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Do national drug control laws ensure the availability of opioids for

medical and scientific purposes?
S Asra Husain,® Marty Skemp Brown? & Martha A Maurer®

Objective To determine whether national drug control laws ensure that opioid drugs are available for medical and scientific purposes, as
intended by the 1972 Protocol amendment to the 1961 Single Convention on Narcotic Drugs.

Methods The authors examined whether the text of a convenience sample of drug laws from 15 countries: (i) acknowledged that opioid
drugs are indispensable for the relief of pain and suffering; (i) recognized that government was responsible for ensuring the adequate
provision of such drugs for medical and scientific purposes; (iii) designated an administrative body forimplementing international drug control
conventions; and (iv) acknowledged a government’s intention to implement international conventions, including the Single Convention.
Findings Most national laws were found not to contain measures that ensured adequate provision of opioid drugs for medical and scientific
purposes. Moreover, the model legislation provided by the United Nations Office on Drugs and Crime did not establish an obligation on
national governments to ensure the availability of these drugs for medical use.

ConclusionTo achieve consistency with the Single Convention, as well as with associated resolutions and recommendations of international
bodies, national drug control laws and model policies should be updated to include measures that ensure drug availability to balance the
restrictions imposed by the existing drug control measures needed to prevent the diversion and nonmedical use of such drugs.

Abstractsin 3 ,&, H13Z, Franqais, Pycckuii and Espafiol at the end of each article.

Introduction

In a report to the United Nations, the International Narcotics
Control Board (INCB) stated:

“One of the fundamental objectives of the international drug
control treaties is to ensure the availability of narcotic drugs
and psychotropic substances for medical and scientific pur-
poses and to promote the rational use of narcotic drugs and
psychotropic substances.”’

Countries that signed the 1961 Single Convention on Narcotic
Drugs as Amended by the 1972 Protocol, hereafter referred
to as the Single Convention, are expected to abide by the
Convention’s provisions on the control of certain drugs while
ensuring that these drugs are available for medical purposes.
The Single Convention established a medicolegal principle of
balance: governments have a dual obligation to prevent the
diversion and abuse of narcotic drugs and to ensure adequate
provision of opioid analgesics for legitimate medical and sci-
entific purposes.” In this paper, we use the word “balance” in
the way it is used by international organizations, such as the
United Nations Economic and Social Council, the INCB,’ the
World Health Organization (WHO)? and the Commission on
Narcotic Drugs.* Drug availability is ensured most effectively
in the context of balance and drug control is achieved most
effectively when carried out with availability in mind. Table 1
lists the principal measures proposed by the Single Conven-
tion to ensure the availability and control of Schedule I drugs
in situations in which a closed drug control system has been
established to give a government authority over other involved
parties, thus preventing the diversion and nonmedical use of
these substances. Schedule I drugs belong to one of four sched-
ules of drugs classified by the Single Convention according to

their potential for abuse and medical value. These drugs are
recognized as being essential for medical and scientific pur-
poses but, since they are also the most susceptible to abuse,
are subject to the most stringent control of all medical drugs.
Drugs may be added to Schedule I by the Commission on
Narcotic Drugs on the recommendation of WHO if they have
the same potential for abuse as other drugs on the schedule.”

WHO has estimated that tens of millions of people
worldwide experience pain associated with late-stage cancer,
acquired immunodeficiency syndrome (AIDS) and other
painful diseases and conditions.® However, despite WHO’s
long-standing designation of morphine as an essential medi-
cine for the relief of pain, much of the world still does not have
access to this drug or to other opioid medications commonly
used for the treatment of pain and dependence syndrome,’
such as hydromorphone, fentanyl, morphine, methadone and
oxycodone. Moreover, WHO estimates that over 80% of the
world’s population lives in countries with little or no access
to controlled opioid analgesics.® Indeed, most patients in
developing countries with cancer, AIDS and other painful
conditions are not treated with opioid medicines because
access to these controlled drugs is severely restricted.””*!
According to United Nations’ bodies, there are a number
of reasons for the poor availability of, or limited access to,
essential opioid medicines, such as concerns about patients
developing dependence, insufficient training for health-care
professionals and problems with procurement, manufacture
and distribution.>>'"*? In addition, the availability of these
substances for medical use has also been severely limited by
administrative requirements that are much stricter than the
control measures proposed by the Single Convention (i.e.
“regulatory impediments”, Box 1).>%

In 2009, the Pain and Policy Studies Group at the Univer-
sity of Wisconsin in the United States of America examined
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Table 1. Single Convention? references to the availability and control of Schedule | drugs®

Control measures in the Single Convention’

Availability measures in the Single Convention®

Governments must adopt legislative and administrative measures to
limit exclusively to medical and scientific purposes all manufacture,

distribution and possession within the country (Article 4).

