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PREFAC

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 thelr implemertation continue to be highly effective
in preventing the diversion of drugs from licit to Hlicit markets iy internations! trade and in protecting
sociely from the consequences of dependence. However, enual emphasis has not been placed on the other
fundamental objective of the treaties of ensuring that controlled substances are available for medical and
seientific purposes. As a result, the health benefits that can be derived from medicines containing controlled
substances remain inaccessible to the large maiority of people around the world,

The majority of substances controlled under the international drug control treaties, notably narcotic

drugs and psychotropic substances, have a variety of medical uses. Opioid analgesics, such as codeine and
morphine, and antiepileptics, such as lorazepam and phenobarbital, are considered as essential medicines
by the World Health Organization. There is broad consensus that opioid analgesics are indispensable for the
treatment of moderate to severe pain and some, like methadone and buprenarphine, are increasingly used
for the treatment of druy dependence. The widespread recognition of the therapeutic value of controiled
substances has led in recent years to 2 substantial increase in their consumption. However, this increase
has cocurred predominantly in developed countries. In contrast, the availability of controlled substances
has remmained very low in most developing countries and is far from adequate to meet the medicsl needs
of their populations, Unless remedial measures are implemented, the gap in the availability of controlled
substances, namely opioid analgesics, will widen as the number of patients diagnosed with cancer and AIDS
inn developing couniries rises,

There are many reasons to account for the inadeguate availability of controlled substances for medical
purposes, Some relate 1o the economic and social development of 2 country and affect the supply of
medicines iy general, Others are specific to controlled substances and aperate within the specific reguiatory
system that exists in some countries for the manufacture, prescription and distribution of such substances.
In some countries, laws and reguiations ntended 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 controlied substances for
medical purposes. Yet preventing the shuse of controlled substances and ensuring their avaiability for licit
uses are complementary, and not mutuaily exclusive, objectives of the internationa! 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 policy makers about
controtled substances and their therapeutic value, Moreover, in many countries, inadequate knowledge
and fear of dependence are key reasons behind the unwillingness of health professionals 1o prescribe
controtled substances. To address these issues, policy malkers need to go a step further than relaxing
reguiatory restrictions to availability: they should devise and implement ensbling policies that promote
widespread understanding about the therapeutic usetulness of controlled substances and their rational
use. Health professionals should be frained in prescribing and administering controlled substances,
Patients should be informed about the benefits and risks of using controled substances. Drug control
and law enforcement personnel shouid be sensitized to their medical and scientific necessity, Promoting
diatogue among all these sectors is also essential to Toster 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 betwesn ensuring
aceess and preventing abuse.

Ensuring Baiancs in National Policies on Controlled S
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Ensuring that controlied medicings reach those patients who need them most is a multifaceted challenge.
Az such, it demands a response that is applied on many fronts and that requires the involverment of

and cooperation among many sectors of Government and society. This response should be rooted in the
recagnition that controlied substances are indispensable for medical and scientific purposes. This recognition
means that ensuring access to controlied 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 tasl of removing impediments to the availability of controlled
medicines and promoting their rational use.

Ersuring the adequate availability of controlied substances for medical and scientific purposes is one of

the objectives of the international drug control treaties that has yet to be universally achioved, As the
guardian of the international 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 thelr drug
control policies. H s to assist Governments in this task that WHUO, with the support of INCB, developed the
first version of the present guidelines ten years agoe. Today, controlled substances continue to be important
for the relief from pain and suffering and have been recognised o 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
achisve 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
iternational Narcotios Control Board
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These rew World Health Organization 0NHD) policy quidelines Ensuring bolonce in nutional polivies on
cortroffed substonces: guidance for avaifability and accessibifity of controffed medicines build on a previous
set of guidelines, Achieving bolonce in nutional oploids control policy: guidelines for assessment, published
in 2000,

The 2000 document primarily addressed the need to address pain in cancer patients, However, WHO
gstimates that every vear 5.5 million terminal cancer patients still suffer moderate {o severs pain that is not
managed at all. There is therefore a continued need for guidance in this area.

Cancer, however, is not the only cause of pain, WHO estimates that tens of millions of pecple experience
unrelieved pain from different diseases and conditions other than cancer, and therefors reguire access tn
medicines {many of which are controlled] to relieve pain,

And controlied medicinegs are not only used to relieve pain, Better access to different controlled medicines
could prevent Tor instance 130 000 new HIY infections among injecting drug users, and around 75 000 cases
of maternal death.

The new guidelines cover a wider range of medicines and signal aspects that were previously not covered, but
that should be considered while working or improving access: human rights, gender and the public health
perspective.

The challenge now is to implement them, WHO commits 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 Etiennge
Assistant Birector-General
Health Systems and Services
World Health Organization
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CUTIVE SUN

Ensuring bolance in notional policies on controlied subsionces: guidance for mvallobility and aceessibility of
controled medicines provides guidance on policies and tegistation with regards to gvoifebility, aocessibiity,
affordability and controf of medicines made from substances requilated under the international drug control
conventions, hersin referred to as "controlled medicines” Their scope encompasses “all controlled medicines”,
but with 2 specific Tocus on essential medicines. Cortrolied medicines play an important role in several areas
of medicine, including pain treatment, treatment of opioid dependence, emergency obstetrics, psychiatry and
neurclogy.

The availability, accessibility and affordability of controlied medicines are important issues Tor sl countries,
but problematic for most of them. The World Health Organization (WHO} promotes governments, oivil society
and other interested individuals fo strive for the masximum public health outcome of policies related to

these medicines, WHO considers the public health cutoome to be at its maximum {or "balanced”) when the
aptimum is reached between maximizing access for rational medical use and minimizing substance abuse,
Folicy-makers, scademia, 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 {0 ensure that betfer use is made of
controlled medicines and that more patients benefit from the advantages that their rational use can offer,

All countries have g duad 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 shouid aim at a policy that vltimately
achieves both ohiectives; in other words, 2 "balanced policy”,

The core egal 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
i various Mitiennium Development Goals, which cannot be achieved without controlled medicines. From
the public health perspective, there are many sovietal benefits, including cost savings and reduction of
transmission of infectious disease. Obviously, there is & moral obligation on governments to prevent people
from suffering or dying I this is in any way preventable,

However, WHUO estimates that every year fens of millions of people suffer disease, moderate to severe pain
and ultimately death due to rot heving access to controlled medicines, ncluding:

» 1 million end-stage HIVIAIDS patients;

= 55 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};

#  Pasdiatric patients;

= 130 000 preventable new HIV infections and an unknown number of other blood-borne infections;

= 75000 women who die during childbirth,

After 19BE, the total global consumption of morphine increased significantly, but the increase only occurred
in 3 Himited number of industrialized countries. Approsimately 80% of the world's popuiation does not

have acress to morphine for pain relief. For the pharmacological treatment of dependence syndrome, only
70 countries have services that are operational, while globally only 8% of injecting drug users receive this
therapy.
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Controlled medicines may be unavailable, inaccessible or unaffordable for 2 variety of reasons, including:
= legisiation and policy issues;
# ack of knowledge and so
* economic aspects.

al attitude:

Governments should therefore work continuously on off 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, accessibility and
affordability of controlled medicines from a policy perspective. They relate to seven aspects of policy and
legisiation:

s content of drug control legislation and policy (Guidelines 1 and 23,

s guthorities and their role in the system [Guidelines 3 to 65
= policy planning for availability and accessibility {Guidelines 7 to 10);
» healtheare professionals {Guidelines 11 to 14}
* estimates and statistics [Guidelines 15 to 17}
s procurement (Guidelines 18 to 20);
s other {Guidaline 210

For each guideline, an explanation is provided, as well as the lega! background andfor justification for the
guideline, A Country Assessment Checkdist is also provided that enables users of the guidelinegs 1o check the
extent to which they are adhered to in a particular country.

The guidelines may be used by governments, health professionals and others as 2 national policy and
legisiation evaluation tool, by providing a basis for formulating new policies and legisiation or improving
existing polivies and tegislation; they may also be used as an educationsl tool to inform interested parties
about the relationship between national drug control policy and legislation and the availability and
accessibility of controlled medicines. Countries who wish to Tormulate new policy in this area, or improve
existing policies and fegislation may slso want fo work with WHO's Access to Controlied Medications
Proagramme (ACMPL The ACMP was jointly developed by the International Narcotics Control Board (INCE)
and WHO, and is operated by WHQO,

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 towards a situation where controlled medicines are
both readily available and accessible,

With the publication of this document, the previous guidelines Achieving bolonce in notional opioids control
policy: guidelines for assessment {2000] are withdrawn.

Ensuring Baiancs in National Policies on Controlled S
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GLOSSARY *

Abuse is defined by the WHO Dxpert Commitiee on Drug Bependence as “persistent or sporadic exressive
drug use inconsistent with or unrelated to ac<‘=eg‘s“;ak‘sle medical practice” (1), Abuse of 2 substance is 2 term
in wide use but of varying meaning. The term "abuse” is sometimes used disapprovingly to refer to any drug
use at all, particularly of illicit drugs, Because of its ambiguity, "sbuse” is not used in {[CD-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 hmlth and not to social conseguences {2,

The international drug conventions use the word "sbuse” and not “misuse” or “harmful and hazardous use™;
therefore, these guidelines use this word frequently, in part ';<:ui;ar when in relation to the conventions or their
abjectives.

Accessibility is the degree to which a medicine is obtainable for those who need i at the moment of need
with the least possible reguiatory, social or psychological barriers.

Affordability is the degree to which a medicine s obtainable for those who need it at the moment of need
at a cost that does not expose them o the risk of sertous negative consequences such &s not being able to

satisfy other basic human needs.

Agonist is a substance that binds to a receptor of 7 cell and triggers 2 respornse by that cell, Agonists often
mimic the action of a naturally occurring substance,

Analgesic is 3 medicine that reduces pain,
Aptagonist is 2 substance that blocks the action of an agonist.

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

Consumption statistics have to be reported by governments to the Intermational Narcotics (‘ontmi Board
(INCBY annually and represent the amounts of narcotic drugs that were distributed in the country o the
retail level, e, to hospitals, pharmacies and practitioners,

Controlled mudicines are medicines containing controlled substances.

Controlied substances are the substances listed in the internationad drug control conventions.
Convention is 3 formal agreement between States. The generic term “convention” is thus synonymous with
the generic term “treaty”. Conventions are normally open Tor par?mg ation by the international community
as a whole, or by & large number of States. Usually the instruments negotiated under the auspices of an

international organization are entitled conventions {3, 4).

Defined Daily Dose (DDDY is the sssumed average mainternance dose per day Tor 8 medicine used on i3
main indication in adults {51,

Bependenes is defined by the WHO Bxpert Committes on Drug Bependence as "A cluster of physiolngical,
behavioural and cognitive phenomena of variable intensity, in which the use of a psychoactive drug {or

o References to this guidelines document can be found on the CD-ROB and on the internet at www.whointfentity/medicinesfareasf
guality_safetyfReferencesErsBal.pdf
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drugs) takes on a high priority. The necessary descriptive characteristics are precsccupation with a desire to
obtain and take the drug and persistent drug-seeking behavior, Determinants and problematic consenuences
of drug dependence may be biological, psychological or social, and ususlly interact” (8. Dependence is
clearly established to be a disorder, WHOY's Infernationaf classificotion of diseases, 107 Edition {C0-10) (7
requires for Dependence syndrome that three or more of the following six characteristic featurss have been
experienced or exbibited:

{a} a strong desire or sense of compulsion to take the substance;

fh) difficulties in controlling substance-taking behaviour in terms of its onset, termination, or levels
of use;

fc) a phrysiological withdrawal state when substance use has ceased or been reduced, as evidenced
by the characteristic withdrawal syndrome Tor the substance; or use of the same {or a closely
refated} substance with the intention of relieving or avoiding withdrawal symptoms;

fd] evidence of tolerance, such that increased doses of the psychoactive substance are regquired in
order to achieve effects originally produced by Inwer doses;

fe) progressive neglect of alternative pleasures or interests because of psychoeactive substance
use, increased amount of time necessary 1o obtain or take the substance or fo recover from ifs
gtferts;

i persisting with substance use despite clear evidence of overtly harmtul consequences, such as

harm 1o the bver through excessive drinking, depressive moad states conseguent to periods of
heavy substance use, or drug-related impairment of cognitive functioning; efforts should be
marle to determine that the user was actually, or could be expected fo be, aware of the nature
and extent of the harm.

The Expert Committee on Drug Dependence (ECDD) concluded that “there were no substantial inconsistencies
hetween the definitions of dependence by the ECDD and the definition of dependence syndrome by the 1CD-
107 {6},

Diversion refers to the movement of cortrolied drugs from licit to llicit distribution channels or to ilicit use,

Essential medicines (for childven) are those medicines that are listed on the WHO Madel List of Essential
Medicines or the WHO Model List of Essential Medicines for Children. Both model lists present a list of
rminimum medicine needs for a basic healthoare systern, listing the most efficacious, safe and cost-¢fective
medicines for priority conditions. Annex 1 provides a list of controlled medicines also included on these Lists,

Estimates of the requirements for controlled substances for legitimate purposes have to be submitted 1o
INCB by the national competent authority. For narcotic drugs and for certain precursor chemicals, 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 vears,

international druy control conventions are the Single Convention on Narcotic Drugs of 1981 as amended
by the 1972 Protocol, the Convention on Paychotropic Substances of 1971, and the United Nations
Convention sgainst [Hicit Traffic in Narcotic Drugs and Psychotropic Substances, 19488,

Law refers to a set of rules on a specific fopic enacted by the legislative bady at the national, state or locsl
tevel and heving binding legal force,

Legistation refers to all rules having binding legal force at the national, state or local level,

Maintenance therapy (or opioid substitution therapy) with long-acting opioid agonists for the treatment

of opiold dependence involves relatively stable doses of the agonists {usuatly methadone or buprenorphine)

preseribed over prolonged periods of time {usually more than six months), which allows stabilization of brain
functions and prevention of craving and withdrawal [8).

Ensuring Baiancs in National Policies on Controlled S
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Misuse {of 2 controlled substance} for the purposes of these guidelings, is defined as the non-medical and
non-scientific use of substances controlied under the international drug control treaties or under nationa! law.

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

Mational authority, in these guidelings, refers to any government institution involved with 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 with these issues, such as federal, state
or provincial institutions,

MNational competent authority, in these guidelinegs, refers 1o any government agency responsible under

its national law for the control or regulation of 2 particular aspect of the country’s controlied substances
tegislation, in particwar to issue certificates and autharizations for the import and export of narcotic drugs
and psychotropic substances [9)

{plotd means literally "opium-like substance”™. It can be used in different contexts with different but
nwrﬁapyjmg m<==aning‘>"

. Botanical: ¢ selonging to the class of alkaloids produced by the poppy plant [Popaver
.somm?erum L Tmy oan aEs& Lm mliad natural opioids, Some of them {e.g. morphine and codeine] have
a mlge&zic properties (Mpain killers™); others do not.

2, Chemical: chemical substances having simtlar structural formulas as morphine, codeine and other natural
opioids {the benzylisoguinaline structure}, They may be natural or synthetic, An example of 3 {semi-Jsynthetic
opiotd is buprenorphine,

3. Pharmacological: chemical substances having similar pharmacelogical activity as morphine and codeine
i.e. analgesic properties. They can stem from the poppy plant, be synthetic or even made by the body s‘mif
fendorphinsg, and they may be structurally related to morphine or not. An example of & synthetic opioid not
structurally related to morphine is methadone

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

al  do not materially contribute to the prevention of misuse of the controlied medicines but do create an
impediment to thelr availability and accessibility; or

b} have the pofential to prevent the misuse of controlied medicines but disproportionately impede their
availability and accessibility

Whether a druy 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
contrivution 1o 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 avatability and accessibility of the medicing.

Party or State Party to a treaty is a country that has retified or acceded fo that particular treaty, ard is
therefore legally bound by the provisions in the instrument {3).

