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The international drug control treaties came into being to prevent the abuse of substances that can induce 
dependence. The universal adoption of the treaties and their implementation continue to be highly effeetive 
in preventing the diversion of drugs from licit to illicit markets in international trade and In protecting 
society from the consequences of dependence. However, equal emphasis has not been placed on the other 
fundamental objective of the treaties of ensuring that controiled substances are available for medical and 
scientific purposes. As a result, the health benefits that can be derived from medicines containing controlled 
substances remain inaccessible to the large majority of people around the Vv'orld,

The majority of substances controlled under the Internationai drug ctmtrol treaties, notably narcotic 
drugs and psychotropic substances, have a variety of medical uses. Opioid analgesics, such as codeine and 
morphine, and antiepilepties, such as lorazepam and phenobarbital, are considered as essential medicines 
by the World Health Organization. There is broad consensus that opitdd analgesics are indispensable for the 
treatment of moderate to severe pain and some, like methadone and buprenorphlne, are Increasingly used 
for the treatment of drug dependence. The widespread recognition of the therapeutic value of controlled 
substances has led In recent years to a substantial Increase In their consumption. However, this Increase 
has occurred predominantly In developed countries, in contrast, the availability of controlled substances 
has remained very low in most developing countries and is far from adequate to meet the medical needs 
of their populations. Unless remedial measures are implemented, the gap In the availability of controlled 
substances, namely opioid analgesics, wall widen as the number of patients diagnosed with cancer and AIDS 
in developing countries rises.

There are many reasons to account for the inadegua te availability of controlled substances for medical 
purposes. Some relate to the economic and social development of a country and affect the supply of 
medicines In general. Others are specific to controlled substances and operate within the specific regulatory 
system that exists in some countries for the manufacture, prescription and distribution of such substances.
In some countries, laws and regulations Intended to prevent the misuse of controlled substances are overly 
restrictive and Impede patient access to medical treatment with such substances. Such situations can arise 
when Insufficient attention Is paid to the Impact of regulations on the supply of controlled substances for 
medical purposes. Yet preventing the abuse of controiled substances and ensuring their availability for licit 
uses are complementary, and not mutually exclusive, objectives of the internationai drug control treaties.
An effective drug control regime that complies with the spirit of the drug control treaties should therefore 
strike the right balance between the considerations given to these two aims.

Undue regulatory restrictions often have their origins in poor understanding among polley makers about 
controlled substances and their therapeutic value. Moreover, in many countries, inadequate knowledge 
and fear of dependence are key reasons behind the unwillingness of health professionals to prescribe 
controiled substances. To address these issues, policy makers need to go a step further than relaxing 
regulatory restrictions to availability: they should devise and implement enabling policies that promote 
widespread understanding about the therapeutic usefulness of controlled substances and their rational 
use. Health professionals should be trained in prescribing and administering controlled substances.
Patients should be informed about the benefits and risks of using controiled substances. Drug control 
and law enforcement personnel should be sensitized to their medical and scientific necessity. Promoting 
dialogue among ah these sectors is also essential to foster understanding and dispel misconceptions about 
the medical use of controlled substances. Furthermore, it is by integrating the concerns of all sectors that 
influence the use of controlled substances that policies can achieve the optimal balance bet'ween ensuring 
access and preventing abuse.
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Ensuring that controlled medicines reach those patients who need them most is a multifaceted chailenge.
As such, it demands a response that is applied on many fronts and that requires the Involvement of 
and cooperation among many sectors of Government and society. This response should be rooted in the 
recognition that eontroiled substances are Indispensable for medical and scientific purposes. This recognition 
means that ensuring access to controlled substances should be given due importance on the public health 
agenda of countries. This recognition should also be at the source of the strong and sustained support that 
all Governments must provide to the complex task of removing impediments to the avaiiabiilty of controlled 
medicines and promoting their rational use.

Ensuring the adequate availability of controlled substances for medical and scientific purposes is one of 
the objectives of the international drug control treaties that has yet to be universally achieved. As the 
guardian of the Internationai drug control treaties, the International Narcotics Control Board (iNCB) has 
often called upon Governments to give to this treaty objective the attention that it deserves in their drug 
control policies. It is to assist Governments in this task that WiTO, with the support of INCB, developed the 
first version of the present guidelines ten years ago. Today, controlled substances continue to be Important 
for the relief from pain and suffering and have been recognised to be essential for treating some of the most 
debilitating diseases and conditions that afflict our societies, it is therefore more than ever an imperative to 
achieve a balance In controlled substances policies so that these work to protect societies from the misuse of 
controlled substances without depriving them from their immense medical and scientific benefits.

Hamid Ghodse 
President
international Narcotics Control Board
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These new World Health Organization (WHO) policy guidelines Ensuring balance in national policies on 
controlled substances: guidance for availability and accessibility of controlled medicines build on a previous 
set of guldeilnes, Achieving balance In national opioids control policy: guidelines for assessment, published 
in 2000.

The 2000 document primarily addressed the need to address pain in cancer patients. However, WHO 
estimates that every year 5.5 million terminal cancer patients stiil suffer moderate to severe pain that is not 
managed at ail. There is therefore a continued need for guidance in this area.

Caneer, hovcever, Is not the only cause of pain, V'tHQ estimates that tens of miiiions of people experlenee 
unrelieved pain from different diseases and conditions other than caneer, and therefore recjuire access to 
medicines (many of which are eontrolled) to relieve pain.

And controlled medicines are not only used to relieve pain. Better aecess to different controlled medicines 
could prevent for instance 130 000 neve HIV infections among injecting drug users, and around 75 000 cases 
of maternal death.

The neve guidelines cover a wider range of medicines and signal aspects that veere previously not covered, but 
that should be considered while veorking on improving aecess: human rights, gender and the public health 
perspective.

The chalienge nove is to implement them, WHO eommits to helping countries use the guidelines, assisting 
them In carrying out assessments of legislation and policies and assisting in strategies to overcome the 
current barriers for access.

Dr Carissa F. Etienne 
Assistant Director-GeneraI 
Health Systems and Services 
World Health Organization
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Ensuring balance In natiorsa! policies on controlled substances: guidance for availability and accessibility of 
controlled medicines provides guidance on policies and iegisiation with regards to availability, accessibility, 
affordability and control of medicines made from substances regulated under the international drug control 
conventions, herein referred to as “controlled medieines". Their scope encompasses "all controlled medicines", 
but with a specific focus on essential medieines. Controlled medicines play an important role in several areas 
of medieine, Including pain treatment, treatment of opioid dependence, emergency obstetrics, psychiatry and 
neurology.

The availability, aceessibiiity and affordabiiity of controlled medicines are Important issues for all countries, 
but problematic for most of them. The World Health Organization (WHO) promotes governments, civil society 
and other interested Individuals to strive for the maximum public health outcome of policies related to 
these medicines. WHO considers the public health outcome to be at its maximum (or "baianeecr) when the 
optimum is reached between maximizing access for rational medical use and minimizing substance abuse. 
Policy-makers, academia, civil society and other individuals whose area of work or interest is drug control 
or public health may potentially work with these guidelines in order to ensure that better use Is made of 
controlled medicines and that more patients benefit from the advantages that their rational use can offer.

All countries have a dual obligation with regard to these medicines based on legal, political, public health 
and moral grounds. The dual obligation Is to ensure that these substances are available for medical purposes 
and to protect populations against abuse and dependence. Countries should aim at a policy that ultimately 
achieves 5of/? objectives; in other words, a “balanced policy".

The core legal basis for this obligation can be found in the international drug control conventions. Legal 
principles supporting national responsibility to ensure availability for medicinal purposes is also expressed in 
several legal instruments elaborating the international right to health. The political grounds can be found 
in various Millennium Development (3oals, which cannot be achieved without controlled medicines. From 
the pubiic health perspective, there are many societal benefits, Ineluding cost savings and reduction of 
transmission of infectious disease. Obviously, there is a moral obligation on governments to prevent people 
from suffering or dying if this is in any way preventable.

However, WHO estimates that every year tens of millions of people suffer disease, moderate to severe pain 
and ultimately death due to not having access to controlled medicines, including:

® 1 million end-stage HIV/AIDS patients;
® 5.5 million terminal cancer patients;
® 0.8 million patients suffering injuries caused by accidents or violence;
® Patients with chronic illnesses;
® Patients recovering from surgery;
® Women in labour (110 million births each year);
* Paediatric patients;
® 130 000 preventable new HIV Infections and an unknown number of other blood-borne Infections;
® 75 000 women vcho die during childbirth.

After 1986, the total global consumption of morphine Increased significantly, but the increase only occurred 
in a limited number of industrialized countries. Approximately 80% of the world's population does not 
have access to morphine for pain relief. For the pharmacologicai treatment of dependence syndrome, only 
70 countries have services that are operational, while globally only 8Vo of injecting drug users receive this 
therapy.
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All countries have a dual obligation with regard to these medicines based on legal, political, public health 
and moral grounds. The dual obligation Is to ensure that these substances are available for medical purposes 
and to protect populations against abuse and dependence. Countries should aim at a policy that ultimately 
achieves 5of/? objectives; in other words, a “balanced policy".

The core legal basis for this obligation can be found in the international drug control conventions. Legal 
principles supporting national responsibility to ensure availability for medicinal purposes is also expressed in 
several legal instruments elaborating the international right to health. The political grounds can be found 
in various Millennium Development (3oals, which cannot be achieved without controlled medicines. From 
the pubiic health perspective, there are many societal benefits, Ineluding cost savings and reduction of 
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® Women in labour (110 million births each year);
* Paediatric patients;
® 130 000 preventable new HIV Infections and an unknown number of other blood-borne Infections;
® 75 000 women vcho die during childbirth.

After 1986, the total global consumption of morphine Increased significantly, but the increase only occurred 
in a limited number of industrialized countries. Approximately 80% of the world's population does not 
have access to morphine for pain relief. For the pharmacologicai treatment of dependence syndrome, only 
70 countries have services that are operational, while globally only 8Vo of injecting drug users receive this 
therapy.
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Controlled medicines may be unavailable, inaecessible or unaffordable for a variety of reasons, including:
® legislation and policy Issues;
® lack of knowledge and societal attitude;
* economic aspects.

Governments should therefore work continuously on a//of these aspects in order to make controlled 
medicines available, accessible and affordable.

This document provides 21 guidelines for working on the improvement of availability, aecessibility and 
affordability of eontrolled rnedlelnes from a poliey perspective. They relate to seven aspeets of poliey and 
legislation:

® content of drug control legislation and policy (Guidelines 1 and 2);
® authorities and their role in the system (Guidelines 3 to 6);
® policy planning for availability and accessibility (Guidelines 7 to 10);
® healthcare professionals (Guidelines 11 to 14);
* estimates and statistics (Guidelines 1 5 to 17);
® procurement (Guidelines 18 to 20);
® other (Guideline 21).

For each guideline, an explanation Is provided, as w'dl as the legal background and/or justification for the 
guideline. A Country Assessment Checklist is also provided that enables users of the guidelines to cheek the 
extent to which they are adhered to in a particular country.

file guidelines may be used by governments, health professionals and others as a national policy and 
legislation evaluation tool, by providing a basis for formulating new policies and legislation or improving 
existing policies and legislation; they may also be used as an educational tool to inform interested parties 
about the relationship bet'ween national drug control policy and legislation and the availability and 
accessibility of controlled medicines. Countries who wish to formulate new poliey In this area, or improve 
existing policies and legislation may also want to work with WHO's Access to Controlled Medications 
Programme (ACMPJ. fhe ACMP'was jointly developed by the International Narcotics Control Board (INCB) 
and WHO, and Is operated by WHO.

This publication also includes several annexes and a CD-ROM that provide additional documentation.

The use of these guidelines and the Country Assessment Checklist may enable governments to systematically 
identify and assess policy barriers, and gradually progress to'wards a situation where controlled medicines are 
both readily available and accessible.

With the publication of this document, the previous guidelines Achieving balance in national opioids control 
policy: guididines for assessment (2000) are withdrawn.
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Abuse is defined by the WHO Expert Committee on Drug Dependenee as "persistent or sporadie excessive 
drug use inconsistent with or unrelated to acceptable medical practice" (f). Abuse of a substance is a term 
in wide use but of varying meaning. The term "abuse" is sometimes used disapprovingly to refer to any drug 
use at ail, particularly of illicit drugs. Because of Its ambiguity, "abuse" is not used in ICD-10, except in the 
case of non-dependence-producing substances; harmful use and hazardous use are the equivalent terms 
In WHO usage, although they usually relate only to effects on heafth and not to social consequences (2j.
The international drug conventions use the word "abuse" and not "misuse" or "harmful and hazardous use"; 
therefore, these guidelines use this word frequently, In particular 'when In relation to the conventions or their 
objectives.

Accessibility Is the degree to vchich a medicine is obtainable for those wdio need it at the moment of need 
with the least possible regulatory, social or psychological barriers.

Affordability is the degree to which a medicine is obtainable for those who need it at the moment of need 
at a cost that does not expose them to the risk of serious negative consequences such as not being able to 
satisfy' other basic human needs.

Agonist is a substance that binds to a receptor of a cell and triggers a response by that cell. Agonists often 
mimic the action of a naturally occurring substance.

Analgesic is a medicine that reduces pain.

Antagonist is a substance that blocks the action of an agonist.

Avaifablllty is the degree to which a medicine is present at distribution points in a defined area for the 
population living in that area at the moment of need.

Consumption statistics have to be reported by governments to the international Narcotics Control Board 
(INCB) annually and represent the amounts of narcotic drugs that were distributed in the country to the 
retail level, Le. to hospitals, pharmacies and practitioners,

Controffed medicines are medicines containing eontrolied substances.

Cotiiroiied substanees are the substances listed in the international drug control conventions.

Conveotion is a formal agreement between States. The generic term "convention" is thus synonymous w'ith 
the generic term "treaty". Corwentions are normally open for participation by the international community 
as a whole, or by a large number of States. Usually the instruments negotiated under the auspiees of an 
international organization are entitled conventions (3, 4].

Defined Daily Dose (DDD| is the assumed average maintenance dose per day for a medicine used on its 
main indication in adults (.5).

Dependence Is defined by the WHO Expert Committee on Drug Dependence as "A cluster of physiological, 
behavioural and cognitive phenomena of variable intensity, in which the use of a psychoactive drug (or

a References to this guidelines doeument ean be found on the CD-ROM and on the internet at wwvv.vvho.int/entity/medicines/areas/ 
q ua I ity.. safe ty/R efereneesE nsBa i.pd f
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drugs) takes on a high priority. The necessary descriptive eharacteristics are preoccupation with a desire to 
obtain and take the drug and persistent drug-seeking behavior. Determinants and probiematic eonsequences 
of drug dependenee may be bioiogicai, psychoiogieai or sociai, and usualiy interact" (6']. Dependence is 
cleariy estabiished to be a disorder. WHO’s international dasslflcation of diseases, 10'^' Edition (iCD-10) (7) 
requires for Dependence syndrome that three or more of the foliowing six characteristic features have been 
experienced or exhibited:

(a) a strong desire or sense of eompuision to take the substance;
(b) difficulties in eontroiling substance-taking behaviour in terms of its onset, termination, or levels 

of use;
(c) a physiological withdrawal state vehen substanee use has ceased or been reduced, as evidenced 

by: the characteristic withdravral syndrome for the substanee; or use of the same (or a eioseiy 
related] substance with the intention of relieving or avoiding withdrawal symptoms;

(dj evidence of toieranee, sueh that increased doses of the psyehoactive substance are required in 
order to aehieve effects originally produced by lower doses;

(e) progressive neglect of alternative pleasures or interests because of psyehoactive substance 
use, increased amount of time necessary to obtain or take the substance or to recover from its 
effects:

(f) persisting with substance use despite clear evidence of overtly harmful consequences, such as 
harm to the liver through excessive drinking, depressive mood states consequent to periods of 
heavy substance use, or drug-related impairment of cognitive functioning; efforts should be 
made fo determine that the user veas actually, or could be expected to be, aware of the nature 
and extent of the harm.

The Expert Committee on Drug Dependence (ECDD) concluded that "there were no substantial Inconsistencies 
betvi/een the definitions of dependence by the ECDD and the definition of dependence syndrome by the ICD- 
10” (6).

Diversion refers to the movement of controlled drugs from licit to illicit distribution channels or to illicit use.

Essential medicines (for eliildreni are those medicines that are listed on the WHO Model List of Essential 
Medicines or the WHO Model List of Essentlai Medicines for Chiidren, Both model lists present a list of 
minimum medicine needs for a basic healthcare system, listing the most efficacious, safe and cost-effeetive 
medicines for priority conditions. Annex 1 provides a iist of controlled medicines also included on these Lists.

Estimates of the requirements for controlled substances for legitimate purposes have to be submitted to 
INCB by the national competent authority. For narcotic drugs and for certain preeursor chemieals, estimates 
have to be submitted to INCB annually and for psychotropic substances, simplified estimates (known as 
assessments) have to be submitted at least every three years.

Ititernatiojial drug cotiirol conventions are the Single Convention on Narcotic Drugs of 1961 as amended 
by the 1972 Protocol, the Convention on Psychotropic Substances of 1971, and the United Nations 
Convention against niiclt Traffic in Narcotic Drugs and Psychotropic Substances, 1988.

Law refers to a set of rules on a specific topic enacted by the legislative body at the national, state or local 
level and having binding legal force.

Legisfatlon refers to ail rules having binding legal force at the national, state or local level.

of opioid dependence involves relatively stable doses of the agonists (usually methadone or buprenorphine] 
prescribed over prolonged periods of time (usually more than six months), vehich allows stabilization of brain 
functions and prevention of craving and withdrawal (8).

ensuring Balance in National Poiides on Coritroiied Substances
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IVlisiise (of a controlled sybstance) for the purposes of these guidelines, is defined as the non-medieal and 
non-scientific use of substances controlled under the International drug control treaties or under national law.

Narcotic drugs is a legal term that refers to all those substances listed in the Single Convention.

IMatioual authority, in these guidelines, refers to any government Institution involved vcith the Issues 
discussed in this document. The term applies not just to national government institutions but may equally 
apply to other relevant Institutions in the national territory involved w'ith these issues, such as federal, state 
or provincial institutions.

National competent authority, in these guidelines, refers to any government agency responsible under 
its national law for the control or regulation of a partieular aspect of the country's controlled substances 
legislation, in particular to issue certificates and authorizations for the import and export of narcotic drugs 
and psychotropic substances (9).

Opioid means literally “opium-like substance". It can be used in different contexts with different but 
0ve r i a p p i n g m e a n i n g s;
1. Botanical; chemical substances belonging to the class of alkaloids produced by the poppy plant {Papavcr 
somniferum L). They can also be called natural opioids. Some of them (e.g. morphine and codeine) have 
analgesic properties ("pain kiilers”]; others do not.
2, Chemical: chemical substances having similar structural formulas as morphine, codeine and other natural 
opioids (the benzyllsogulnoline structure). They may be natural or synthetic. An example of a (seml-)synthetic 
opioid is buprenorphine.
.3. Pharmacological: chemical substances having similar pharmacological activity as morphine and codeine, 
I.e. analgesic properties. They can stem from the poppy plant, be synthetic or even made by the body Itself 
(endorphins), and they may be structurally related to morphine or not. An example of a synthetle opioid not 
structurally related to morphine is methadone.

Overly restrictive law or regulatioti: in these guidelines, the term "overly restrictive law or regulation" 
refers to drug regulatory provisions that either:

a) do not materially contribute to the prevention of misuse of the controlled medicines but do ereate an 
impediment to their availability and accessibility; or

b) have the potential to prevent the misuse of controlled medicines but disproportionately impede their 
availability and accessibility.

Whether a drug regulatory provision disproportionately impedes availability and accessibility of controlled 
medicines must be determined in each individual case and will depend on context, the extent of its 
contribution to preventing the misuse of the medicines, the extent to which It Impedes the availability and 
accessibility of controlled medicines, and the availability of other control measures that could provide a 
similar prevention but interfere less with the availability and accessibility of the medicine.

Party or State Party to a treaty is a country that has ratified or acceded to that particular treaty, and is 
therefore iegaiiy bound by the provisions in the instrument (3).

Preamble is an introductory statement (e.g, to a convention) {10].

Psychotropic substances Is a legal term that refers to all those substances listed in the Convention on 
Psychotropic Substances.

Rational |medicol| use, for the purposes of these guidelines, is defined as the appropriate use of a medicine 
by both health professionals and consumers in their respective roles. Rational medical use aims at meeting 
the dinicai needs of the individual patient by prescribing, dispensing, and administering effective medicines 
for the medical condition of the patient, at the adequate dose, within the required time schedule and for the
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required amount of time to treat or eure the patient’s medieal eondition; it should also enable the patient to 
adhere to such treatment.

a set of rules on a specific topie with binding legai force at the national, state or iocai 
level and enacted by an administrative body to which the authority to Issue such rules has been delegated by 
the national, state or iocai legislative body.

Stogie Cojwentioo refers in this publication to the Single Convention on Narcotic Drugs, 1961, as amended 
by the 1972 Protocol Amending the Single Convention on Narcotic Drugs, 1961 (If],

Toleraoee refers to a reduction in the sensitivity to a pharmacological agent following repeated 
administration, in which increased doses are required to produce the same magnitude of effect

Withdrawal syndrome is the occurrence of a complex (syndrome) of uncomfortable symptoms or 
physiological changes caused by an abrupt discontinuation or a dosage decrease after repeated 
administration of a pharmacological agent. Withdrawal syndrome can also be caused by the administration 
of an antagonist.
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HE

Pyrpose, target and scope
The purpose of these guidelines is t.o provide authoritative guidance on polieies and legislation vdth regards 
to avaiiability; accessibiUty, affordabiiitydnd contm! of medicines made from substances that are controlled 
under the International drug control conventions (11-13]} In this document, these medicines will be referred 
to as "controlled medicines’'.