All persons and enterprises involved in import, export, production,
manufacture, trade and distribution must be controlled under
government licence (Articles 29 and 30).

All persons who obtain government licences must have adequate
qualifications for effective and faithful execution of laws and
regulations enacted to implement the Single Convention (Article
34).

Quantities manufactured and exported must be within the
quantities of drugs required for medical and scientific purposes,
as officially estimated by governments and confirmed by the INCB
(Articles 12,19 and 21).

Possession of drugs is not permitted, except under legal authority
(Article 33); therefore, medical prescriptions from duly authorized
persons are required for dispensing to individuals, for example
patients (Article 30).

Governments must report the amounts of opioids imported,
exported, manufactured and consumed (distributed to the retail
level) to allow the INCB to examine governments' compliance with
the Single Convention (Article 20).

Records of acquisition and disposal are to be kept by governmental

authorities, manufacturers, traders, scientific institutions and
hospitals (Article 34).

Governments must adopt legislative and administrative measures to carry
out the provisions of the Single Convention, including to limit exclusively
to medical and scientific purposes all manufacture, distribution and
possession within the country (Article 4).

The INCB and governments must cooperate with governments to achieve
this purpose (Article 9).

Governments annually must provide the INCB with estimates, as well as
the method of estimation, of the quantities of controlled drugs required
for consumption for medical and scientific purposes (Article 19).

Governments may submit supplementary estimates if requirements
change (Article 19).

The INCB administers the Single Convention estimate system with a
view to limiting use and distribution of controlled drugs to an adequate
amount required for medical and scientific purposes. The Board shall

as expeditiously as possible confirm governments'estimates and
supplementary estimates (Article 20).

The total quantities of each drug manufactured and imported by any
country must be within the limit of the relevant estimated requirement
(Article 21).

Governments must furnish to the INCB statistics on the quantities
of controlled drugs actually imported, exported, manufactured and
consumed (Article 20).

INCB, International Narcotics Control Board.

@ Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol Amending the Single Convention on Narcotic Drugs.”
® Schedule I drugs, such as opioids, cannabinoids and cocaine, are defined in the Single Convention on Narcotic Drugs.

Box 1.Examples of regulatory impediments to the availability of Schedule | drugs® for

medical and scientific purposes

- inadequate national drug availability policy

- limits on the amount of a drug that can be prescribed"
«limits on the maximum drug dose '

- short time limits on the validity of prescriptions'

- prescription of opioids limited to specialists'®'

- opioid prescriptions permitted for certain diagnoses only'”
- barriers to obtaining official prescription forms'®

- unreasonably severe penalties for inadequate record-keeping'
- restrictions on prescribing practices that may seem contrary to medical indications but

that may be legitimate'

implied by the Single Convention. What
is more, implementation of UNODC
model legislation is likely to result in
unbalanced national regulation of nar-
cotic drugs, which may lead to limited
availability of opioids for medical use.””
An increasing number of experts now
recognize that governments are not
taking measures to ensure the adequate
provision of opioid drugs and it is, there-
fore, an opportune time to assess the
extent to which countries” laws reflect
the need for balanced drug control laws
encapsulated in the Single Convention.”

Narcotic Drugs.

Schedule | drugs, such as opioids, cannabinoids and cocaine, are defined in the Single Convention on

The aim of this study was to examine a
sample of national drug control laws
to determine whether they contain

the model law, model drug regulation
and model drug abuse bill proposed by
the United Nations Office on Drugs and
Crime (UNODC) - the body responsible
for preparing national model legislation
and regulations - to determine whether
these models provide governments with
language they can use to implement
their obligations under the Single Con-
vention. The Group found that these
model instruments did not reflect all the
requirements of the Single Convention.”

Table 2 compares UNODC model leg-
islation provisions with measures pro-
posed by the Single Convention. Overall,
the Group concluded that the UNODC
models do not establish an obligation
on national governments to ensure the
availability of opioid drugs for medical
use. In fact, the control recommended
by these models is excessively stringent.