Preamble is an introductory statement {e.q. to a convention] {10,

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

Rational {medical} use, for the purposes of these guidelines, is defined as the appropriate use of a medicine
by both heaith professionals and consumers in their respective roles, Rational medical use aims at meeting
the clinical needs of the individual patient by presoribing, 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 thme to treat or cure the patient’s medical condition; it should also enable the patient to
adhere to such freatment.

Regulation refers 1o 2 set of rules on 2 specific topic with binding legal force at the national, state or local
tevel and enacted by an administrative body to which the authority to issue such rules has heen delegated by
the national, state or local legistative body.

Single Convention refers in this publication to the Single Convention on Narcotic Drugs, 1961, as amended
by the 1672 Protocol Amending the Single Convention on Narcotic Drugs, 1961 [ 11

Tolerance refers to a reduction in the sensitivity 1o & pharmacological agert following repeated
administration, in which increased doses are reguired to produce the same magnitude of effect.

Withdrawal syndrome is the ocourrence of 8 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,

Ensuring Baiancs in National Policies on Controlled S
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NTRODUCTION TO T
GUIDELINES

Purpose, target and scope

The purpose of these guidelines is to provide authoritative guidance on policies and legislation with regards
to availobility, accessibility, offordobility and controf of medicines made from substances that are controlled
under the international druy control conventions {#11-131° In this document, these medicines will be referred
to as “controlied medicines”

The availability, accessibility and atfordability 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 fo strive for the meximum public health outcome of policies related 0 these
redicines. WHO considers the public health outcome to be at its maximum {or "balanced"} when the optimum
i5 reached betwern maximizing access for rationsl medical use and minimizing hazardous or harmful use,

It is hoped that these guidelines, by identifying and overcoming the regulatory and policy barriers to the
rationat use of controlled medicines, will enable governments to achieve better treatment of those patients
that require them,

The guidelines” target audience {those groups and individuals whom it s envisaged will be encouraged to
uttlize this document] is:
o policy-makers, regulators {in government, administrative departments, national competent
authorities] and politicians;
s academiz and civil society;
# healtheare professionals and their organizations;
= individuals {including patients and thelr families) and organizations whose ares of work or interest is
drug control or public health,

The seape of these guidelines is gl controlled medicines”, These are medicinegs made from substances controlied
internationally under the Single Convention on Narcotic Drugs {further called "Single Convention™) and

under the Convention on Psychotropic Substances. 1t also includes medicines made from precursors requlated
under the United Nations Convention sgainst Hiicit Traffic in Narcotic Drugs and Psychotropic Substances,
Furthermore, they could also be other substances controlled under national drug laws and reguistions.

The guidelines pay special attention to those medicines that are also listed on the WHO Mode! List of
Essentinl Medicines and on the WHO Model List of Essential Medicines for Children® because these medicines
are essential for health and health care, In addition, governments should ensure balance in policies and
legislation with regard to other controlied medicines that are not listed as "essential medicines®

b Single Convention on Narcotic Drugs, 1861, as amended by the 1972 Protocol; Convention on Peychotropic Substances, 1971,
United Nations Corvention against Hlictt Traffic in Narcotic Drugs and Psychotropic Substances, 1988,

See Annex 1
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Background

Controlled medicines play an important role in several medical areas. Opicids are used to treat pain {opioid
analgesial, and B0 trest opiold dependence Uong-aeting opioid agonist therspy). Other controiled medicines are
resential i emergency obstetrics {ergometring, ephedrine] or used ss anxdalytics and hypnotics (benzndiazenines)
or as anti-eplleptics {phenobarbital and benzondiazenines).

There are 8 number of issues refated to balanced policies and legislation that are covered by other documents,
For example, guidance for actual treatment is covered by a number of WHO treatment guidelines that have
been or will be developed with involvement of g group of international experts through & transparent evidence-
based process that alms 1o ensure their universal applicability. There are WHO treatment quidelines on opioid
dependence, cancer pain (including cancer pain in children), emergency obstetrics and HIVIAIDS, Treatment
guidelines relevant to this document are listed in Annex 2.

There are also a number of documents addressing practica! aspects for implementing the recommendations
from this quidelines document, such as the UNODC publication A step-by-steg’ alporithm for the procurement
of controfled substances for substitution treatment, {practical information on importation of oploids) { 14).
Furthermore, Guidelines for the international provision of controfled medicines for emergency medical care
may be applied to disaster relief settings [75). Currently, WHO and INCB sre jointly developing quidelines for
estimating requirements for controlied substences.

The central principe of balance’

The ventmd princinie of “boloncy represents o dund obligation of governmenis fo estobiish o svsiem of conind
that ensnes the adegunie availabiity of contmiied subsionees for medion! and scientific puases, whie
simudtaneously preventing abuse, diversion and traflicking. Mooy controlled medivines are essentind medicines
and are chsoiulely secessory for the welief of puin, reatneat of Winess oo the provention of eomiun: depth,
fo ensure he rotionol wse of these medicines, governments should both enable and empower heolthonre
mofessionuis o prescnibe, dispense god aoniinisler Lhem avconding 1o the ndividugd medical neens of
patients, ensuring thot o suffivient supoly is ovadinble to meet those needs Wiide misuse of controfled
subisdnnces poses g s Bo socie iy the suste of codileol B il oo To Be g Do o Hhel nllobiliny for
medical g scientific purposes, nor interfere (n thelr fegitimote medio] wse for patient core L1,

& dunt obligation, 2 guadruple imperalive

Countries have 2 dual oblication with regard to these medicines based an a quadruple imperative, which is hased
on legad, potiticel, pubilic health and moral grounds. They must ensure that these substances sre available for
medical purnoses ond they must protect their populetions against abuse and dependence, Indeed, here ligs the
chalienge for both public-health and drug-control authorities. WHO promotes policies thet simultaneously strive
for minimizing substance abuse and meximizing access for rational medical use, The combination that leads

to the maximum public health outcome is the optimum between thess two elements, and a policy leading 1o

this optimum can be called & "belanced policy” (See box above, The central principle of "balence”) WHO's work
towards balznced policies is supported by the INCB and the Commission on Narcotic Drugs (CND) in its Resolution
53/4 {in paragraph 10 and also in paragraphs 4, 6 and 9} {186, 17).

Mareover, in 2008, the United Nations’ Special Rapporfeur on the grevention of forture and cruel, inhuman, or
degrading freatment or punishment, and the Special Rapporteur on the richt of everyone fo the enjoyment of
the highest sttainable 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 contiol laws recognize the indispensible
nature of narcotic and psychotropic drugs for the relief of pain and sutfering, and guarantee adeguate availability
of those medicines Tor legitimate medical uses, including opioid anslgesics and opioids for substance dependence
programmes” {78).

Ensuring Balancs in NMational Policies on Controlled Sulbsiz
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Legal imperative

The obligation to make controlied mt‘mumx available Tor medical purposes finds Hs legal basis in the international
drug control conventions, which state thet “the medicol use of narcotic drugs continues to be indispensable for
the refief of poin and suftering and s‘i?m‘ adequate provision must be mode to enswre the availability of norcotic
drugs for such purposes™ (1718 Human rights principles supporting the duty to ensure adeguate availability of
controlled medicines for medicingl purposes are alse contfained in infernat tional legal instruments expressing the
international right fo health, & key instrument in this regard s the WHO Constitution, the first internations! legal
instrument expressing the right to health, In the WHO Constitution, the right to health s brosdly formulated as
foltows: "The Stotes Parties to this Constitution declare, in conformity with the Charter of the United Nations,
that the following principles are busic to the happiness, hurmonious refations ond security of ol peaples: Heolth
is o state of complete phvsicad, mentel and social well-being and not merely the absence of disease or infirmity.
The enfovment of the highest attoinable stendord of heolth s one of the fundomental rights of every human
being without distinction of race, religion, political belief, economic or sociof condition” (19,

Almost all countries worldwide are party to the international drug control conventions and have thus legally
commitied their governments to making controlled substances avatlable for medical purposes. In addition, most
countries are party to the WHO Constitution andfor the International Covenant on Economic, Social and Culturel
H;qh s {200, 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 (21, 225

Poiftical imperative

In Septerber 2000, the United Nations adopted the United Nations Millennium Declaration {23} urging thelr
& 1‘Erm~: to reduce extreme poverty and setting out & series of targets with a recommended completion date of
2015, These have become known as the Millennium Development Goals, The eight Millennium Development
Qoula {MDGs) form @ blueprint that has been agreed upon by all of the world's countries and all leading
development institutions.

Several MDGs affect essential medicines either divectly or indivectly, including controlled medicines that are also
fisted as essential medicines. In particular, MDGs include:
s "Tg encourage the pharmaceutical industry 1o make essential drugs more widely available and affordable
for all who need them in developing c_ountnzss (WD del:
= 0o have reduced maternal mortality by three quarters, and under-five child mortality by two thirds, of
their current rates.” (MDG 5al
« .o have, by then, huftmi, and begun to reverse, the spread of HIV/AIDS, the scourge of malaris and
other mejor diseases that offfict humanity” (MDG 63).

In the MDGs, countries also agreed to putr‘ o effort to .. strengthen the vule of law, as well as respect for
all internationally recognized human rights’ rad tlo sirvive for the full protection and promation in all our
countries of civil, palitical, economic, social and cultural rights for g’

Public health imperative

Drug controb should not be approached as an objective in iself, but as & too! to optimize public health.

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

¢ This wording is from the Single Convention on Narcotic Drugs: the Convention on Paychotropic Substances contains similar
wearding for psychotropic substances,
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Untreated pain may cause losses o society in the form of incapacity to work, caregivers becoming unproductive
in society due to their caring role, end pain patients needing further attention i they do not receive adequate
pain management. Treatment of dependence syndrome may re-socialize people who previously were incapable of
work, and may serve to reduce petly crime and the risk of harmitul behaviour by the individual; it may also reduce
the transmission of infectious disease through unsafe injection, Programmes that provide Ea_mgwmctmg opioid
agonist fregtment (or substitution therapy”F are cost-effective for a country {24,

Treatment of neurological end psychiatric disorders, including epilepsy, will be more effective if the medicines
needed for treatment are readily accessible. For emergency obstetric care, reduring the rate of meternal mortality
is an imporfant farget which cannot be achieved without making the appropriste medicines available,

Moral imperative

Bside from g legel and a political obligation and from public health considerations, & moral imperative alse exists
to prevent suffering by making controlled medicings available and accessible; this i particulerly true as suffering
can be prevented at g relatively low cost and without foo much effort,

Without any efforts for change, the current situation will continue, with every year tens of millions of people
suffering from disease, moderate to severs pain or uitimately death {25). These include:

» 1 million end-stage HIVIAIDS pa 'Ef‘i“if"»’;

® 5 5 million terminal cancer patients

= (.8 million patients suffering injuries fau%d by accidents and violence;

® g:ﬂﬁua‘(x with chronic Hinesses;

v patients recovering from surgery;

* women in labour {110 millinn births each year);

+  npaediatric patients;

s 130000 preventable new HIV infections and an unknown number of other blood-borne infections;

# 75000 women who die during childbirth,
The consequences of 2 lack of availability of controlled medicines are severe and the numbers of patients afflicted

re 3t least the same in magnitude as those afflicted by conditions th‘at are rﬁcogmzed as major contributors tn

the world's burden of disease; in particular HIV, malariz and tuberculosis,

indispensability of controlied medicines in contemporary medical practice

Analgesis

Pain is prevalent in almast gl medica] specialties, including in general practice, palliative care, i
medicine, heematology and surgery. Patients who are affected include people who have cancer, Hl\f \E(k

disease, or those who have had surgery or accidents,

Cancer patients may need pain relief at every stage of the disease. More than two thirds of patients with
advanced cancer and about half of all patients with advanced HIVIAIDS will experience moderate 1o severe pain
{25, 29, 30). In obstetrics, women may need pain relief during labour, surgery and post-surgery.

e The wording "substitution therapy” is misleading because it is not just replacing Hliclt drugs by officially approved drugs: there
is evidenee now that hormone levels gre normalized and because of the slow onset of the medicines ysed, there is no immediate
swarding sensation or “kick” Therefore, the terminology "long-acting opioid sgonist therapy” or “opictd agonist therapy™ is preferred,
¢ HiV: incidence: 2.7 miliionfye, prevalence: 334 mitionfyr, mortality: 2.8 millionfyr {2008} {26}
Malaria: incidence: 243 millionfyr, mortality: 863 000kt (20081(27)
Tuberrulosis: incidence: 9.4 millionfyr, prevalence: 111 millionfyr, mortality: 1.3 million {2008} {28)

Ensuring Baiancs in National Policies on Controlled S
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For gl of these patients, pain relief should be part of their overall £ leu?m t. Oral opioids are key companents
for fh@ freatment of moderate to severe pain and several are regerded a Pntacl medicines (25, 31, 32).
Paracetamol {acetaminnphen], scetylsa il(yilc acid, non-sterpidal anti- mﬂ immatory medicines (NSAIMs) when
uaed alone and wesk acting oploids [tramadel, codeine) are usually not effective in the case of ;’nodera“e 0
severe pain, NSARMs can hd\:@ spmuz\ Sidk Pﬁicts nd should be used with caution on 2 chronic basis {33, 341,
Despite 2 century of phs suttable alternatives to strong opioids for freatment ¢ f naderate
fo severs pain have yet to bfz foun:::i.

L,"‘x

Unrelieved pain can impair all aspects of a person’s fife, impacting on emotional, physical and social functioning;
nretieved severe pain can even result in & wish for death to oeeur (38)

Treatment of apicid dependence syndrome and prevention of HIV

Globally, there are an estimated 16 million people who inject iilicit drugs {36). The number of people who are
dependent on apicids who do not inject is much higher, In 2008, URGDC estimated that globally, between 128
and 21,3 million peaple iHlicitly used opioids over the previous 12 maonths, with the prevalence ranging between
0.3% and 0.5% of the world's population aged 15 - 84 {37}, Of the new HIV infections in Eastern Europe and
Lt ntral Asia in 2005, 82% were due to injection drug use {38),

Thwe is strong evidence for the efficacy of treatment of opioid dependence with long-acting opicid agonists

such g5 oral methsdone and buprenorphine which effectively reduce and prevent injecting drug use and thus
contribute o containing hepatitis B and Cand the Hl\ffAl[J?; epidemic. Treatment with fong-acting opinid
agonists also reduces mortality from hemin overdose by 90% {39). Moreaver, it allows patients with apinid
dependence to function more fully in seciety. Dependence 15 a disorder associzted with neurobiological changes
in opiold peptides and other neuropeptides that can be stabilized with long-aeting opioid therapy (401 legislation
shouid therefore focus on treatment, not punishment. However, it is estimated that, worldwide, only 8% of
injecting drug users have access to treatment for oploid dependence {47},

(Mher uses of essential controlied medicines

Opicids are also used in enaesthesia and, sdditionally, morphine is used for treating dysproea and anxiely
resulting from dyspnoes. Codeine and some other weak acting opioids are used to treat counhs and diarrhoea,

Ergometrine and ephedrine, two substances frequently diverted for the production of ilicit drugs, play importent
roles in emergency obstetrics and can prevent maternal death. fach year, half 2 million women die during
childbirth (421, about 120 000 of them from post-partum bleeding (431 Many of these lives could be saved if
medicines to stop the bleeding were more widely aveilable,

Ketamine is an essential medicine, pivetat for anaesthesia. In rurel aress of developing countries in particular,
ketaming is the only suitable and safe anaesthetic. Although not Bisted in the international drug treaties,
ketamine is now under nations! control in approstimately B0 countries worldwide. In 2006, the CND called upon
governments "to consider controliing the use of ketaming by placing it on the list of substances controlied under
their national la_g:ezia“f_mn, where the domestic situstion so requires” (44, 45}, Ketamine is still under review by
WHO's Expert Committes on Drug Dependence {46). National control policies with regard to ketamine should be
halenced in order o ensure surgery is aveilahle to rurel populations {47}

{ther medicines are important for neurology and psychiatry, for example in The treatment of epilepsy, anxiety
and steeplessness, In some countries, overconsumption of benzodiazepines as hypnotics and sndolvtics occurs
When used as hypnotios and anxiolylics, they are indicated for use during a brief period in orisis situations OFEI‘{,
but are often prescribed for extended pericds. On the other hand, controlied medicines Tor the treatment of
epitepsy, such as phenobarbital and benzodiazepines, may scarcely be available. In Africa, 80% of the population
affected by epilepsy has no access to essential antlepileptic medicines {48),

Fmalﬁy, controlled substances are important Fursuc E‘iﬁr;: nurposes, .. for medical researc
frizls), for research into dependence, and i ‘
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Safely of controlled medicines

it should be recognized that controlled medicings when used rationatly for medical purposes are safe medicines,
Opinid analgesics, if prescribed in acoordance with established dosage regimens, are known fo be safe and there
is no need to fear accidental death or dependence. A systematic review of research papers conciudes that only
(1.43% of patients with no previous history of substance abuse treated with oploid analgesics 1o relieve pain
abused their medication and only (L05% developed dependence syndrome {49,

This may be explained by a postulzted neurobiological mechanism [50),

Gurrent availability

The total global consumption of opioids increased significantly after 1986, when WHO introduced the Analgesic
Ladder for cancer pain relief. However, The incresse occurred in a limited number of mainky industriatized
countries that represent onby a small part of the world's populstion (57, 53, It s estimated thet 80% of the
world’s population does not have access to morphine for pain relief (53).