The availability, accessibility and affordability of controlled medicines are Important Issues for all countries, but 
problematic for most of them. The World Health Organization (WHO) encourages governments, civil society 
and other interested individuals to strive for the maximum public health outcome of policies related to these 
medicines. W^HO considers the public health outcome to be at Its maximum for "balanced") when the optimum 
Is I'eached between maximizing access for I'atlonal medical use and minimizing hazai'dous or harmful use.

It is hoped that these guidelines, by Identifying and over'coming the regulatory and policy barriers to the 
I'ational use of controlled medieines, vviil enable governmients to aehieve better treatment of those patients 
that require them.

The guidelines’ target audience (those groups and individuals whom it is envisaged will be encouraged to 
utiiize this document) is:

® policy-makers, regulator's (in government, administrative departments, national competent 
authorities] and politicians;

® academia and civil society;
* healthcare professionals and their organizations:
® Individuals (including patients and their families) and organizations whose area of work or interest is 

drug control or public health.

The scope of these guidelines is “all controlled medicines”. These are medicines made from substances controlled 
Internationally under the Single Convention on Narcotic Drugs (further called "Single Convention") and 
under the Convention on Psychotropic Substances, it also includes medicines made from precursors regulated 
under the United Nations Convention against Illicit Traffic in Narcotic Drugs and Psychotropic Substances. 
Furthermore, they could also be other substances controlled under national drug laws and regulations.

The guidelines pay special attention to those medicines that are also listed on the Wd-IO Model List of 
Essential Medicines and on the WHO Model List of Essential Medicines for Children,- because these medicines 
are essentiai for health and health care, in addition, governments should ensure balance in policies and 
legislation with regard to other controlled medicines that are not listed as "essential medicines".

b Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol; Convention on Psychotropic Substances, 1971: 
United Nations Convention against lilieit Traffic in Narcotic Drugs and Psychotropic Substances, 1988.

c SeeAnne.xl.
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Pyrpose, target and scope
The purpose of these guidelines is t.o provide authoritative guidance on polieies and legislation vdth regards 
to avaiiability; accessibiUty, affordabiiitydnd contm! of medicines made from substances that are controlled 
under the International drug control conventions (11-13]} In this document, these medicines will be referred 
to as "controlled medicines’'.

The availability, accessibility and affordability of controlled medicines are Important Issues for all countries, but 
problematic for most of them. The World Health Organization (WHO) encourages governments, civil society 
and other interested individuals to strive for the maximum public health outcome of policies related to these 
medicines. W^HO considers the public health outcome to be at Its maximum for "balanced") when the optimum 
Is I'eached between maximizing access for I'atlonal medical use and minimizing hazai'dous or harmful use.

It is hoped that these guidelines, by Identifying and over'coming the regulatory and policy barriers to the 
I'ational use of controlled medieines, vviil enable governmients to aehieve better treatment of those patients 
that require them.

The guidelines’ target audience (those groups and individuals whom it is envisaged will be encouraged to 
utiiize this document) is:

® policy-makers, regulator's (in government, administrative departments, national competent 
authorities] and politicians;

® academia and civil society;
* healthcare professionals and their organizations:
® Individuals (including patients and their families) and organizations whose area of work or interest is 

drug control or public health.

The scope of these guidelines is “all controlled medicines”. These are medicines made from substances controlled 
Internationally under the Single Convention on Narcotic Drugs (further called "Single Convention") and 
under the Convention on Psychotropic Substances, it also includes medicines made from precursors regulated 
under the United Nations Convention against Illicit Traffic in Narcotic Drugs and Psychotropic Substances. 
Furthermore, they could also be other substances controlled under national drug laws and regulations.

The guidelines pay special attention to those medicines that are also listed on the Wd-IO Model List of 
Essential Medicines and on the WHO Model List of Essential Medicines for Children,- because these medicines 
are essentiai for health and health care, in addition, governments should ensure balance in policies and 
legislation with regard to other controlled medicines that are not listed as "essential medicines".

b Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol; Convention on Psychotropic Substances, 1971: 
United Nations Convention against lilieit Traffic in Narcotic Drugs and Psychotropic Substances, 1988.

c SeeAnne.xl.
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Controlled medicines play an important role in several medical areas. Opioids are used to treat pain (opioid 
analgesia), and to treat opioid dependence (long-acting opioid agonist therapy). Other controlled medicines are 
essential In emergeney obstetrics (ergometrine, ephedrine) or used as anxiolytics and hypnotics (benzodiazepines) 
or as antl-epilepties (phenobarbital and benzodiazepines).

There are a number of issues related to balanced policies and legislation that are covered by other documents. 
For exatriple, guidance for actual treatment is covered by a number of WFIO treatment guidelines that have 
been or will be developed with Invoivement of a group of international experts through a transparent evidence- 
based process that aims to ensure their universal appiicability. There are WHO treatment guidelines on opioid 
dependence, cancer pain (including cancer pain in ehildrenj, emergency obstetrics and HIV/AiDS. Treatment 
guidelines relevant to this document are listed in Annex 2,

There are also a number ot documents addressing practical aspects for implementing the recommendations 
from this guidelines document, such as the UNODC publication A ‘step-by-stcp' algorithm for the procurement 
of controiled substances for substitution treatment, (practical information on Importation of opioids) {14]. 
Furthermore, Guiddines for the internationai provision of controlled medieincs for emergency medical core 
may be applied to disaster relief settings {15], Currently, WHO and INC8 are jointly developing guidelines for 
estimating reguirements for controlled substances.

The centivl prinaple of"halancd\
i-pncfffrpi:

o system of control
r A*yhilf--

Jo erasure the rational use of these medicines, governments should both enable and empower healthcare]
iiii

patienty ensuring that a sufficient supply is available to meet those needs. Whiie misuse ofcoutrniled 
substanees poses a risk to society the system of control is not Intended to be a barrier to their availability for

A dyai obligations a guadropie imperatioe
Countries have a dual obligation with regard to these medicines based on a guadrupie Imperative, which is based 
on legal, political, public health and moral grounds. They must ensure that these substances are available for 
medical purposes ondthey must protect their populations against abuse and dependence, indeed, here lies the 
challenge for both public-health and drug-control authorities. WHO promotes policies that sirriuitaneousiy strive 
for rriinirnizing substance abuse and maximizing access for rational medical use. The corribination that leads 
to the maximurr! public health outcome is the optimum between these two elements, and a policy leading to 
this optimum can be called a "balanced policy" (See box above, The central principle of "balance"). WHO's work 
towards balanced policies is supported by the INCB and the Commission on F-iarcotic Drugs ((WD) in Its Resolution 
53/4 (in paragraph 10 and also in paragraphs 4, 6 and 9) (J6', 17].

Moreover, in 2008, the United Nations' Special Rapporteur on the prevention of torture and cruel, inhuman, or 
degrading treatment or punishment, and the Special Rapporteur on the right of everyone to the enjoyment of 
the highest attainable standard of physical and mental health, jointly wrote a letter to the CND on human rights 
aspects of drug control, in which they requested that "national drug control laws recognize the Indispensible 
nature of narcotic and psychotropic drugs for the relief of pain and suffering, and guarantee adequate availability 
of those rriedicines for legitimate medicai uses, inciuding opioid analgesics and opioids for substance dependence 
programmes" (18).

ensuring Balance in National Poiides on Coritroiied Substances
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The obligation to make controlled medicines available for medical purposes finds Its legal basis in the international 
drug control conventions, which state that “the medical use of narcotic drugs corrdrfucs to be irfdispcrfsabic for 
the relief of pain and suffering and that adequate provision must be made to ensure the availability of narcotic 
drugs for such purposes" (?J]T Hurrian rights principles sifpportlng the duty to ensure adequate availability of 
controlled medicines for medicinal purposes are also contained in international legal instruments expressing the 
international right to health. A key Instrument in this regard is the WHO Constitution, the first international legal 
instrument expressing the right to health, in the WHO Constitution, the right to health is broadly formulated as 
follows: “The States Parties to this Constitution declare, In conformity with the Charter of the United Nations, 
that the tallowing principles are basic to the happiness, harmonious relations and security of all peoples: tlealth 
is a state of complete physical, mental and social wdl-bcdng and not meredy the absence of disease or infirmity. 
The enjoyment of the highest attainable standard of health is one of the fundamental rights of every harnem 
being without distinction of race, religion, poHtieai belief economic or soeiai condition." (:f 9).

Almost all countries worldv/ide are party to the international drug control conventions and have thus legally 
committed their governments to making controlled substances available for medical purposes. In addition, most 
countries are party to the WHO Constitution and/or the internationai Covenant on Economic, Social and Cultural 
Rights (20), both of which recognize the right to health. For specific controlled medicines, such as those used 
in obstetric emergencies, other human rights instruments may be applicable, including the right to life and 
provisions specifically related to the rights of women to health (2f, 22).

PofsticBl imperative

In September 2000, the United Nations adopted the United Nations Millennium Declaration (23) urging their 
nations to reduce extrerrie poverty and setting out a series of targets with a recomrriended completion date of 
2015. These have become kno’wn as the Millennium Development Goals. The eight Millennium Development 
Goals (MDGs) form a blueprint that has been agreed upon by all of the world's countries and all leading 
d e ve i 0 p m e n t i n st i t u t i o n s.

Several MDGs affect essential medicines either directly or indirectly, including controlled medicines that are also 
listed as essential medicines. In particular, MDGs Include:

® "To encourage the pharmaceutical industry to make essential drugs more widely available and affordable 
for all who need them In developing countries” (MD6 8e);

® "...To have reduced rriaternal mortaiity by three guarters, and under-five child mortality by two thirds, of
their current rates." (MD(3 5a);

• "...To have, by then, halted, and begun to reverse, the spread of HiV/AIDS, the scourge of malaria and
other major diseases that afflict humanity." (MDfB 6a).

In the MDGs, countries also agreed to "spare no effort to ... strengthen the rule of law, as well as respect for 
all internationaliy recognized human rights" and “(t]o strive tor the full protection and promotion in all our 
countries of civil, political, economic, social and cultural rights for ail."

Public health imperative

Drug control should not be approached as an objective in itself, but as a tool to optimize public health.

One focus should be the prevention of abuse and dependence: the other to avoid collateral harm. The 
outcomes should be judged both by the harms from abuse it prevents and the harm it causes through, for 
example, lack of access.

ci This wording is from the Singie Convention on Narcotic Drugs: the Convention on Psychotropic Substances contains similar 
wording for psychotropic substances.
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Untreated pain may cause losses to society in the form of Ineapacity to work, caregivers becoming unproductive 
in society due to their caring role, and pain patients needing further attention if they do not receive adequate 
pain management. Treatment of dependence syndrome may re-sociaiize people who previously were incapable of 
work, and may serve to reduce petty crime and the risk of harmful behaviour by the individual; it may also reduce 
the transmission of infectious disease through unsafe injection. Programmes that provide long-acting opioid 
agonist treatment (or "substitution therapy")" are cost-effective for a country {24).

Treatment of neurological and psychiatric disorders, including epilepsy, will be more effective if the medicines 
needed for treatment are readily accessible. For emergeney obstetric care, reducing the rate of maternal mortality 
is an important target which cannot be achieved without making the appropriate medicines available.

Aside from a legal and a political obligation and from public health considerations, a moral imperative also exists 
to prevent suffering by making controlled medicines available arsd accessible; this is particularly true as suffering 
can be prevented at a relatively low cost and without too much effort.

Without any efforts for charsge, the current situation will continue, with every year tens of millions of people 
suffering from disease, moderate to severe pain or ultimately death (;?5). These inelude:

* 1 million end-stage HIV/AiDS patients;
® 5.5 million terminal cancer patients;
* 0.8 mlliiors patients suffering irsjurles caused by accidents and violence;
® patients with ehronic Illnesses;
® patients recovering from surgery;
® women irs labour (110 million births each year);
® paediatric patlersts;
® 130 000 preventable new HIV infections and an unknown number of other blood-borne infections;
® 75 000 women who die during childbirth.

The consequences of a lack of availability of controlled medicines are severe and the numbers of patients afflicted 
are at least the same in magnitude as those afflicted by conditions that are recognized as major contributors to 
the world's burden of disease; in particular HIV, malaria and tuberculosis.'

indispensabiilty of controlieci medicines in contemporary medicai practice

Wfisigesfa

Pain is prevalent In almost all medical specialties, including in general practice, palliative care, oncology, Internal 
medicine, haematology and surgery. Patients who are affected include people who have carscer, HIV, sickle-cell 
disease, or those who have had surgery or accidents.

Cancer patlerrts may need pain relief at every stage of the disease. More than two thirds of patients with 
advanced carscer and about half of all patients with advanced HiV/AiDS will experience moderate to seves'e pain 
(25, 2,9, ,90). In obstetrics, women may need pain relief during labour, surgery and post-surges'y,

c The wording "substitution therapy" is misleading because it is not Just replacing illicit drugs by officlaliy approved drugs: there 
Is evidence now that hormone levels are normalized and because of the slow onset of the medicines used, there is no immediate 
awarding sensation or “kick". Therefore, the terminology "long-acting opioid agonist therapy’ or "opioid agonist therapy” is preferred, 

e HIV: ineidence: 2.7 milhon/yr, prevalence: 33.4 miilion/vr. mortality: 2,0 rniliion/yr (2008) (26)
Malaria: incidence: 243 miliion/yr, mortality: 863 000/yr (2008H2.Z)
Tuberculosis: incidenee: 9,4 miliion/yr, prevalence: 11.1 rnillion/yr, morfalify: 1.3 million (2008) (28)

Ensuring Balance in National Poiides on Coritroiied Substances
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For all of these patients, pain relief should be part of their overall freatmenf. Oral opioids are key components 
for the treatment of moderate to severe pain and several are regarded as essential medicines (25, 31, 32). 
Paracetamol (acetaminophen), aeetylsalicylic acid, non-steroidal anti-inflammatory medicines (NSAiMs) when 
used alone and weak acting opioids (tramadol, codeine) are usually not effective in the case of moderate to 
severe pain. NSAIMs can have serious side-effects and should be used with eaution on a ehronie basis (33, 341, 
Despite a century of pharmaceutical chemistry, suitable alternatives to strong opioids for treatment of moderate 
to severe pain have yet to be found.

Unrelieved pain ean impair all aspects of a person's life, Impaeting on emotional, physieai and social functioning; 
unrelieved severe pain can even result in a wish for death to occur (351,

Globally, there are an estimated 16 million people who inject illicit drugs (36). The number of people who are 
dependent on opioids who do not inject is much higher, in 2008, UNODC estimated that globally, between 12.8 
and 21.9 million people illicitly used opioids over the previous 12 months, with the prevalence ranging between 
0.3% and 0.5% of the world's population aged 15 - 64 (37). Of the new HIV infections in Eastern Europe and 
Centra! Asia in 2005, 62% were due to injection drug use (3S).

There is strong evidence for the efficacy of treatment of opioid dependence with long-acting opioid agonists 
such as oral methadone and buprenorphine which effectively reduce and prevent injecting drug use and thus 
contribute to containing hepatitis B and C and the HIV/AIDS epidemic. Treatment with long-acting opioid 
agonists a iso reduces mortality from heroin overdose by 90% (3,9). Moreover, it allows patients with opioid 
dependence to function more fully in society. Dependence is a disorder associated with neurobioiogical changes 
in opioid peptides and other neuropeptides that ean be stabilized with long-acting opioid therapy (40); legislation 
should therefore focus on treatment, not punishment However, it is estimated that, worldwide, only 8% of 
injecting drug users have access to treatment for opioid dependence (41).

Opioids are also used in anaesthesia and, additionally, morphine is used for treating dyspnoea and anxiety 
resulting from dyspnoea. Codeine and some other weak acting opioids are used to treat coughs and diarrhoea.

Ergometrine and ephedrine, two substances frequently diverted for the production of illicit drugs, play important 
roles in emergency obstetrics and can prevent maternal death. Each year, Haifa million women die during 
childbirth (42), about 120 000 of them from post-partum bleeding (4,3). Many of these lives could be saved if 
medicines to stop the bleeding were more widely available.

Ketamine is an essential medicine, pivotal for anaesthesia, in rural areas of developing countries in particular, 
ketarriine is the only suitable and safe anaesthetic. Although not listed in the international drug treaties, 
ketamine is now under national control in approximately 50 countries worldwide. In 2006, the CND ealled upon 
governments "to consider controlling the use of ketamine by placing it on the list of substanees eontrolied under 
their national legislation, where the dorriestic situation so requires" {44, 45). Ketamine is still under review by 
WHO's Expert Committee on Drug Dependenee (46'). National control policies with regard to ketamine should be 
balanced in order to ensure surgery is available to rural populations (47).

Other medicines are important for neurology and psychiatry, for example in the treatment of epilepsy, anxiety 
and sleeplessness. In sorrre countries, overconsumption of benzodiazepines as hypnotics and anxiolytics occurs. 
When used as hypnotics and anxiolytics, they are indicated for use during a brief period in crisis situations only, 
but are often prescribed for extended periods. On the other hand, controlled medicines for the treatment of 
epilepsy, such as phenobarbitai and benzodiazepines, may scarcely be avaiiabie. In Africa, 80% of the population 
affected by epilepsy has no access to essential arrtieplieptic medicines (4S),

Finally, controlled substances are important for scientific purposes, e.g. for medical research fineluding clinical 
trials), for research into dependence, and for use in forensic laboratories.
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used alone and weak acting opioids (tramadol, codeine) are usually not effective in the case of moderate to 
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to severe pain have yet to be found.
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unrelieved severe pain can even result in a wish for death to occur (351,

Globally, there are an estimated 16 million people who inject illicit drugs (36). The number of people who are 
dependent on opioids who do not inject is much higher, in 2008, UNODC estimated that globally, between 12.8 
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such as oral methadone and buprenorphine which effectively reduce and prevent injecting drug use and thus 
contribute to containing hepatitis B and C and the HIV/AIDS epidemic. Treatment with long-acting opioid 
agonists a iso reduces mortality from heroin overdose by 90% (3,9). Moreover, it allows patients with opioid 
dependence to function more fully in society. Dependence is a disorder associated with neurobioiogical changes 
in opioid peptides and other neuropeptides that ean be stabilized with long-acting opioid therapy (40); legislation 
should therefore focus on treatment, not punishment However, it is estimated that, worldwide, only 8% of 
injecting drug users have access to treatment for opioid dependence (41).

Opioids are also used in anaesthesia and, additionally, morphine is used for treating dyspnoea and anxiety 
resulting from dyspnoea. Codeine and some other weak acting opioids are used to treat coughs and diarrhoea.

Ergometrine and ephedrine, two substances frequently diverted for the production of illicit drugs, play important 
roles in emergency obstetrics and can prevent maternal death. Each year, Haifa million women die during 
childbirth (42), about 120 000 of them from post-partum bleeding (4,3). Many of these lives could be saved if 
medicines to stop the bleeding were more widely available.

Ketamine is an essential medicine, pivotal for anaesthesia, in rural areas of developing countries in particular, 
ketarriine is the only suitable and safe anaesthetic. Although not listed in the international drug treaties, 
ketamine is now under national control in approximately 50 countries worldwide. In 2006, the CND ealled upon 
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their national legislation, where the dorriestic situation so requires" {44, 45). Ketamine is still under review by 
WHO's Expert Committee on Drug Dependenee (46'). National control policies with regard to ketamine should be 
balanced in order to ensure surgery is available to rural populations (47).

Other medicines are important for neurology and psychiatry, for example in the treatment of epilepsy, anxiety 
and sleeplessness. In sorrre countries, overconsumption of benzodiazepines as hypnotics and anxiolytics occurs. 
When used as hypnotics and anxiolytics, they are indicated for use during a brief period in crisis situations only, 
but are often prescribed for extended periods. On the other hand, controlled medicines for the treatment of 
epilepsy, such as phenobarbitai and benzodiazepines, may scarcely be avaiiabie. In Africa, 80% of the population 
affected by epilepsy has no access to essential arrtieplieptic medicines (4S),

Finally, controlled substances are important for scientific purposes, e.g. for medical research fineluding clinical 
trials), for research into dependence, and for use in forensic laboratories.
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Safety of controiled medicines
It should be recognized that controlled medleines when used rationally for medical purposes are safe medicines. 
Opioid analgesics, if prescribed In accordance with established dosage regimens, are known to be safe and there 
is no need to fear accidental death or dependence. A systematic review of research papers concludes that only 
0.43% of patients with no previous history of substance abuse treated with opioid analgesics to relieve pain 
abused their medication and only 0.05% developed dependence syndrorrie (49).
This may be explained by a postulated neurobiologicai mechanism f,50).

Cyrrent awaiiabiiity
The total global consumption of opioids increased significantiy after 1986, when WHO introduced the Analgesic 
Ladder for cancer pain relief. However, the increase occurred in a limited number of mainly industrialized 
countries that represent only a small part of the world’s population (5J, 52). it is estimated that 80% of the 
world’s population does not have access to rriorphine for pain relief (53).

Source: INCB
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Any statistics contain an inherent inaccuracy (usually from underreporting) and this will be equally true for 
the statistics on controiled substances. However, the statistics on narcotic drugs and psychotropic substances 
published by the iNCB (53) can be considered as reliable, because the administrative systems provided for by the 
Single Convention and the 1971 Convention obligate governments to report statistical data to the INCB, which 
then investigates any inconsistencies.