Despite their stated intent, UNODC
model laws do not provide a framework
for ensuring medication availability, as
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provisions ensuring that opioid drugs
are available for medical and scientific
purposes.

Methods

This pilot study involved a convenience
sample of laws from 15 countries. Coun-
tries were selected on the basis of our
experience and contacts and because
their drug laws were available in English.
Four policy evaluation criteria were de-
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Table 2. Model legislation and Single Convention® references to the availability and control of Schedule I drugs®

Model legislation

Single Convention

UNODC Model Civil Law (2003)
“... opioids such as morphine should be subject to‘strict’ requlation”’

UNODC Model Regulation (2002)

An interministerial commission for the coordination of drug control,
led by the prime minister or the minister of justice, should be
established to coordinate all drug control policy” (the minister of
health is not mentioned).

UNODC Model Drug Abuse Bill (2000)

The Bill recommends using several exclusively harm-related terms to
describe controlled drugs, such as “drugs of abuse’, “high-risk drugs”
(which specifically includes morphine) and “risk drugs”*

The Bill uses a definition of a “drug-dependent person” that is obsolete

according to international standards.

The Bill proposes that governments prohibit prescribing to “drug-
dependent persons”without regard to whether the person may need
opioids for relieving pain from diseases such as cancer and AIDS.**

"... aparty is not precluded from adopting more restrictive control
measures if, in its opinion, such regulation is necessary or desirable to
protect public health or welfare” (Article 39).”

The Single Convention recommends only the creation of the
Commission on Narcotic Drugs, the INCB and a special administrative
body for carrying out the provisions of the Convention (Articles 5 and
17).

i

The Single Convention uses the terms “narcotic’, “drug”and “opioid”” It
does not include the terms mentioned in the Model Drug Abuse Bill.

No definition of a “drug-dependent person”is included in the Single
Convention.

The preamble to the Single Convention states that narcotic drugs

are “indispensable for the relief of pain and suffering, and that their
adequate provision must be made to ensure the availability of narcotic

Specific medical practices are recommended. For example, prescribing

drugs for [medical use]”’ There is no limit on their use by non-drug-

dependent persons.

an “unusual or dangerous dose” of a drug should be avoided” when
international bodies have noted that the correct dose varies from
person to person and that there is no typical dose.

No specific medical practices are mentioned.

AIDS, acquired immunodeficiency syndrome; INCB, International Narcotics Control Board; UNODC, United Nations Office on Drugs and Crime.
@ Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol Amending the Single Convention on Narcotic Drugs.
® Schedule I drugs, such as opioids, cannabinoids and cocaine, are defined in the Single Convention on Narcotic Drugs.

veloped in consultation with the Center
for Health Law, Policy and Practice at
the Temple University Beasley School of
Law in the United States. Previous Pain
and Policy Studies Group analyses em-
phasized that evaluations of policy and
legislation should have a clear rational
basis that is derived from authoritative
sources.”””* Consequently, the criteria we
developed used the plain language of the
Single Convention and were based on
interpretations of the Convention and
recommendations made by competent
international authorities, such as this
statement from a report by the INCB:

“Governments should determine wheth-
er their national laws include elements
of the 1961 Convention and the 1972
Protocol that take into account the fact
that the medical use of narcotic drugs
continues to be indispensable for the
relief of pain and suffering and the fact
that adequate provision must be made to
ensure the availability of narcotic drugs
for such purposes and to ensure that
administrative responsibility has been

established...”?

QOur four criteria concern: (i) rec-
ognition that the medical use of opioid
drugs is indispensable for the relief of
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pain and suffering; (ii) government
responsibility for ensuring adequate
provision of opioid drugs for medical
and scientific purposes; (iii) designa-
tion of a special administrative body
with responsibility for implementing
international drug control conventions;
and (iv) a government’s intention to
implement international drug control
conventions, including the Single Con-
vention (Table 3). The first three crite-
ria directly reflect relevant objectives
within the Single Convention, whereas
the fourth relates to whether or not a
country’s laws express the intention to
conform to the provisions of the Single
Convention.