MORPHINE: DISTRIBUTION OF CONSUMPTION, 2000

Japan (2, 4%)

0.8%

Diher countries {78,60%)

6,4%

Australia and
Mew Zealand {D,5%:)

2. 9%
Canada {0,5%)

6,.2%

United States!{5,5%)

55,9%

WIﬂepe {17 49
28%

Source: INCB

Any statistics contain an inherent inaccuracy (usually from underreporting) and this will be equally true for

the sfatistics on controlied 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 1871 Convention obligate governments to report statistical data 1o the INCB, which
then investigates any inconsistencies.

For the treatment of opioid dependence syndrome, despite the fact that injecting drug use has been reporied
from slmost every country in the warld, anly 70 countries [out of 193) have services where long-acting opioid
agonist therapy s operational, and it s estimated that worldwide only 8% of injecting drug users receive this
therapy {compared to 61% in Western Europe, where if is & standard treatment option) {47},

Ensuring Balancs in NMational Policies on Controlled Substancss
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impedimenis to availability, accessibilily and affordability

It is almost & century since the first international drug control convention came into force (545, and the

ntiens that established the dual obligation of ensuring adequate avalability of controlled
medications and of preventing their misuse have existed for almost 50 years, Yet the obligation to prevent abuse
of controlied substances has received fer more sttention than the obligetion o ensure their adequate availability
for medical and scientific purposes, and this has resulted in countries adopting laws and regulstions thet
consistently and severely impede zeoessibility of controlled medicings.

The INEB and WHO have highlighted overly restrictive laws and lequfa ions that impede the adequate availability
and medical use of opioids (37, 32, 51, 55 - 58). As far back as 1989 {55}, the INCE drew attention to some
governments’ overreaction to the drug ahuw problem whs*n m— reaction of some legislators and administrators
o the fear of drug abuse developing or spreading has led to the enactment of laws and requlations that may, in
some cases, unduly impede the availability of opiates” INC E% also stated that' Ef’gl‘ﬁTOE‘w sometimes ensct laws
which not onby deal with the dlici traffic itself, but slso impinge on some aspects of licit trade and use, without
first having adequately assessed the impact of the new laws on such lcit activity. Heightened concern with the
posaibility of atw? may also lead to the ddag_tam of overly restrictive regulations which have the practical effect
of reducing availability for Heif purposes”

in each guideling 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 that are an impediment to availability and accessibility ff‘)r
raticnal medical use are explained. Many precticsl examales of barriers st various levels are provided, including

« egislation and policy;

#  knowledge and societal attitude;

s econgmic gspects, including affordability.

Inorder to improve aocess, governments should work continuously on off of these aspects in arder to make
controlied medicines available, accessible and affordabie,

Why and how to work with this document?

The imperative for evaluation of national drug control policies

For g guarter of a century, attention has been drawn 1o the fact that the tevel of consumption of controlled
medicines worldwide does not match the needs for health care. In some countries the consumption level has
improved over this period, but in most countries there has been little significant change.

In 20190, the INCB stated that "discrepancies in the consumption levels of opiocid an ig esics in different countries
continue to be very significant, Factors such as knowledge limitations and administrative barriers stricter than
the control measures required under the 1861 Convention affect the availshility of opicid analgesics” The

INCE “eque«‘»‘?eri “the Governments concerned to identify the ;mg}cd;mt‘ < “fheir wumrm to secess fo and
adequate use” {520 Also, as INCE had done previously, CND and nents to evaluate
their healtheare systems and laws and regulations, and to identify a 16 rermove amg_kdfments o the availsbility of
controlied substances for medical needs {15, 31, 32, 51, 55 - 57),

Using the guidelines

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

# g policy and legisiation evaluation tool;

= g basis for formulating new policies and legistation or improving existing policies and legislation;

« aneducational tool to inform interested parties about the relationship between national drug control
and legisiation and the availability and accessibility of controlled medicines.
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Strategies to make controlled medicines readily available and sccessible include:
= yeview of legistation and its subsequent amendment;
= planning for improved aveilability, through

v developing qood annual estimates and statisties (and submitting them to the INCB);
s integrating access to controlled medicines info health and disease control policies;
v establishing adequate services where patients can obtain rational freatment without interruption;

v education of healthcare professionals and the general public,

The need 1o evaluate po v but the process may not be. Several steps are recommended 1o governments,

+  [esignate a ;msort ar Co m;fiee {for example, the national competent authority or health professionals)
to study the quide ium Governments may wish to organize a specisl meeting or workshop of requlators
and heslthesre practitioners to discuss end complete the Country Assessment Checklist {as some of the
guestions are E(‘(]di ones and others are policy anes, in the case of a commities, it may be necessary 1o
establish both o legal and a policy sub-committeel;

»  {tain additional information from the key resource materipls {see the CD-ROMI:

= Ublain up-fo-date copies of the naticnal drug control p)Eluu di;:i thaqmm

& Use the (,uuntry As&mssmn th cifﬁaa t to assess the legislation and the policies;

#  Establish dic iekers, academia and civil society 1o make the necessary changes.

For educational purposes, the guidelines can be distributed to the relevant governmental and nongovernmenial
organizations, especially fo those individuals and groups whe are mWEVhi in drug control and improvement of
pain relief, cancer services, palliative care, treatment of dependence, medical eduration, efc.

Countries who wish to work on formulating new policy or improving existing policies and legislation may want 1o

work with WHO's Access fo Controlled Medications Programme [ACMPL The ACMP was jointly developed by INCB
ami WHO, and is operated by WHOL In its 2009 Report, the INCB recommended that "the decess fo Controlied
Medications Programme . will provide effective assistance fo Governments in promating rational use of opicid
analgesics. The Board calls upon Governments to support and cooperate with WHO in the implemen tation of the
Access to Controlied Medications Programme” {821 Furthermore, the WHO Collaborating Centre for Pain Policy
and Pallistive Care {University of Wisconsin, Madisorn Wi, United States] can assist in various ways and makes
refpvant resources aveilabile on its website?

Using the Country Assessment Checklist

A Country Assessment Checklist is provided below that enables users to check the extent fo which the quidelings
in this document are adhered to in 2 given country. It may be used as a tool for the analysis of national policies
and legislation,

The numbering refers to the guidelings and indicates whether a question 5 on legal or policy issugs. This may
enhiance assessment by teams who want To split thelr work aver policy and legal sub-teams.

For most gquestions, the answer that is most favourable for ensuring good aceess and availability to controlied
medicines is represented in bold, Thua for amy question where the answer is not presented in boid, there s an
opportunity to work on improvement. By working systemetically on these issues, & country can graduaily improve
access and aveilability of controlled medicines, A systematic approach also necessifates subsequent completion of
the Country Assessment Checklist at 2 later date.

s wwwpsinpolionwiscedu (accessed 31 December 2010}

Ensuring Baiancs in National Policies on Controlled S
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@mmm of drug control legislation and policy

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

It can be considered as a condition sing-qua-non for enabling and facilitating availability and
accessibility of controlled medicines, that national policies 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 aceess 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 control treaties to make nareotic drugs and psychotropic substances available for
medical use.

Retevant international law” and principles

Single Comvention 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 adeqguate provision
must be made to ensure the avatlability of narcotic drugs for such purposes.”

Convention on Paychotropic Substances (59 Preamble paragraph 5: "Recognizing that the use of psychotropio
substances for medical and scientific purposes is indispensable and that their availability for such purposes
should not be unduly restricted.”

Governments should comply with their international legal obligations to ensure adsguate
availability and accessibility of controlled medicines for all medical and scientific purposes
through national legislation and drug control policies,

Governments have an international lega! responsibility to comply with all the treaties to which they
are @ party. This responsibility does not fust fall on one agency or sector but on the government as
a whole, As such, drug control authorities need 1o comply not only with the drug control treatiss
but also with obligations that flow from other treaties, including international human rights
instruments. Conversely, other government agencies have to ensure that legislation/regulations
under their responsibility comply with international drug control conventions.

The international drug control conventions provide the basic frameworl for national drug contral
legistation. In its 2008 annuatl report, the INCBE onece agein declared that: "One of the fundamental
obiectives of the international drug control treaties is to ensure the availahility 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 accessibility of controlled medicines. The right to health, which is
recogrized i some form by almaost all countries, is secured in a number of freaties and other legal
instruments (60, For example, the Constitution of the World Health Organization provides the first
legat expression of the international right to health. In addition, Article 12 of the Intermational

ho For more defails: see the original texds of the conventions,
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Convenant on Economic, Social and Cultural Rights (CESCR (87} further articulates the right to
health.' The Commitice on Economic, Social and Cultural Rights, established by ECOSOC, prepared
General Comment 14 1o further cEabum te on the content of the right to health, Although
technically non-binding as a matier of international law, the General Comment was designed by the
Committee to serve as an authoritative interprefation of Article 12

The international drug conventions and the principle of the right fo health complement each
other: the first consideration of the Preamble of the Single Convention reads: "The Parties [to this
Convention], Concerned with the health and welfare of mankind .7

Adwvorates argue that international human rights principles require that governments must grovide
essential medicines - which include controlied medicines - as part of their minimum core obligations
under the right to health, In addition, other advocates have linked aceess to controlied medicings

fo the human rights obligation of governments fo take measures to protect people under their
jurisdiction from inhuman and degrading treatment {18,

frt 2005, the UN's Economic and Social Council (ECOSGC) and the World Health Assembly urged
countries to ensure the medical availability of opioid analgesics according fo international treaties
(62, 63L

Ina 2008 report to the Human Rights i {64), the Sg‘secé&l Rapporteur on torture and other

ruel, inhuman or degrading treatment or ;mshmer declared that he “wishes 1o recall that, from a
humm rights perspective, drug dependence should be tr‘&ateé likf‘ any other health-care condition”
{paragraph 713, and that "Given that lack of access to pain treatment and oploid analgesics Tor
patients in need might amount to cruel, inhuman and degrading treatment, all measures should be
faken to ensure full access and o overcome current regulatory, educational ard attitudinal obstacles
to ensure full access to patliative care” {paragraph 74{el).

Relevant international law and principles

Single Convention, Article 41 “the parties shall take such legisiative and sdministrative measures as may be necessary o, to
limit exclusively to medical and sclentific purposes the productinn, manufacture . distribution . use and possession of
drugs”

Carvention on Psychotropic Substances (59), Article 5, paragraph 2: "Fach Party shall .. fimit . as it considers appropriate
the manufacture ... distribution ... use and possession Ur substances in Schedutes 1, I and IV to medical and scientific
purposes’

Single Convention, Article 38, paragraph B Countries have an obligation to provide both provention and treatiment of
subistance dependence. The Article declares: "The Parties shall . take all practicable measures for the prevention of abuse
of drugs and for the . freatment . of the persons invelved” The Convention on Peychotropic Substances, Article 20,
paragraph 1, contains almost identical wording,

International Covenant on Economic, Soclal and Cultural Rights (CESCRY, Article 12 (51} “1. The States Parties to the
present Covenant recognize the right of evervone to the enjoyment of the highest (ittamznbi:: standard of physical and
mental health, 2. The steps to be taken by the States Parties . to achicve the full realization of this right shall include ..
the .. treatment and controd of .. diseases [and} the creation of conditions which would assure to all medical service aend
medical attention in the event of sickness”

Generst Comment 14 to Article 12, ICESCR includes [600:

»  Fhe right of . access to .. appropriste treatment of prevalent diseases, Hinesses, injuries and disabilities, preferably at
conwnunity level the provision of essential drugs; and appropriate mental health treatment and care {paragraph 17}

»  The importance of an integrated approach .. i:.-asui on .. attention and care for chronically and ferminally il persons,

i 193 countries are Member States to the Warld Health Grganization; 160 countries are parties to the FCESCR {hitp:/ftreaties.
unorgfFagesiiowletailsaspr fore=TREATYBmtdsy_no=IV-0ftchapler=4Ftang=en; accessed 3 January 2011)

i Stricter limitation is required for substances iy Schedule | of the Convention on Peychotropic Substances, as is explained in Article
7. These substances are of imited medical use, but if they are needed, even their use can be allowed,
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sparing them avoidable pain and enabling them to die with dignity {paragraph 25}

o The right to healthy natural and workplace environments . [and] the obligation of States parties .. 1o provide
- information campaigns . with respect to HVIAIDS fand] the sbuse of . drugs and other harmful substances
{paragraphs 15 and 36}

s The core obligation ... to provide essential drugs, a5 from time 1o tme defined under the WHO Action Programme on
Fssential IMedicines] (paragraph 434d};

> The core chiigation ... to ensure equitable distribution of all health facilities, goods and services [paragraph 43e};

> The core obligation to ensure reproductive, maternal . care (paragraph 44a);

» The core obligation .. to provide appropriste training for health personnel, including education on health and human
rights {paragraph 44e),

Constitution of the World Health Organization, Freamble: “The States Parties to this Constitution declare, by conformily
with the Charter of the United Nations, that the Tollowing principles are basic 1o the happiness, harmonious refations and
security of all peoples: Health is 2 state of complete physical, mental and social well-being and not merely the absence of
disease or Infirmity. The enjoyment of the highest attainable standard of health is one of the fundamental rights of every
mman being without distinction of race, religion, political belief, economic or soclal condition” {79,

Other human rights treaties relevant to the right to health exist as well, such as the Conventlon 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 {65),
the African Charter on Human and Peoples' Rights {86), the [Furopean} Convention for the Frotection of Human Rights
and Fundamentatl Freedoms [87), the European Social Charter of 1961 [88), and the Additional Protocel 1o the American
Conventicn on Human Rights in the Area of Economic, Social and Cultural Rights (9%

mmm and their role in the system

Governments should designate a National Authority for ensuring adeguate availability and
accessibility of controlied medicings in health care.

The INCB recommends that "Governments should determing whether their national narcotic laws
contain elements .. that take into account.uthe factothat adequate provision must be mads to
enaure the availability of narcotic drugs for such purposes..jand] to ensure that administrative
responsibility has been established and that personnel are available for the implementation of those
faws.” {575 Such an authority could be part of the National Competent Authority or a separate
office, whatsoever is the most appropriale in the national situation.

Governments should ensure that all authorities involved in developing and implementing
policies on controlled substances coopearate and meet as necessary for the promotion
of thelr availability and accessibility for medical and scientific purposes as well as the
orevention of abuse, dependence syndrome and diversion.