For the treatment of opioid dependence syndrome, despite the faet that injecting drug use has been reported 
from almost every countty in the world, only 70 countries (out of 193) have services where long-acting opioid 
agonist therapy is operational, and it is estimated that worldwide only 8% of injecting drug users receive this 
therapy (compared to 61% in Western Europe, where it is a standard treatment option) (41).

ensuring Balance in National Poiides on Coritroiied Substances
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impediments to awailabiiityj accessibiiitf and afforiabiiity
It is almost a century since the first international drug control convention came into force (54),and the 
drug control conventions that established the dual obligation ot ensuring adeqifate availability of controlled 
medications and of preventing their misuse have existed for almost 50 years. Yet the obligation to prevent abuse 
of controlled substances has received far more attention than the obligation to ensure their adequate availability 
for rriedicai and scientific purposes, and this has resulted in eountries adopting laws and regulations that 
consistently and severely impede accessibility of controlled medicines.

The INC8 and WHO have highlighted overly restrictive laws and regulations that impede the adequate availability 
and medical use of opioids (31, 32, 51, 55 - 58). As far back as 1983 (55),the INC8 drew attention to some 
governments’ overreaction to the drug abuse problem when "the reaction of some legislators and administrators 
to the fear of drug abuse developing or spreading has led to the enactment of laws and regulations that may, in 
some cases, unduly impede the availability of opiates”. INCB also stated that "legislators sometimes enact laws 
which not only deal with the illicit traffic itself, but also irripinge on some aspects of licit trade and use, without 
first having adequately assessed the impact of the new laws on such licit activity. Heightened concern with the 
possibility of abuse may also lead to the adoption of overly restrictive regulations which have the practical effect 
of reducing availability for licit purposes".

In each guideline of this document, the type of measures that contribute or do not contribute to the prevention 
of abuse and dependence and the type of measures t;hat are an impediment to availability and aeeessibility for 
rational medical use are explained. Many practical examples of barriets at various levels are provided, including:

® legislation and policy;
® knowledge and societal attitude;
® economic aspects, Including affordability.

In order to Improve access, governments should work continuously on all ot these aspects in order to make 
controlled medicines available, accessible and affordable.

Why and how to work with this document?

For a quarter ot a century, attention has been drawn to the fact that the level of consumption ot controlled 
medicines worldwide does not match the needs for health care. In some countries the consumption level has 
Improved over this period, but In rriost countries there has been little significant change.

In 2010, the INCB stated that "discrepancies in the consumption levels of opioid analgesics in different countries 
continue to be very significant. Factors such as knowledge limitations and administrative barriers stricter than 
the control measures regulred under the 1361 Convention affect the availability of opioid analgesics". The 
INCB requested "the Governments concerned to Identify the Impediments in their countries to access to and 
adequate use" (52).Also, as INCB had done previously, CND and WHO have called on governments to evaluate 
their healthcare systems and laws and regulations, and to identify and remove Impediments to the availability of 
controlled substances for medical needs {16, 31, 32, 51, 55 - 571.

The guidelines in the next chapter may be used by governments, health professionals and others. The guidelines 
can be used as:

* a policy and legislation evaluation tool;
® a basis for formulating new policies and legislation or Improving existing policies and legislation;
® an educational tool to inform interested parties about the relationship between national drug control 

policy and legislation and the avallabiiity and accessibility of controlled medicines.
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Strategies to make eontrolled medicines readily available and aceessible include:
® review of iegisiation and its subsequent amendment;
® planning for improved availability, through

® developing good annual estimates and statistics (and submitting them to the INCB);

I* integrating access to controlled medielnes Into health and disease control policies;

establishing adequate services where patients can obtain rational treatment without interruption;

education ot healthcare professionals and the general public.

The need to evaluate policy is clear, but the process may not be. Several steps arc recommended to governments.
® Designate a person or committee (for example, the national competent authority or health professionals) 

to study the guidelines. (Bovernments may wish to organize a special meeting or workshop of regulators 
and healthcare practitioners to discuss and complete the Country Asscssrricnt Checklist (as sorrie of the 
guestions are legal ones and others are policy ones, in the case of a committee, it may be necessary to 
establish both a legal and a poiiey sub-committee);

* Obtain additional information trorn the key resouree materials (see the CD-FtOIVl);
® Obtain up-to-date copies of the national drug control policies and iegisiation;
® Use the Country Assessment Checklist to assess the legislation and the policies;
* Establish dialogue between policy-makers, academia and civil society to make the necessary changes.

For educational purposes, the guidelines can be distributed to the relevant governmental and nongovernmentai 
organizations, especially to those individuals and groups who are involved in drug control and improvement of 
pain relief, cancer services, palliative care, treatment of dependence, medical education, ete.

Countries who wish to 'work on formulating new policy or improving existing policies and legislation may want to 
work with WHO's Access to Controlled Medications Programme (ACMPj. The ACMP was jointly developed by INCB 
and WHO, and is operated by CkHO. In its 2009 Report, the INCB recommended that “the Access to Controlled 
Medications Programme ... will provide effective assistance to Governments in promoting rational use of opioid 
analgesics. The Board calls upon Governments to support and cooperate with WHO in the irrrplementation of the 
Access to Controlled Medications Programme" (52). Furthermore, the WHO Collaborating Centre for Pain Policy 
and Palliative Care (University of Wisconsin, Madison Wl, United States) can assist in various ways and makes 
relevant resources available on its website.^

A Country Assessment Checklist is provided below that enables users to check the extent to which the guidelines 
In this document are adhered to in a given country. It may be used as a tool for the analysis of national policies 
and legislation.

The nurribering refers to the guidelines and Indieates whether a guestlon is on legal or policy Issues. This may 
enhance assessment by teams who want to split their work over policy and legal sub-teams.

For most questions, the ans’wer that Is most favourable for ensuring good access and availability to controlled 
medicines is represented In bold. Thus, for any question where the answer is not presented in bold, there is an 
opportunity to work on improvement. By working systematically on these issues, a country can gradually improve 
access and availability of controlled medicines. A systematic approach also necessitates subsequent completion of 
the Country .Assessment Checklist at a later date.

vvwvv.painpoliey.wisc.edu (accessed 31 December 2010).
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Content of drug control legislation and polioy

National drug control policies should recognize that controlled medicines are absolutely 
necessary tor medical and scientific purposes.

It can be considered as a condition sine-qua-non for enabling and facilitating availability and 
accessibiiity of controiled medicines, that national poiieies are explicit about their objectives.
National policies should recognize the necessity of controlled medicines and ensure they put in place 
policy statements to ensure implementation of the policies. Such statements would include those on 
improving access to all in need. Moreover, countries may want to establish this in their law, either 
as an objective or an obligation for the government. This would mirror the imperative stated in the 
international drug eontrol treaties to make narcotic drugs and psychotropic substances available for 
medical use.

Relevant international law'' and principles
Single Convention on Narcotic Drugs, Preamble, paragraph 2 [11): "Recognizing that the medical use of 
narcotic drugs continues to be indispensable for the relief of pain and suffering and that adequate provision 
must be made to ensure the availability of narcotic drugs for such purposes."

Convention on Psychotropic Substances (5S) Preamble paragraph 5: "Recognizing that the use of psychotropic 
substances for medical and scientific purposes is indispensable and that their availability for such purposes 
should not be unduly restricted,"

availability and accessibility of controlled medicines for all medical and scientific purposes 
through national legislation and drug control policies.

Governments have an international legal responsibility to comply with all the treaties to which they 
are a party. This responsibility does not just fall on one agency or sector but on the government as
a whole. As such, drug control authorities need to comply not only with the drug control treaties 
but also with obligations that flow from other treaties, induding international human rights 
instruments. Conversely, other government agencies have to ensure that iegislation/reguiations 
under their responsibility comply with international drug control conventions.

The international drug control conventions provide the basic framework for national drug control 
legislation. In its 2009 annual report, the INCB once again declared that: “One of the fundamental 
objectives of the international drug control treaties is to ensure the avaiiabiiity of narcotic drugs 
and psychotropic substances for medical and scientific purposes and to promote access to and 
rational use of narcotic drugs and psychotropic substances" (52).

International human rights treaties and other instruments provide a further source of guidance 
related to the availability and aecesslbllity of eontrolled medicines. The right to health, which is 
recognized in some form by almost ail countries, is secured in a number of treaties and other legal 
instruments (60). For example, the Constitution of the World Health Organization provides the first 
legal expression of the international right to health, in addition. Article 12 of the International

h For more details: see the original texts of the conventions.
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Convenant on Economic, Soda! and Cultural Rights (iCESCR) (6'?] further articulates the right to 
healths The Committee on Economic, Social and Cultural Rights, established by ECOSOC, prepared 
{j'eneral Comment 14 to further elaborate on the content of the right to health. Although 
technically non-binding as a matter of international lave, the General Comment was designed by the 
Committee to serve as an authoritative interpretation of Artiele 12.

The international drug eonventions and the prineipie of the right to heatth complement eaeh 
other; the first eonsideration of the Preamble of the Single Convention reads: “The Parties [to this 
Convention], Concerned with the health and welfare of mankind

Advocates argue that international human rights principles require that governments must provide 
essential medicines - which include controlled medicines - as part of their minimum core obligations 
under the right to health, in addition, other advocates have linked aceess to controlled medicines 
to the human rights obligation of governments to take measures to protect people under their 
jurisdiction from inhuman and degrading treatment (?S).

in 2005, the UN's Economic and Social Council (ECOSOC) and the World Health Assembly urged 
countries to ensure the medical availability of opioid analgesics according to international treaties 
{ 62, 63).

in a 2009 report to the Human Pughts Council {64], the Special Rapporteur on torture and other 
cruel, inhuman or degrading treatment or punishment declared that he “wishes to recall that, from a 
human rights perspective, drug dependence should be treated like any other health-care condition" 
(paragraph 71), and that "Given that lack of access to pain treatment and opioid analgesics for 
patients in need might amount to cruel, Inhuman and degrading treatment, ail measures should be 
taken to ensure full access and to overcome current regulatory, educational and attitudinai obstacles 
to ensure full access to palliative care" (paragraph 74(e)).

R.cJ.evant.in;pernafJonal.javeaM.M
Singie Convention, Article 4: “the parties shall take such legislative and administrative measures as may be necessary ... to 
limit exclusively to medieal and scientifie purposes the production, manufacture ... distribution ... use and possession of 
drugs”.

Convention on Psychotropic Substances (59), Article 5, paragraph 2; "Each Patty shall... limit... as it considers appropriate 
the manufacture ... distribution ... use and possession of substances in Schedules II, III and IV to medical and scientific 
purposes^

Single Convention, Article 38, paragraph 1; Countries have an obligation to provide both prevention and treatment of 
substance dependence. The Article declares: "The Parties shall ... take all practicable measures for the prevention of abuse 
of drugs and for the ... treatment... of the persons involved", the Convention on Psychotropic Substances, Article 20, 
paragraph 1, contains almost identical wording.

International Covenant on Economic, Social and Cultural Rights (ICESCR), Article 12 (61): “1, the States Parties to the 
present Covenant recognize the right of everyone to the enjoyment of the highest attainable standard ot physical and 
mental health. 2. The steps to be taken by the States Parties... to achieve the full realization of this right shall include ... 
the ... treatment and control of ... diseases [and] the creation of conditions which would assure to all medical service and 
medical attention in the event of sickness".

General Comment 14 to .Article 12, ICESCR includes (60):
► The right of ... access to ... appropriate treatment of prevalent diseases, illnesses, injuries and disabiiitles, preferably at 

community level; the provision of essential drugs; and appropriate mental health treatment and care (paragraph 17);
► The importance of an integrated approach ... based on ... attenfion and care for chronically and terminally iil persons,

i 193 countries arc Member States to the World Health Organization; 160 countries are parties to the ICESCR (http://treaties.
un.org/Pages/VievvDetaiis.aspx?src::rtREATY£tmtdsg....no::TV-3Etchapter:::4Etlang::wn; accessed 3 January 2011). 

j Stricter iimitation is required for substances in Schedule I of the Convention on Psychotropic Substances, as is explained in Articie 
7, These substances are of limited medical use. but if they are needed, even their use can be aliovved.
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International Covenant on Economic, Social and Cultural Rights (ICESCR), Article 12 (61): “1, the States Parties to the 
present Covenant recognize the right of everyone to the enjoyment of the highest attainable standard ot physical and 
mental health. 2. The steps to be taken by the States Parties... to achieve the full realization of this right shall include ... 
the ... treatment and control of ... diseases [and] the creation of conditions which would assure to all medical service and 
medical attention in the event of sickness".

General Comment 14 to .Article 12, ICESCR includes (60):
► The right of ... access to ... appropriate treatment of prevalent diseases, illnesses, injuries and disabiiitles, preferably at 

community level; the provision of essential drugs; and appropriate mental health treatment and care (paragraph 17);
► The importance of an integrated approach ... based on ... attenfion and care for chronically and terminally iil persons,

i 193 countries arc Member States to the World Health Organization; 160 countries are parties to the ICESCR (http://treaties.
un.org/Pages/VievvDetaiis.aspx?src::rtREATY£tmtdsg....no::TV-3Etchapter:::4Etlang::wn; accessed 3 January 2011). 

j Stricter iimitation is required for substances in Schedule I of the Convention on Psychotropic Substances, as is explained in Articie 
7, These substances are of limited medical use. but if they are needed, even their use can be aliovved.
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sparing them avoidable pain and enabling them to die Vvdth dignity (paragraph 25):
» The right to healthy natural and workplace environments... [and] the obligation of States parties... to provide 

... information campaigns ... with respect to HIV/AiDS [and] the abuse of... drugs and other harmful substances 
(paragfaphs 1 5 and 36);

> The core obligation ... to provide essential drugs, as from time to time defined under the WHO Acfion Programme on 
Essential [fv'iediclnes] (paragraph 43d);

> The core obligation ... to ensure equitable distribution of ail health facilities, goods and services (paragraph 43e);
^ The core obligation to ensure reproductive, maternai ... care (paragraph 44a);
> The core obiigation ... to provide appropriate training for health personnel. Including education on health and human 

rights (paragraph 44e).

Constitution of the World Health Organization, Preamble: “The States Parties to this Constitution declare, in conformity 
with the Charter of the United Nations, that the following principles are basic to the happiness, harmonious relations and 
security of ali peoples: Health is a state of complete physical, mental and social vveli-being and not merely the absence of 
disease or infirmity. The enjoyment of the highest attainabie standard of health is one of fhe fundamental rights of every 
human being without distinction of race, religion, poiitieai belief, economic or social condition" {13).

Other human rights treaties relevant to the right to health exist as well, such as the Convention on the Rights of the 
Child (3) and others of regional importance, such as the African Charter on the Rights and Welfare of the Child (6,5), 
the African Charter on Human and F’eoples' Rights (66), the [European] Convention for the Protection of Hurtran Rights 
and Fundamental Freedoms (67), the European Social Charter of 1961 (6'S), and the Additional Protocol to the Ameriean 
Convention on Human Rights in the .Area of Economic, Social and Cultural Rights (6'3).

Governments should designate a National Authority for ensuring adequate availability and 
accessibility of controlled medicines In health care.

The INC8 recommends that "Governments should cletermine whether their national narcotic laws 
contain elements ... that take into account...the faet-that adequate provision must be made to 
ensure the availability of narcotic drugs for such purposes...[and] to ensure that administrative 
responsibility has been established and that personnel are available for the implementation of those 
laws." (51). Such an authority could be part of the National Competent Authority or a separate 
office, whatsoever is the most appropriate in the national situation.

Governments should ensure that ail authorities involved in developing and impiementing 
policies on controlled substances cooperate and meet as necessary for the promotion 
of their availability and accessibility for medical and scientific purposes as well as the 
prevention of abuse, dependence syndrome and diversion.

To formulate and implement coherent drug control policies, countries need to ensure that 
relevant government agencies work in cooperation with each other and that their policies and 
regulations are closely aligned, in order to be effective, such meetings should be held as necessary, 
depending on national circumstances. Relevant agencies include drug control legislators, healthcare 
authorities, customs officials, police, and members of the judiciary. Their eooperation will allow for 
ali participants to be more effective, and ensure synergy between their policies. Agencies will also 
develop a better understanding of each other's concerns, constraints and challenges, resulting in 
opportunities to collaborate jointly to achieve controlled medicines’ availability for rational medical 
use and to decide on and implement the necessary measures for balancing national control policies. 
The National Authority referred to in Guideline 3 should be actively involved.
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Governments should ensure that there is a forum where drug oontrol authorities and public 
health authorities cooperate and meet as necessary with health professional organizations 
and other stakeholders for the promotion of the avaiiabiiity and accessibility of controlled 
medicines for medical and scientific purposes, as well as the prevention of abuse, 
dependence syndrome and diversion.

Communication between relevant national authorities (ineluding the National Authority to be 
designated under Guideline 3), health workers and other stakeholders is essential in order to ensure 
that each understands the other's aims and mandate. In order to be effective, such meetings should 
be held as neeessary, depending on national circumstances. This will enable health w'orkers and 
their associations to provide information on needs for controlled substances and to be aware of 
the concerns of regulators. In turn, regulators vdll be able to learn in more detail about the effects 
of legislation and policy on medical care and the importance of controlled medicines for both 
individual patients and publie health in general.

Such cooperation could take the form of a National Advisory Board of relevant stakeholders, 
including government authorities, medical boards, representatives of health professionals, patients 
and health insurances, and those parts of the administration responsible for public health care 
requiring controlled medicines. Including drug control enforcement officials and legislators. If 
appropriate, this could also include police, customs officials and members of the judiciary.

The overall mandate of the National Advisory Board would be to advise on hove to achieve the 
balance between availability of controlled medicines for medical use and prevention of substance 
abuse and dependence. The work of the National Advisory Board, depending on composition and 
mandate, could comprise the following aspects:
<- to assist the needs assessment for controlled medicines and to report on the degree of access; 
> to advise on the promotion of rational use of controlled medicines, implementation of best 

practices, development of national treatment guidelines and implementation of international 
treatment guidelines.

All government agencies, depending on their roles and obligations, should ensure that In 
the fulfilment of their duties, they do not Impede health policies and access to legitimate 
treatment with controlled medicines. Health authorities should provide relevant Information 
on treatment principles to drug law enforcement and other relevant agencies.

The conventions require prohibition of drug possession if not “under legal authority". As health vrorkers 
"while performing therapeutic functions" do not need a license or a prescription, the professional 
possession of controlled medicines should be considered "under legal authority" and is therefore 
not prohibited. Similarly, patients who obtained controlled medicines on medical prescription from 
authorized dispensing pharmacies and health facilities possess such medicines “under legal authority".

The c’onventions place an obligation on governments to provide education to people who work 
on drug control. AH agencies involved with drug control (for example, customs officials and the 
police), should therefore have sufficient knovdedge of the government's health policy with regard 
to treatment with controlled medicines. Their knovdedge should be sufficient to understand when 
it is law'ful for patients and health professionals to be in possession of medicines and that they 
should not exert excessive control measures. This principle also applies to treatment of opioid 
dependence: law enforcement should not prevent such patients from undergoing treatment. 
Provision of Information and education about treatment and use of controlled medicines should not 
be considered as promotion of illegal drugs and not lead to prosecution.

Ensuring Balance in National Poiides on Coritroiied Substances
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Rdeva.nt.lnternationaijaw
Single Convention, Article 38, paragraph 3, requires that governments "shall assist persons whose work so requires to gain 
an understanding of the problems of abuse of drugs and of its prevenfion". The Convenfion on Psychotropic Substances, 
Artiele 20, contains almost identieal wording.

Single Convenfion, .Artirde 33: prohibits “the possession of drugs exrrept under lega! authority”.
Article 30, paragraph i.a: in case of distribution, a license is required, but (Article 30, paragraph 1.c) this "need not apply to 
persons duly authorieed to perform and while performing therapeutie or seientifie functions”. Similarly, the supply or the 
dispensing of medicines to individuals requires a prescription (Article 30, paragraph 2,b.i) and therefore any patient who 
obtained his medicines with a prescription can be considered to possess his medicines under legal authority as mentioned 
in Article 33. Artiele 30. paragraph 2.b.i also declares that “this requirement need not apply to such drugs as individuals 
may lawfully obtain, use, dispense or administer in eonnodon 'with their duly authorized therapeutie functions”.

Convention on Psychotropic Substances, Article 8, paragraph 1 requires licensing of distribution of substances listed in 
Schedules II, III and IV, but "licensing or other similar control measures need not apply to persons duly authorized to 
perform and while performing therapeutic or scientific functions' (Article 8, paragraph 3), Possession is also allowed “under 
legal authority", e.g. healthcare workers using the medieines professionally, or patients to whom medicines were preseribed 
(Artiele 5, paragraph 3).

Convention on Psychotropic Substances, Article 10, paragraph 2: “Each Party shall, with due regard to its constitutional 
provisions, prohibit the advertisement of such substances to the general public". (Note that this is limited to advertising).

Policy planning for availability and accessibility
ofP S «»(? I# off

Governments should include the availability and accessibility of controlled medicines for 
all relevant medical uses in their national pharmaceutical policy plans. They should also 
include the relevant controlled medicines and relevant services in specific national disease

Planning for availability through the formulation of policy plans is essential for defining and 
realizing the health policy objectives of a country. It is also essential for the realization of a country's 
international obligations with respect to the International drug conventions and human rights 
conventions.

The objective to make controlled medicines available and aecessible for all medical and scientific 
purposes in the national medicines policy plan should be stipulated at the outset. Policies should also 
address avaliabliity of controlled medicines for scientific purposes, as research with these substances 
may be necessary for such use.