Several members of the Pain and
Policy Studies Group with experience in
evaluating legislation reviewed each na-
tional law. We evaluated only statutory
drug control legislation that had been
adopted by the country’s law-making
body and which was currently in force.
We excluded sections relating to drug
classification, scheduling or penalties
as well as commentaries and footnotes.
For inclusion in this evaluation, a provi-
sion had either to use wording that was
substantially the same as that used in the
criterion or to express clearly the main
intent of the criterion.

Results

Table 4 lists the policy evaluation cri-
teria that were fulfilled by the laws of
each of the 15 countries. Two of the 15
countries (13%) had a drug control law
that recognized that the medical use of
opioid drugs continues to be indispens-
able for the relief of pain and suffering.
Australia is unique because its drug
control law includes the entire Single
Convention verbatim.”' Consequently,
the term “indispensable” appears just
as it does in the preamble to the Single
Convention. In the United States, the
term “indispensable” does not appear
but the preamble to the Controlled
Substances Act states:

“The Congress makes the following find-
ings and declarations: (1) Many of the
drugs included within this subchapter
have a useful and legitimate medical
purpose and are necessary to maintain
the health and general welfare of the
American people.”*

Three countries (20%) had a drug
control law that established the gov-
ernment’s responsibility for ensuring
adequate provision of opioid drugs
for medical and scientific purposes:

Bull World Health Organ 2014;92:108-116 I doi: http://dx.doi.org/10.2471/BLT.13.121558
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Table 3. Criteria for evaluating national drug laws

Criterion

Single Convention® text’

Rationale for criteria

Indispensability® National law
should recognize that the medical

use of opioid drugs continues to be
indispensable for the relief of pain and

“The Parties, concerned with the health and welfare

of mankind, recognizing that the medical use of
narcotic drugs continues to be indispensable for
the relief of pain and suffering and that adequate

suffering.

provision must be made to ensure the availability of

narcotic drugs for such purposes. .. Hereby agree
as follows. .." (Preamble)

Adequate provision® National law
should acknowledge that it is the
government’s responsibility to ensure
adequate provision of opioid drugs for
medical and scientific purposes.

“The Parties, concerned with the health and welfare
of mankind, recognizing that the medical use of
narcotic drugs continues to be indispensable for
the relief of pain and suffering and that adequate
provision must be made to ensure the availability of

narcotic drugs for such purposes. .. Hereby agree as
follows..." (Preamble)

Special administration National law
should designate an administrative
body with responsibility for
implementing international drug
control conventions in the country.

Intention to implement the

Single Convention National law
should acknowledge an intention to
implement international drug control
conventions, particularly Article 4 of the
Single Convention.

“The Parties shall maintain a special administration
for the purpose of applying the provisions of this
Convention.” (Article 17)

“The Parties shall take such legislative and
administrative measures as may be necessary: (a)
to give effect to and carry out the provisions of this
Convention within their own territories. . ." (Article 4)

A government’s responsibility for assuring
adequate availability of opioid medicines

is enhanced when national policies are in
agreement with the Single Convention’s
assertion of the indispensability of these
medicines for public health in general and for
the relief of pain and suffering in particular.

Legislative authority to establish government
responsibility for adequate drug availability can
provide support for health-care professionals
who are attempting to convince members of
government agencies of the need to increase
access to medications, especially when

those individuals believe that access to pain
medicines should be severely restricted.

The administrative body is usually referred to as
the National Competent Authority (NCA), which
is responsible for managing the government’s
obligations under the Single Convention,
including the submission of estimates of the
amount of opioid drugs that will be required

to satisfy medical and scientific needs in the
country.©

National laws that did not specifically invoke
international drug control conventions

were regarded as not meeting this criterion.
Although not required by the Single
Convention, acknowledging an intention to be
bound by the Convention is important because
it demonstrates that the country is aware of the
duties the treaty confers upon its parties.

2 Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol Amending the Single Convention on Narcotic Drugs.

® The indispensability and adequate provision criteria both rely on the preamble to the Single Convention, which, although not legally binding, does offer an insight
into the intent of the Single Convention and the goals that should be achieved by enacting the treaty. Consequently, the preamble text served as the basis for
evaluation because it represents the spirit of the law. Further justification for using the preamble text comes from international authorities that have recognized its
importance for defining the overarching purpose of the treaty and which have repeatedly called for its inclusion in national laws.”***

¢ The 2010 resolution from the Commission on Narcotic Drugs accorded a very high priority to this responsibility: “underscoring the fact that the submission of
estimates and statistical returns by Governments is critical to the actions taken by the International Narcotics Control Board for the implementation of treaty
provisions regarding the adequate availability of internationally controlled licit drugs for medical and scientific purposes”* The critical nature of this designated
responsibility was also exemplified as a specific guideline in recent World Health Organization (WHO) guidelines for ensuring balance when enhancing the
availability and accessibility of controlled medicines: “Guideline 3: Governments should designate a National Authority for ensuring adequate availability and
accessibility of controlled medicines in health care. Such an authority could be part of the National Competent Authority or a separate office, whatsoever is the most

appropriate in the national situation.”