To formudate 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 natienal circumstances. Relevant agencies inchude drug control legislators, healthoare
authaorities, customs officials, police, ard members of the judiciary, Thelr cooperation will aliow for
all participants to be more effective, and ensure synergy between their policies. Agencies will also
develop 8 better understanding of each other's concerns, constrainds and challenges, resulting in
cppoartunities to collaborate jointly to achieve controlled medicines’ avatlability Tor rational medical
use and to decide on and implement the necessary measures for balancing nationat control policies.
The Nationat Authority referred o in Guideline 3 should be actively involved.
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Governments should ensure that there is g forum where drug control authorities and public
health authorities cooperate and meet as necessary with health professional organizations
and other stakeholders for the promotion of the availability and accessibility of condrolied
medicines for medical and scientific purposes, as well as the prevention of abuse,
dependence syndrome and diversion.

Communication between refevant national authorities {including 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 necessary, depending on national circumstances. This will enable health workers and
thelr associations to provide information on needs for controlled substances and to be aware of
the concerns of regulators, In turn, regulators will be able to learn in more detail about the effects
of legisiation and policy on medical care and the importance of controlied medicines for both
individual patients and public bealth in general.

e

Such cooperation could take the form of & 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 alse include police, customs officials and members of the judiciary,

The overall mandate of the National Advisory Board would be to advise on how to achieve the

balanice between availability of controlied medicines for medical use and prevention of substance

abuse and dependence. The work of the National Advisory Board, depending on composition and

randate, could comprise the following aspects:

» o assist the needs assessment for confrolled medicines and o report on the degree of access;

»  toadvise on the promotion of rational use of controlied 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 fulfilmant of thelr duties, they do not impede health policies and access o legitimate
treatment with controlied 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 i not "under legal authority” As health workers
“wehile performing therapeutic functions” do not need a license or g prescription, the professions]
possession of controlied medicines shouid 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 medicings "under legal authority’,

The conventions place an obligation on governments o provide education o people who work

on drug control. All agencies involved with drug control {for example, customs officials and the
potice), should therefore have sufficient knowledge of the government’s health policy with regard
o treatment with controlied medicines. Their knowledge should be sufficient to understand when

it is flawtul for patients and heaith professionals to be i possession of medicines and that they
showld 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 iHlegal drugs and not lead to prosecution.

Ensuring Balancs in NMational Policies on Controlled Sulbsiz
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Helevant international law and principles

Single Convention, Article 38, paragraph 3, reguires that governments "shall assist persons whose work so reguires to gain
an understanding of the problems of abuse of drugs and of its prevention” The Convention on Paychotrople Substances,
Article 20, contains almost identical wording.

Single Convention, Article 331 prohibits “the possession of drugs except under legal suthority®

Article 30, paragraph La in case of distribution, a ieense is required, but {Article 30, paragraph 1ol this "need not apply to
persons duly authorized to perform and while performing therapeutic or scientific functions” Similarly, the supply or the
dispensing of medicines 1o individuals requires a prescription {Article 30, paragraph 2.5.0) and therefore any patient who
obtained his medicines with a prescription can be considered to possess his medicines unider legal authority g5 mentioned
in Article 33, Article 30, paragraph 2.b4 glso declares that “this requirement need not apply 1o such drugs gs indhviduals
may lawlully obiain, use, dispense or administer in connexion with their duly authorized therapeutic functions”.

Convention on Paychotropic Substances, Article 8, paragraph 1 requires licensing of distribution of substances fisted in
Schedules H HEand Y, but “licensing or other siilar control measures need not apply to persons duly authorized to
perform and while performing therapeutic or sclentific functions” {Article 8, paragraph 31 Possession is also allowe
legal authority”, .. healthoare workers using the medicings professionally, or patients o whom medicines were presoribed
{Article 5 paragraph 3}

Convention on Psychotropic Substances, Article 10, paragraph 22 "Each Party shall, with due regard to s constitutional
provisions, prohibit the advertisement of such substances to the general public” [Mote that this is limited To advertising).

mséy planning for availability and accessibility

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 controlied medicines and relevant sarvices in specific national disease
control programmes and other public health policies.

Flanning 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
mternational obligations with respect to the international drug conventions and human rights
comventions.

The objective to make controlled medicines available and accessible for all medical and scientific
purposes in the national medicines policy plan should be stipulated at the outset, Policies should also
address availability of controlied 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 3 minimum, countries should ensure that availability and accessibility of controlied
medicines is addressed Tor the following disease-specific policies:
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Cancer control

3

access to and avallability of strong opioid analgesics {70
integrated hospice and palliative care services (71

B

HIV/AIDS

2

aceess to and availability of strong oploid analgesics {703
integrated hospice and palliative care services (71
prevention of HIV transmission through availability and
accessibility of opicld agonist therapy (72, 73]

2

&

Menisl health subsiance
abuse and dependence

3

prevention of substance abuse and dependence syndrome {74

= treatment of depenilence synidrome throunh aveilability and
syndrome} accessibitity of opioid sgonist therapy (24
Mental health [other » gvaitability and accessibility of anxiolytics, hypnotics and
psychiatric and neurological antiepileptics
disorders)

Maternal health

&

availability and sceessibility of oxytocin Inot-controlied)
arcdfor ergometrine and of ephedrine for emergency obstetric
vare {75 - 77

However, all governments should ensure that patients have pain relief in accordance with

national and international treatment guidelines, and access to controlied medicines should not be
restricted to the above groups only. When developing and implementing policies on availability
and aceessibility 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,
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 ensursd.

It is essential that government policies ensure that patients are ble to continue their freatment
with controlled medicines when they are hospitalized in heal 'h facilities that normally do not use
such medicines.

Governments should identify and establish a List of Essential Medicines, modeled after the WH(Q
Maodel List of Essential Medicines and the WHU Model List of Essential Medicines for Qi itdren, which
include controlled medicines needed to cover the most pressing needs of the populatio

Muoreover, general policies should be developed thet address the rational use of controlled
medicines. Such pelicies could include an information campaign, or campaigns fo 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,

Retevant international law and principles
General Comment 14 1o [CESCR: the Right to Health "must be understood as a right to the enjoyment of a variety of
facilities, gonds, services and conditions necessary for the realization of the highest sttainable standard of health”
{paragraph 3), “While the Covenant provides for progressive realization and acknowledges the corstraints due to the
limits of avatlable resources, it also imposes on States parties various obligations which are of immediate effect. Sates
parties have immediate obligations In relation to the right to health, such as .. the obligation to take steps towards the
full realization of article 12, Such steps must be deliberate, conerete and targeted towards the full realization of the right
i health” [paragraph 30}, "[Plrogressive realization means that States parties have g specific and iOi’TEmEE?‘H} obligation to
move as expeditioushy and effectively as possible towards the full reslization of article 127 {paragraph &
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Governments should ensure that all population groups without discrimination equally
benefit rom thelr policies on the avallability and accessibility of controlied medicines for
rational medical use and the prevention of diversion, abuse, and dependence syndrome.

MNon-discrimination is a fundamental principle that runs throughout the entive body of international
human rights law.

When developing policies and establishing treatment services, governments should not only guard
against deliberate discrimination, but alse ensure that the policies do not unintentionally lead

to discrimination against vulnerable groups. A number of groups, including women, childrer, the
elderly, people in lower income classes, ethnic minorities, prisoners, people living with HIV, sex
workers, men who have sex with men, and injecting drug users, are particularly vuinerable and may
require @ 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 freated for their pain as
anybody else, and reguiations should not limut their access 1o essential medicings. [t is a medical
decision to consider the advaritages 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, onlty HV-positive patients are allowed access, in other countries only Hiv-
negative patients {781 Yet access to treatment of oploid dependence syndrome should be equal for
both HiV-positive and HiV-negative patients, There is no medical reason to distinguish between the
fwo groups and it is best practice to allow all patients access to treatment {79

It is also important that treatment continues Tor people reguiring controlled medicines when they are
arrested or imprisoned, regardless of whether they are on pain treatment, freatment for dependence
syndrome or for other diseases. Prisons should have functioning treatment programmes for opicid
dependence, The use or threat of painful withdrawal to coerce confessions from people with oploid
dependence may constitute torture, cruel, inhuman or degrading treatment or punishment and would
therefore be prohibited under international humarn rights law (30 74, 79 - 81}

The availability of treatment facilities in prisons also helps to diminish the iHlicit drug problem within
them (790 The INCB declared In its 2007 annual report that: "Governments have a responsibility to

reduce the availability of illicit drugs in prisons, [and] provide adequate services for drug offenders

I countries where long-acting opioid agonists are available for the treatment of heroin dependence
syndrome, pregoant women are frequently denied this option as doctors fear for the health of the
unborn chitd, Bvidence shows that while a child may be born with oploid withdrawsl syndrome,

it can be weaned off shortly after birth, If abstinence from heroin is not an oplion for a woman
during her pregnancy, she may avoid visiting medical sgrvices, and this may result in a much more
complicated birth and even greater threats fo the chilis health {24, 84

Relevant international law and principles

The Universal Declaration of Human Rights, Article 20 *bveryone is entitied to all the rights and freedoms set forth in this
(teclaration, without distinction of any kind, such as race, colour, sex, language, religion, political or ather opinion, national
or social origin, property, birth or other status, Furthermore, no distinction shall be made on the basis of the political,
jurisdictional or international status of the country or territory to which 2 person belongs, whether it be independent,
trist, non-self-governing o under any other Himitation of sovereigniy® {83,
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[CESUR, 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, colour, sex, language, religion, political or other apinion, national
or spcial 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 denving or limiting equal aecess for all persons, including prisoners or detainecs, minorities, asvlum
seekers and iHegal immigrants, to preventive, curative and palliative health services”

Governments should examine their drug control legislation and policies 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 oplimizing health
outcomes and take corrective action as needed. Decisions which are ordinarily medical in
nature should be taken by health professionals.

In many countries, national legistation 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 Tor the protection of the public health or welfare” However,
in practice, many stricter provisions do not contribute to 2 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 availability 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. Bules wiolating any other international obligation, regardiess 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 legisiation and official policy. If
a rule provides a barrier for availability and accessibility, but does not contribute to the prevention
of ahuse, diversion and dependence syndrome, this rule does not contribute 1o the profection 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 fime,
alternative ways of providirg the same level of prevertion without posing a barrier to rational
medical use should be explored. This publication provides a checlclist that may be used for assessing
which rules are overly restrictive and may therefore be in need of correction.

Many examples of overly restrictive laws and policies are provided in the existing Hterature (84 - 89).
They may affect the healtheare 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 presoribed by g health worker If 3 prescription covers only the amount of medicings
needed for a limited time span, or if the validity of prescriptions is Himited, the patient will need
to go frequently to the physician and the pharmacy.

» - Some countries reguire a system of registration and authorization for patients to render
themselves eligible to receive @ prescription for a controlled medicine. There is no reguirement
for such a system by the drug control conventions, This systemn may be a barrier for accessing
treatment and delay the onset of or adherence fo 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 bugrencrphine from more than one source. Registration
may result in 3 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 child
custody, for example. Such registries may severely imterfere with public health polictes to
provide treatment for dependence and HIV prevention. bafe and effective treatment of opioid
dependence can be achieved without registration. Because such registration could cause harm
if privacy s breached, it should only be used If government agencies have effective systems for
maintaining privacy.

v Requirements for duplicate prescriptions and special preseription forms increases the
administrative burden both for healtheare workers and drug control authorities. The problem is
compounded i forms are not readily available, or if health professionals need to pay for them,
The conventions allow for duplicate prescriptions and special prescription forms if countries
consider them necessary or desirable. Governments should ersure that this system does not
impede the availability and accessibility of controlled medicines.

v in many countries, retail and hospital pharmacies and dispensaries are allowed 1o procure, stock,
and dispense controlied medicines by virtue of their general license; however, some countries
reguire them to obtain a special license. In some cases, application procedures for such licenses
dissuade healtheare institutions from obtaining them; for example, through overly burdensome
bureaucratic procedures, unnecessary levels of paperwork, excessive screening of staff authorized
t handle controlled medicines, or overspecification of special storage facilities.

v Some countries maintain severe punitive provisions for errors or problems in the prescribing and
dispensing of controiled medicines that deter healtheare workers from legitimated prescribing and
dispensing of these medicines, The INCE has stated: "Health professionals .. should be able to
[provide oplates] without unnecessary Tear of sanctions for unintended vislations {including] ... legal
action for techrical violations of the faw ... {that] may tend fo inhibit prescribing or dispensing of
opiates”{58], Unintentional errors that do not result in diversion of controlled medicines or serious
health consequences should not be subject to oriminal penalties.

Relevant international law and principles

Single Convention, Article 39 "Notwithstanding anything contained in this Convention, g Farty shall not be, or be deemed
to be, preciuded from adopting measures of control more strict or severe than those provided by this Convention and in
particedar from reguiring that preparations in Schedube H or drugs in Schedule H be subiect to all or such of the measures
of control applicable to drugs in Schedule Fas by its opinion is necessary or desirable for the protection of the public health
ot welfare”

Article 30, paragraph 2 {o i} “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 by Schedule | should be written on official forms to be issued in the form of counterfoll books by the competent
governmertal authorities or by authorized professional assoclations”

Convention on Feychotrople Substances, Article 23:7A Party may adopt more strict or severe measures of control than
those provided by this Convention i, by its opinion, such measures are desirable or necessary for the protection of the

public health and welfars”

See also the obligations and principles stemming from the right to health discussed above.

Terminology innational drug controliegisiation and policies should be clearand unambiguous
in order not to confuses the use of controlled medicines for medical and scientific purposes
with misuse.

Drrug control legisiation and policy have sometimes contributed fo 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 legitimate to do
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so; it can also confuse authorities who wish to discriminate between legitimate and llegitimate

use, Cownrtries should therefore take steps to review policies to ensure the consistent use of medical
terms and remove stigmatizing terminclogy from their legislation. These guidelines specifically
recommend the use of non-stigmatizing terminology.

Confusion may oocu be tween "abuse” {or "misuse™ on the one hand |, ard long-term medical use
on the other. The 1961 and 1971 Conventions do not define the terms “misuse” or "abuse” However,
“abuse” is mﬁ ned by t hf WHO Bxpert Committee on Drug Dependence as "persistent or sporadic
excessive drug use inconsistent with or unrelated to acceptable medical practice” {1 This definition
exciudes the lorg-term use of controlied medicines concurrent with 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 “dependence syndrome” requires the presence
of at least three out of six symptoms, inchuding a strong desire or 7 sense of compulsion o fake

the drug and also the neglecting of interests and daily activities because of devotion 1o the use of
psychoactive substances. It is clear that a patient requiring incressing doses of an opioid for pain
relief because of pharmacological tolerance due to prolonged freatment dogs 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”, ete. for controlled medicines in legislation. Distinction should be made betwesn the
legal terms "narcotic drugs” and “psychotropic drugs” referring fo substances controlied under both
conventions, and medicine classes such as opioid analgesics, long-acting apioid agonists, ¢tc

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

Hmhmm professionals

Appropriately trained and qualified physicians, and, if applicable, nurses and other health
crofessionals, at all levels of health care should be allowed 1o prescoribe and administer
controlled medicines, based on thelr general professional lcense, current medical
knowledge and good practice without any further license reguirements,

Alt healtheare professionals should be trained appropriately for the professional activities they
actuaily perform, and this applies equatly to the prescription of controlled medicines. The
competerke to preseribe controlled medicines, including strong opioids, should not be restricted
to a small number of medical specialties, e.g. oncologists only, and controlied medicines showld be
available at all appropriate levels of care.

Requirements for physicians to obtain a Heense for prescribing controlled substances may lead

to limited access and availability {see also Guideline 8. In all countries, all physicians should be
sutficiently trained fo treat pain and hence be allowed fo prescribe oploid analgesics if necessary.
Training for freatment of other conditions depends on whether a condition ovcurs or not within
their specialty.

in some countries, other healthcare workers, fuc“'h as nurses, can specialize in a specific area and
are then allowed to prescribe within the area of their specialization as well, Nurse preseribing can
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he useful e.g. for mitigating pain in 2 number of circumstances; for example, during 2 shortage of
physicians or to improve the guality of care.