Only after establishing this general policy should specific policy plans be developed for individual 
diseases. As a minimum, countries should ensure that availability and accessibility of controlled 
medicines is addressed for the following disease-specific policies:
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Cancer control ® access to and availability of strong opioid analgesics (70]
® integrated hospice and palliative care services (71]

* access to and availability of strong opioid analgesics [70]

* integrated hospice and palliative care services (7f]
« prevention of HiV transmission through availability and 

aecessibliity of opioid agonist therapy (72, 73)

® prevention of substance abuse and dependence syndrome (74]
® treatment of dependence syndrome through availabliity and 

accessibility of opioid agonist therapy (24]

® availability and accessibility of anxiolytics, hypnotics and 
antiepiieptics

« availability and accessibility of oxytocin (not-controlied) 
and/or ergometrine and of ephedrine for emergency obsfefric 
care (75 - 77]

However, all governments should ensure that patients have pain relief in accordance with 
national and international treatment guidelines, and access to controlled medicines should not be 
restricted to the above groups only. When developing and implementing policies on availability 
and accessibility of controlled medicines, it is important to avoid introducing rights for certain 
patient groups that could be construed as withholding this right to other patient groups. Similarly, 
there should not be a geographical restriction of availability within the country. The continuum of 
care from the family and community level to the highest levels of specialization, such as university 
hospitals, should also be ensured.

It is essential that government policies ensure that patients are able to continue their treatment 
with controlled medicines when they are hospitalized in health facilities that normally do not use 
such medicines.

Ctovernments should identify and establish a List of Essential Medicines, modeled after the WHO 
Model List of Essential Medicines and the WHO Model List of Essential Medicines for Children, which 
include controlled medicines needed to cover the most pressing needs of the population.

Moreover, general policies should be developed that address the rational use of controlled 
medicines. Such policies could include an information campaign, or campaigns to address myths 
and stereotypes about opioids. Patients and their families should be informed about the treatment 
of pain and treatment of dependence. Involving the patient and the patient’s family will lead to a 
better understanding and "ownership" of the issue.

Rei.CWint.jntematjonaila.W.J.O.d.^
General Comment 14 to iCESCR: the Right to Health "must be understood as a right to the enjoyment of a variety of 
fadiities, goods, services and conditions necessary for the reaiieation of the highest attainable standard of health” 
(paragraph 9). "While the Covenant provides for progressive reaiieation and acknowledges the constraints due to the 
limits of available resources, it also imposes on States parties various obligations which are of immediate effect. States 
parties have immediate obligations In relation to the right to health, such as... the obligation to take steps towards the 
full realizafion of article 12. Such steps must be deliberate, concrete and targeted towards the full realization of the right 
to health" (paragraph 30), *[P]rogressive reali.eation means that States parties have a specific and continuing obligation to 
move as expeditiously and effectively as possible towards the fuli realization of article 12” (paragraph 31),

ensuring Balance in National Poiides on Coritroiied Substances
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Governments should ensure that all population groups without dlsorimination equally 
benefit from their policies on the availability and accessibility of controlled medicines for 
rational medical use and the prevention of diversion, abuse, and dependence syndrome.

Non-discrimination is a fundamental principle that runs throughout the entire body of international 
human rights iaw.

When developing polieies and establishing treatment services, governments should not only guard 
against deliberate discrimination, but also ensure that the policies do not unintentionally lead 
to discrimination against vulnerable groups. A number of groups, including veomen, children, the 
elderly, people in lower income classes, ethnic minorities, prisoners, people living vdth HIV, sex 
workers, men 'who have sex 'with men, and injecting drug users, are particularly vulnerable and may 
require a special effort to ensure realistic access to controlled medicines. When designing policies, it 
should be ensured that such policies and resultant services allow for equal access and availability for 
these groups and are both gender sensitive and culturally appropriate.

Patients who have a history of substance abuse have as much right to be treated for their pain as 
anybody else, and regulations should not limit their access to essential medicines. It is a medical 
decision to consider the advantages and disadvantages of different treatment options. The fact 
that someone has or had opioid dependence syndrome is not a reason to withhold adequate pain 
management from that person.

In some countries, only HIV-positive patients are allowed access, in other countries only HIV
negative patients (78). Yet access to treatment of opioid dependence syndrome should be equal for 
both HIV-positive and HIV-negative patients. There is no medical reason to distinguish bet'ween the 
two groups and it is best practice to allow all patients access to treatment (7,9),

it is also important that treatment continues for people requiring controlled medicines when they are 
arrested or imprisoned, regardless of whether they are on pain treatment, treatment for dependence 
syndrome or for other diseases. Prisons should have functioning treatment programmes tor opioid 
dependence. The use or threat of painful withdrawal to coerce confessions from people with opioid 
dependence may constitute torture, cruel, inhuman or degrading treatment or punishment and would 
therefore be prohibited under international human rights lavi/ {30, 74, 79 - 81).

The availability of treatment facilities in prisons also helps to diminish the iilicit drug problem w'ithin 
them (7,9),The INC8 declared in its 2007 annual report that; "Governments have a responsibility to 
reduce the availability of illieit drugs in prisons, [and] provide adequate services for drug offenders 
('whether in treatment services or in prison)" (45).

In countries where long-acting opioid agonists are available for the treatment of heroin dependence 
syndrome, pregnant 'women are freguently denied this option as doctors fear for the health of the 
unborn child. Evidence show's that vehile a child may be born with opioid withdrawal syndrome, 
it can be weaned off shortly after birth. If abstinence from heroin is not an option for a woman 
during her pregnancy, she may avoid visiting medical services, and this may result in a much more 
complicated birth and even greater threats to the child’s health (24, 82].

R e leva rrt in ter national la wan
The Universal Declaration of Human Rights. Article 2: “Everyone is entitled to ail the rights and freedoms set forth in this 
Declaration, without distinction of any kind, such as race, colour, sex, language, religion, political or other opinion, national 
or social origin, property, birth or other status. Furthermore, no distinction shall be made on the basis of the political, 
jurisdirrtional or international status of the eountry or territory to which a person beiongs, whether it be independent, 
trust, non-seif-governing or under any other limitation of sovereignty" (85),
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R e leva rrt in ter national la wan
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Declaration, without distinction of any kind, such as race, colour, sex, language, religion, political or other opinion, national 
or social origin, property, birth or other status. Furthermore, no distinction shall be made on the basis of the political, 
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ICESCR, Article 2, paragraph 2; obligates countries “to guarantee that the rights enunciated in the present Covenant will be 
exercised without discrimination of any kind as to race, coiour, sex, language, religion, poiitical or other opinion, national 
or social origin, property, birth or other status”.

General Comment 14, paragraph 34: “In particular, States are under the obligation to respect the right to health by, inter 
alia, refraining from denying or limiting equal aeeess for ail persons, ineluding prisoners or detainees, minorities, asylum 
seekers and illegal immigrants, to preventive, curative and palliative health services”.

Governments should examine their drug control legislation and polioies for the presence 
of overly restrictive provisions that affect delivery of appropriate medical care involving 
controlled medicines. They should also ensure that provisions aim at optimizing health 
outcomes and take corrective action as needed. Decisions which are ordinarily medical in

In many countries, national legislation includes provisions stricter than the international drug 
control conventions require. This is allowed for by the conventions, as far as It Is In the opinion of 
the government "necessary or desirable for the protection of the public health or welfare". However, 
in practice, many stricter provisions do not contribute to a better public or individual health. 
Therefore, it Is Important to analyze the effects of any stricter rules on the prevention of diversion, 
abuse and dependence syndrome and on the avaiiabiiity and accessibility of controlled medicines. 
Rules (and policies] that do not contribute to the protection of public health or welfare should 
be eliminated or changed. Rules violating any other International obligation, regardless whether 
originating from the drug conventions or any other treaty, should be guarded against.

Such an analysis should be undertaken rule by rule, and cover both legislation and official policy, if 
a rule provides a barrier for availability and accessibility, but does not contribute to the prevention 
of abuse, diversion and dependence syndrome, this rule does not contribute to the protection of 
public health or welfare, and should therefore be either eliminated or changed. In the case where 
a rule both contributes to prevention and constitutes a barrier for medical use at the same time, 
alternative ways of providing the same level of prevention without posing a barrier to rational 
medical use should be explored. This publication provides a check list that may be used for assessing 
which rules are overly restrietive and may therefore be in need of correction.

Many examples of overly restrictive laws and policies are provided in the existing literature {84 - 89). 
They may affect the healthcare worker and the way controlled medicines can be used, but they may 
also affect the patient In a negative manner.

^ The conventions do not define the length of a medical prescription or the amount of medicines 
to be prescribed by a health worker, if a prescription covers only the amount of medicines 
needed for a limited time span, or if the validity of prescriptions is limited, the patient will need 
to go frequently to the physician and the pharmacy.

> Some countries require a system of registration and authorization for patients to render 
themselves eligible to receive a prescription for a controlled medicine. There is no requirement 
for such a system by the drug control conventions. This system may be a barrier for accessing 
treatment and delay the onset of or adherence to treatment.

Registration of patients treated with opioids for opioid dependence (in particular central 
registration of patients) can provide more accurate data on treatment numbers and prevent 
patients from receiving methadone or buprenorphine from more than one source. Registration 
may result In a breach of patient privacy. This may deter some patients from entering treatment 
and it can delay the commencement of treatment. This can be aggravated if registration also
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results in refusal of a driver's license, government employment, housing, or denial of ehiid 
custody, for example. Such registries may severely Interfere with public health policies to 
provide treatment for dependence and HiV prevention. Safe and effective treatment of opioid 
dependence can be achieved without registration. Because such registration could cause harm 
if privacy is breached, it should only be used if government agencies have effective systems for 
maintaining privacy.

^ Requirements for duplicate prescriptions and special prescription forms increases the
administrative burden both for healthcare workers and drug control authorities. The problem Is 
compounded if forms are not readily available, or if health professionals need to pay for them. 
The conventions ailove for duplicate prescriptions and special prescription forms if countries 
consider them necessary or desirable, (jovernments should ensure that this system does not 
impede the availability and accessibility of controlled medicines.

► In many countries, retail and hospital pharmacies and dispensaries are allowed to procure, stock, 
and dispense controlled medicines by virtue of their general license; however, some countries 
require them to obtain a special license, in some cases, application procedures for such licenses 
dissuade healthcare institutions from obtaining them; for example, through overly burdensome 
bureaucratic procedures, unnecessary levels of paperwork, excessive screening of staff authorized 
to handle controlled medicines, or overspecification of special storage facilities.

^ Some countries maintain severe punitive provisions for errors or problems in the prescribing and 
dispensing of controlled medicines that deter healthcare workers from legitimated prescribing and 
dispensing of these medicines. The INCB has stated: "Health professionals ,,, should be able to ,,, 
[provide opiates] without unnecessary fear of sanctions for unintended violations [including]... legal 
action for technical violations of the law ... [that] may tend to inhibit prescribing or dispensing of 
opiates”(55). Unintentional errors that do not result in diversion of controlled medicines or serious 
health consequences should not be subject to criminal penalties.

Rdevaiit.internationaiJaw..and.j3r^
Single Convention, Article 3S: “Notwithstanding anything eontained in this Convention, a Party shail not be, or be deemed 
to be, precluded from adopting measures of control more striet or severe than those provided by this Convention and in 
particular from requiring that preparations in Schedule III or drugs in Schedule II be subject to all or such of the measures 
of control applicable to drugs in Schedule I as in its opinion is necessary or desirable for the protection of the public health 
or welfare".

Article 30, paragraph 2 (b ii): “The Parties shall also ... [i]f the Parties deem these measures [of requiring medical 
prescriptions for the supply, or dispensation of drugs to individuals] necessary or desirable, require that prescriptions for 
drugs in Schedule I should be written on official forms to be issued in the form of eounterfoii books by the competent 
governmental authorities or by authorized professional associations".

Convention on Psychotropic Substances, Article 23: "A Party may adopt more strict or severe measures of control than 
those provided by this Convention if, in its opinion, such measures are desirable or necessary for the protection of the 
publie health and welfare".

See also fhe obligafions and principles stemming from fhe right to health discussed above.

Terminology in national drug control legislation and policies should beolearand unaaibiguous 
in order not to confuse the use of controlled mediolnes for medical and scientific purposes 
with misuse.

Drug control legislation and policy have sometimes contributed to stigmatization of controlled 
medicines because of the use of inappropriate terminology. Confusion and discrimination relating 
to terminology can deter doctors from prescribing controlled medicines when it is iegitimate to do

FSMB 001861

DEF-MDL-12690.00036

results in refusal of a driver's license, government employment, housing, or denial of ehiid 
custody, for example. Such registries may severely Interfere with public health policies to 
provide treatment for dependence and HiV prevention. Safe and effective treatment of opioid 
dependence can be achieved without registration. Because such registration could cause harm 
if privacy is breached, it should only be used if government agencies have effective systems for 
maintaining privacy.

^ Requirements for duplicate prescriptions and special prescription forms increases the
administrative burden both for healthcare workers and drug control authorities. The problem Is 
compounded if forms are not readily available, or if health professionals need to pay for them. 
The conventions ailove for duplicate prescriptions and special prescription forms if countries 
consider them necessary or desirable, (jovernments should ensure that this system does not 
impede the availability and accessibility of controlled medicines.

► In many countries, retail and hospital pharmacies and dispensaries are allowed to procure, stock, 
and dispense controlled medicines by virtue of their general license; however, some countries 
require them to obtain a special license, in some cases, application procedures for such licenses 
dissuade healthcare institutions from obtaining them; for example, through overly burdensome 
bureaucratic procedures, unnecessary levels of paperwork, excessive screening of staff authorized 
to handle controlled medicines, or overspecification of special storage facilities.

^ Some countries maintain severe punitive provisions for errors or problems in the prescribing and 
dispensing of controlled medicines that deter healthcare workers from legitimated prescribing and 
dispensing of these medicines. The INCB has stated: "Health professionals ,,, should be able to ,,, 
[provide opiates] without unnecessary fear of sanctions for unintended violations [including]... legal 
action for technical violations of the law ... [that] may tend to inhibit prescribing or dispensing of 
opiates”(55). Unintentional errors that do not result in diversion of controlled medicines or serious 
health consequences should not be subject to criminal penalties.

Rdevaiit.internationaiJaw..and.j3r^
Single Convention, Article 3S: “Notwithstanding anything eontained in this Convention, a Party shail not be, or be deemed 
to be, precluded from adopting measures of control more striet or severe than those provided by this Convention and in 
particular from requiring that preparations in Schedule III or drugs in Schedule II be subject to all or such of the measures 
of control applicable to drugs in Schedule I as in its opinion is necessary or desirable for the protection of the public health 
or welfare".

Article 30, paragraph 2 (b ii): “The Parties shall also ... [i]f the Parties deem these measures [of requiring medical 
prescriptions for the supply, or dispensation of drugs to individuals] necessary or desirable, require that prescriptions for 
drugs in Schedule I should be written on official forms to be issued in the form of eounterfoii books by the competent 
governmental authorities or by authorized professional associations".

Convention on Psychotropic Substances, Article 23: "A Party may adopt more strict or severe measures of control than 
those provided by this Convention if, in its opinion, such measures are desirable or necessary for the protection of the 
publie health and welfare".

See also fhe obligafions and principles stemming from fhe right to health discussed above.

Terminology in national drug control legislation and policies should beolearand unaaibiguous 
in order not to confuse the use of controlled mediolnes for medical and scientific purposes 
with misuse.

Drug control legislation and policy have sometimes contributed to stigmatization of controlled 
medicines because of the use of inappropriate terminology. Confusion and discrimination relating 
to terminology can deter doctors from prescribing controlled medicines when it is iegitimate to do

FSMB 001861

DEF-MDL-12690.00036



so; it can also confuse authorities who wish to discriminate between legitimate and illegitimate 
use. Countries should therefore take steps to review policies to ensure the eonsistent use of medieal 
terms and remove stigmatizing terminology from their legislation. These guidelines specificaily 
reeommend the use of norr-stigmatizing terminology.

Confusion may occur between "abuse” (or “misuse") on the one hand , and long-term medical use 
on the other. The 1961 and 1971 Conventions do not define the terms “misuse" or "abuse". However, 
"abuse" is defined by the WHO Expert Committee on Drug Dependence as "persistent or sporadic 
excessive drug use Inconsistent with or unrelated to aeceptable medieal practice" (f). This definition 
excludes the long-term use of controlled medicines concurrent wdth rational medical practice.

A further confusion relates to the definition of “dependence" and “dependence syndrome”. Reference 
is also made to the glossary. The WHO definition of "dependenee syndrome" requires the presence 
of at least three out of six symptoms, including a strong desire or a sense of compulsion to take 
the drug and also the negleeting of interests and dally activities because of devotion to the use of 
psychoactive substances. It is clear that a patient requiring increasing doses of an opioid for pain 
relief because of pharmacological tolerance due to prolonged treatment does not normally fall Into 
this category. Neither does a patient who develops withdrawal syndrome.

Furthermore, it is recommended to avoid the use of stigmatizing terms like “dangerous drugs", 
"addiction", etc. for controlled medicines in legislation. Distinction should be made between the 
legal terms "narcotic drugs" and “psychotropic drugs" referring to substances controlled under both 
conventions, and medicine classes such as opioid analgesics, long-acting opioid agonists, etc.

Patients should be referred to in a respectful way; WHO does not therefore recommend the use of 
"addict" for a patient living with dependence syndrome, as the term is considered to be stigmatizing.

Appropriately trained and qualified physicians, and, if applicabie, nurses and ofher health 
professionals, at all levels of health oare should be allowed to prescribe and administer 
controlled medicines, based on their general professional license, current medical

actually perform, and this applies equally to the prescription of controlled medicines. The 
competence to prescribe controlled medicines, including strong opioids, should not be restricted 
to a small number of medical specialties, e.g. oncologists only, and controlled medicines should be 
available at all appropriate levels of eare.

Requirements for physicians to obtain a license for prescribing controlled substances may lead 
to limited access and availability (see aiso Guideline 6). in all countries, all physicians should be 
sufficiently trained to treat pain and hence be allowed to prescribe opioid analgesics if necessary. 
Training for treatment of other conditions depends on whether a condition occurs or not 'within 
their specialty.

In some countries, other healthcare workers, such as nurses, can specialize in a specific area and 
are then allowed to prescribe within the area of their specialization as 'well. Nurse prescribing can

ess
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be useful e.g. for mitigating pain In a number of circumstances; for example, during a shorfage of 
physicians or to improve the quality of care.

When balancing drug corifro/legislation and policies, it is wise to leave mec/Zco/decisions up to 
those who arc knowledgeable on medieai issues. Therefore, the amount of medicine prescribed, 
the appropriate formulation and the duration of treatment should be the practitioner’s decision, 
based on individual patient needs and on sound scientific medical guidance (e.g. national or WHO 
treatment guidelines). An example of how this rule may sometimes be violated is the legal restriction 
on the maximum daily dosage of strong opioids. Another example is the limitation of the use of 
strong opioids only to certain conditions such as cancer pain or terminal cancer pain, while other 
moderate to severe pain remains unaddressed.

Relevant international law and principles
Single Convention, Article 30, paragraph 2 (b): “[Governments shall]... 0) Require medical prescriptions for the supply or 
dispensation of drugs to individuals. This requirement need not apply to such drugs as individuals may lawfully obtain, 
use, dispense or administer in connection with their duly authori.eed therapeutic functions; and (ii) if the F’arties deem 
these measures necessary or desirable, require that prescriptions for drugs in Schedule I should be written on official forms 
to be issued in the form of counterfoil books by the competent governmental authorities or by authorized professional 
associations" (see also under Guideline 6).

Appropriately trained and qualified pharmacists at all levels of health care should be 
allowed to dispense controlled medicines, based on their general professional license, 
current medical knowledge and good praotioe without any further license requirements.

As the need for controlled medicines can be present at all levels of health care, all pharmacists 
should be trained appropriately for the dispensing of these medicines, Ftequirernents for pharmacists 
to obtain a license for prescribing controlled substances may limit access and availability (see also 
Guideline 6).

Some countries allow for the correction of technical errors by pharmacists. In order to start the 
prescribed therapy in a timely manner, legislation should address the pharmacist’s ability to correct 
technical errors in prescriptions and to dispense smali amounts of controlled medicines in case of 
emergencies.

Paragraph 43 of the iNCB special report of 198S, states; "While sanctions are necessary to deal 
with persons who transgress the law, they should not, as such, constitute an impediment to the 
presc'ription or dispensation of opiates in accordance with existing regulations. The vast majority 
of health professionals exercise their activity within the law and should be able to do so without 
unnecessary fear of sanctions for unintended violations. Occasions may still arise when a health 
professional could nevertheless be exposed to legal action for technical violations of the law. This 
possibility may tend to inhibit the prescribing or dispensing of opiates."

Relevant international law and principles
The Convention on Psychotropic Substances, Article 9, paragraph 3 permits that countries allow authorized licensed 
pharmacists or other licensed retail distributors to supply, at their discretion and without prescription, for use for medical 
purposes by individuals in exceptionai cases, small quantities of substances in Schedules ill arid iV: “Notvvithstar)ding 
paragraph 1, a Party may, if in its opinion local circumstances so require and under such conditions, including record- 
keeping, as it may prescribe, authorize licensed pharmacists or other licensed retail distributors designated by the 
authorities responsible for public health in its country or part thereof to supply, at their discretion and without 
prescription, for use for medical purposes by individuals in exceptional cases, small quantities, within limits to be defined 
by the Parties, of substances in Schedules lil and IV,"

The drug control conventions provide no guidance on correction of errors in prescriptions by pharmacists.
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Governments should promote that medical, pharmaoeutical and nursing schools teach the 
knowledge and skills for the treatment of pain, substance use disorders in the eontext of 
medical use of controlled medicines, and other health conditions that need treatment with 
controlled medicines.