Australia, Georgia and Uganda. The
national drug control law in Uganda
clearly states:

“A Statute to establish a National Drug
Policy and a National Drug Authority
to ensure the availability, at all times, of
essential, efficacious and cost-effective
drugs to the entire population of Ugan-
da, as a means of providing satisfactory
health care and safe-guarding the ap-
propriate use of drugs.”*

Five of the 15 (33%) national drug
control laws acknowledged that govern-
ment had an administrative responsibil -
ity for implementing international drug
control conventions. India’s law, which
states that “the International Conven-

tions” include the Single Convention,
is an example:

“Chapter II Authorities and Officers...
the measures which the Central Govern-
ment may take...include...(b) obligations

34

under the International Conventions.”

National drug control laws in 7
of the 15 countries (47%) specifically
acknowledged that the government in-
tends to implement international drug
control conventions. As noted above,
Australia clearly accepted its obligations
under the Single Convention. In addi-
tion, the law in Uganda states:

“The National Drug Policy shall be...
(h) to comply with the international

Bull World Health Organ 2014,92:108-116 | doi: http://dx.doi.org/10.2471/BLT.13.121558

regulations on drugs including the
conventions on Narcotic Drugs and
Psychotropic Substances under Inter-
national Control...”**

In the United States, the Con-
trolled Substances Act fulfils this
last criterion by acknowledging that
the country accepts the Single Con-
vention:

“The United States is a party to
the Single Convention on Narcotic
Drugs, 1961, and other international
conventions designed to establish
effective control over international
and domestic traffic in controlled
substances.”’
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Table 4. Policy evaluation criteria on the availability and control of Schedule | drugs®

satisfied by country laws

Country Criterion® satisfied
Indispensability ~ Adequate Special Intention to implement
provision  administration the Single Convention*
Armenia No No Yes Yes
Australia Yes Yes Yes Yes
Georgia No Yes No No
India No No Yes Yes
Jamaica No No No No
Jordan No No No No
Kenya No No No No
Nepal No No No No
Nigeria No No No No
Philippines No No No No
Serbia No No Yes Yes
Sierra Leone No No No No
Uganda No Yes Yes Yes
United States Yes No No Yes
Viet Nam No No No Yes
Percentage of 13 20 33 47

countries whose
laws satisfied
the criterion

@ Schedule | drugs, such as opioids, cannabinoids and cocaine, are defined in the Single Convention on

Narcotic Drugs.
® The criteria are defined in Table 3.

¢ The Single Convention on Narcotic Drugs, 1961, as amended by the 1972 Protocol Amending the Single

Convention on Narcotic Drugs.

The other countries whose laws met
the last criterion were Armenia, India,
Serbia and Viet Nam. Often the language
used in legislation was unclear. In Viet
Nam, for example, the relevant statute
mentioned drug control conventions
without specifically naming the Single
Convention.

Discussion

Once ratified by national governments
and incorporated into national law,
treaties such as the Single Convention
gain substantial legal force.” To date,
184 countries have ratified the Single
Convention.” The results of this pilot
study support the conclusions of the
INCB and WHO that there is a need
for more balanced model and national
laws on drug control and availability.
Although the Single Convention and
interpretations of the Convention made
by competent international authorities
are clear about national governments’
obligation to ensure that opioid drugs
are available for medical and scientific
purposes, balanced legal provisions
were scarce among national laws. Less

112

than half the countries we studied had
laws that acknowledged an intention to
implement international drug control
conventions. Even fewer acknowledged
responsibility for ensuring drug avail-
ability. Several countries had laws that
seemed to reflect the balanced intent
of the Single Convention but placed no
obligation on government to ensure that
drug availability and control measures
were balanced. Without laws that ensure
the availability of controlled medicines,
countries may not have a balanced drug
control policy that can guide the ac-
tions of agencies that control drugs and
satisfy the expectations of patients and
caregivers.