When balancing drug confrof legislation and policies, it is wise to leave medicof decisions up to
those who are knowledgeable on medical issues. Therefore, the amount of medicine prescribed,

the appropriate formulation and the duration of freatment should be the practitioner’s decision,
based on individual patient needs and on sound scientific medical guidance {e.g. national or WHO
treatment guidelinesh, An example of how this rule may sometimes be viclated is the legal restriction
on the maxdmum daily dosage of strong opioids, Another example is the imitation of the use of
strong opioids only to certain conditions such as cancer pain or terminal cancer pain, while other
moderate fo severe pain remains unaddressed,

Relevant international law and principles

Single Convention, Article 30, parayraph 2 {bl: *[Governments shalil ... (i) 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 of administer in connection with their duly authorized therapeutic functions; and {il} If the Parties deem
these measyres necessary of desirable, require that prescriplions for drugs in Schedule | should be written on official forms
to be dssued in the form of counterfoll books by the competent governmental authorities or by authorized professional
associations” (see also under Suideline 61,

Appropriately trained and qualified pharmacists at all levels of health care should be
allowed 10 dispense controlled medicines, based on their general professional license,
current medical knowledge and good practice without any further license requirements,

As the need for controlied medicines can be present at all levels of health care, all pharmacists
should be ?rdmed {ap; sopriately Tor the dispensing 0? these medicines. Bequirements for pharmacists
o0 e for presoribing controlled substances may limit access and availability {see also
{j‘uidﬁlim ES}V

Some countries allow for the correction of technical errors by pharmacists. In order To start the
prescribed therapy in a timely manner, legistation should address the pharmacist’s ability to correct
techitical errors in grescriptions and to dispense small amounts of contfrolled medicines in case of
EMEIGENTIes,

Faragraph 43 of the INCB special report of 1888, states: "While sanctions are ngcessary to deal
with persons who transgress the law, they shou Ed not, &s such, constitute an impediment to the
prs seription or dispensation of opiates in accordance with existing regulations. The vast majority

t health professionals exercise their activity within the law and should be able 1o do so without
urmefﬁ&sdryf ar of sanctions for unintended violations, Qreasions m ay still arise when g health
orofessional could nevertheless be exposed o legal action for technical vinlations of thc law. This
possibility may tend to inhibit the preseribing or dispensing of opiates”

Relevant international law and principles

The Corvention on Psychotropic Substances, Article 9, paragraph & permits that countries allow authorized licensed
pharmacists or other Heensed retall distributors to supply, at thelr discretion and without prescription, for use for medical
purpases by individuals in exceptional cases, small guaniities of substances in Schedules 1 and B "Notwithstanding
paragraph 1, a Farty may, if in its opinion local clircumstances so require and under such conditions, including record-
keeping, as it may preseribe, authorize leensed pharmacists or other licensed retaill distributors designated by the
authorities responsible for public health in s country or part thereof to supply, at their discretion and without
presoription, for use for medical purposes by individuals in exceptional cases, small quantities, within limits o be defined
by the Parties, of substances in Schedules [ and B

The drug control conventions provide no guidance on correction of errors in prescriptions by pharmacists,

FSMB_001863

DEF-MDL-12690.00038



Governments should promote that medical, pharmaceutical and nursing schools teach the
knowledge and skills for the treatment of pain, substance use disorders in the context of
medical use of controlled medicines, and other health conditions that nesd treatment with
controlled medicings.

tn all countries, including those where the use of controlled medicines is not yet common, it

is important that all healthcare schools teach their use. Although controlled medicines and in
particular strong opicids can be applied sately, basic knowledge is gssential and an opportunity to
oractice their application under supervision of an experienced peer is important. In its 2008 annual
report, the INCE encouraged all Governments to ensure that “the rational use of narcotic drugs and
msychotropic substances for medical purposes and the risks associated with drug abuse are included
.. i university curricula” {17).

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

Relevant international law and principles

Under both conventions, there is an obligation to the countries to “promete the training of personnet in the treatment
. of abusers of drugs ... as far as possible”™® (Single Convention, Article 38, paragraph 2; the Convention on Psychotropic
Substances, Article 20, paragraph 2 has almost identival wording).

General Comment 14, [paragraph 12 {a): “[The right to health..contains the following. . elements.] Functioning public
health and health-care facilities, goods and services, as well as programmes, have to be available in sufficient gquantity
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 will include, however, the underlying determinants of health, such as
. trained medical and professional personne! receiving domestically competitive salaries.”

Paragraph 35: "The right to health, like all human rights, imposes three types or lovels of obligations on States parties: the
ghligations to respect, profect and fulfil [paragraph 335 "Obligations to profect include, infer alfo, the duties of States

to .. ensure that medical practitioners and other health professionals mest appropriate standards of education, skilf and
ethical codes of conduet”

In countries where controlled medicines become available and accessible for the first time,
governments should organize education initiatives for healthcare professionals 1o ensure
their rational use,

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

k Bemark on the word "abusers™ note that dependence is a disorder that needs treatment, occasional abuse is not necessarily a
disorder, as can be concluded from the ICD-10 eriteria desoribed under Guideling 10 and in the glossary,
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ﬁﬁ&%&‘i@ﬁ 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 INCE estimates and assassments of the quantities of
controlled substances required for legitimate medical and scientific purposes {estimates
annually for narcotic drugs and certain precursors; assessmaents at least every thres vears
for peychotropic substances), Governments should furnish supplementary estimates or
modified assessments to the INCE T it appears that the availability of controlled substances
for legitimate purposes will fall short because of initial underestimation of regular demand,
gmergancies or excepltional demand.

The Single Convention provides for a systern of estimates of requirements for nareotic drugs that
erables INCB, in conperation with governments, to support the balance between the supply of

and demand for these drugs, The system allows countries to manufacture andfor import narcotic
drugs provided that the total estimated amount is not excesded, and prevents from manufacturing
andfor importing more nareotic drugs than required for legitimate purposes, which could lead

to the diversion of the excess to Hiiclt markets. During the course of a year, governments can
submit supplementary estimates at any time, Governments should establish estimates using the
recommendations and methods proposed by WHO and INCE. These methods recommend including
a certain surplus amount in order to minimize chances that the estimates prove fo be insufficient
towards the end of the year

While no such system is foreseen for peychotropic substances by the 1971 Convention, a system
of assessments [simplified estimates) was established by Economic and Social Council Resolutions
1981/7 and 1991/44. By adopting Resclution 4943, the Commission on Narcotic Drugs requested
governments 1o also provide INCE with estimates of their legitimate requirements for certain
precursors frequently used in the manufacture of amphetamine~type stimulants.

Helevant infernational law and principles

Single Convention, Article 19, paragraph 11 “The Partizs shall furnish to the Board each vear for cach of thelr torritories,
in the manner and form prescribed by the Board, estimates on forms supplied by it in respect of the following matters:
{a) Cuantities of drugs to be consumed for medical and sclentific purposes; {b] Quantities of drugs to be utillzed for the
manutarture of other drugs, of preparations in Schedule B and of substances not covered by this Convention; (o} Storks
of drugs 1o be held as at 31 December of the yvear to which the estimates relate”

Single Convention, Article 19, paragraph 41 “The Partizs shall inform the Board of the method used for determining
quantities shown in the estimates and of any changes in the said method®

Single Convention, Article 12, paragraph 3 "If any State fails to furnish estimates in respect of any of its territories by the
date specified, the Board shall, as fay as possible, establish the estimates. The Board, in establishing such estimates, shalt to
the extent practicable do so i co-operation with the Government concerned”

Single Convention, Article 12, paragraph 5 “The Board, with a view to limiting the use and distribution of drugs o

an adequate amount required for medical and scientific purposes and to ensuring thelr availability for such prrposes,
shalt as expeditiously as possible confirm the estimates, including supplementary estimates, oy, with the consent of the
Government concerned, may amend such estimates”

Single Convention, Article 21, paragraph 4 (b "Parties shall not during the year in question authorize any Turther exports
of the drug concerned to that country or territory, except: {i} in the event of g supplementary estimate being furnished
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for that country or territory by respect both of any guantity over imported and of the additional quantity required, or
{i1} In exceptionat cases where the export, in the opinion of the Government of the exporting country, is essential for the
treatment of the siek”

Governments are reguired to submit statistical reports to the INCE 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, countries 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 narcatic
drugs are more detailed than for psychotropic substances. Statistics are useful for the national
competent authority, the INCE and others to evaluate, inter alig, the consumption levels of narcolic
drugs and psychotropic substares, the guality of previous estimates and assessiments and the
methods to establish them, as well as to evaluate and improve the guality of accessibility and
availability of controlied medicings, their supply and the services using them.

The conventions and resolutions require that reports be submitted by the rational competent
authorities to the INCE, including quarterly statistics of imporis and exports of narcotic drugs;
guarterly statistics of imports and exporis of psychotropic substances in Schedule H of the 1971
Convertion; annual statistics of narcotic drugs; and annual statistics of psychotropic substances,
Cuarterly reports have to be Turnished four times a vear by the end of the month following the
guarter to which they relate, while annual reports have to be submitted by 30 June following the
year to which they relate,

Relevant International law and principles

Single Convention, Article 20, paragraph 1 “The Partics shall furnish to the Board for each of thelr territories, in the
manner and form prescribed by the Board, statistical returns on forms supplied by it in respect of the following mattsrs:
a} Production or manufacture of drugs,

b Utilization of drugs for the manufacture of other drugs, of preparations in Schedule Il and of substances not covered by
this Convention, and utilization of poppy straw for the marnufacture of drugs;

¢} Consurnption of drugs;

di Imports and exports of drugs and poppy straw:

) Seirures of drugs and disposal thereof;

f1 Stocks of drugs as at 31 December of the year to which the returne relate; and

gl Ascertainable area of cultivation of the opium poppy”

Convention on Psychotropic Substances, Article 18, paragraph 41 "The Parties chall Turnish to the Board annual statistical
reports in accordance with forms prepared by the Board:

a} i regard 1o each substance in Schedules and H, on quantities manufactured, exported to and imported from each
country or region as well as on stocks held by manufacturers;

&) In regard to sach substance in Schedules 11 and IV, on quantities manufactured, as well a5 on total guantities exported
and imported;

o) In regard to each substance in Schedules I and HY on quantities used in the manufacture of exempt preparations; and
g In regard to each substance other than a substance in Schedale |, on guantities used for industrial purposes in
aceordance 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 include the
guantities of preparations manufactured”

Ensuring Baiancs in National Policies on Controlled S
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HMrocurement

Governments should ensure, in cooperation with companies and agencies managing
distribution, that the procurement, manufaciure, and distribution of controlied medicines
are accomplished in a imely manner with good geographical coverage 50 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 medicings, 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 within the country. The WHO Mode!
List of Essential Medivines and the WHG Model List of Essential Medicines for Children can serve as g
mode! to determine a minimum set of medicines for which substances and dosage forms are nieeded
Annex 1) (84, 900

The provision of adequate availability of controlled medicings is part of a country's obligation under
international treaties and subject to monitoring by INCE.

Similar to any other medicine, a controlled medicine needs to be in stock i order for it o be
continucusty dispensed, as interruption of supply will also interrupt the patients’ freatment. Such
interruption may entall serious conseguences 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,

I the case of interruption of treatment with long-acting opioid agonists for deperdence syndrome,
the ivterruption may also cause withdrawal syndrome. Patients with dependence syndrome are
familiar with this syndrome and know that it can be treated with {llicit) opicids. in such a case they
may drop out of the programme and relapse, Periods without access to medication compromise the
results fram prolonged perinds of programmes for dependence freatment and HIV prevention,

With regards to the accurrence 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, Withdrawal syndrome can usuaily be avoided by graduslly decreasing the dosage. For
other controlied medicings, interruption posss serious problems for patients, whether the return of
epileptic seizures, psychiatric crises, or maternal death {in case of unavailability of ergometrine and
ephedrinel.

If controlled medicines are to be accessible at the appropriate level of health care {please see
explanation under Guideline 73, there is a requirement for them to be widely available in pharmacies
and at the reguired health services. Almost all controlled medicines are also used at the primary care
tevel and their availability should not therefore be solely imited to hospital pharmacies. Patients
and their families should not need fo incur high costs in terms of travel time and money in order to
reach pharmacies dispensing controlled medicines.

Freferably, the distribution of controlied medicines should be combined with that of other non-
controtled medicines through reliable medicine distribution systems, A state monopoly on controlied
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medicines s not reguired by the conventions and will, in many cases, pose additional barriers for
acressibility and availability of these medicines. This is oftern the case where a state monopoly
coincides with the centralization of delivery; for example, where delivery is imited to one location in
the nation's capital or to & imited number of locations in provincial capifals, or where pharmacists
need to appear in person to collect thelr order Tor controlied medicines.

Relevant international law and principles
Guideline 12 is a consequence of Guidelines 2 and 7. Also other Guidelines are related {eg. 8, 9, 11, 12, 15, 18 and 17},
Retevant international law is presented under these Guidelines.

Governments should minimize the negative impact of control and safety measuras on the
affordability and availability of controlled medicings.,

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 safely 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 fo better access and availability.

In situations with low turnover, the cost of Heenses 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 bateh of 10 000 tablets and the same is true Tor the cost of
transportation. A pharmacy that is reguired to make high investments in safely measures in order to
be allowed to dispense controlled medicings may decide not to procure and stock them; these factors
can meke confrotled medicines artificially expensive and may be a barrier to increased consumption.

Countries should perform a review of thelr control and safety measures and the impact on controlled
medicines pricing. i particular, attention should be paid to ensuring thet any safely measure and
the cost related to that measure is proportional to the actual risk of diversion. Countries should take
adeguate steps to remedy any problems found,

Belevant international law and principles
Guideline 19 is & consequence of Guidelines 2 and 7. Also other Guidelines are related {e.g. 8,9, 11, 12, and 18], Relevant
irternational law is presented under these Guidelines.

Drug control authorities should be awarg of the existence of the WHO modef guidelines
for the international provision of controfled medicines for emergency medical carse, which
provide a simplified procedure for importation and exportation of controlled medicines into
a country where disaster disrupted the functioning of the drug control authorities, They
should apply tham 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 fo issue
irmport licenses for controlled madicines. The INCE, in is report Tor 1934, recommended that control
obligations could be limited to the authorities of exporting countries in emergency situations {75,
This principle was erdorsed at the UN Commission on Narcotic Drugs and the Waorld Health Assembly
(97, 92,
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When such a disaster situation ocours, other competent authorities should be aware that the WHD
mode! guidelines for the international provision of conirofled medicines for emergency medicol care
may be applicable {15) These mode] guidelines assist national suthorities with simplified regulatory
procerdures, In cases where there is doubt in relation to their applicability, it is recommended that the
fternationat Narcotics Control Board is consulted.

Relevant internaticnal law and principles

The general principle from the international drug control conventions is that controlied medicines are indispensable and
that aderuate provision must be made to ensure their availability, {See under Guideline t for the text of the conventions'
preambles),

General Comment 14, paragraph 40: "States parties have a joint and individual responsibility, in accordance with the
Charter of the United Nations and relevant resolutions of the United Nations General Assembly and of the World Health
Assernbly, to cooperats in providing disaster relief and humanitarian assistance in times of emergency”

Governments that decide to bring medicines under national control that are not controlied
under the international drug control conventions should apply thesse guidelines equaliy o
those nationally controlled medicines.