In all countries, including those where the use of controlled medleines Is not yet common, It 
Is Important that all healthcare schools teach their use. Although controlled medicines and in 
particular strong opioids can be applied safely, basic knowledge is essential and an opportunity to 
practice their application under supervision of an experienced peer is important In its 2006 annuai 
report, the INCB encouraged ail tiovernments to ensure that "the rational use of narcotic drugs and 
psychotropic substances for medical purposes and the risks associated with drug abuse are included 
... in university curricula" (f7).

Current best practices should be derived from WHO treatment guidelines and other international 
and national evidence-based guidelines for the various diseases that need treatment vdth controlled 
medicines. Annex 2 lists a seleetion of WHO guidelines related to treatment with controlled 
medicines.

Relevant international law and pi inciples
Under both conventions, there is an obligation to the countries to “promote the training of personnel in the treatment 

of abusers of drugs ... as far as possible",iSingle Convention, Article 38, paragraph 2; the Convention on Psychotropic 
Substances, Article 20, paragraph 2 has almost identical wording).

General ComrTient 14, (paragraph 12 (a): “[the right to health,„c:ontains the following,.,elements.,.] Functioning public 
health and health-care facilities, goods and services, as well as programmes, have to be available in sufficient guantity 
within the State party. The precise nature of the facilities, goods and services will vary depending on numerous factors, 
including the State party's developmental level. They wili include, however, the underlying determinants of health, such as 

trained medical and professional personnel receiving dorTiesticaily competitive salaries."

Paragraph 35: "The right to health, like all human rights, inrposes three types or levels of obligations on States parties; the 
obligations to respect, protect and fulfil (paragraph 33)". "Obligations to protect include, inter alia, the duties of States 
to ... ensure that medical practitioners and other health professionals meet appropriate standards of education, skid and 
ethicai codes of conduct,"

In countries where controlled medicines become available and accessible for the first time, 
governments should organize education initiatives tor healthcare professionals to ensure 
their rational use.

It is important while introducing policies on accessibility and availability of controlled medicines 
to provide the relevant healthcare staff with the knowledge and skills for using these medicines 
appropriately; training courses should therefore be provided throughout the country. This also 
applies to some degree when a new substance becomes available or a new indication is approved.

k Remark on the word "abusers": note that dependence is a disorder that needs treatment, oecasionai abuse is not necessarily a 
disorder, as can be concluded from the ICD-1Q criteria described under Guideline 10 and in the glossary.
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Estimates and statistics

Governments should develop a practical method to estimate realistically the medical and 
scientific requirements for controlled substances, using all relevant information.

Governments should furnish to the INCB estimates and assessments of the quantities of 
controlled substances required for iegitimate medical and scientific purposes (estimates 
annually for narcotic drugs and certain precursors; assessments at least every three years 
for psychotropic substances). Governments should furnish supplementary estimates or 
modified assessments to the INCB if it appears that the availability of controlled substances 
for iegitimate purposes will fall short because of initial underestimation of regular demand, 
emergencies or exceptional demand.

The Single Convention provides for a system of estimates of requirements for narcotie drugs that 
enables INCB, in cooperation with governments, to support the balance between the supply of 
and demand for these drugs. The system alio'ws countries to manufacture and/or Import narcotic 
drugs provided that the total estimated amount is not exceeded, and prevents from manufacturing 
and/or importing more narcotic drugs than required for legitimate purposes, vehich could lead 
to the diversion of the excess to Illicit markets. During the course of a year, governments can 
submit supplementary estimates at any time. CTovernments should establish estimates using the 
recommendations and methods proposed by WHO and INCB, These methods recommend including 
a certain surplus amount in order to minimize chances that the estimates prove to be insufficient 
tovmrds the end of the year.

While no such system is foreseen for psychotropic substances by the 1971 Convention, a system 
of assessments (simplified estimates) vias established by Economic and Social Council Resolutions 
1981/7 and 1991/44, By adopting Resolution 49/3, the Commission on Narcotic Drugs requested 
governments to also provide INCB 'with estimates of their legitimate requirements for certain 
precursors frequently used in the manufacture of amphetamine-type stimulants.

Relevant international law and piinciples
Single Convention, Article 19, paragraph 1; "The Parties shall furnish to the Board each year for each of their territories, 
in the manner and form prescribed by the Board, estimates on forms supplied by it in respect of the following matters;
(a) Quantities of drugs to be consumed for medical and scientific purposes; !b) Quantities of drugs to be utilized for the 
manufacture of other drugs, of preparations in Schedule III, and of substances not covered by this Convention; (ci Stocks 
of drugs to be held as at 31 December of the year to which the estimates relate".

Single Convention, Article 19, paragraph 4: "The Parties shall inform the Board of the method used for determining 
quantities shown in the estinrates and of any changes in the said method".

Single Convention, Artieie 12, paragraph 3: ‘Tf any State fails to furnish estimates in respect of any of its territories by the 
date specified, the Board shall, as tar as possible, establish the estimates. The Board, in establishing such estimates, shall to 
the extent praetieabie do so in co-operation with the Governnrent concerned,"

Single Convention, Article 12, paragraph 5. “The Board, with a view to limiting the use and distribution of drugs to 
an adequate amount required for medical and scientific purposes and to ensuring their availability for such purposes, 
shall as expeditiously as possible eonfirm the estimates, including supplementary estimates, or, wdth the eonsent of the 
Government concerned, may amend such estimates".

Single Convention, Article 21, paragraph 4 (b): "Prarties shall not during the year in question authorize rany further exports 
of the drug concerned to that country or territory, except: (i) in the event of a supplementary estimate being furnished
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for that country or territory in respect both of any quantity over imported and of the additional quantity required, or 
(ii) In exceptional cases where the export, In the opinion of the Government of the exporting country, is essentiai for the 
treatment of the sick".

Governments are required to submit statistical reports to the INCB on narcotic drugs and 
psychotropic substances in accordance with the respective provisions of the international 
drug control conventions and relevant resolutions of the Economic and Social Council.

Besides having to submit estimates and assessments in advance, eountries also have to report to the 
INCB on actual activities involving controlled substances, such as their production, manufacture, 
import and export, utilization, consumption and stocks. The reporting requirements for narcotic 
drugs are more detailed than for psychotropic substances. Statistics are useful for the national 
competent authonty, the INCB and others to evaluate, inter alia, the consumption levels of narcotic 
drugs and psychotropic substances, the quality of previous estimates and assessments and the 
methods to establish them, as well as to evaluate and improve the quality of accessibility and 
availability of controlled medieines, their supply and the services using them.

authorities to the INCB, inciuding quarterly statistics of imports and exports of narcotic drugs; 
quarterly statistics of imports and exports of psychotropic substances in Schedule II of the 1971 
Convention; annual statistics of narcotic drugs; and annual statistics of psychotropic substances. 
Quarterly reports have to be furnished four times a year by the end of the month following the 
quarter to which they relate, ’while annual reports have to be subrni’tted by 30 .June foilo’wing the 
year to which they relate.

ReisWQt.jnteniatiqnaijaw.and.y!;mdli^
Single Corrv'ention, .Article 20, paragraph 'i; “The Parties shali furnish to the Board for each of their territories, in the 
manner and form preseribed by the Board, statistical returns on forms supplied by it in respect of the foilowing matters: 
a) Produetion or manufacture of drugs;
bj Utilization of drugs for the manufacture of other drugs, of preparations in Schedule III and of substances not covered by 
this Convention, and utilization of poppy straw for the manufacture of drugs:
c) Consumption of drugs;
d) Imports and exports of drugs and poppy straw;
e) Seizures of drugs and disposal thereof:
f) Stocks of drugs as at 31 December of the year to which the returns relate; and
g) Ascertainable area of cultivation of the opium poppy."

Convention on Psychotropic Substances, Article 16, paragraph 4: “The Parties shall furnish to the Board annual statistical 
reports in accordance with forms prepared by the Board;
a] In regard to each substance in Schedules I and h, on quantities manufactured, exported to and imported from each 
country or region as well as on stocks held by manufacturers;
bj In regard to each substance in Schedules III and IV, on quantities manufactured, as well as on total quantities exported 
and Imported;
c) In regard to each substance In Schedules II and III, on quantities used in the manufacture of exempt preparations: and
d) In regard to each substance other than a substance in Schedule I, on quantities used for industrial purposes in 
accordance with sub-paragraph b) of article 4.
The quantities manufactured ’which are referred to in sub-paragraphs a) and b] of this paragraph do not inciude the 
quantities of preparations manufactured."

:::nsuring Balance in National Poiicies on Coritroiied Substances
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Procurement

Governments should ensure, in cooperation with companies and agencies managing 
distribution, that the procurement, manufacture, and distribution of controlled medicines 
are accomplished in a timely manner with good geographical coverage so that there are no 
shortages of supply, and that such medicines are always available when they are needed 
while maintaining adequate controls to prevent diversion, abuse, or dependence syndrome.

As part of a government's obligation to ensure the adequate availability and accessibility of 
controlled medicines, it is essential that the procurement, manufacturing and distribution of these 
substances are well organized. This is based on the assumption that there is a list of controlled 
medicine formulations which received marketing authorization vdthin the eountry. The WHO Model 
List of Essential Medicines and the WHO Model List of Essential Medicines for Children can serve as a 
model to determine a minimum set of medicines for wdiieh substances and dosage forms are needed 
(Annex 1) {84, 90).

The provision of adequate availability of eontroiied medieines is part of a country's obligation under 
international treaties and subject to monitoring by 1NC8.

Similar to any other medicine, a controlled medicine needs to be in stock in order for it to be 
continuously dispensed, as interruption of supply vein also interrupt the patients' treatment. Such 
interruption may entail serious consequences for patients.

Abrupt discontinuation of treatment with opioid analgesics may cause the return of the patient's 
pain (if the underlying cause continues to be present) and withdrawal syndrome, with symptoms 
including hypertension, nausea and vomiting, painful abdominal cramps, diarrhoea and muscle pain.

In the case of interruption of treatment with long-acting opioid agonists for dependence syndrome, 
the interruption may also cause withdravral syndrome. Patients with dependence syndrome are 
familiar with this syndrome and know' that it can be treated with (illicit) opioids. In such a case they 
may drop out of the programme and relapse. Periods without access to medication compromise the 
results from prolonged periods of programmes for dependence treatment and HIV prevention.

With regards to the occurrence of withdrawal syndrome, it should be noted that this is not 
necessarily a sign that patients have dependence or dependence syndrome as explained under 
Guideline 10. Withdraw'al syndrome can usually be avoided by gradually decreasing the dosage. For 
other controlled medicines, interruption poses serious problems for patients, whether the return of 
epileptic seizures, psychiatric crises, or maternal death (in case of unavailability of ergometrine and 
ephedrine).

if controlled medicines are to be accessible at the appropriate level of health care (please see 
explanation under Guideline 7), there is a requirement for them to be w'idely available in pharmacies 
and at the required health services. Almost aii controlled medicines are also used at the primary care 
level and their availability should not therefore be solely limited to hospital pharmacies. Patients 
and their families should not need to incur high costs in terms of travel time and money in order to 
reach pharmacies dispensing controlled medicines.

Preferably, the distribution of controlled medicines should be combined with that of other non- 
controiied medicines through reiiabie medicine distribution systems. A state monopoly on eontroiied
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medicines is not required by the conventions and will, in many cases, pose additional barriers for 
accessibility and availability of these medicines. This is often the case where a state monopoly 
coincides with the centralization of delivery; for example, 'where delivery is limited to one loeation in 
the nation’s capital or to a limited number of loeations in provincial capitals, or where pharmacists 
need to appear in person to collect their order for controlled medicines.

B.el.CWint.jnt«n<ltji2D.aila.W.J.0.d
Guideline 18 is a consequence of Guidelines 2 and 7. Also other Guidelines are related (e.g, 8, 9, 11. 12, 15, 16 and 17). 
Relevant international law is presented under these Guidelines.

Governments should minimize the negative impact of control and safety measures on the

On the world market, morphine and methadone are relatively cheap substances and many other 
opioid raw materials are also relatively inexpensive. Yet although drugs as such are not expensive, 
they may be restricted as a result of safety measures, and in many countries there are control 
measures that affect pricing. Many of these measures are not required In the conventions and are 
not necessary to prevent diversion.

The challenge for many countries with current low consumption of controlled medicines is to 
make and keep them affordable during the period of transition to better access and availability.
In situations with low turnover, the cost of licenses and registration can prove prohibitive for 
marketing these medicines. In production and distribution, the cost of packing a batch of 100 tablets 
is not much different from packing a batch of 10 000 tablets and the same is true for the cost of 
transportation. A pharmacy that is required to make high iiwestments in safety measures in order to 
be allowed to dispense eontrolled medicines may decide not to procure and stock them; these factors 
can make controlled medicines artificially expensive and may be a barrier to Increased consumption.

Countries should perform a review of their control and safety measures and the irnpaet on controlled 
medicines pricing. In particular, attention should be paid to ensuring that any safety measure and 
the cost related to that measure Is proportional to the actual risk of di'verslon. Countries should take 
adequate steps to remedy any problems found,

RsievantinternaUqnatJawjM.piiDcipjes
Guideline 19 is a consequence of Guidelines 2 and 7. Also other Guidelines are related (e.g. 8, 9, 11, 12, and 18). Relevant 
international law is presented under these Guidelines.

Drug control authorities should be aware of the existence of the WHO model guidelines 
for the Internationa! provision of controlled medicines for emergency medical care, which 
provide a simpiified procedure for importation and exportation of controlled medioines into 
a country where disaster disrupted the functioning of the drug control authorities. They 
should apply them when necessary.

Both natural and man-made disasters can cause an Increased demand for controlled substances, 
but can also disrupt national drug control authorities and result in them not being able to issue 
import licenses for controlled medicines. The INCB, in its report for 1S94, recommended that control 
obligations could be limited to the authorities of exporting countries in emergency situations (J5). 
This principle was endorsed at the UN Commission on Narcotic Drugs and the World Health Assembly 
{91, 92).

ensuring Balance in National Poiides on Coritroiied Substances
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When such a disaster situation occurs, other competent authorities shouid be avcare that the l'Vf/0 
mode! guiddincs for the internationa! provision of controiied medicines for emergency medico! ccfre 
may be applicable ( fS). These model guidelines assist national authorities with simplified regulatory 
procedures. In eases where there is doubt in relation to their applicability, it is recommended that the 
International Narcotics Control Board is consulted.

Relevant international law and principles
The general prineiple from the international drug controi conventions is that controlied medicines arc indispensable and 
that adequate provision must be made to ensure their availability. (Sec under Guideline 1 for the text of the conventions' 
preambles).

General Comment 14, paragraph 40; "States parties have a joint and individuai responsibiilbv, in accordance with the 
Charter of the United Nations and relevant resolutions of the United Nations General Assembly and of the World Health 
Assembly, to cooperate in providing disaster relief and hiuTianitarian assistance in times of emergency".

Other

Governments that decide to bring medicines under national controi that are not controlled 
under the international drug control conventions should apply these guidelines equally to 
those nationally controlied medicines.

At times, governments may feel compelled to bring substanees that are not internationally 
controlled under national control if they are perceived to pose serious risk of misuse and harm to 
public health. Under the international drug conventions, eountries have the authority to do so. Yet, 
where such decisions concern substances that are also medicines - and particularly when they are 
essential medicines - and thus may have a significant impact on the availability and accessibility of 
these substanees for medical and scientific uses, they must be made only 'with restraint and care.

if governments do decide to consider national scheduling, they should do so only after a careful and 
transparent process involving all relevant stakeholders that weighs the costs and benefits of such 
step. In particular, they should examine:

► the evidence of risk of hazardous and harmful use;
► the extent of the threat for public health and society:
^ the significance of the substance for medical care;
^ the impact on availability and accessibility of scheduling the substance.

Before deciding whether the substance should be scheduled or not, governments shouid take into 
account a scientific assessment of its dependence liability by WHO's Expert Committee on Drug 
Dependence, if a'vaiiable.'

if a government decides that both the risk of hazardous and harmful use and the threat for public 
health and society are so significant that national scheduling is appropriate, it should develop and 
implement a plan of action with guidelines that are capable of ensuring that the availability and 
accessibility of the substance for medical and scientific purposes is not interrupted after scheduling 
or negati'vely affected over time.

I For all documentation related to the Expert Committee on Drug Dependence, please see: http://www.who.int/medieines/areas/ 
quaiit'w.safety/ECDD/en (aeeessed 9 .ianuary 2011).
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When such a disaster situation occurs, other competent authorities shouid be avcare that the l'Vf/0 
mode! guiddincs for the internationa! provision of controiied medicines for emergency medico! ccfre 
may be applicable ( fS). These model guidelines assist national authorities with simplified regulatory 
procedures. In eases where there is doubt in relation to their applicability, it is recommended that the 
International Narcotics Control Board is consulted.

Relevant international law and principles
The general prineiple from the international drug controi conventions is that controlied medicines arc indispensable and 
that adequate provision must be made to ensure their availability. (Sec under Guideline 1 for the text of the conventions' 
preambles).

General Comment 14, paragraph 40; "States parties have a joint and individuai responsibiilbv, in accordance with the 
Charter of the United Nations and relevant resolutions of the United Nations General Assembly and of the World Health 
Assembly, to cooperate in providing disaster relief and hiuTianitarian assistance in times of emergency".

Other

Governments that decide to bring medicines under national controi that are not controlled 
under the international drug control conventions should apply these guidelines equally to 
those nationally controlied medicines.

At times, governments may feel compelled to bring substanees that are not internationally 
controlled under national control if they are perceived to pose serious risk of misuse and harm to 
public health. Under the international drug conventions, eountries have the authority to do so. Yet, 
where such decisions concern substances that are also medicines - and particularly when they are 
essential medicines - and thus may have a significant impact on the availability and accessibility of 
these substanees for medical and scientific uses, they must be made only 'with restraint and care.

if governments do decide to consider national scheduling, they should do so only after a careful and 
transparent process involving all relevant stakeholders that weighs the costs and benefits of such 
step. In particular, they should examine:

► the evidence of risk of hazardous and harmful use;
► the extent of the threat for public health and society:
^ the significance of the substance for medical care;
^ the impact on availability and accessibility of scheduling the substance.

Before deciding whether the substance should be scheduled or not, governments shouid take into 
account a scientific assessment of its dependence liability by WHO's Expert Committee on Drug 
Dependence, if a'vaiiable.'

if a government decides that both the risk of hazardous and harmful use and the threat for public 
health and society are so significant that national scheduling is appropriate, it should develop and 
implement a plan of action with guidelines that are capable of ensuring that the availability and 
accessibility of the substance for medical and scientific purposes is not interrupted after scheduling 
or negati'vely affected over time.

I For all documentation related to the Expert Committee on Drug Dependence, please see: http://www.who.int/medieines/areas/ 
quaiit'w.safety/ECDD/en (aeeessed 9 .ianuary 2011).
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The above recommendations are particularly important given the fact that, for example, the national 
scheduling of ketamine and tramadol has led to reduced availability and accessibility of these 
medicines in many countries. Ketamine is an essential medlelne used for anesthesia in resource-poor 
settings and is frequently the only anesthetic availabie for surgery. Tramadol is a veeak opioid that 
is used In many countries to manage moderate pain, reviewed by the 34'^" WHO Expert Committee 
on Drug Dependence in 2006. The Committee "considered that, even after reeent major increase in 
the extent of Its use because of its therapeutic usefulness, tramadol continues to show a love level 
of abuse. Hence the Committee concluded that there was not sufficient evidence to justify a critical 
review". National scheduling has resulted In reports of unavailability of these medicines, w'lth serious 
consequences for patients (.9:?, 94).

B.el.CWint.jntonationeila.W.J.O.d jir
ICESCR, Article 12, paragraph 2 and its General Comment 14 (See Guideline 2),

ensuring Balance in National Policies on Controlled Subsiances
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Governments and other interested groups, including healthcare professionals, may use the following checkilst 
to guide their analysis of national drug control policies and the extent to which the guidelines are adhered to 
in their country. At the country level, it may be a taskforce or working group that may be put in charge of this 
task. Please note that some further enquiry may be required prior to answering the questions contained in this 
cheekllst.

The numbering of the 67 questions corresponds with the numbering of the guidelines. In some cases a question 
rriay refer to more than one guideline; in such a case Its nurriber refers to the most relevant guideline. For each 
question, the eheckilst Indicates whether It is a question on legal Issues ("L": 11 questions), policy Issues (“P": 5.3 
questions) or both {"L/P": 3 questions). This may enhance assessment by teams who want to split their work over 
both policy and legal sub-tearns.

For most questions, the answer that is most favourable for ensuring good access and availability to controlled 
medicines is represented in bold. Thus, for any question where the answer is not presented in bold, there is 
an opportunity to work on improvement By working systematically on these issues, a country can gradually 
Improve access and availability of confrolled medicines. A systematic approach also necessitates completion of 
the Country Assessment Checklist at a later date.

Numhi-.E- Leg-'d
(rrfvrs h; issu^- flj

w.hEfeu iiJ- PiiUey
t^uidehrsi. i issye (Pi

Qyestiosa Actiem

1 L/P is there a provision In the legislation or in offlclai national 
policy documents that controlled medicines are absolutely 
necessary for medical and pharmaceutical care?

□ yes, please list:
□ no
□ unknown

□

2 P is there a provision In the legislation that establishes the 
government’s obligation to make adequate provision to ensure:

► the availability of controlled medicines for medical and 
scientific purposes, Including the relief of pain and suffering?

□ yes, please list:
□ no
□ unknown

□

^ the prevention and treatment of substance dependence?

□ yes, please list:
□ no
□ unknowm

□

3 P Has the government established a national authority for 
implementing the obligation to ensure adequate availability 
of controlled medicines for medical and scientific purposes, 
including licensing, estimates and statistics?