Among the few national laws that
did fulfil Single Convention criteria on
drug availability, there was little unifor-
mity in the language used or the intent
expressed, which underlines the need for
appropriate legislative models on bal-
ancing drug availability and control. It is
likely that a systematic evaluation of laws
and regulations from around the world
would uncover similar impediments to
drug availability. The Pain and Policy
Studies Group is currently developing

S Asra Husain et al.

criteria that can be used to perform a
more complete assessment of national
laws. One aim is to provide guidance to
governments on how to align national
policies with the balanced approach to
drug availability and control implicit in
the Single Convention, thereby helping
ensure adequate opioid availability.
Even though a country may have
ratified the Single Convention, the
absence of legislation establishing the
government’s responsibility for ensur-
ing drug availability means that health
professionals may find it difficult to con-
vince government agencies that drugs
should be made available for medical
needs, especially if government officials
believe that, for example, pain medicine
should be strictly controlled. In contrast,
drugs are readily available in some coun-
tries without clear legislative authority.
Many government representatives do
accept the need for balanced legislation
on drug availability and control and have
pursued this objective in national work-
shops and United Nations meetings.”*
However, other government represen-
tatives are more familiar with drug
control, which has sometimes prompted
resistance to balanced legislation. En-
couragingly, once governments become
aware of WHO and INCB recommenda-
tions on improving drug availability,
change can, and often does, take place
(EL Krakauer, personal communication,
2013). Recently, United Nations drug
control bodies have been examining the
need for model policies and national
drug control laws that deal with both
preventing the diversion and abuse of
controlled medicines and ensuring the
availability of these medicines for medi-
cal and scientific purposes. With the
passage of Resolutions 53/4 and 54/6 by
the Commission on Narcotic Drugs in
2010 and 2011, respectively,*** and with
the drafting of a document on ensuring
drug availability, UNODC has an op-
portunity to become a central force in
establishing balanced legislation in this
area. Resolution 53/4 on drug availabil-
ity encourages Member States to work
with the INCB and UNODC to “update
policies and legislative frameworks, as
appropriate, to ensure adequate avail-
ability of internationally controlled
substances™ in addition to preventing
diversion and abuse. Resolution 54/6
provides similar encouragement and
requests UNODC to create a technical
guide to help Member States incorporate
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model legislation into their own national
laws. The Commission on Narcotic
Drugs also supported the INCB’s call for
Member States, as a priority, to promote
the availability, accessibility and ratio-
nal use of drugs for medical purposes®
and to identify impediments to opioid
availability and access for pain relief, as
recommended by WHO.>"?

This pilot study has a number of
limitations. Regulations and other
administrative decrees were not evalu-
ated. However, ordinarily these policies
implement statutory laws and neither
exceed nor broaden them. Although
achieving a balance between opioid
drug availability and control is argu-
ably a goal of the Single Convention, it
is an implied goal since the Convention
does not use the term. However, bodies
with the authority to interpret the Single
Convention have repeatedly discussed
the need for balance. The study did
not aim to identify provisions in na-
tional laws that were overly restrictive
(i.e. regulatory impediments), though
knowledge of these provisions is es-
sential for obtaining a complete picture
of all factors affecting drug control and
availability. Moreover, we did not in-
vestigate how model and national laws
were developed, reviewed, approved or
promulgated. Hence, we are unable to
explain why they appear so unbalanced.
Finally, although a country’s laws may
have satisfied our four study criteria,
there is no guarantee that opioids will
be available for medical purposes in
sufficient quantities. Actions must also
be taken to improve access to medica-
tions within the health-care system, for
example, through national workshops,
physician training and public education.

The findings of our analysis of na-
tional legislation can be used by coun-
tries to adjust their laws to ensure they
fully embrace the Single Convention’s
goals of preventing the diversion and
abuse of opioid drugs while ensuring
their availability for medical and scien-
tific purposes. In particular, government
ministers and their staff can assess their
own national laws using the criteria pro-
posed in this study and can ask UNODC
to provide model laws that would help
increase drug availability.