At times, governments may feel compelled to bring substances that are not internationally
controtled under national control if they are perceived to pose serious risk of misuse and harm to
public heaith. Under the international drug conventions, countries have the authority to do so. Yet,
where such decisions concern substances that are also medicines - and particularly when they are
gssential medicines - and thus may have 2 significant impact on the availability and accessibility of
these substances Tor medical and scientific uses, they must be made only with restraint and care.

i governments do decide 1o consider national scheduling, they should do so onby after a careful andd
transparent process invoelving all relevant stakeholders that weighs the costs and benefits of such
step. in particular, they should examine:

v the evidence of risk of hazardous and harmful use;

v the extent of the threat for public health and socisty;

v the significance of the substance for medical care;

v the impact on availability and accessibility of scheduling the substance,

Before deciding whether the substance should be scheduled or not, governments should take info
account & scientific assessment of its dependence lability by WHO's Expert Committee on Drug
Dependence, if available)

it 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 guidelings that are capable of ensuring that the availability and
accessibility of the substance for medical and scientific purposes is not interrupted after scheduling
or negatively atfected over time,

1 For all documentation related to the Fxpert Committes on Drug Dependence, please seer http:ffwww.whodnt/medicinesfareas/
guatity_safety/ECDD/en facoessed 9 January 20111
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The above recommendations are garticularly tmportant given the fact that, for example, the national
scheduling of ketamine and tramado! has led to reduced avatlability and accessibility of thess
medicines in many countries, Ketamine is an essential medicine used for anesthesia in resource-poor
settings and is frequently the only anesthetic available for surgery, Tramadal is 2 weak opioid that

s used in many countries to manage moderate pain, reviewed by the 34% WHO Expert Commitiee
an Drug Dependence in 2008, The Committee “considered that, even after recent major increase in
the extent of its use because of its therapeutic usefulness, tramadol continues to show a low 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, with serious
consequences for patients (93, 94,

Relevant intormational law and principles
ICESCR, Article 12, paragraph 2 and its General Comment 14 {See Guideline 2).
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Governments and other inferested groups, including healthcare professionals, maey use the following checklist
to guide their analysis of nations! drug control policies and the extent to which E}e ) usieimes are adhered to

n their country At the country level, it may be a teskforee or working group thet may be put in charge of this
taak Piease note that some further enguiry may be required prior to answering 1 E}s guestions contained in this
checklist.

The numbering of the 67 gquestions corresponds with the numbering of the quidelines. In some cases g guestion

may refer to more than one guideline; in such a case s number refers to the most relevant guideline. For gach

guestion, the checklist indicates whether it Is 2 question on legel issues ("L": 11 questions), policy issues ("P" 53

guestions) or hoth ["L/P": 3 questions). This mey enhance assessment by teams who want to spht their work over
hoth policy and legal sub-teams,

For most questions, the answer that is most favourable Tor ensuring good access and availability to controlied
medicines is represented in bold, Thus, for any question where the answer is not presented in bold, there is

an opporfunity to work on improvement. By working systematicatly on these issues, a country can gradually
improve access and availability of controlled medicines, A systematic approach alse necessitates completion of
the Country Assessment Checklist at a later date.

CONTENT OF DRUG CONTROL LEGISLATION AND POLICY

Mumbey Legal Ouestion Action
{refersto dssue (1]  required?
velated o1 Poliey ig& case fick
Guideline]  issue (B)  lHyed)
1 Lip Is there & provision in the legislation or in official national

palicy documents that controlled medicines are absolutely
necessary for medical and pharmaceutical care?
1 yes, please list

oo M
3 unknown

Z F ls there g provision in the legisiation that establishes the
government’s ohligation to make adeguate provision o ensure;

v the availability of controtled medicines for medical and
scientific purposes, including the relief of pain and suffering?

£ yes, please list:
£ no £
1 unknown

» the prevention and treatment of substance dependence?

£ yes, please list:
oo 3
L unknown

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

1 yes, please list agency/agencies:
oo £
L1 unknown
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Mumber Legal Duestion Action
{refers to | fssue {1}  reouired?
related | or Policy  Iplease tick

Guideline] | dssue (P) it yes)
4 P al Is there a mechanism {such as a regular meeting) among
government agencies to coordinate drug cortrol policies and
to concert all sub-policies?
L yes, please describe mechanism:
how often are such meetings held? . fyear e

Lono
L3 unknown

4 P b} Does the mechanism involve the agencies responsible for
the foliowing functions:

e drug control legislation?

E1 yes, please list agencies:
3 ono -
L unknown

»anti-drug diversion policies?

I3 yes, please Hst agencies:
oo 3
L unknown

»  hesltheare policies {pharmaceutical, cancer, HIV policies,
ete)?
I yes, please Hst agenvies:
oo (]
L unknown

»eustoms?

I3 ves, please list agencies:
1 no 3
I unknown

» - police?

I yes, please Hst sgenvies:
3 no i
L1 unknown

» judiciary?

C1 o yes, please list agencies:
oo r
L unknown

Ensuring Balancs in NMational Policies on Controlled Sulbsiz

FSMB_001874

DEF-MDL-12690.00049



Mumbey  legal  Quesbion | Action
{refers o dssue (1] | required?
velated  or Policy  iplease tick
Guideline]  dssue [P} ‘ if yes
4 P o) Dioes the mandate of the mechanism involve:
v the promotion of the availlability and accessibility of
controlled medicines for medicsl purposes?
B oyes
oo 1
O3 unknown
» the prevention of abuse and dependence?
£ oyes
orno 1
B unknown
v the prevention of diversion?
1 yes
1 no &

1 unknown

5 P a} Is there a mechanism for cooperation between the
government and healtheare professionals o ensure the
availability and accessibiity of controlled medicines for
medical and scientific purposes, including for the relief of pain,
treatment of opioid dependence and other medical Hiness, as
well as the prevention of abuse, dependence and diversion?

3 ves, please deseribe the mechanism:
Eono £
1 unknown

[S]
e

b} Does the cooperation involve the agencies respornsible for
the following functions:

v drug control legisiation?

yes, please Hst agencies:

10 ™
UKW

oo

»anti-drug diversion policies?

1 yes, please list agencies:
oo 3
B unknown
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Mumber | legal | Ouestion  Action

{refers to | jssue (1) | required?
related  or Poliey _ Iplease tick
 Guideline] issue (P} it yes) :

»  healtheare policies {pharmaceuticsl, cancer, HIV policies,

ete)?
L3 yes, please list agencies:

[0 I ToY [
C1 o unknown

»  Customs?

L oyes, please list agencies:
Lrono -
L unknown

v police?

I3 ves, please list agenvies:
1 no i
1 unknown

s judiciary?

L oyes, please list agencies:
L ono 3
L unknown

»  medical boards?

L oyes, please lish:
£ no 1
B unknown

v representatives of health professionals?

1 ves, please list organizations:
oo o
O3 unknown

v representatives of patients?

L1 vyes, please st organizations:
1 rno £
1 unknown

v representatives of health insurances?

L1 ves, please list organizations:
1 no £
L1 unknown
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Mumber  Lenal
{refers to  issue (L)

velated  or Policy
Guideline]  dssue [B)

c} Does the mandate of the cooperation involve:

Action
| required?
 iplease tick
‘ if yes

v the promotion of the availlability and accessibility of
controlled medicines for medicsl purposes?

1 yes
3 no
1 unknown

v the prevention of abuse and dependence?

B ves
1 no
3 unknown

v the prevention of diversion?

B wes
1 no
3 unknown

iyl
i

d} Does the cooperation comprise the following aspects

b tooassist the needs assessment for controlled medicines
and 1o report on the degree of acress?

1 yes
3 no
31 unknown

v to advise on the promotion of rational use of controlled
megdicines?
1 yes

3 no
1 unknown

v implementation of best practices, development of national
treatment guidelings and implementation of internationsl
treatment guidelines?

1 yes
3 noe
31 unknown

v to advise on lifting overly-restrictive barriers for access fo
controlied medicines?

B ves
3 no
3 unknown
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Mumber Legal  Ouestion Action

{refers to | dssue (L} | required?
related  or Poliey _ Iplease tick
Guideline) fssue (P it yes)

» 1o advise on improving prevention and control of
substance abuse and dependence without establishing rnew
barriers for accessibility and availability?

Loyes
L no ]
L unknown

& P Bid the government make adenuate provision 1o ensure
education of government officers and others whose work
reguires an understanding of the problems of abuse of drugs
arnd of its prevention, including the relation to health policies
arid legitimate treatment with controlled medicines?

I yes, please deseribe the mechanism:
oo [
L1 unknown

Policy planning Tor availability and accessibility
Notionol medicines policy plor:

7 K a1} s there an approved national medicines policy plan
that includes the availability and accessibility of controlied
medicines for all relevant medical and scientific uses?

L1 ves, please reference:

when was the last update of the plan?
oo
Eb o unknown

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 Modei List of Essential
Medicings and the WHO Model List of Essential Medicines Tor
Children?

L yes, please reference:
Ll ono e
L unknown

7 P a3} Does this List of Essential Medicines include all medicines
currently on, or equivalent fo the controlled medicines on, the
WHO Model List of Essential Medicings and the WHO Model
List of Essential Medicines for Children?

L oyes

LI o, please list missing medicines: 3

L urknown
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Mumber  legal  Question Agtion
feefers tn Bssue (1]  requived?

related o Paliey  {please tick
Guideline]  dssue [B) ‘ if yes

a4) Does the national medicines policy plan for any
government policy] make provision for policies that address
the rational use of controlied medicines by the general
population, including that patients and their families should
be informed about the treatment of pain and freatment of
dependence?

£ yes, please specify:

1 rmo
3 unknown

(P~ fefers
also fo
Guidelines
Poand 12)

ab} Does the national medicines policy plan {or any
government policy] provide for the availahility of the relevant
medicines al appropriate levels of care, including both the
availlability of strong opioid analgesics at all levels and the

authority of prescribing by all relevant medical specialties?

1 yes, please speeify:
£ ono &
L1 unknown

7 P afi) Does the national medicines policy plan {or any
government policy] make adeguate provision that patients who
are hospitalized for other reasons are able to continue their
treatment with controlled medicines?
£ yes, please specify:
1 rno £
1 unknown
7 P a7] Does the national medicines policy plan {or any

government policy) make adequate provision that treatment
continues for people on controled medicines when arrested
or imprisoned, regardiess whether they are on pain treatment,
treatment for dependence or for other diseases?

£ yes, please speeify:
Eono £
1 unknown

Disease specific policy plons:
- Lancer:

b1} Is there an approved national comprehensive cancer
control program that includes access to and availability of
strong opivid analgesics for freatment of moderate 1o severe
pain and Tor services like hospice and palliative care where
patients can obfain such freatment?

L1 yes, please reference:

when was the last update of the plan?
oo
B unknown
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Mumber | legal | Ouestion  Agtian

{refers to | dssue (L} | required?

 related | or Poliey _ Iplease tick

 Guideline]  dssue (P} . ity
? 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?

Eoves
LIono -

L unknown

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

E yes, please speeify budget:
tono 1
L unknown

- HIV/AIDS:

7 P ol s there an approved national HIVIAIDS policy programme
that:

»  includes the treatment of maderate to severe pain through
avaitability and accessibility of strong opioid analgesics
and of services like hospice and palliative care where
patients can oblain sych treatment?

L yes, please reference:
o one (M
L unknown

» includes the prevention of HIV transmission through
availability and accessibility of opioid agonist therapy and
treatment centers where patients with opioid dependence
can obiain such treatment?

Eb oyes, please reference:
when was the last update of the plan?

el
oo
L1 unknown
7 F 02} 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?
L oyes
o ono (M

L3 unknown
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Mumber  Lenal Ouestion Action
frefers tn dasue [1]  reguired?
related o Paliey  iplease tick
Guideline]  dssue [B) ‘ if yes
7 3 o3} Are sufficient resources available for the implementation
of the policy?
£ yes, please specify budget:
£ no £
1 unknown
~ Opicid dependence:
7 P 2 an approved national mental healthcare
programme on opioid dependence that includes prevention
of substance abuse and dependence, treatment of subsiance
dependence through availability and accessibility of opioid
agonist therapy and treatment centers where patients with
apinid dependence can obtain such treatment?
L1 yes, please reference:
when was the last update of the plan? .
£ ono
B unknown
7 P d2) Has it beern 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?
B oyes
oo £
O3 unknown
7 P d3} Does the mental healtheare programme on opioid
dependence make adequate provision that treatment
continues for people on controlled medicines when arrested
or imprisoned, regardiess whether they are on pain treatment,
treatment for dependence or for other diseases?
L yes, please specify:
oo .|
L1 unknown
7 P d4} Does the mental healtheare programme on opiold
dependence make adegquate provision that prisons have
functioning treatment programmes for the treatment of opinid
dependence?
£ yes, please specify:
Eono 3
1 unknown
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Mumber Leqal éﬁumﬁm  Agtian

refersto | bssue (L) . requived?

 related | or Policy  please tick

 Guideline]  dssue (P} . ifyes]
7 P d57 Are sufficlent resources available for the implementation

of the policy?

C1 o yes, please specify budget:
Eono [
L unknown

~ Psvchintric and neurologicol disorders:

7 P et} is there an approved national mental healtheare
prograrme on other psychiatric and neurological disorders
that includes the availability and accessibility of anxiohytics,
hypnotics and anti-epileptics?

1 yes, please reforence:
when was the last update of the plan?

el
3 ono
L unknown
7 F 223 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?
Loyes
LI no [

L unknown

7 F 23} Are sufficient resources avallable for the implementation
of the policy?
L1 yes, please specify budgel:
Lorno [
E o unknown

- Maternal heolth:

7 P 1} Is there an approved national maternal healtheare
programame that includes the availability and accessibility of
owyiocin {not-controlled] andfor ergometrine and of ephedrine
for emergency obstetric care?

3 vyes, please reference:
when was the iast update of the plan?

e
o ono
3 unknown
7 F 21 Has it been verified that no provisions in the policy plan
granting rights 1o one patient group could be explained as
withholding this right to other patient groups?
L oyes
o ono i

L3 unknown
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Mumber  legal  Question . Action
{refersto fssue (L] | required?

velated  or Policy  iplease tick
Guideline]  dssue [P} if yes

7 P £2} Are sufficient resources available for the implementation of
the poticy?

£ yes, please specify budget:
£ no £
1 unknown

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

v are gerder sensitive and culturally appropriste?

£ oyes
1 rmo o
3 unknown

v allow for equal access and availability and do not
discriminate, or result in belng unintentionally
discriminatory 1o

Women?
O OYEs
o NG i
o unknown
children?
O ¥es
ooono I
unknown

the elderly?

O yes
o noe 3
o untknown

people i lower income classes?

O YEes
o no I

o unknown

ethnic minorities?

o yes
N0 1
unknown

prisoners?

o yes
ooonn ]
unknown

FSMB_001883

DEF-MDL-12690.00058



 Mumber  legal | Ouestion Action
 Dreferste . msue ]  required?
. related | oy Bolicy _ Iplease tick
Guideline] | issue [P) ‘ it yes) ‘
pain patients with a history of substance abuse?
o yes
o N [
o unknown
people living with HIV?
oooyes
oo [
o HIKNown
sex workers?
oYes
G NG [
o unknown
men who have sex with men?
o yes
o no [
o unknown
injecting drug users?
o yes
(SR £10] ]
o unknown
8 P b) Do patients with opiold dependence have egual access to
treatment regardiess ol
»age?
1 yes
3 no [
L1 unknown
e gender?
[ yes
L no o
3 unknown
v HIV-status?
[ yes
1 no £
3 unknown
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Mumber  legal  Question . Action
{refersto fssue (L] | required?

velated  or Policy  iplease tick
Guideline]  dssue [P} if yes

£ oyes
1 mo ]
1 unknown

v history of attempts at abstinence or unsuccessiul
freatment attempts?

B ves
1 no i
3 unknown

w o psychiatric conditions?

B wes
1 no "]
3 unknown

8 F o} Do pregnant and lactating women have equal access to
treatrment of opicid dependence as other patients?

B wes
1 no "]
3 unknown

4 L al 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?

L yes, please specify which laws or regulations
have been cheeked and which relevant laws and
regulations still need examination: £

Eono

1 unknown

4 L b H such provisions are present, are they necessary or
desirable for the protection of the public health or welfare and
do they contribufe fo 2 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)?