□ yes, please list aqeney/age«ides:
□ no
□ unknown

□
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Governments and other interested groups, including healthcare professionals, may use the following checkilst 
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1 L/P is there a provision In the legislation or in offlclai national 
policy documents that controlled medicines are absolutely 
necessary for medical and pharmaceutical care?

□ yes, please list:
□ no
□ unknown

□

2 P is there a provision In the legislation that establishes the 
government’s obligation to make adequate provision to ensure:

► the availability of controlled medicines for medical and 
scientific purposes, Including the relief of pain and suffering?

□ yes, please list:
□ no
□ unknown

□

^ the prevention and treatment of substance dependence?

□ yes, please list:
□ no
□ unknowm

□

3 P Has the government established a national authority for 
implementing the obligation to ensure adequate availability 
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including licensing, estimates and statistics?

□ yes, please list aqeney/age«ides:
□ no
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□
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4 P I a] Is there a mechanism (such as a regular meeting] among
I government agencies to coordinate drug control policies and 
I to concert all sub-policies?

□ yes, please describe mechanism:
how often are such meetings held? ...,/year

□ no
□ unknown

4 P bj Does the mechanism invoive the agencies responsible for 
the follovring funetions:

► drug control legislation?

□ yes, please list agencies:
□ no
□ unknovi/n

□

> anti-drug diversion policies?

□ yes, please fist agencies:
□ no
□ unkno'wn

□

^ healthcare policies (pharmaceutical, cancer, HIV policies, 
etc.]?

□ yes, please list agencies:
□ no
□ unknovv'n

□

customs?

□ yes, please list agencies:
□ no
□ unknown

□

> police?

□ yes, please list agencies:
□ no
□ unknowm

□

^ judiciary?

□ yes, please list agencies:
□ no
□ unknown

□

ensuring Balance in National Poiides on Coritroiied Substances
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4 P I a] Is there a mechanism (such as a regular meeting] among
I government agencies to coordinate drug control policies and 
I to concert all sub-policies?

□ yes, please describe mechanism:
how often are such meetings held? ...,/year

□ no
□ unknown

4 P bj Does the mechanism invoive the agencies responsible for 
the follovring funetions:

► drug control legislation?

□ yes, please list agencies:
□ no
□ unknovi/n

□

> anti-drug diversion policies?

□ yes, please fist agencies:
□ no
□ unkno'wn

□

^ healthcare policies (pharmaceutical, cancer, HIV policies, 
etc.]?

□ yes, please list agencies:
□ no
□ unknovv'n

□

customs?

□ yes, please list agencies:
□ no
□ unknown

□

> police?

□ yes, please list agencies:
□ no
□ unknowm

□

^ judiciary?

□ yes, please list agencies:
□ no
□ unknown

□
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Mumi^er Legal
(refers to issue (L|
rei'iled ;>!■ i-'idiiy

issy^■ (Pi

Qyestiou Actirm

If yes|

4 P c) Does the mandate of the meehanism involve:

^ the promotion of the availability and accessiblilty of 
eontrolled medicines for medical purposes?

□ yes

□ no
□ unknown

□

^ the prevention of abuse and dependence?

□ yes

□ no
□ unknovv'n

□

^ the prevention of diversion?

□ yes

□ no
□ unknown

□

5 P a) Is there a mechanism for cooperation between the 

government and healtheare professionals to ensure the 
availability and accessibility of controlled rnedldnes for 
medical and scientific purposes, including for the relief of pain, 
treatment of opioid dependence and other medieal Illness, as 
well as the prevention of abuse, dependence and diversion?

□ yes, please describe the mechanism:
□ no
□ unknown

□

5 P b) Does the cooperation Involve the agencies responsible for 
the folio'wing functions:

^ drug control legislation?

□ yes, please list agencies:

□ no
□ unknown

□

^ anti-drug diversion policies?

□ yes, please list agencies:

□ no
□ unknovv'n

□
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Mumi^er Legal
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rei'iled ;>!■ i-'idiiy

issy^■ (Pi

Qyestiou Actirm

If yes|

4 P c) Does the mandate of the meehanism involve:

^ the promotion of the availability and accessiblilty of 
eontrolled medicines for medical purposes?

□ yes

□ no
□ unknown

□

^ the prevention of abuse and dependence?

□ yes

□ no
□ unknovv'n

□

^ the prevention of diversion?

□ yes

□ no
□ unknown

□

5 P a) Is there a mechanism for cooperation between the 

government and healtheare professionals to ensure the 
availability and accessibility of controlled rnedldnes for 
medical and scientific purposes, including for the relief of pain, 
treatment of opioid dependence and other medieal Illness, as 
well as the prevention of abuse, dependence and diversion?

□ yes, please describe the mechanism:
□ no
□ unknown

□

5 P b) Does the cooperation Involve the agencies responsible for 
the folio'wing functions:

^ drug control legislation?

□ yes, please list agencies:

□ no
□ unknown

□

^ anti-drug diversion policies?

□ yes, please list agencies:

□ no
□ unknovv'n

□
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etc.)?

□ yes, please fist aqerjdes;
□ no
□ unkno'wn

□

<• customs?

□ yes, please fist aqeneies:
□ no
□ unknown

□

police?

□ yes, please list agencies:
□ no
□ unknown

□

> judiciary?

□ yes, please fist agencies:
□ no
□ unknown

□

<- medical boards?

□ yes, please fist:
□ no
□ unknown

□

^ representatives of health professionals?

□ yes, please list organizations:
□ no
□ unknown

□

^ representatives of patients?

□ yes, please list organizations:
□ no
□ unknow'n

□

► representatives of health insurances?

□ yes, please fist organizations:
□ no
□ unknown

□

bnsuring Balance in National Policies on Controiied Substances
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etc.)?

□ yes, please fist aqerjdes;
□ no
□ unkno'wn

□

<• customs?

□ yes, please fist aqeneies:
□ no
□ unknown

□

police?

□ yes, please list agencies:
□ no
□ unknown

□

> judiciary?

□ yes, please fist agencies:
□ no
□ unknown

□

<- medical boards?

□ yes, please fist:
□ no
□ unknown

□

^ representatives of health professionals?

□ yes, please list organizations:
□ no
□ unknown

□

^ representatives of patients?

□ yes, please list organizations:
□ no
□ unknow'n

□

► representatives of health insurances?

□ yes, please fist organizations:
□ no
□ unknown

□
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Mumi^er Legal
(refers to issue (L|
rei'iled ;>!■ i-'idiiy

f-juideiiii^l issy^■ (Pi

Qyestiou Actirm

If yes|

5 P c) Does the mandate of the cooperation involve:

^ the promotion of the availability and accessibiiity of 
eontrolied medicines for medieai purposes?

□ yes

□ no
□ unknown

□

► the prevention of abuse and dependenee?

□ yes

□ no
□ unknown

□

► the prevention of diversion?

□ yes

□ no
□ unknown

□

5 P d) Does the eooperation comprise the following aspects

^ to assist the needs assessment for controlled medicines 
and to report on the degree of access?

□ yes

□ no
□ unknown

□

^ to advise on the promotion of rational use of controlled 
medicines?

□ yes

□ no
□ unknown

□

► implementation of best praetices, development of national 
treatment guidelines and implementation of international 
treatment guidelines?

□ yes

□ no
□ unknown

□

^ to advise on lifting overly-restrictive barriers for access to 
controlled medlelnes?

□ yes

□ no
□ unknown

□

FSMB 001877

Mumi^er Legal
(refers to issue (L|
rei'iled ;>!■ i-'idiiy

f-juideiiii^l issy^■ (Pi

Qyestiou Actirm

If yes|

5 P c) Does the mandate of the cooperation involve:

^ the promotion of the availability and accessibiiity of 
eontrolied medicines for medieai purposes?

□ yes

□ no
□ unknown

□

► the prevention of abuse and dependenee?

□ yes

□ no
□ unknown

□

► the prevention of diversion?

□ yes

□ no
□ unknown

□

5 P d) Does the eooperation comprise the following aspects

^ to assist the needs assessment for controlled medicines 
and to report on the degree of access?

□ yes

□ no
□ unknown

□

^ to advise on the promotion of rational use of controlled 
medicines?

□ yes

□ no
□ unknown

□

► implementation of best praetices, development of national 
treatment guidelines and implementation of international 
treatment guidelines?

□ yes

□ no
□ unknown

□

^ to advise on lifting overly-restrictive barriers for access to 
controlled medlelnes?

□ yes

□ no
□ unknown

□
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i-iei'd
i ii'.i

to advise on improving prevention and controi of 

substance abuse and dependence without establishing new 
barriers for accessibility and availability?

□ yes

□ no
□ unknown

□

6 P Did the government make adequate provision to ensure 
education of government officers and others whose work 
requires an understanding of the problems of abuse of drugs 
and of its prevention, including the relation to health policies 

and legitimate treatment with controlled medicines?

□ yes, please describe the mechiatiism:
□ no
□ unknown

□

National medicines policy plan:

7 P a1) Is there an approved national medicines policy plan 
that includes the availability and accessibility of controiied 
medicines for ail relevant medical and scientific uses?

□ yes, please reference:
when was the last update of the plar«?

□ no
□ unkno'wn

□

7 P a2) Does the national medicines policy plan (or any 
government policy) make provision for a List of Essential 
Medicines, modeled after the WHO Model List of Essential 
Medicines and the WHO Model List of Essential Medicines for 
Children?

□ yes, please refereuee:
□ no
□ unknown

□

7 P a3) Does this List of Essential Medicines include ail medicines 
currently on, or equivalent to the controlled medicines on, the 
WHO Model List of Essential Medicines and the WHO Model 
List of Essential Medicines for Children?

□ yes

□ no, please list missing medicines;
□ unknowm

□

bnsuring Balance in National Policies on Controiied Substances
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to advise on improving prevention and controi of 

substance abuse and dependence without establishing new 
barriers for accessibility and availability?

□ yes

□ no
□ unknown

□

6 P Did the government make adequate provision to ensure 
education of government officers and others whose work 
requires an understanding of the problems of abuse of drugs 
and of its prevention, including the relation to health policies 

and legitimate treatment with controlled medicines?

□ yes, please describe the mechiatiism:
□ no
□ unknown

□

National medicines policy plan:

7 P a1) Is there an approved national medicines policy plan 
that includes the availability and accessibility of controiied 
medicines for ail relevant medical and scientific uses?

□ yes, please reference:
when was the last update of the plar«?

□ no
□ unkno'wn

□

7 P a2) Does the national medicines policy plan (or any 
government policy) make provision for a List of Essential 
Medicines, modeled after the WHO Model List of Essential 
Medicines and the WHO Model List of Essential Medicines for 
Children?

□ yes, please refereuee:
□ no
□ unknown

□

7 P a3) Does this List of Essential Medicines include ail medicines 
currently on, or equivalent to the controlled medicines on, the 
WHO Model List of Essential Medicines and the WHO Model 
List of Essential Medicines for Children?

□ yes

□ no, please list missing medicines;
□ unknowm

□
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Mumi^er Legal
(refers to issue (L|
rei'iled ;>!■ i-'idiiy

issy^■ (Pi

Qyestiou Actirm

If yes|

7 P a4] Does the national medicines policy plan (or any 
government policy] make provision tor policies that adrJress 
the rational use of eontroiied medicines by the general 
population, including that patients and their families should 
be informed about the treatment of pain and treatment of 
dependence?

□ yes, please specify:
□ no
□ unknovv'n

□

7 (P - Refers 
also to 

Guidelines 
ii and 12]

35] Does the national medicines policy plan (or any 
government policy] provide for the availability of the relevant 
medicines at appropriate levels of care, including both the 
availability of strong opioid analgesics at ail levels and the 
authority of prescribing by all relevant medical specialties?

□ yes, please specify:
□ no
□ unknown

□

7 P a6j Does the national medicines policy plan (or any 
government policy] make adequate provision that patients who 
are hospitalized for other reasons are able to continue their 
treatment with controlled medicines?

□ yes, please specify:
□ no
□ unknovv'n

□

7 P 37] Does the national medicines policy plan (or any 
government poiiey] make adequate provision that treatment 
continues for people on controlled medicines when arrested 
or Imprisoned, regardless whether they are on pain treatment, 
treatment for dependence or for other diseases?

□ yes, please specify:
□ no
□ unknown

□

Disease spedfie policy plans: 
■■ Cancer:

7 P b1] Is there an approved national comprehensive caneer 
control program that includes access to and availability of 
strong opioid analgesics for treatment of moderate to severe 
pain and for services like hospice and palliative eare where 
patients can obtain such treatment?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unknowm

□
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If yes|

7 P a4] Does the national medicines policy plan (or any 
government policy] make provision tor policies that adrJress 
the rational use of eontroiied medicines by the general 
population, including that patients and their families should 
be informed about the treatment of pain and treatment of 
dependence?

□ yes, please specify:
□ no
□ unknovv'n

□

7 (P - Refers 
also to 

Guidelines 
ii and 12]

35] Does the national medicines policy plan (or any 
government policy] provide for the availability of the relevant 
medicines at appropriate levels of care, including both the 
availability of strong opioid analgesics at ail levels and the 
authority of prescribing by all relevant medical specialties?

□ yes, please specify:
□ no
□ unknown

□

7 P a6j Does the national medicines policy plan (or any 
government policy] make adequate provision that patients who 
are hospitalized for other reasons are able to continue their 
treatment with controlled medicines?

□ yes, please specify:
□ no
□ unknovv'n

□

7 P 37] Does the national medicines policy plan (or any 
government poiiey] make adequate provision that treatment 
continues for people on controlled medicines when arrested 
or Imprisoned, regardless whether they are on pain treatment, 
treatment for dependence or for other diseases?

□ yes, please specify:
□ no
□ unknown

□

Disease spedfie policy plans: 
■■ Cancer:

7 P b1] Is there an approved national comprehensive caneer 
control program that includes access to and availability of 
strong opioid analgesics for treatment of moderate to severe 
pain and for services like hospice and palliative eare where 
patients can obtain such treatment?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unknowm

□
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7 P b2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
'withholding this right to other patient groups?

□ yes

□ no
□ unknovi/n

□

7 P b3) Are sufficient resources available for the implementation 
of the policy?

□ yes, please specify budget:

□ no
□ unknovi/n

□

- HIV/AIDS:

7 P cl) is there an approved national HiV/AiDS policy programme 
that:

> ineiudes the treatment of moderate to severe pain through 
availability and accessibility of strong opioid analgesics 
and of services like hospice and palliative care where 
patients can obtain such treatment?

□ yes, please referersee:
□ no
□ unknown

□

includes the prevention of HiV transmission through 

availability and accessibility of opioid agonist therapy and 
treatment centers where patients 'with opioid dependence 
can obtain such treatment?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unkno'wn

□

7 P c2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
withholding this right to other patient groups?

□ yes

□ no
□ unknown

□
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7 P b2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
'withholding this right to other patient groups?

□ yes

□ no
□ unknovi/n

□

7 P b3) Are sufficient resources available for the implementation 
of the policy?

□ yes, please specify budget:

□ no
□ unknovi/n

□

- HIV/AIDS:

7 P cl) is there an approved national HiV/AiDS policy programme 
that:

> ineiudes the treatment of moderate to severe pain through 
availability and accessibility of strong opioid analgesics 
and of services like hospice and palliative care where 
patients can obtain such treatment?

□ yes, please referersee:
□ no
□ unknown

□

includes the prevention of HiV transmission through 

availability and accessibility of opioid agonist therapy and 
treatment centers where patients 'with opioid dependence 
can obtain such treatment?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unkno'wn

□

7 P c2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
withholding this right to other patient groups?

□ yes

□ no
□ unknown

□
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If yes|

7 P c3) Are sufficient resources available for the implementation 
of the policy?

□ yes, please speeify budget:
□ no
□ unknown

□

- Opioid dependence:

1 P dl) Is there an approved national mental healthcare 
programme on opioid dependence that includes prevention 
of substance abuse and dependence, treatment of substance 
dependence through availability and accessibility of opioid 
agonist therapy and treatment centers where patients with 
opioid dependence can obtain such treatment?

□ yes, please reference:
when was the fast update of the plars?

□ no
□ unknoven

□

1 P d2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
w'lthholdlng this right to other patient groups?

□ yes

□ no
□ unknown

□

1 P d'3) Does the mental healthcare programme on opioid 
dependence make adequate provision that treatment 
continues for people on controlled medicines when arrested 
or imprisoned, regardless whether they are on pain treatment, 
treatment for dependence or for other diseases?

□ yes, please specify:
□ no
□ unknown

□

1 P d4] Does the mental healthcare programme on opioid 
dependence make adequate provision that prisons have 
functioning treatment programmes for the treatment of opioid 
dependence?

□ yes, please specify:
□ no
□ unknown

□
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If yes|

7 P c3) Are sufficient resources available for the implementation 
of the policy?

□ yes, please speeify budget:
□ no
□ unknown

□

- Opioid dependence:

1 P dl) Is there an approved national mental healthcare 
programme on opioid dependence that includes prevention 
of substance abuse and dependence, treatment of substance 
dependence through availability and accessibility of opioid 
agonist therapy and treatment centers where patients with 
opioid dependence can obtain such treatment?

□ yes, please reference:
when was the fast update of the plars?

□ no
□ unknoven

□

1 P d2] Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
w'lthholdlng this right to other patient groups?

□ yes

□ no
□ unknown

□

1 P d'3) Does the mental healthcare programme on opioid 
dependence make adequate provision that treatment 
continues for people on controlled medicines when arrested 
or imprisoned, regardless whether they are on pain treatment, 
treatment for dependence or for other diseases?

□ yes, please specify:
□ no
□ unknown

□

1 P d4] Does the mental healthcare programme on opioid 
dependence make adequate provision that prisons have 
functioning treatment programmes for the treatment of opioid 
dependence?

□ yes, please specify:
□ no
□ unknown

□

FSMB 001881
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7 P d5) Are sufficient resources available for the implementation 
of the policy?

□ yes, please specify budget:
□ no
□ unknovrn

□

- Psychiatric and neurological disorders:

7 P el] is there an approved national mental healthcare 
programme on other psychiatric and neurological disorders 
that Includes the availability and accessibility of anxiolytics, 
hypnotics and anti-epiieptics?

□ yes, please referenee;
when was the last y|Klate of the plan?

□ no
□ unknovi/n

□

7 P e2) Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
vi/ithholding this right to other patient groups?

□ yes

□ no
□ unknown

□

7 P e3) Are sufficient resources available for the impiernentation 
of the policy?

□ yes, please speeify budget:
□ no
□ unknovv'n

□

- Maternal health:

1 P f1) Is there an approved national maternal healthcare 
programme that Includes the availability and accessibility of 
oxytocin (not-eontrolled) and/or ergometrine and of ephedrine 
for emergency obstetric care?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unknown

□

1 P f'2) Has It been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
veithholding this right to other patient groups?

□ yes

□ no
□ unknown

□
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7 P d5) Are sufficient resources available for the implementation 
of the policy?

□ yes, please specify budget:
□ no
□ unknovrn

□

- Psychiatric and neurological disorders:

7 P el] is there an approved national mental healthcare 
programme on other psychiatric and neurological disorders 
that Includes the availability and accessibility of anxiolytics, 
hypnotics and anti-epiieptics?

□ yes, please referenee;
when was the last y|Klate of the plan?

□ no
□ unknovi/n

□

7 P e2) Has it been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
vi/ithholding this right to other patient groups?

□ yes

□ no
□ unknown

□

7 P e3) Are sufficient resources available for the impiernentation 
of the policy?

□ yes, please speeify budget:
□ no
□ unknovv'n

□

- Maternal health:

1 P f1) Is there an approved national maternal healthcare 
programme that Includes the availability and accessibility of 
oxytocin (not-eontrolled) and/or ergometrine and of ephedrine 
for emergency obstetric care?

□ yes, please reference:
when was the last update of the plan?

□ no
□ unknown

□

1 P f'2) Has It been verified that no provisions in the policy plan 
granting rights to one patient group could be explained as 
veithholding this right to other patient groups?

□ yes

□ no
□ unknown

□
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If yes|

7 P f3) Are sufficient resources available for fhe implementation of 
the policy?

□ yes, please speeify budget:
□ no
□ unknown

□

8 P a) Has it been verified that the national medicines policy plan 
and the national disease specific policy plans:

^ are gender sensitive and culturally appropriate?

□ yes

□ no
□ unknovv'n

□

^ aliove for equal access and availability and do not 
discriminate, or result in being unintentionaily 
discriminatory to:

women?

o yes 
o no
o unknown

□

children?

o yes 

o no
o unknown

□

the elderly?

o yes 

o no
o unknown

□

people in lower income classes?

o yes 

o no
o unknown

□

ethnic minorities?

o yes 

o no
o unknown

□

prisoners?

o yes 

o no
o unknown

□
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If yes|

7 P f3) Are sufficient resources available for fhe implementation of 
the policy?

□ yes, please speeify budget:
□ no
□ unknown

□

8 P a) Has it been verified that the national medicines policy plan 
and the national disease specific policy plans:

^ are gender sensitive and culturally appropriate?

□ yes

□ no
□ unknovv'n

□

^ aliove for equal access and availability and do not 
discriminate, or result in being unintentionaily 
discriminatory to:

women?

o yes 
o no
o unknown

□

children?

o yes 

o no
o unknown

□

the elderly?

o yes 

o no
o unknown

□

people in lower income classes?

o yes 

o no
o unknown

□

ethnic minorities?

o yes 

o no
o unknown

□

prisoners?

o yes 

o no
o unknown

□
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pain patients with a history of substance abuse?

c> yes 

o no
o unknown

□

people living with HIV?

o yes 

o no
o unknown

□

sex workers?

o yes 

c> no
o unknown

□

men vcho have sex vHth men?

c> yes 
c> no
o unknown

□

injecting drug users?

o yes 
o no
o unknow'n

□

8 P b) Do patients with opioid dependence have equal access to 
treatment regardless of:

age?