The study’s findings also indicate
directions for additional policy research,
such as determining whether the Single
Convention’s provisions on drug avail-
ability have been applied in a larger sam-

ple of national legislation, regulations
and administrative policies. Another
area of inquiry is to investigate the extent
to which governments are able to man-
age policies and systems that prevent
the diversion and abuse of controlled
medicines without interfering with
their availability for medical purposes.
The results would provide the evidence
needed for guiding the assessment,
planning and systematic improvement
of drug control and availability policies
and for consolidating our understanding
of how such policies affect medication
availability and patient care. Research
could also be carried out on why United
Nations’ guidance on ensuring drug
availability has not been accessible to
governments until recently, whereas
guidance on the strict control of drugs
has been thoroughly investigated. In ad-
dition, it would be useful to understand
why ensuring the adequate availability
of narcotic drugs was included in the
preamble to the Single Convention after
it was amended by the 1972 Protocol
but was not mentioned in the original
version of the Convention.

The limited availability of opioid
medications combined with the increas-
ing number of people with cancer and
other noncommunicable diseases has
widened the gap between the amount
of medication available for the relief
of pain and suffering and the amount
needed.””*"** United Nations’ bodies
and civil society have expressed deep
concerns about this gap. However, the
necessary progress cannot be achieved
within the current weak and contradic-
tory international drug control policy
framework. There is an urgent need
to reform United Nations’ model drug
legislation. This would require the INCB
and UNODC to expand their work with
governments for a number of years in
order to increase drug availability within
the constraints of existing drug control
policies.* Otherwise, generations of
patients may continue to suffer.

We propose a number of goals for
revised model drug legislation. First,
revised model legislation should care-
fully follow international drug con-
trol conventions and should provide
specific language that governments
can use in updating relevant laws and
regulations while bearing in mind the
need to adapt legislation to national
conditions. Second, new model drug
legislation should offer commentar-
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ies on the purpose of the legislation,
the meaning of balancing control and
availability, the obligation to ensure that
drugs are available, safeguards for sup-
ply chains, the identification of unduly
strict provisions and ways of estimating
the amount of drugs needed for medical
and scientific purposes. Finally, after
a Member State has requested model
drug legislation, the resulting national
legislation should be developed collab-
oratively with the INCB, WHO and civil
society, including individuals involved
in health care, patient care and drug
control. The adoption and promulga-
tion of UNODC model laws, which are
effective in establishing a balance be-
tween drug control and availability, can
lead to a drug regulatory system that
takes into account public health needs.
However, without the commitment of
governments to enact laws that ensure
the drugs they control are available for
medical purposes, it will be difficult to
improve access for those with legitimate
medical needs and set-backs are likely. ll
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Résumé

Les législations nationales de lutte contre la drogue assurent-elles la disponibilité des opioides a des fins médicales et

scientifiques?

Objectif Déterminer si les législations nationales de lutte contre la
drogue permettent que les opioides soient disponibles a des fins
médicales et scientifiques, comme le prévoit 'amendement au protocole
de 1972 a la Convention unique sur les stupéfiants de 1961.
Méthodes Les auteurs ont examiné si les textes d’'un échantillon
de commodité de lois de lutte contre la drogue dans 15 pays:
(i) reconnaissent que les opioides sont indispensables pour soulager
la douleur et la souffrance; (i) reconnaissent que le gouvernement est
chargé dassurer I'approvisionnement suffisant de ces drogues a des
fins médicales et scientifiques; (i) désignent un organisme administratif
pour I'application des conventions internationales de lutte contre la
drogue; et (iv) reconnaissent l'intention d'un gouvernement de mettre
en ceuvre les conventions internationales, y compris la Convention
unique.

Résultats La plupart des |égislations internationales se sont révélées
ne pas contenir de mesures qui assurent I'approvisionnement suffisant
des opioides a des fins médicales et scientifiques. En outre, le modele
de législation fourni par I'Office des Nations Unies contre la drogue et le
crime nétablissait pas d'obligation pour les gouvernements nationaux
dassurer la disponibilité de ces drogues pour un usage médical.
Conclusion Pour demeurer cohérent avec la Convention unique,
ainsi quavec les résolutions associées et les recommandations des
organismes internationaux, les législations nationales de lutte contre la
drogue et les modeles de politique doivent étre mis a jour pour inclure
des mesures qui puissent assurer la disponibilité des drogues afin
déquilibrer les restrictions imposées par les mesures existantes de lutte
contre ladrogue, qui sont nécessaires pour empécher le détournement
et I'utilisation non-médicale de ces drogues.

