psychotropic substances used in the manufacture of non-psychotropic substances 
or exempted preparations (as defined in art. 3 of the 1971 Convention) should also be validated with 
the reporting operators. A non-psychotropic substance cannot be regarded as consumed in the light of 
the reporting obligations to INCB, as those substances are not under international control. In addition, 
exempted preparations may or may not be considered part of the reporting obligations related to 
 consumption. A clear understanding of which set of substances and preparations are to be reported as 
consumed by the reporting operators is consequential in achieving reliable consumption figures.

5.  Calculated consumption versus distribution from wholesalers and manufacturers to retail 
outlets

90. The calculated consumption methodology and the methodology based on distribution from whole-
salers and manufacturers to retail outlets (see chap. III) are commonly used to gauge levels of consump-
tion of psychotropic substances. Both methodologies rely heavily on data collected from reporting 
operators, including stocks, imports, exports and quantities manufactured and/or distributed to local 
operators.

91. In principle, the calculated methodology uses a formula to indirectly estimate the quantities of 
 psychotropic substances injected into the retail market. The approach based on distribution from whole-
salers and manufacturers to retail outlets measures consumption levels on the basis of a single variable: 
the distribution of a psychotropic substance. Regardless of the methodology used to calculate  consumption 
levels, the data collection point is the same, namely, reports furnished by wholesalers and 
manufacturers. 

92. If a competent national authority has access to accurate, timely and comprehensive data sets from 
its reporting operators, it can validate consumption levels using both methodologies. If the data are 
 inaccurate, it means that the figures are not trustworthy and any conclusions resulting from the  validation 
process will be flawed. If data are untimely, the figures may not be fit for purpose or may be imprecise. 
Finally, if the data set is incomplete, the formula used in the calculated consumption methodology may 
not consider all the variables, resulting in only partial consumption figures.

93. The simplicity of this validation mechanism lies in the fact that there is no need to change the 
data collection process; the data set collected from reporting operators simply needs to be extended to 
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include all of the variables required to apply both methodologies. The reporting authority is likely to be 
in a position to use both data collection methodologies or to undertake minor changes in its data 
 collection process in order to do so, thus making it possible to validate the consumption figures  resulting 
from both exercises.

6. Third-party data sources

94. Research and academic institutions, national or regional statistical agencies (either private or 
 governmental) and national or international organizations can be reliable alternative sources of infor-
mation to validate consumption data. The data collected by those organizations can vary in nature and 
scope, making it particularly important to select the right data source. Given the relevance of public 
health information to Governments, it is likely that some type of data related to the consumption of 
medicines is already available.

95. The possible data collection points of a third-party data source are likely to differ from those 
described in the distribution circuit of psychotropic substances (see figure II). Thus, a direct compari-
son between the quantities of psychotropic substances calculated as consumed would be inadequate. 
However, a reporting authority could compare the trend in the data collected from its reporting oper-
ators with the trend obtained from a third-party data source. If the figures show a different tendency 
over time, a review of the data collection process might be worthwhile. Three examples of third-party 
data sources are discussed below.

Nationwide or regional health-related databases

96. It is common that nationwide health-related databases containing drug consumption data and phar-
macovigilance centres that store such data are under the operational supervision and administration of 
a State-run organization, usually as part of the health ministry, institute or agency or an equivalent insti-
tution. Organizations that collect and administer data related to pharmacies, pharmacotherapy or epide-
miology may be also relevant.9

Surveys

97. Surveys are a long-established data collection technique and not a data source per se. However, 
they are well-known instruments to target data sources of specific interest. INCB regularly uses surveys 
as an easy-to-deploy mechanism to gather data from competent national authorities. In recent years, 
online surveys have become increasingly popular, as they are faster and less expensive to implement, can 
reach a broader range of participants and are easier to post-process than their traditional paper-based 
counterparts.

Health-care facility data collectors

98. Data collected at health-care facilities can be a significant and detailed source of information. As 
mentioned above, however, it is not always easy to reach such a level of granularity. Nevertheless, inno-
vation and new technologies have made it more feasible than ever before to deploy cost-effective data 
collectors at the health-care facility level. For example, the Department of Essential Medicines and Health 
Products of WHO has developed the Essential Medicines and Health Products Price and Availability 
Monitoring Mobile Application,10 which professionals at health-care facilities can use to collect and ana-
lyse prices and availability data on 32 essential medicines.

9 A detailed list of nationwide drug consumption databases in 25 countries in Europe can be found in Pili Ferrer and others, 
“Sources of European drug consumption data at country level”, International Journal of Public Health, vol. 59, No. 5 (May 2014).

10 See www.who.int/medicines/areas/policy/monitoring/MedMon_leaflet_Web.pdf. 
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V. Use of consumption data to analyse trends in consumption 
and assess the availability of psychotropic substances for 
medical purposes 

99. The Commission on Narcotics Drugs and INCB have acknowledged the benefits of collecting and 
analysing data on the consumption of psychotropic substances under international control. Through 
 different resolutions and communications, the Commission and the Board have invited competent 
national authorities to report consumption data on a voluntary basis. However, the benefits of analysing 
consumption data go far beyond complying with reporting obligations. 