□ yes

□ no
□ unknowm

□

► gender?

□ yes

□ no
□ unknown

□

HiV-status?

□ yes

□ no
□ unknown

□
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pain patients with a history of substance abuse?

c> yes 

o no
o unknown

□

people living with HIV?

o yes 

o no
o unknown

□

sex workers?

o yes 

c> no
o unknown

□

men vcho have sex vHth men?

c> yes 
c> no
o unknown

□

injecting drug users?

o yes 
o no
o unknow'n

□

8 P b) Do patients with opioid dependence have equal access to 
treatment regardless of:

age?

□ yes

□ no
□ unknowm

□

► gender?

□ yes

□ no
□ unknown

□

HiV-status?

□ yes

□ no
□ unknown

□
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If yes|

^ length of substance abuse?

□ yes
□ no
□ unknovv'n

□

^ history of attempts at abstinence or unsuccessful 
treatment attempts?

□ yes
□ no
□ unknown

□

► psychiatric conditions?

□ yes
□ no
□ unknown

□

8 P c] Do pregnant and iactating women have equal access to 
treatment of opioid dependence as other patients?

□ yes
□ no
□ unknown

□

9 L aj Has the government conducted an examination to 
determine if there are provisions in the national and lower 
legislation and in the official policies that are stricter than the 
international drug control conventions require?

□ yes, please specify wrliieh laws or regylafioos 
have been checked aod which relevant laws arscl 
regylatioos still need exammatloti:

□ no
□ unknown

□

9 L b) If such provisions are present, are they necessary or 
desirable for the protection of the public health or welfare and 
do they contribute to a better public health (as composed of 
the availability and accessibility to controlled medicines for 
rational medical use, and the prevention of abuse, diversion 
and dependence)?

□ yes, please specify outeomes by provision:
□ no
□ unknown

□
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If yes|

^ length of substance abuse?

□ yes
□ no
□ unknovv'n

□

^ history of attempts at abstinence or unsuccessful 
treatment attempts?

□ yes
□ no
□ unknown

□

► psychiatric conditions?

□ yes
□ no
□ unknown

□

8 P c] Do pregnant and iactating women have equal access to 
treatment of opioid dependence as other patients?

□ yes
□ no
□ unknown

□

9 L aj Has the government conducted an examination to 
determine if there are provisions in the national and lower 
legislation and in the official policies that are stricter than the 
international drug control conventions require?

□ yes, please specify wrliieh laws or regylafioos 
have been checked aod which relevant laws arscl 
regylatioos still need exammatloti:

□ no
□ unknown

□

9 L b) If such provisions are present, are they necessary or 
desirable for the protection of the public health or welfare and 
do they contribute to a better public health (as composed of 
the availability and accessibility to controlled medicines for 
rational medical use, and the prevention of abuse, diversion 
and dependence)?

□ yes, please specify outeomes by provision:
□ no
□ unknown

□
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9 L c) if provisions were identified that are not neeessary or 
desirable for the protection of the public health or welfare and 
do not contribute to a better public health, were they either 
removed or replaced by alternative ways to provide the same 
level of prevention without posing a barrier to rational medieal 
use?

□ yes, please specify;
□ no
□ unknown

□

9 (L - Refers 
also t.o 

Guideline 
11)

d) In particular, indicate if the legislation or the policies 
contain the following provisions that are stricter than required 
by the drug control conventions that impede prescribing, 
dispensing and distribution for rational medical use:

is the time span for which controlled medicines may be 
prescribed more limited than for other medicines?

□ yes, please specify maximum dyraftors arul 
difference with ofher medicines:

□ no
□ unknown

□

is the validity of prescriptions for controlled medicines 
more limited than for other medicines?

□ yes, please specify maximum validity and 
difference wifh other medicines:

□ no
□ unknovm

□

> Is the practitioner allowed to determine the appropriate 
pharmacological treatment (choice of medicine, 
formulation, strength, dosage and duration) based on 
individual patient needs and on sound scientific medical 
guidance?

□ yes
□ no; please specify restrictions and difference with 

other medicines
□ unkno'wn

□

is there a limitation on the use of strong opioids in 
moderate to severe pain to one or more specific diseases 
(e.g. cancer pain), while moderate to severe pain from 
other causes remains unaddressed?

□ yes, please specify restricttons:
□ no
□ unknown

□
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9 L c) if provisions were identified that are not neeessary or 
desirable for the protection of the public health or welfare and 
do not contribute to a better public health, were they either 
removed or replaced by alternative ways to provide the same 
level of prevention without posing a barrier to rational medieal 
use?

□ yes, please specify;
□ no
□ unknown

□

9 (L - Refers 
also t.o 

Guideline 
11)

d) In particular, indicate if the legislation or the policies 
contain the following provisions that are stricter than required 
by the drug control conventions that impede prescribing, 
dispensing and distribution for rational medical use:

is the time span for which controlled medicines may be 
prescribed more limited than for other medicines?

□ yes, please specify maximum dyraftors arul 
difference with ofher medicines:

□ no
□ unknown

□

is the validity of prescriptions for controlled medicines 
more limited than for other medicines?

□ yes, please specify maximum validity and 
difference wifh other medicines:

□ no
□ unknovm

□

> Is the practitioner allowed to determine the appropriate 
pharmacological treatment (choice of medicine, 
formulation, strength, dosage and duration) based on 
individual patient needs and on sound scientific medical 
guidance?

□ yes
□ no; please specify restrictions and difference with 

other medicines
□ unkno'wn

□

is there a limitation on the use of strong opioids in 
moderate to severe pain to one or more specific diseases 
(e.g. cancer pain), while moderate to severe pain from 
other causes remains unaddressed?

□ yes, please specify restricttons:
□ no
□ unknown

□
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If yes|

^ is permission required for the patient to render him/her 
eligible to receive a prescription tor a controlled medicine/

□ yes

□ no
□ unknown

□

^ can controlled medicines be prescribed on a single copy of 
regular prescription paper?

□ yes

□ no; please specify what is needed and at what cost:
□ unknown

□

► is there a registration of patients treated with opioids for 
opioid dependence?

□ yes
if yes. please specify if there are any such 
consequences as the refusal of a driver’s license, 
government employment, housing, or denial of 

child custody, that will cause patients not to seek 
treatment;

if yes, please specify the period for which the 
registration is kept;

if yes, please specify what warrants are in place that 
ensure the privacy of the patient vdll not be breached

□ no
□ unknown

□

► are health workers with general prescribing authority, 
while performing their professional duties, allowed to 
prescribe controlled medicines without an additional 
license?

□ yes

□ no
□ unknown

□

► are pharmacists with general dispensing authority, while 
performing their professional duties, allowed to dispense 
controlled medicines without a license?

□ yes

□ no
□ unknown

□
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If yes|

^ is permission required for the patient to render him/her 
eligible to receive a prescription tor a controlled medicine/

□ yes

□ no
□ unknown

□

^ can controlled medicines be prescribed on a single copy of 
regular prescription paper?

□ yes

□ no; please specify what is needed and at what cost:
□ unknown

□

► is there a registration of patients treated with opioids for 
opioid dependence?

□ yes
if yes. please specify if there are any such 
consequences as the refusal of a driver’s license, 
government employment, housing, or denial of 

child custody, that will cause patients not to seek 
treatment;

if yes, please specify the period for which the 
registration is kept;

if yes, please specify what warrants are in place that 
ensure the privacy of the patient vdll not be breached

□ no
□ unknown

□

► are health workers with general prescribing authority, 
while performing their professional duties, allowed to 
prescribe controlled medicines without an additional 
license?

□ yes

□ no
□ unknown

□

► are pharmacists with general dispensing authority, while 
performing their professional duties, allowed to dispense 
controlled medicines without a license?

□ yes

□ no
□ unknown

□
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is providing information about treatment with and use of 
controiied medicines aiiovced and can people providing 
such information be free from fear of prosecution?

□ yes
□ no
□ unknovi/n

□

10 L a] is there terminology in the legislation that has the potential 
to confuse the medical use of controiied medicines with 
substance abuse?

□ yes
□ no
□ unknown

□

10 L b) Does a definition of "abuse" (or "misuse") exclude the long
term medical use of controlled medicines concurrent vcith 
accepted medical practice, and is it clear that medical use of 
controiied substances, vchether long-term or not, and vchether 
adverse drug reactions (Including "drug dependence") occur or 
not, is not "drug abuse"?

□ yes
□ no
□ unknown

□

10 L c) Does a definition of "dependence" require the presence of 
a strong desire or a sense of compulsion to take the drug and 
is It clear from this definition that the mere occurrence of 
tolerance or withdravvai symptoms does not 'warrant such a 
diagnosis?

□ yes
□ no
□ unknovi/n

□

10 d) Does the legislation eontain stigmatizing terms for 
controiied medicines, such as the use of the legal terms 
"narcotic drugs" and "psychotropic drugs" for medicines 
beyond their legal meaning related to the international drug 
conventions?

□ yes
□ no
□ unknovm

□

10 L e) Does the legislation refer to patients in a respectful way and 
In particular, does It avoid stigmatizing terminology such as 
use of the 'word "addict" for a patient with dependence?

□ yes
□ no
□ unknown

□
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is providing information about treatment with and use of 
controiied medicines aiiovced and can people providing 
such information be free from fear of prosecution?

□ yes
□ no
□ unknovi/n

□

10 L a] is there terminology in the legislation that has the potential 
to confuse the medical use of controiied medicines with 
substance abuse?

□ yes
□ no
□ unknown

□

10 L b) Does a definition of "abuse" (or "misuse") exclude the long
term medical use of controlled medicines concurrent vcith 
accepted medical practice, and is it clear that medical use of 
controiied substances, vchether long-term or not, and vchether 
adverse drug reactions (Including "drug dependence") occur or 
not, is not "drug abuse"?

□ yes
□ no
□ unknown

□

10 L c) Does a definition of "dependence" require the presence of 
a strong desire or a sense of compulsion to take the drug and 
is It clear from this definition that the mere occurrence of 
tolerance or withdravvai symptoms does not 'warrant such a 
diagnosis?

□ yes
□ no
□ unknovi/n

□

10 d) Does the legislation eontain stigmatizing terms for 
controiied medicines, such as the use of the legal terms 
"narcotic drugs" and "psychotropic drugs" for medicines 
beyond their legal meaning related to the international drug 
conventions?

□ yes
□ no
□ unknovm

□

10 L e) Does the legislation refer to patients in a respectful way and 
In particular, does It avoid stigmatizing terminology such as 
use of the 'word "addict" for a patient with dependence?

□ yes
□ no
□ unknown

□
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If yes|

Healthcare professionals

11/12 L aj Can health professionals be free from fear of investigation, 

prosecution and disproportionate punishment for minor or 
unintentional breach of drug control rules?

□ yes

□ no; please speeify
□ unknown

□

12 1., b) Are pharmacists allovred to correct technical errors In 
prescriptions and to dispense small amounts of controlled 
medicines in ease of emergencies?

□ yes

□ no
□ unknown

□

13 P a) Is there a government policy that urges medical, 
pharmaceutical and nursing schools to teach the medical use 
of controlled medicines, including the use of opioid analgesics 
and pain management?

□ yes, please specify:
□ no
□ unknown

□

13 P b) Are relevant WHO treatment guidelines or other 
international or national evidenee-based guidelines for the 
various diseases and disorders that need treatment with 
controlled medicines Implemented throughout the country, 
including for:

► pain management?

□ yes, please specify:
□ no
□ unknown

□

^ treatment of opioid dependence?

□ yes, please specify:
□ no
□ unknowm

□

► prevention of HIV/AIDS?

□ yes, please specify;
□ no
□ unknown

□
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Healthcare professionals

11/12 L aj Can health professionals be free from fear of investigation, 

prosecution and disproportionate punishment for minor or 
unintentional breach of drug control rules?

□ yes

□ no; please speeify
□ unknown

□

12 1., b) Are pharmacists allovred to correct technical errors In 
prescriptions and to dispense small amounts of controlled 
medicines in ease of emergencies?

□ yes

□ no
□ unknown

□

13 P a) Is there a government policy that urges medical, 
pharmaceutical and nursing schools to teach the medical use 
of controlled medicines, including the use of opioid analgesics 
and pain management?

□ yes, please specify:
□ no
□ unknown

□

13 P b) Are relevant WHO treatment guidelines or other 
international or national evidenee-based guidelines for the 
various diseases and disorders that need treatment with 
controlled medicines Implemented throughout the country, 
including for:

► pain management?

□ yes, please specify:
□ no
□ unknown

□

^ treatment of opioid dependence?

□ yes, please specify:
□ no
□ unknowm

□

► prevention of HIV/AIDS?

□ yes, please specify;
□ no
□ unknown

□
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psychiatric and neurological disorders, in particular on the 
use of anxiolytics, hypnotics and anti-epiieptics?

□ yes, please specify:
□ no
□ unknov'tn

□

> maternai health?

□ yes, please specify:
□ no
□ unknov'tn

□

14 p if the country is in a transition towards improved access and 
availability of controiied medieines, are training eourses for 
physicians, pharmacists and nurses to teach the rational use of 
these medicines given throughout the country?

□ yes
□ no
□ unknown

□

Estimates and statistics

15 p a] Does the government have a method to realistically 
estimate the medical and scientific requirements for controiied 
substances?

□ yes, please specify:
□ no
□ unknovi/n

□

1 R p b) Does this method include a certain surplus In order to 
minimize chances that the estimates are insuffieient towards 
the end of the year?

□ yes
□ no
□ unknovi/n

□

15 p c) Has the government critically examined this method and 
validated it against the methods recommended by WHO and 
INCB?"

□ yes
□ no
□ unknown

□

n VVHO/iNCB Manuai on estimates in preparation at the moment of pubiieation of this document,

ensuring Balance in National Policies on Controiied Substances
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psychiatric and neurological disorders, in particular on the 
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□ yes, please specify:
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□

> maternai health?

□ yes, please specify:
□ no
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14 p if the country is in a transition towards improved access and 
availability of controiied medieines, are training eourses for 
physicians, pharmacists and nurses to teach the rational use of 
these medicines given throughout the country?

□ yes
□ no
□ unknown

□

Estimates and statistics

15 p a] Does the government have a method to realistically 
estimate the medical and scientific requirements for controiied 
substances?

□ yes, please specify:
□ no
□ unknovi/n

□

1 R p b) Does this method include a certain surplus In order to 
minimize chances that the estimates are insuffieient towards 
the end of the year?

□ yes
□ no
□ unknovi/n

□

15 p c) Has the government critically examined this method and 
validated it against the methods recommended by WHO and 
INCB?"

□ yes
□ no
□ unknown

□

n VVHO/iNCB Manuai on estimates in preparation at the moment of pubiieation of this document,
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15 p Has the government established a satisfactory system to 
collect Information about requirements for controlled 
medicines from relevant facilities?

□ yes, please specify:
□ no
□ unknovv'n

□

16 p a) Does the government furnish estimates to the iNCB of the 
requirements for nareotic drugs and certain precursors for the 
next year in a timely manner?

□ no ^
□ unknown

□

16 p b) Does the government furnish assessments (simplified 
estimates) to the INCB of the requirements for psychotropic 
substances at least every three years?

□ no ^
□ unknown

□

16 p c] if it appears that the medical need for narcotie drugs 
(mainly opioid analgesics and long-acting opioid agonists for 
treatment of dependence) will exeeed the estimated amount 
that has been confirmed by the INCB, is it government policy 
to furnish a supplementary estimate to the INCB?

□ yes
□ no
□ unknown

□

17 p Does the government submit to the INCB in a timely manner 
the required quarterly and annual statistical reports on 
narcotic drugs and psychotropic substances?

□ yes, please provide submlsslors dates for the last 
year:

□ no
□ unknown

□
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15 p Has the government established a satisfactory system to 
collect Information about requirements for controlled 
medicines from relevant facilities?

□ yes, please specify:
□ no
□ unknovv'n

□

16 p a) Does the government furnish estimates to the iNCB of the 
requirements for nareotic drugs and certain precursors for the 
next year in a timely manner?

□ no ^
□ unknown

□

16 p b) Does the government furnish assessments (simplified 
estimates) to the INCB of the requirements for psychotropic 
substances at least every three years?

□ no ^
□ unknown

□

16 p c] if it appears that the medical need for narcotie drugs 
(mainly opioid analgesics and long-acting opioid agonists for 
treatment of dependence) will exeeed the estimated amount 
that has been confirmed by the INCB, is it government policy 
to furnish a supplementary estimate to the INCB?

□ yes
□ no
□ unknown

□

17 p Does the government submit to the INCB in a timely manner 
the required quarterly and annual statistical reports on 
narcotic drugs and psychotropic substances?

□ yes, please provide submlsslors dates for the last 
year:

□ no
□ unknown

□

FSMB 001891

DEF-MDL-12690.00066



Mnirri-n Legal i Question

!-iri' d

Procurement (See also the questions for Guideline 7)

18 P a] Has the government established a satisfactory system that 
ensures, In cooperation with the distribution channels, that 
the procurement, manufacture, and distribution of controlled 
medicines are aecompllshed in a timely manner so that there 
are no shortages of supply, and that such medicines are always 
available to patients when they are needed?

□ yes
□ no
□ unknovi/n

□

18 P b) Is there a sufficiently geographleal coverage of pharmacies 
and/or dispensaries all over the country, not limited to hospital 
pharmacies, where patients and their families can obtain 
controlled medicines 'without spending considerable amounts 
of time on travel, nor needing to make high expenses for such 
travel?

□ yes
□ no
□ unkno'wn

□

19 P a) Does the government promote the availability of controlled 
medicines at affordable cost?

□ yes, please specify methods;
□ no
□ Linkno'wn

□

13 P b) Are there any fees for licenses for the market admission, 
procurement, manufacture, and distribution of controlled 
medicines in addition to those licenses reguired for medicines 
not under control?

□ yes, please specify 'which licenses and fees:
□ no
□ unknovv'n

□

20 P Are the drug control authorities responsible for Issuing export 
permits aware of the existence of the WHO model guiddines 
for the international provision of controiied medicines for 
emergency medical care, and did they ever apply therrf?

□ yes, but not applied
□ yes and applied; please specify:
□ no
□ unkno'wn

□

ensuring Balance in National Poiides on Controiied Substances
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Mnirri-n Legal i Question

!-iri' d

Procurement (See also the questions for Guideline 7)

18 P a] Has the government established a satisfactory system that 
ensures, In cooperation with the distribution channels, that 
the procurement, manufacture, and distribution of controlled 
medicines are aecompllshed in a timely manner so that there 
are no shortages of supply, and that such medicines are always 
available to patients when they are needed?

□ yes
□ no
□ unknovi/n

□

18 P b) Is there a sufficiently geographleal coverage of pharmacies 
and/or dispensaries all over the country, not limited to hospital 
pharmacies, where patients and their families can obtain 
controlled medicines 'without spending considerable amounts 
of time on travel, nor needing to make high expenses for such 
travel?

□ yes
□ no
□ unkno'wn

□

19 P a) Does the government promote the availability of controlled 
medicines at affordable cost?

□ yes, please specify methods;
□ no
□ Linkno'wn

□

13 P b) Are there any fees for licenses for the market admission, 
procurement, manufacture, and distribution of controlled 
medicines in addition to those licenses reguired for medicines 
not under control?

□ yes, please specify 'which licenses and fees:
□ no
□ unknovv'n

□

20 P Are the drug control authorities responsible for Issuing export 
permits aware of the existence of the WHO model guiddines 
for the international provision of controiied medicines for 
emergency medical care, and did they ever apply therrf?

□ yes, but not applied
□ yes and applied; please specify:
□ no
□ unkno'wn

□
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If yes|

Other

2i L/P a) If the country considers enacting for any national drug 
control measures on any substance or medicine not under 
international control, is there a proeedure to assess the real 
risk of abuse, the harm caused by such abuse, and its medical 
usefulness in decision-making and Is it ensured that any drug 
control measure does not affeet medical availability and 
accessibility?

□ yes, please specify methods:
□ no
□ unknown

□

21 L/P If the country applies any national drug control measures on 
any substance or medicine not under international control, 
does it equally apply the relevant guidelines from this 
document on such a substance?

□ yes

□ no
□ unknown

□

21 P if ketamine and/or tramadol is a controlled substance in 
the country, is medical availability and accessibility ensured 
throughout the country by applying the relevant guidelines 
from tills document?

□ yes

□ no
□ unknown

□
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2i L/P a) If the country considers enacting for any national drug 
control measures on any substance or medicine not under 
international control, is there a proeedure to assess the real 
risk of abuse, the harm caused by such abuse, and its medical 
usefulness in decision-making and Is it ensured that any drug 
control measure does not affeet medical availability and 
accessibility?

□ yes, please specify methods:
□ no
□ unknown

□

21 L/P If the country applies any national drug control measures on 
any substance or medicine not under international control, 
does it equally apply the relevant guidelines from this 
document on such a substance?

□ yes

□ no
□ unknown

□

21 P if ketamine and/or tramadol is a controlled substance in 
the country, is medical availability and accessibility ensured 
throughout the country by applying the relevant guidelines 
from tills document?