1 yes, please specify outcomes by provision:
oo 3
L1 unknown
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Mumber Legal Ouestion Action
Iretersty | fssue 1] tequired
. related | oy Bolicy {please tick

Guideline] | issue [P) it yes)
3 L o} If provisions were identified that are not necessary or
desirable Tor the protection of the public health or welfare and
do not contribute to g better public health, were they either
remuoved or replaced by alternative ways (o provide the same
level of prevention without posing a barrier 1o rational medical
use?
L yes, please specify:
L ono i
L unknown
9 {l.- Refers | d} In particular, indicate if the legislation or the policies
also to contain the following provisions that are stricter than required
Guideline | by the drug control conventions that impede prescribing,
1) dispensing aryd distribution for rational medical use:
» is the thme span for which controlied medicines may be
prescribed more limited than for other medicines?
L yes, please specify maximum duration and
difference with other medicines: e
Lono
C o unknown
»is the validity of prescriptions for controlled medicings
more Hmited than for other medicines?
Ll yes, please specify maximum validity and
difference with other medicines: 1
oo
L unknown
»i5 the practitioner allowed to determine the appropriate
pharmacclogical treatment {cholce of medicine,
formulation, strength, dosage and duration] based on
individuat patient needs and on spund scientific medical
guidance?
L oyes
LI no; please specify restrictions and difference with e
other medicines
L3 unknown
» s there a limitation on the use of strong opioids in
moderate to severe pain 1o one or more specific diseases
{0 cancer pain), while moderate to severe pain from
other causes remains unaddressed?
L1 yes, please specify restrictions:
1 no [
L unknown
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Mumber  legal  Ouestion . Action
frefers to bsue 1]  reguired?
related o Poliey  iplease tick
Guideline]  dssue [P} ‘ if yes
> is permission required for the patient to render himfher
eligible to receive a prescription for a controlled medicine?
B ves
o ono 3
£ unknown
v can controlled medicines be prescribed on a single copy of
regular prescription paper?
£ ves
1 no; please specify what is needed and at what costa £
1 unknown
v i there a registration of patients freated with opioids for
opicid dependence?
L3 ves
if yves, 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 1o seek
treaiment; .
it ves, 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 will not be breached
1 o
O3 unknown
v are health workers with general prescriving authority,
while performing their professional dufies, allowed to
preseribe controlled medicines without an additional
license?
£ yes
Eono £
1 unknown
v are pharmacists with general dispensing authority, while
perfarming their professional duties, allowed to dispense
controlied medicines without a license?
1 yes
£ no 3
B unknown
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Mumber  legal  Ouestion . Action
{refersto fwsue 1] _ reauired?
 redated o Poliey _ Iplease tick

 Guideline]  dssue (P} it yes)
= is providing information about freatment with and use of
controtied medicines allowed and can people providing
such information be free from fear of prosecution?
Eoves
3 ono [
L unknown
10 L a} Is there terminology in the legisiation that has the potential
to confuse the medical use of controlled medicines with
substance abuse?
Loyes
L ono i
L unknown
10 L b Does a definition of "abuse” {or "misuse”] exclude the fong-
term medical use of controiled medicings concurrent with
aceepted medical practice, and 5 it clear that medical use of
rantrolied substances, whether long-term or not, and whether
atverse drug reactions {including “drug deperslence”] ooeur or
rot, is not “drug abuse™?
Loyes
o one (M
L unknown
e L ¢} Does a definition of "dependence” require the presence of
a strong desire or g sense of compuision to take the drug and
is it clear from this definition that the mere pocurrence of
tolerance or withdrawal symptoms does not warrant such a
diagnosis?
Ehoves
3 ono [
L unknown
He . dl Does the legislation contain stigmatizing terms for
controlied medicings, such as the use of the legal terms
“narcatic drugs” and “peychotropic drugs” for medicines
bevond their legal meaning related to the international drug
conventions?
Eoyes
oo i
L unknown
10 L e} Does the legislation refer to patients in a respectful way and
i particular, does it avoid stigmatizing ferminoiogy such as
use of the word “addict” for a patient with dependence?
Loyes
L ono i
L unknown
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Mumber  Lepal uestion | Action
{refers o dssue (1] | required?
velated  or Policy  iplease tick
Guideline]  dssue [P} ‘ if yes
Healtheare professionals
11412 L a) Can health professionals be free from fear of investigation,
prosecution and disproportionate punishment for minor or
unintentional breach of drug control rules?
1 yes
L1 no; please specify o
L1 unknown
12 L b3 Are pharmacists allowed to correct technical errors in
prescriptions and to dispenss small amounts of controlied
medicines in case of emergencies?
B oyes
1 rmo 0

03 unknown

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

£ yes, please specify:

Eono £

1 unknown

13 P b} Are relevant WHO treatment guidelines or other
international or national evidence-based guidelines for the
varieus diseases and disorders that need treatment with
controlled medicines tmplemented throughout the country,
including for:

v pain management?

E1 yes, please specify:
Eono £
1 unknown

v treatment of opioid dependence?

B yes, please specify:
oo 3
B unknown

v prevention of HIV/AIDS?

L1 yes, please specify:
£ no 3
B unknown
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Mumber  lLegal Duestion _ Action
{refers to | fssue {1}  reouired?
 related | or Poliey  please tick |
Guideline] | dssue (P} L
»  peyvehiatric and neurclogical disorders, in particular on the
use of anxiolytics, hypnotics and anti-epileptics?
E1 o yes, please specify:
oo i
L unknown
»  maternal health?
L1 yes, please specify:
oo [
L unknown
14 F ¥ the country is in a transition towards improved access and
avaitability of controlled medicines, are training courses for
physicians, pharmacists and nurses to teach the rational use of
these medivines given throughout the country?
Loyes
LI no (I
L unknown

Estimates and statistics

15 P a} Does the government have a method to realistically
estimate the medical and scie mtiﬁf requirements for controlled
substances?
E1 yes, please speeify:
3 ono [
LI unknown
15 F b) Does this method include a certain surplus in order to
minimize chances that the estimates are insufficient towards
the end of the year?
Ehoves
LIono [}
LI unknown
15 P ¢} Has the government critically examined this method and
validated it against the methods recommended by WHO and
INCB?
Loyes
L no [

L unknown

n o WHOMNCE Manual on estimates in preparation at the moment of publication of this document.
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Mumbey Lenal
{refers to dssue (1)
velated or Poliey

Action
required?

Lplease tick

Guideline]  dssue [B) if yes
15 P Has the government established a satisfactory system 1o
colect information about requirements for controlled
medicines from relevant facilities?
L1 yes, please specify:
orno £
B unknown
15 P a) Does the government furnish estimates to the INCB of the
reguirements for narcotic drugs and certain precursars for the
next yvear in a timely manner?
E3 yes, please provide date of latest submission:
£ no £
1 unknown
16 P b} Does the government furnish assessments {simplified
estimates} to the INCB of the requirements for psychotropic
subsiances al least every three years?
E1 yes, please provide date of latest submission:
Eono &
1 unknown
16 P ch it appears that the medical need for narcotic drugs
{mainly opioid analgesics and long-acting opioid agonists for
treatment of dependence} will excesd the estimated amount
that has been confirmed by the INCB, is it government policy
to furnish @ supplementary estimate to the INCB?
B yes
Eono £
£ unknown
17 P Does the government submit to the INCE in & timely manner
the required quarterly and annual statistical reporis on
narcotic drugs and psychotropic substances?
3 yes, please provide submission dates for the last
year: e
o o
L1 unknown
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Mumber Legal Duestion Action
{refers to | fssue {1}  reouired?
related | or Policy  Iplease tick

Guideline] | dssue (P) if yes)
Procurement (See also the guestions for Guideling 7)
14 P a} Has the government established a satisfactory system that
ensures, in cooperation with the distribution channels, that
the procurement, manufacture, and distribution of controlied
medicines are accomplished 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?
Eloves
3 ono i
L unknown
18 F b} Is there a sufficiently geographical coverage of pharmacies
andfor dispensaries all over the country, not imited to hospital
pharmacies, where gatients and their families can obtain
controlied medicings without spending considerable ampunts
of time on travel, nor needing 1o make high expenses for such
travel?
L oyes
oo [

L1 unknown

14 o a} Does the government promote the availabiiity of controlled
medicines at affordable cost?

L1 yes, please specify methods:
LI no [
L unknown

19 P bl Are there any fees for licenses for the market admission,
procurement, manufacture, and distribution of controlied
redicines in addition to those hcgnses required for medicings
rot under control?

I yes, please specify which licenses and fees:
L no (¥
L1 unknown

20 P Are the drug control authorities responsible for issuing export
permits aware of the existence of the WHD model guidelines
for the international provision of contfrolfed medicines for
emergency medical care, and did they ever apply them!?

yes, but not applied

ves and applied; please specify:
e

rknown

EEEEREN
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Mumber Legal  Ouestion Action
freters 1o Bmsue (L required?
velated  or Policy [please tick
Gudeline]l lssue (9 if yes
Other
21 LiP a} If the country considers enacting for any national drug
control measures on any substance or medicine not under
ivternational control, is there a procedure to assess the real
risk of abuse, the harm caused by such abuse, and its medical
usefuiness in decision-making and is it ensured that any drug
control measure does not affect medical availability and
accessibility?
L1 yes, please specify methods:
1 no £
L1 unknown
21 LiE I the country apphies any national drug control measures on
any substance or medicing not under internationa! control,
does it equally apply the relevant guidelines from this
document on such a substance?
B wes
1 no ]
L1 unknown
21 o If ketamine andfor tramadol Is 2 controlled substance in
the country, is medical availability and aceessibility ensured
throughout the country by applying the relevant guidelines
from this document?
o yes
o o £
L3 unknown
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These policy guidelines were produced by the World Health Organization, Department of Essential Medicines
and Pharmaceutical Policies, Access to Controfled Medicines Team, as an update of the WHO guidelines
Achieving bofance in notionol epioid conirol policy. The original version was developed for WHO by the WHO
Collaborating Centre for Policy and Communications in Cancer Care at the Pain and Policy Studies Group,
University of Wisconsin, Madison W, United States of America in 2000.°

The initial guidelines were derived from the international drug control conventions and from
recomimendations from authoritative bodies, such as the Internationa! Narooticos Control Board, For this
update, other aspects of international law and research on the impediments for availability were also
considerad.

The update was prepared by Barbara Milani and Willem Seholten, in collaboration with Lauren Koranteng
fall three Acress to Controlled Medicines, World Health Organization), Saskia Jinger, Universitdtsklinikum
Aachen, Germany and Tom Lynch and Anthony Greenwond, both Lancaster University, Lancaster, United
Kingdom.

A panel of international experts identified topics to address and commented on a first draft i 2 two-round
Delphi study, The resulting final draft was discussed by a Guidelines Development Group that convened in
Genevy, 27 - 24 Movember 2010,

@uéqﬁﬁémﬁ Development Group

Members

Dr Azizhek Boltaey, Senior Besearcher, Chair on Psychiatry and Addiction Medicine, Bukhars State Medical
nstitute, Bukhara, Uzbekistan, on behalf of the Eurgsian Harm Reduction Networl, Vilnius, Lithuanis

Professor Snezana Bosnjak, ATOME Academic Advisory Board Member, Serbian Institute for Oncology and
Radiology, Belgrade, Serbia

Dy Sackia Hinger, Universittsklinikum Aachen, Germany, or behalf of the European Association for Palliative
Care, Milan, ltaly

Dr Thormas Lynch, Lancaster University, Lancaster, United Kingdom (Rapporteur]

Dr Aukje Mantel-Teeuwisse, Utrecht Institute for Pharmaceutical Sciences, the Netherlands

Dr David Praill, Chief Bxecutive, Help the Hospices, London, United Kingdom

Professor Lukas Radbruch, Klintk filr Pallistivmedizin, Universititsklinikum Bonn, Bonn, Germany; Lentrum
fUr Palliativmedizin, Malteser rankerhaus Borm/Rhein-Sieg, Bonn, Germany {Chairperson)

Observer

Mr Pavel Pachta, Deputy Secretary of the Board and Chief, Narcotics Control and Estimates Section,
Secretariat of the International Narcotics Control Board, United Nations Gffice on Drugs and Crime,
Vienna, Austria

WHO Staff

Dy dames Cleary, WHO Collaborating Centre for Pain and Palliative Care, Pain &t Policy Studies Group, Paul P
{arbone Comprehensive Cancer Center, University of Wisconsin, Madison W United States of America
(Temporary Adviser)

o LCurrently: WHO Collaborating Centre for Pain and Palliative Care,
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Ms Lauren Koranteng, Intern, Access to Controlled Medicines, WHQ, Geneva, Switzeriand

Ms Liliana de Lima, Dxecutive Director, International Association for Hospice and Falliative Care, Houston,
Lnited States of America Temporary Adviser)

Mr Diederik Lohman, Human Rights Watch, New York {Temporary Adviser)

Dr Barbara Milani, Techrical Officer, Access to Controlied Medicines, Department of Essential Medicines and
Pharmaceutical Policies, WHO, Geneva, Switrerland

Or Clive Ondart, Coordinator, Medicines Access and Rational Use, Department of Essential Medicines and
Pharmaceutical Policies, WHO, Geneva, Switzeriand

Dy Viadimir Poznyak, Coordinator, Management of Substance Abuse, WHO, Geneva, Switzerland

Dr Willem Scholten, Team Leader, Access to Controlied Medicines, Department of Essertial Medicines and
Pharmaceutical Policies, WHO, Geneva, Switzeriand {Secretary)

Professor Allyn Taylor, WHO Collaborating Centre for Health Law and Human Rights, Georgetown School of
Law, Georgetown University, Washington DC, USA (Temporary Adviser]

Ms Annet Verster, Technical Officer, Department of HIV, Prevention in the Health Sector, WHO, Geneva,
Switrerland

Other contributors

WHO would also Hie to acknowledge the contributions made by the following individuals in the

development of the materials and peer review:

Dr Dele Olawale Abegunde, Medicines Access and Rational Use, WHU, Geneva, Switzeriand

Professor Rosa Buitrago, School of Pharmacy, University of Panama, Panama

Dr Scott Burris, Professor of Law and Co-Director, Center for Health Law, Policy and Practice, Temple
University Beasley Schocl of Law, Philadelphia, PA, United States of America

Professor Augusto Caraceni, Buropean Association for Palliative Care and Director, Virgitio Floriani Hospice,
Mational Cancer Institute, Milan, Haly

Frofessor David Clark, ATOME Academic Advisory Board Member, University of Glasgow, Glasgow, United
Kingdom

Or Henry Ddungu, African Palliative Care Association, Entebbe, Uganda

Or Anju Bhawan, All India Institute of Medicine, New Delhi, India

Dr Kees de Joncheers, Begional Adviser, WHO, Eurapean Regiongal Office, Copenhagen, Benmark

Ms Margarethe Ehrenfeldner, Chief, Psychotropics Control Section, Secretariat of the International Narcotics
Control Board, United Nations Office on Drugs and Crime, Vienns, Austria (observer]

Frofessor Faul M Fenton, Agnac, France

Dr Gilberto Gerra, Chief, Health and Human Development Section, United Nations Office on Drugs and Crime,
Vienna, Austria (ohserver]

Professor Stein Kaasa, ATOME Academic Advisory Board Member, The Norweglan University of Science and
Technology, Trondheim, Norway

Dr Rick Lines, Executive Director, International Harm Reduction Association, London, United Kingdom

Mr John Lisman, ATOME Academic Advisory Board Member, Lisman Legal Life Sciences, Nieuwerbrug, the
Netherlands

Dr Kasiz Malinowska-5empruch, Director, Global Drug Policy Programme, Open Society Institute, Warsaw,
Poland

Dr Mattews Mathai, Making Pregnancy Safer, WHO, Geneva, Switzeriang

Frofessor Sheila Payne, Urdversity of Lancaster, Lancaster, United Kingdom

Dr Cecitia Septlveda, Senior Adviser, Cancer Control Programme, WHO, Geneva, Switzerland

Professor Gerry Stimsan, ATOME Academic Advisory Board Member, Executive Divector {unti! August 2010},
irternationat Harm Reduction Association, London, United Kingdom

Professor Tsutomu Suzuki, Hoshi University, Tokyo, Japan

Ms Melisa Tin Stong Lim, Narcotics Control and Estimates Section, Secretariat of the International Narcotics
Control Board, United Nations Office on Drugs and Crime, Vienns, Austria (observer]
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Frofessor Ambros Uchtenhagen, ATOME Academic Advisory Board Member, Institut flir Sucht- und
Gesundhettsforschung Zilrich, £irich, Switreriand

Ms Gisels Wieser-Herbeck, Narcotics Control and Estimates Section, Secretariat of the International Narcotics
Control Board, United Nations Office on Drugs and Crime, Vienna, Austria {observer)

possible

Mra Pamela Drameh, Health Systems and Services, WHC, Geneva, Switzerland

Mr Eric Georget, Essential Medicines and Pharmaceutical Policies, WHO, Geneva, Switzeriand

Mrs bva Kaddu, Medicines Access and Rational Use, WHE, Geneva, Switzerland

Nova Language Services, Barcelona, Spain

Paprika, Annecy-le-Vieux, France {design)

Ms Anke Sabine Ries, Department of Palliative Medicine, RWTH Aachen University, Aachen, Germary
Mrs Dorethy Al van Schooneveld (Editor], Amaney, France

Mrs Tone Skaug, Health Systems and Services, WHO, Geneva, Switzerland

See page V {beginning of the document]
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The Guidelines Development Group Members and other external participants were requested to provide a
Declaration of Interest following the current WHO format,

Azizbek Boltaev reporied that he served as an international expert for the United Nations Office on Drugs
and Urime for training Turimen drug treatment specialists 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 technics! 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 USH 1000 and reimbursement of his expeﬂ%% Currerrtly, 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, inclu 4 ing opsjad substitution therapy, From 2008 to 2009 he
served as a Reglonal Harm Reduction Advisor to DFD-funded Central Asian Regional HIVIAIDS Programme
at GRM 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.