100. Health information systems that are more reliable, accessible, expedient and intelligent equip 
Governments with the tools to drive evidence-based policies supported by relevant data. Accurate data 
on the consumption of psychotropic substances can only add to the effort to build policies around well-
grounded, factual evidence. For example, the analysis of trends in the use or misuse of specific  medicines, 
patterns in the distribution of medicines or the correlation of consumption data with demographic infor-
mation could support strategies that improve public health. 

101. Moreover, there is no reason why such policies or strategies should stop at the national level. 
Regional cooperation and information-sharing are additional mechanisms that can augment the benefits 
of collecting and analysing data on the consumption of psychotropic substances. It has been noted that 
neighbouring countries in similar socioeconomic situations profit from those practices, as they can share 
success stories, challenges and lessons learned with each other. They can also agree on action points that 
can be implemented on a larger geographical scale.
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VI. Reporting of consumption data to the Board

102. Countries use form P to report consumption within the framework of the annual statistics on the 
manufacture, trade and consumption of substances controlled under the 1971 Convention. Further details 
on reporting in general, as well as on reporting consumption data, can be found in the training  material 
for competent national authorities, which is available on the INCB website.

103. The evaluation of drug consumption over time, nationally and internationally, is simplified by the 
use of a unified unit of measurement, namely, the defined daily dose (DDD), which describes the assumed 
average maintenance dose per day for a substance used on its main indication in adults. 

104. The term “defined daily doses for statistical purposes (S-DDD)”, which has replaced the term 
“defined daily dose (DDD)” in INCB publications, is used by the Board as a technical unit of measure-
ment for the purpose of statistical analysis and is not a recommended prescription dose. Its definition 
is not free of a certain degree of arbitrariness. Certain psychotropic substances may be used in certain 
countries for different treatments or in accordance with different medical practices, and therefore a 
 different daily dose could be more appropriate. The indicated S-DDD should be considered approximate 
and subject to modifications if more precise information becomes available. 

105. Availability levels of psychotropic substances in S-DDD are calculated by dividing the quantities 
reported as consumed in a given year by 365 days; the result is then divided by the population of the 
country (expressed in thousands of inhabitants during the year in question), and then by the defined 
daily dose of the psychotropic substance in question as defined in the INCB technical report on 
 psychotropic substances, which is published annually on the INCB website.

106. All consumption values are expressed in defined daily doses for statistical purposes (S-DDD) per 
1,000  inhabitants per day, abbreviated S-DDDpt (where “pt” stands for “per thousand”).
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VII. New technologies shaping the data collection process 

107. The present document is not intended to be an exhaustive compilation of state-of-the-art  techniques 
or technologies that could support the data collection process, but to highlight key elements that some 
international organizations advocate as important in the advancement of the digital transformation of 
health information systems.

108. The past few decades have been characterized as the information age, in which information 
 technologies are pervasive in all areas of society. This reality has forced people to improve their ability 
to decide which information is important and necessary among all the information that is available. New 
technologies are paramount in delivering the right knowledge to the appropriate group of individuals 
within a public health organization, including practitioners, operators, managers and policymakers.

109. As technology has moved forward, health information systems have also become more advanced; 
among other things, they are faster, more robust, accessible and accurate, more data can be collected, 
stored, processed and analysed, more data collection sources can be integrated, and different data vali-
dation mechanisms can be implemented. Given the potential that new health information systems have 
to offer, the Board has noted how an increasing number of competent national authorities are able to 
collect consumption data closer to the final user within the psychotropic substances distribution circuit, 
including at the pharmacy, the practitioner or even the prescription level.

110. Advances in technology should support the transformation of data into information and then into 
relevant knowledge. In addition to measuring consumption levels closer to the final user, the shift from 
the traditional way of collecting and analysing data towards one that integrates new technologies could 
open up more possibilities.

111. For example, structured data (i.e., data organized in a well-defined and agreed format) are the cor-
nerstone of traditional information systems. If each licensed operator fulfilled its reporting obligations 
using its own format, or no format at all (just randomly arranged numbers), it would be very difficult 
for a reporting authority to administer an information system based on the resulting data sets.

112. New technologies open up the possibility of collecting unstructured data and using them along-
side traditional data sources. To borrow from the previous example, what if an information system had 
the ability to analyse and understand each reporting operator’s format and present a comprehensive result 
to the competent national authority? Moreover, what if the same information system were able to analyse 
other sources of information – such as demographics, consumer price indices, treatment definitions and 
guidelines, digital prescription systems and even social media events – and to correlate all of that infor-
mation and present an overview of the consumption levels in a country or territory and the impact it 
has on public health?

113. To achieve such a level of insight, it is necessary to equip health information systems with new 
technologies, such as big data analytics, machine learning algorithms and artificial intelligence. It is not 
enough to update the information technology infrastructure or develop new software to attain such 
results. Coordinated and nationwide policies must be considered in the areas of data governance, 
 knowledge management and sharing, standards for quality and interoperability, and technology and 
 innovation, to name but a few examples.
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