□ yes

□ no
□ unknown

□
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The Guidelines Development Group Members and other external participants were requested to provide a

Azizbek Boltaev reported that he served as an international expert for the United Nations Office on Drugs 
and Crime for training Turkmen drug treatment speeiallsts and for preparing a report on quality standards 
of drug dependence treatment in Central Asia. He received an honorarium for his work. For the Eurasian 
Harm Reduction Network he provided technical assistance in a workshop on opioid substitution therapy and 
co-authored a review of the state of opioid substitution therapy in the Central Asian region, for which he 
receive LiS$ 1000 and reimbursement of his expenses. Currently, he serves as the principal investigator of a 
US NIH funded project at Bukhara State Medical institute that focuses on the analysis of cost-effectiveness 
of harm reduction strategies in Uzbekistan, including opioid substitution therapy. From 2006 to 2009 he 
served as a Regional Harm Reduetion Advisor to DFID-funded Central Asian Regional HiV/AlDS Programme 
at 6RM international that supported the range of services targeting Injecting drug users, including opioid 
substitution therapy.
He receives reimbursement from the European Commission, 7*’' Framework Programme, for the cost of his 
participation in the Guidelines Development Group meeting.

Snezana Bosnjak is an international Pain Policy Fellow and the President of the National Palliative Care 
Commission In Serbia, in both functions she provided expert opinion and gave public statements on the need 
and methods to Improve availability of opioids for pain and palliative care through education and policy.
As Commission President, she also provided guidance to the government regarding a new bill on controlled 
substances. For the International Pain FMliey Fellowship she received a US$ 12 000 honorarium and LlS$ 2000 
per year for expenses (2006 - 2008) and US$ 6000 per year for honorarium and expenses (2009 - 2010) 
from the Open Society Foundation. She received minor remuneration at various occasions for presentations 
on the use of opioid analgesics from Jansen and Hemofarma; for preparing brochures on the proper use of 
Duragesic patches; and for training staff of Merck on the appropriate use of morphine drops. She received 
a travel grant from Jansen to participate in the EAPC 2009 Congress. For the International Association for 
the Study of Pain, her team received research support to develop a brochure on opioiphobia for patients 
and professionals (US$ 7940). She receives reimbursement from the European Commission, T'' Framework 
Programme for the cost of her participation in the tluidelines Development Group meeting.

Jim Cleary reported to be Director, Pain and Policies Study Group at the Paul C. Carbone Comprehensive 
Cancer Center, University of Wisconsin, Madison Wl, United States. He also reported to be an independent 
member of the Data, Safety and Monitoring Committee for pain medicine of Wex Pharma (annual 
remuneration US$ 3500). He also reported to be the institutional principal investigator for two studies by 
Archimedes (2008) and Wyeth (current). For both studies the University received a remuneration of US$ 7000 
per patient. He spoke at medical grand rounds and a conference at which he has discussed increased access 
to opioids for pain control (honorarium of US$ 2500 - US$ 7500), He also reported he has participated in a 
documentary film by WhyteFiouse on access fo pain medicines vHth no honorarium,

Saskla Junger declared thaf the unit wdiere she is employed is one where colleagues received funding from 
various pharmaceutical companies, Including the opioid producing companies tirunenthal, Mundipharma and 
Janssen, She received reimbursement from the European Commission, 7*'- Framew'ork Programme, for the cost 
of her participation In the Guidelines Development Group meeting.

Liliana de Lima reported being employed as the Executive Director of the International Association for 
Hospice and FGIliative Care (lAHF’C) for the past ten years. One of the areas of work of lAFiPC is improving 
access to opioid medications for medical treatment. She provides expert advice to the Governments of 
Colombia, FMru and Panama related to access to controlled medieines.

Society Foundation to conduct policy research and advocacy on accessibility of controlled medicines.

FSMB 001899

DEF-MDL-12690.00074

The Guidelines Development Group Members and other external participants were requested to provide a

Azizbek Boltaev reported that he served as an international expert for the United Nations Office on Drugs 
and Crime for training Turkmen drug treatment speeiallsts and for preparing a report on quality standards 
of drug dependence treatment in Central Asia. He received an honorarium for his work. For the Eurasian 
Harm Reduction Network he provided technical assistance in a workshop on opioid substitution therapy and 
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Aukje Mantel-Teeuwisse receives reimbursement from the European Commission, 7’-^ Framework Programme 
for the cost of her participation in the Guidelines Development Group meeting.

David Praiil reported that he is the CEO of Help the Hospiees - the national UK eharity representing UK 
hospices. Help the Hospices receives government funding for three programmes: one in Sierra Leone, one 
with the African Pa illative Care Assoeiation, and one on the development of palliative care for children in 
India and Malawi. He sits on the board of the VVorldvOde Palliative Care Alliance, and the board of the Indian 
Association of Palliative Care, Help the Hospiees shares an interest in this area In as much as it is keen to 
see, and does all that it can to support, activities that promote appropriate aecess to pain eontroi medicines 
and other medicines required by palliative care physicians across the world. He receives reimbursement from 
the European Commission, 7*’' Framework Programme for the cost of his participation in the Guidelines 
Development Group meeting.

Lukas Radbruch reported being the President of the European Association for Palliative Care (EAPC) since 
2007, with involvement in activities to develop and Implement palliative care in Europe, including media 
activities and projects to survey and improve the access to opioid medications in Europe, with no personal 
honorarium for this work. He receives reimbursement from the European Commission, Framework 
Programme for the cost of his participation In the Guidelines Development Group meeting. He has given 
presentations at medical conferences for Archimedes and Cephaion on the development of medicines, 
receiving honorariums of 1000 - 2000. He is a Member of the Board of the Woridwade Palliative Care 
Alliance.

Ailyn Taylor reported that she verote a paper on access to pain medicine for the International Union against 
Cancer (UiCC) as a consultant and received a honorarium of US$ 10 000. She has received funding for travel.

Tom Lynch receives reimbursement from the European Commission, 7“’ Framework Programme for the cost 
of his participation in the Ctuideiines Development Group meeting. He attended a conference by the Pain and 
Policy Studies Group and received reimbursement for his travel from the Open Society Foundation,

Most declared interests coincide with the World Health Organization's objective of balancing controlled 
substances policies. They are not considered to be conflicting. Declarations that included involvement with 
the pharmaceutical industry are ail considered minor. Moreover, the current guidelines do not make any 
recommendation on products or treatment methods.

ensuring Balance in National Poiides on Coritroiied Substances

FSMB 001900

DEF-MDL-12690.00075

Aukje Mantel-Teeuwisse receives reimbursement from the European Commission, 7’-^ Framework Programme 
for the cost of her participation in the Guidelines Development Group meeting.

David Praiil reported that he is the CEO of Help the Hospiees - the national UK eharity representing UK 
hospices. Help the Hospices receives government funding for three programmes: one in Sierra Leone, one 
with the African Pa illative Care Assoeiation, and one on the development of palliative care for children in 
India and Malawi. He sits on the board of the VVorldvOde Palliative Care Alliance, and the board of the Indian 
Association of Palliative Care, Help the Hospiees shares an interest in this area In as much as it is keen to 
see, and does all that it can to support, activities that promote appropriate aecess to pain eontroi medicines 
and other medicines required by palliative care physicians across the world. He receives reimbursement from 
the European Commission, 7*’' Framework Programme for the cost of his participation in the Guidelines 
Development Group meeting.

Lukas Radbruch reported being the President of the European Association for Palliative Care (EAPC) since 
2007, with involvement in activities to develop and Implement palliative care in Europe, including media 
activities and projects to survey and improve the access to opioid medications in Europe, with no personal 
honorarium for this work. He receives reimbursement from the European Commission, Framework 
Programme for the cost of his participation In the Guidelines Development Group meeting. He has given 
presentations at medical conferences for Archimedes and Cephaion on the development of medicines, 
receiving honorariums of 1000 - 2000. He is a Member of the Board of the Woridwade Palliative Care 
Alliance.

Ailyn Taylor reported that she verote a paper on access to pain medicine for the International Union against 
Cancer (UiCC) as a consultant and received a honorarium of US$ 10 000. She has received funding for travel.

Tom Lynch receives reimbursement from the European Commission, 7“’ Framework Programme for the cost 
of his participation in the Ctuideiines Development Group meeting. He attended a conference by the Pain and 
Policy Studies Group and received reimbursement for his travel from the Open Society Foundation,

Most declared interests coincide with the World Health Organization's objective of balancing controlled 
substances policies. They are not considered to be conflicting. Declarations that included involvement with 
the pharmaceutical industry are ail considered minor. Moreover, the current guidelines do not make any 
recommendation on products or treatment methods.

ensuring Balance in National Poiides on Coritroiied Substances

FSMB 001900

DEF-MDL-12690.00075



FSMB 001901

DEF-MDL-12690.00076

FSMB 001901

DEF-MDL-12690.00076



ANNEX 1

FSMB 001902

DEF-MDL-12690.00077

ANNEX 1

FSMB 001902

DEF-MDL-12690.00077



CONTROLLED MEDICINES ALSO LISTED AS WHO ESSENTIAL MEDICINES OR WHO 
ESSENTIAL MEDICINES FOR CHILDREN (95, 96j

Suhstiiiiri' Dos:k|v.‘ form Slri'ii(|th liidir.'itioiis For
Childit'M

For
Adults

buprenorphine not specified not specified used In substance dependence 
programmes - X

codeine tablet 15 mg
(phosphate)

opioid analgesic
X X

30 mg 
(phosphate)

1. opioid analgesic
2, (indication under revieve)
a n t i d i a r r h 0 e a I (sy m p to m a t i c) 
medicines In adults

- X

diazepam * injection 5 mg/ml in 2mi 
ampoule

preoperative medieatlon 
and sedation for short-term 
procedures

X X

oral liquid 2 mg/5 mi generalized anxiety X ...

rectal
solution or
gel

5 mg/ml in 0,5 ml 
tube

5 mg/ml in 1 ml 
tube

a n t i c 0 n V Li I s a n t / a n t i e p i I e p t i c
X

X

X

5 mg/ml in 2 ml 
tube X X

5 mg/ml in 4 ml 
tube X X

tablet 2 mg generalized anxiety X X

5 mg 1. generalized anxiety
2, preoperative medication 
and sedation for short-term 
procedures

X X

10 mg generalized anxiety X X

ephedrine injection 30 mg
(bydroehloride)/ 
mi in 1 ml 
ampoule

spinal anaesthesia during 
delivery, to prevent 
hypotension - X

ergometrine * injection 200 mierograms 
(hydrogen 
maieate) in 1 ml 
ampoule

oxytocic
... X

lorazepam * parenteral
formulation

2 mg/ml in 1 ml 
ampoule

anticonvulsant/ antiepiieptic
X X

4 mg/ml in 1 ml 
ampoule X X
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CONTROLLED MEDICINES ALSO LISTED AS WHO ESSENTIAL MEDICINES OR WHO 
ESSENTIAL MEDICINES FOR CHILDREN (95, 96j

Suhstiiiiri' Dos:k|v.‘ form Slri'ii(|th liidir.'itioiis For
Childit'M

For
Adults

buprenorphine not specified not specified used In substance dependence 
programmes - X

codeine tablet 15 mg
(phosphate)

opioid analgesic
X X

30 mg 
(phosphate)

1. opioid analgesic
2, (indication under revieve)
a n t i d i a r r h 0 e a I (sy m p to m a t i c) 
medicines In adults

- X

diazepam * injection 5 mg/ml in 2mi 
ampoule

preoperative medieatlon 
and sedation for short-term 
procedures

X X

oral liquid 2 mg/5 mi generalized anxiety X ...

rectal
solution or
gel

5 mg/ml in 0,5 ml 
tube

5 mg/ml in 1 ml 
tube

a n t i c 0 n V Li I s a n t / a n t i e p i I e p t i c
X

X

X

5 mg/ml in 2 ml 
tube X X

5 mg/ml in 4 ml 
tube X X

tablet 2 mg generalized anxiety X X

5 mg 1. generalized anxiety
2, preoperative medication 
and sedation for short-term 
procedures

X X

10 mg generalized anxiety X X

ephedrine injection 30 mg
(bydroehloride)/ 
mi in 1 ml 
ampoule

spinal anaesthesia during 
delivery, to prevent 
hypotension - X

ergometrine * injection 200 mierograms 
(hydrogen 
maieate) in 1 ml 
ampoule

oxytocic
... X

lorazepam * parenteral
formulation

2 mg/ml in 1 ml 
ampoule

anticonvulsant/ antiepiieptic
X X

4 mg/ml in 1 ml 
ampoule X X
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D()s:k|i- form Stmi(|th liidir.'itions

methadone* | concentrate | 5 mg/ml
i for oral liquid | (hydrochloride)

used in substance dependence 
programmes

1Q mg/rn! 
(hydrochloride)

midazolam

morphine

ora! liquid 5 mg/5 ml i used in substance dependence " X i

10 mg/5 ml i
programmes

- X

injection 1 mg/ml anticonvulsant/antiepileptic X

5 mg/ml X -

granules
(modified

20 mg i opioid analgesic X
-

release) (to 
mix with 30 mg I X -

water) 60 mg X
-

100 mg X i

200 mg X
I

i injection 1 10 mg/mi (sulfate i 
or hydrochloride] i 
in 1 mi ampoule i

1. preoperative medication 
and sedation for short-term 
procedures
2. opioid analgesic

X X i

i oral liquid 10 mg (morphine 
hydrochioride 
or morphine 
sulfatej/5 ml

opioid analgesic

X X

i tablet 
(Immediate 

1 release)

10 mg (morphine 
sulfate)

i opioid analgesic
X X

i tablet 
i (prolonged

10 mg
(morphine sulfate)

i opioid analgesic
X X

i release) 30 mg (morphine 
suifate)

X X

i 60 mg (morphine 
sulfate)

X X i

EinsUfing Balance in National Policies on Centro iied Substances
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D()s:k|i- form Stmi(|th liidir.'itions

methadone* | concentrate | 5 mg/ml
i for oral liquid | (hydrochloride)

used in substance dependence 
programmes

1Q mg/rn! 
(hydrochloride)

midazolam

morphine

ora! liquid 5 mg/5 ml i used in substance dependence " X i

10 mg/5 ml i
programmes

- X

injection 1 mg/ml anticonvulsant/antiepileptic X

5 mg/ml X -

granules
(modified

20 mg i opioid analgesic X
-

release) (to 
mix with 30 mg I X -

water) 60 mg X
-

100 mg X i

200 mg X
I

i injection 1 10 mg/mi (sulfate i 
or hydrochloride] i 
in 1 mi ampoule i

1. preoperative medication 
and sedation for short-term 
procedures
2. opioid analgesic

X X i

i oral liquid 10 mg (morphine 
hydrochioride 
or morphine 
sulfatej/5 ml

opioid analgesic

X X

i tablet 
(Immediate 

1 release)

10 mg (morphine 
sulfate)

i opioid analgesic
X X

i tablet 
i (prolonged

10 mg
(morphine sulfate)

i opioid analgesic
X X

i release) 30 mg (morphine 
suifate)

X X

i 60 mg (morphine 
sulfate)

X X i

EinsUfing Balance in National Policies on Centro iied Substances
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Siil)st:iiirc Dris:ir|r ftiiiii Stroiir|th
Cliildi I'll

For 1
Adults 1

phenobarbital injection i 200 mg/ml
(phenobarbital
sodium]

antieonvuisant/antiepih:ptic
i X X

oral liquid 15 mg/5 ml 
(phenobarbital)

antieonvuisant/antiepii :ptic 1 ^
X

tablet various strengths: 
1 15 mg to 100 mg

antieonvuisant/antiepil rptic ^
X

thiopental powder for 
I injection

0.5 g (sodium 
salt) in ampoule

genera! anaesthetic
X X

1 g (sodium salt.) 
in ampoule

i X X

nhe Sisted medicine should be the example of the class for which there is the best evidence for effectiveness 

and safety.

Remark: Ketamine Injcetlon 50 mg (as hydrochiorldc]/mi in 10ml vial is listed for general anaesthesia. 
Ketamine is not under mf;emot/ona/control. However, In some countries it is under /jatmm?/control. 
Therefore according to Guideline 21, the guidelines in this document should be equally applied to ketamine

(95, 96l
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Siil)st:iiirc Dris:ir|r ftiiiii Stroiir|th
Cliildi I'll

For 1
Adults 1

phenobarbital injection i 200 mg/ml
(phenobarbital
sodium]

antieonvuisant/antiepih:ptic
i X X

oral liquid 15 mg/5 ml 
(phenobarbital)

antieonvuisant/antiepii :ptic 1 ^
X

tablet various strengths: 
1 15 mg to 100 mg

antieonvuisant/antiepil rptic ^
X

thiopental powder for 
I injection

0.5 g (sodium 
salt) in ampoule

genera! anaesthetic
X X

1 g (sodium salt.) 
in ampoule

i X X

nhe Sisted medicine should be the example of the class for which there is the best evidence for effectiveness 

and safety.

Remark: Ketamine Injcetlon 50 mg (as hydrochiorldc]/mi in 10ml vial is listed for general anaesthesia. 
Ketamine is not under mf;emot/ona/control. However, In some countries it is under /jatmm?/control. 
Therefore according to Guideline 21, the guidelines in this document should be equally applied to ketamine

(95, 96l
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World Health Organization, Cancer pain rdief with o guide to opioid avaiiability, 2nd ed. Geneva, 1396, 
Available in Chinese, English*'', French*, Russian, Spanish* and Thai*,

WHO Bookshop: http:;7apps.who.lrit/bookorders/anglals/detart1.jsp?sessian^1fl-codian^1fteodcoW15Etcod 
cch=2247 (accessed 3 January 2011)
Dovi/nloadabie from the WHO Library at: http://vvhqllbdoc.who.int7piibiicatlons/9241544821.pdf 
(accessed 3 January 2011)

World Health Organization, Cancer pain rdief and pailiative care in ehiidren. Geneva, 1998. ISBN 92 4 
154557 7‘L Available in Azeri*, Bulgarian*, Chinese, English*, French*, Romanian*, Russian* and Spanish*.

WHO Bookshop: http://apps.who.int/bookorders/anglais/detart1.jsp7sesslarm1Eicodiarm1EicodcoW15Etcod 
cctm459 (accessed 3 January 2011)
Dowosloadable from the WHO Library at: http://whqlibdoc,vvho.int/pubiications/9241545127,pdf 
(accessed 3 January 2011)

World Health Organization. Pailiative eaiv: symptom management and end-of-iife care: interim guidelines for 
first-level facility health workers. Geneva, 2004. ISBN 978 92 4 159723 2. Available in English* and French*. 

More information at: ht.tp://vvvvvv.v.'ho,int/hiv/pub/imal/prlmary_pailiative/en/index.htrnl 
(accessed 3 January 2011)
Dow'nloadable at: http://www.who.int7hiv/pub/imai/genericpa Iiiativecare082004.pdf 
(accessed 3 January 2011)

World Health Organization. WHO treatment guidelines on the pharmacological treatment of persisting pain 
in children with medical illness. Geneva, In preparation; planned 2011, English and various other ianguages. 
(Will replace Cancer pain relief and pailiative care in children.]

World Health Organization, WHO treatment guidelines on the pharmacological treatment of persisting pain 
in adults with medical Illness, (planned)
(Will replace Cancer pain relief with a guide to opioid availability]

World Health Organization, WHO treatment guidelines on non-persisting pain, (planned)

Treatment of opioid dependence
World Health Organization, Guidelines for the psychosoeialiy assisted pharmacological treatment of opioid 
dependence. Geneva, 2009. ISBN 978 92 4 154754 3. English*.

WHO Bookshop: http://apps.who.int/bookorders/anglals/detart1 .jsp?sesslan=1 Etcodlarml&-codcol==15£i 
codcch^745 (accessed 3 January 2011)
Downloadable from the WHO Library at: http:/7whgiibdoc,who.lnt/publlcations/2009/97892415475>43... 
eng.pdf (accessed 3 January 2011)

p Language versions marked with an asterisk are on the enclosed CO-ROM.

q ISBN Numbers refer to English version. For ISBN numbers for other language versions please consult the links provided.
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Treatment of opioid dependence
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World Health Organization. WHO recommendations for the prevention of postpartum haemorrhage. (3eneva, 
2007. English*. WHO ref: WHO/MPS/07.06

More information at: http://v>rww.who.lnt/making....pregnancy..safef7docurnents/who...mps..0706/en/
index.html (accessed 3 January 2011)
Downloadable from the WHO Librasy at: http://'whqlibdoc.'who.mt7hq/2007/WHO_MPS_07.06_eng.pdf 
(aeeessed 3 January 2011)

World Health Organization. WHO guidelines for the management of postpartum haemorrhage and retained 
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Contents of the CD™ROM Ensuring balance In national 
policies on controlled sotefances

® Reference list; to Ensuring balance in nalionai policies on controlied substances: guidance for 
availability and accessibility of controlied medicines

* Country Assessment Checklist (version in Word format]
® Barriers to opioid anaigesie availability test (BOAT) (Adapted version)
® WHO model list of essential medicines, 16'^’ ed, Geneva, March 2009, (Multiple languages)
® WHO mode! list of essential medicines for children, 2"'' ed. Geneva, March 2009 (Multiple languages)
® Full texts of guidelines mentioned in Annex 2; Selected WFIO treatment guidelines (Multiple languages]
® World Flealth Organization, Model guidelines for the international provision of controlled medielnes for 

emergency medical care. Geneva, 1996. (English and Freneh)
® Further reading

o Access to Controlled Medicines 
c Barriers 
o Flyman rights 
o Injecting Drug Use 
o Logistics 
o Maternal mortality 
o Pain management
c Palliative care

I nte mat! o n a i Co nve nt i o ns:
® The International drug control conventions, their schedules and their official commentaries (English)'
* ICFSCR (English, French] and Its General Comment 14 (Multiple languages)
® WHO Constitution (Multiple languages)
® Other conventions that involve access to medicines and to health

o Convention on the Elimination of Ali Forms of Discrimination against Women (English)

r For other language versions (Arabic, Chinese, French, Russian and Spanish): www.incb.org (accessed 9 January 2011).
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