Srierana Bosnjak is an International Pain Policy Fellow and the President of the National Palliative Care

Commission in Serbia. In both functions she provided expert apinion and gave public statements on the need

and methods to improve availability of opicids Tor pain and patliative care through education and policy.

As Commission President, she also provided guidance to the QOVQ’FE“SE‘?‘B‘??TE regar dmg & new bilt an controlled
substances, For the Internation ml Pain Policy Fellowship she received a USS 12 000 honorarium am?! USE 2000

per year for expenses (2006 - 2008) and USE 8000 per yvear for honorarium and expenses (2009 - 2010

from the Open Society F@uﬂdataon. She received minor remuneration at various cerasions for presentations

on the use of oploid analgesics from Jansen and HemoTarma,; 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 opiciphobia for patients

and professionals (US$ 7940). She receives reimbursement from the European Commission, 7% Framework

Pragramme for the cost of her participation in the Guidelines Development Group meeting.

Firn Cleary reported to be Director, Pain and Policies Study Group st the Paul 0 Cerbone Comprehensive
Cancer Center, University of Wisconsin, Madison W1, 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 USS 35000 He also reported to be the institutional principal investigator for two studies by
Archimedes (2008) and Wyeth {currentl. For both studies the University received a remuneration of 15§ 700
per patient. He spoke at medical grand rounds and a conference at which he has discussed increased aceess
to opisids for pain control thorprariumm of USS 2500 - USS 7500 He also reported he has participated ing
documentary film by WhyteHouse on access to pain medicings with no honorarium.

Saskia Hinger declared that the unit where she is employed is one where colleagues received funding from
various gharmaceutical companies, including the oploid producing companies Grinenthal, Mundipharma and
lanssen. She received reimbursement from the European Commission, 7™ Framework Programme, for the cost
of her participation in the Guidelines Development Group meeting.

Litiana de Lima reported bcmg empioved as the Executive Director of the International Assoviation for
Hospice and Pallintive Care {EAHPU for the past ten years, One of the areas of work of JAHPC is improving
access to opioid medications for gtment. She provides expert advice to the Governments of
Cotombia, Peru and Panama relat ed to aceess to controlled medicines.

Diederik Lohman deg
Society Foundation to conduct policy re

od that Human Rights Waich receives funding Tor his employment from the Open
=arch and advocacy on accessibility of controlled medicinegs.
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Aukje Mantel-Teeuwisse receives reimbursement from the European Commission, 7 Framework Programrme
for the cost of her participation in the Guidelines Development Group meeting.

David Praill reported that he is the CEO of Help the Haspices - the niational L charity representing UK
hospices. Help the Hospices receives government funding for three programmes: one in Sierra Leone, one
with the African Palliative Care Association, and ane on the development of palliative care Tor children in
indiz and Malawi, He sits on the board of the Worldwide Palliative Care Alliance, and the board of the Indian
Association of Palliative Care. Help the Hospices shares an interest in this ares in as much as it is keen o
see, and does all that it can o support, activities that promote appropriate access 1o pain control medicines
and other medicines required by palliative care physicians across the world, He recelves reimbursement from
the European Commission, 7% Framework Programme for the cost of his participation in the Guidelines
Development Group meeting.

Lukas Badbruch reported being the President of the European Association for Palliative Care [EAPC] since
2007, with involverment in activities to develop and implement palliative care in Eurppe, including media
activities and projects to survey and improve the access to opioid medications in Europe, with nio personal
honorariurm Tor this work. He receives reimbursement from the European Commission, 7% Framework
Programme Tor the cost of his partivipation in the Guidelines Bevelopment Group meeting. He has given
presentations at medical conferences for Archimedes and Cephalon on the development of medicines,
receiving honorariums of 1000 - 2000, He is a Member of the Board of the Worldwide Palliative Care
Alliance.

Allyn Tavlor reported that she wrote a paper on access to pain medicine for the International Union against
Cancer (UICC) as a consultant and recelved a honorarium of USS 10 000, She has received funding for travel,

Tom Lynch receives reimbursement from the European Commission, 7" Framewaork Programme for the cost
of his participation in the Guidelings Development Group meeting. He attended a conference by the Pain and
Policy Studies Group and received reimbursement Tor his trave! from the Open Society Foundation

Mast declared interests coincide with the World Health Organization’s obiective of balancing controlied
substances policies, They are not considered to be conflicting, Declarations that included involvement with
the pharmaceutical industry are all considered minor. Moreowver, the current guidelines do not make any
recommendation on products or treatment methods.
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CONTROLLED MEDICINES ALSO LISTED AL WHO ESSENTIAL MEDICINES OR WHO
ESSENTIAL MEDICINES FOR CHILDREN (95, 56)

ampoule

buprenorphine | not specified | not specified used ir substance dependence
PrOYrammes
codeine tabiet 15 mg opioid analgesic «
{phosphate] '
30 myg 1. opivid analgesic
{phosphate} 2. {ndication under review)
artidiarrhoeal {symptomatic)
medicines in adults
digzepam ™ iniection 5 mgfmi in 2mi precperative medication
ampoule and sedation for short-term %
procedures
oral liguid 2 mgfs mi generalized anxiety b
rectal 5 mgfmlin 0.5 ml | anticonvulsant/ antiepileptic X
sclution or tube '
gel .
4 5 mgfmiin 1 mi
- X
tube
5 mgfmlin 2 mi y
tube )
5mgfmlin 4 mi y
tube ’
tablet 2 myg generalized arxiety ®
5 my 1. generalized anxiety
2. preoperative medication ,
and sedation for short-term )
procedures
H mg generalized anxiety X
ephedrine iniection 30 my spinal anaesthesia during
{hydrochicride)/ delivery, to prevent
miin 1 mi hypotension
ampoule
ergometring ” iniection 200 micrograms arytocic
{hydrogen
maleate) in 1 mi
ampoule
lorazepam”™ parenteral 2 mgfmiin 1 mi anticonvulsantf antiepileptic y
formulation | ampoule )
4 mgfmiin 1 mi <
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FSMB_001903



methadone

concentrate
for oral liguid

5 mgdmi
{hydrochloride]

10 mefral
{hydrochloride)

used ir substance dependen
programmes

oral liguid

5 mgls mi

10 mgfs mi

ysed in substance dependence
programmes

sulfatel

midazolam injection 1 mgfm anticonvulsantfantiepileptic X
5 mgfm %
morphine granules 20 my opioid analgesic *
{modified
release} (1o q
mix with 30 my *
water) 50 my %
100 my X
200 myg X
injection 10 myfml (sulfate | 1. preoperative medication
or hydrochloride} | and sedation for short-term .
in 1 mi ampoule procedures ’
2. opicid analgesic
aral Hguid i my (morphine | opioid analgesic
fydrochioride y
or morphing
sulfatelfs mi
tablet 10 myg [morphine | opioid analgesic
limmediate suifate] 5
release]
Tablet 0 mg opioid analgesic X
{prolonged (morphine sulfate} '
release) e . :
30 mg {morphine y
sutfatel
80 myg {morphine ,
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Ersuring Ralancs in National Policies on Controlled !

FSMB_001904



phenobarbital  injection 200 myfmi anticonvulsantfantiepiteptic

{phenobarbital X %
sodium) 3 ‘
Caral liguid 15 mg/5 mi - anticonvulsantfentiepiieptic . .
“ {phenobarbitall
tablet various strengths: | anticonvulsant/antiepileptic y X
‘ 1% mg to 100 mg "
- thiopental powder for 1 0.5 g [sodium - general anaesthefic o .
‘ | injection salth inampoule )
1 g (sodium salt]
g } « .

i ampotde

* The listed medicine should be the example of the class for which there is the best evidence for effectiveness
and safely.

Remarkc Ketamine injection 50 mg {as hydrochloridelfml in 10ml vial is fisted for general anaesthesia
Ketamine is not under fnternotional control, However, in some countries it s under potionof control
Therefore according to Guideline 21, the guidelines in this document should be equally applied to ketamine
{85, 96},
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Selected WHO treatment guidelines

Fain treatment

World Health Organization. Cancer pain relief with o guide to opinid availability, 2nd ed. Geneva, 19986,
Available in Chinese, English™, French®, Russian, Spanish® and Thai®,
WHG Bookshop: http:ffapps.whodnt/bookordersfanclals{detart 1 jspisesslans toodians wodeol=1 Bieod
coh=2247 {accessed 3 January 20110
Downloadable from the WHO Library at: hitpfiwhalibdoowhoint/publications{924 1544582 1.pdf
{accessed 3 January 2011

Waorld Health Grganization, Concer poin relief and polliotive core in children, Geneva, 1998, 15BN 92 4
184557 79 Available in Azeri”, Bulgarian®, Chinese, English®, French®, Romaridan™, Russian™ and Spanish™,
WHO Bookshon: http:dfappswhoint/bockordersfanglais/detart 1 isp?sesslan= 1ecodians= 1gcodools= 1 Stcod
cch=459 (aceessed 3 January 2011
Downloadable from the WHD Library aty hitp/fwhalibdocwhointfpubications/9241 545127 pdf
{accessed 3 January 2011)

World Health Organization. Poflictive core symptom monagement and end-of-life care: interim quidelines for
first-feved focility heolth workers, Geneve, 2004, SBN 878 92 4 159723 2. Available in English® and French™
More information at: hitp/fwww.whodntfhivipubfimaifonmary_palliativefenfindex him!
{accessed 3 January 2011)
Downloadable at: http/Pwwwawhodntfhivipubfimaifgenericpatliativecare 082004 pdf
{accessed 3 January 2011

Warld Health Organization. WHO fregtment guidelines on the phormaocological treatment of persisting poin
in chifdren with medicol illness. Geneva, in preparation; planned 2011, English and various other ianguages.
tWill replace Concer pain refief and palliotive care in children))

World Health Organization. WHO treaiment guidelines on the pharmacological treatment of persisting pain
in gduits with medical iliness. {planned)
(Wil replace Cancer pain refief with a guide to opioid availobility)

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

Treatment of opicid dependence

World Health Organization. Guidelines for the psychosociolly assisted phormacologicel freatment of opioid
dependence. Geneva, 2008, 15BN 978 92 4 154754 3, English™.
WHO Bookshop: http:ffapps.who.ntfoookordersfanglaisfdetart Ljspfsesslan=18codlan=18codeol=158
codech=745 {accessed 3 January 2011)
Downloadable from the WHO Library at: hitp:ffwhalibdocwhoint/publicationsf{2009/9789241547543
enoLpdf laccessed 3 danuary 2071

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

ISEN Numbers refer to English version. For 15BN numbers for other language versions please consult the links provided.
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Dellvery

Waorld Health Organization. WHO recommendations for the prevention of pestportum hoemorrhage. Geneva,
2007, English™, WHO ref: WHOIMPS/07.06
More information at: httpffwwwawhodnt!making_pregnancy_saferfdocumentsfwho_mps_0708fen/
index.himl {accessed 3 January 20171
Downloadable from the WHO Library ot httpffwhalibdocwhointfhgf2007/WHO_MPS_07.06_eng.pdf
{accessed 3 January 3011

World Health Organization. WHO guidelines for the monagement of postpartum hoemorrhoge ond retoined
plocento. Geneva, 2009, ISBN 978 92 4 159857 4, English™; French, Spanish in press,
WHG Bookshop: httpffappswhointfbookordersfanglalsidetartt jspisesslans 18wodlans Hwodool= 1 Btteod
coeh=T777 {accessed 3 January 2071)
Downloadable from the WHO Library ot httpef/fwhalibdocwhodntfpublications{2008/9789241 598514
eng.pdf {accessed 3 January 2011

World Health Organization, UNFPA, UNICEFR, World Bank Monaging complications in pregnancy and
chifdbirth o guide for midwives and doctors. Geneva |, 2007, 15BN 92 4 154587 4. Arabic”, English®, French?®,
Indonesian®, falian®, Khmer®, Portuguese, Russian, Spanish
WHO Bookshon: hitpffappawhointfbookordersfanglais/detart Usp2sesslans 18codans 18codoobs 1 Sitcod
coh=541 {accessed 7 fanuary 20173
Downloadabie from the WHO Library aty hitpffwhalibdocwhoint/publicationsf2007 /9241545879 _eng.pdf
{accessed 3 January 3011

Meurciogy {epllepsy)

Dekker PA. Epilepsy: o manual for medicol and clinical officers in Africo. WHO, Geneva, 2002 {revised
edition}. English”.
Downloadable from the WHO Library ot http/fwhalibdocwho intfhg/2002/\WHO_MSD_MRBD_02.02 pdf
{acoessed 3 January 20711

Flental Heatth

World Health Organizetion, Pharmaocelogical treatment of mentol disorders in primory heolth core. Geneva,
20100 15BN 878 82 4 1547687, English, Spanish
WHO Bookshop: hitpffappswhointfbookordersfanglaisfdetart Ujspfsessian=18codlan=18codeol=15
treodech=756 {accessed 3 January 2011}
Downloadable from the WHO Library ot http/fwhalibdocwhointipublicatinns{2009/3789241547687
eng.pdf taccessed 3 January 2011
htipffwhglibdocwho.intpahof2010/07R9275331132 spa.pdf {accessed 3 January 2011
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gmmm of the
olicies on controll

nsuring balance in national
' substances

#  Reference st to Enswring bolonce in notionnd policies on controfled substonces: guidance for
availability and gooessibility of controfied medicines
» Country Assessment Checklist fversion in Word format]
»  Barriers to oploid analgesic availability test (BOAT) {Adapted version)
s WHD model list of esseatiol medicines, 16" ed. Genevs, March 2009, (Multiple languages)
v WHO model list of essentinl medicines for children, 2™ ed, Geneva, March 2009 (Multiple languages)
v Full texts of guidelines mentioned in Annex 2; Selected WHO frestment guidelines [Multiple languages]
= World Health Qrganization, Modef guidelines for the internationol provision of controlled medicines for
emergency medical care. Geneva, 1996. {English and French)
#  Further reading
¢ Aceess o Controlled Medicines
o Barrers
¢ Human rights
o njecting Druy Use
o logistics
Maternal mortality
Fain management
Faltiative care

(SIS B

international Conventions:
»  The international drug control conventions, their schedules and thelr official commentaries {English)
» {CESCR (English, French) and its General Comment 14 (Multiple languages)
s WHO Constitution (Multiple languages)
s Other conventions that involve access to medicines and to health
o Convention on the Elimination of All Forms of Discrimination against Women [English)

r For other language versions {Arabic, Chinese, French, Russian and Spanish] wwwincl.org laccessed 9 January 20110
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