Peslome

06ecneunBaloT M1 HaUMOHabHble 3aKOHOAATENbCTBA MO KOHTPOJ1I0 3a JIeKapCTBEHHbIMU CpeaAcTBaMu
AOCTYMHOCTb ONMUOUAHDbIX NpenapaToB AnaAa MeANLIMHCKUX N HAY4YHbIX uenen?

Uenb Onpepenutb, obecneunmBatroT N1 HaUMOHaNbHbIe
3aKOHOAATENBCTBA MO KOHTPOSIO 3a NIEKaPCTBEHHBIMI CPEACTBaMM
LOCTYMHOCTb ONMOVAHbIX NPEnapaTos 1A MEANLIMHCKIX 1 HayYHbIX
Lenen, Kak onpeaeneHo B nonpaske 1972 roaa K EAvHOM KOHBEHL MM
O HapKoTUyecknx cpeacTsax 1961 ropa.

MeToabl ABTODbI MCCIeA0BaM TEKCTbl 3aKOHOAATENBbCTBA MO

KOHTPOJTIO 33 NNEKAPCTBEHHBIMM CPEACTBaMM 15 CIyUaitHO BbIOPAHHDBIX
CTPaH C Lienblo MPOBEPUTD, YAOBNETBOPAIOT /I OHW CleayoLyim
ycnosuam: (i) OHV NOATBEPXKAAIOT, UTO ONMOWAHbIE NpenapaThl
ABNAOTCA HE3AMEHVIMbBIMU 19 0OneryeHns 6onm 1 nsbasneHmna ot
CTpafaHwiz; (i) NpK3HaloT, YTo roCyAAPCTBO HECET OTBETCTBEHHOCTb
33 Hagnexallee obecrneyeHvie 3TUX NPenapaToB And MeAMUNHCKIAX
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1 HayuHbIX Lienels; (iif) onpeaenaioT HazHaueHvie afMUHCTPATUBHOTO
opraHa 1A peann3aumnm MexayHapOLHbIX KOHBEHLMI MO KOHTPROJIO
33 NleKapCTBeHHbIMKU CpefcTBaMu; U (iv) NPU3HAKOT HamepeHe
roCyfjapCTBa Mo BbIMOMHEHMIO MEXAYHAPOLHBIX KOHBEHLMI, BKIOYadA
EnvHyto KoHBEHUMIO.

Pe3synbrathl bONbLUMHCTBO HAUMOHANbHbBIX 3aKOHOB He Cofepano
MEXaHM3MOB MO Haanexallen peanvsaunu NONOKEHUA Mo
ONMoMAHBIM NpenapaTamM And MeaVUMHCKMX 1 HAYUYHbIX Lienen.
bonee Toro, npepoctasneHHasa YnpasneHem OOH no HapKoTMKam 1
NPeCTyNHOCTV MOLENb 3aKOHOAATENbCTBA HE COAEPKUT 06A3aTeNbCTBA
IR HAUMOHabHBIX MPaBUTENbCTB 0becneunTb JOCTYMHOCTb THX
npenapaToB 414 MCNOMb30BaHWA B MEAULIMHCKIMX LENAX.

Research
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BbiBoa [1na QOCTMXEHMA COOTBETCTBMA MONOXeHUaM EqnHom
KOHBEHUMW, a TakXe COOTBETCTBYIOWMM pe3oioumam 1
peKoMeHAaUMAM MeXAYHapPOAHbIX OPraHoB, HalWOoHanbHble
33aKOHOAATENBCTBA MO KOHTPOJHO 3a SIeKapCTBEHHbIMI MpenapaTami
N MOAENN MOMMUTUK AO/MKHbBI ObITb OBHOBNEHbI TaKM 00Pa3oM,
YTOOBI BKIIOUATh B CEOA MexXaHM3Mbl MO 06ecreyeHnio JOCTYMHOCTH
OMMONAHBIX NPenapaTos A MeAULUMHCKMX Lenen, B Lenax
Cc6anaHCMPOBaHMA CYLLECTBYIOWMX OrpaHUUYEHUI, BBEEHHbIX
MeXaHN3MamMn Mo KOHTPOJIIO 3a NeKapCTBEHHbIMY CpeCTBaMMU
1 HanpaBfeHHbIX Ha NpefoTBPalleHNe NCNOMb30BAHNA TaKnNX
NpenapaToB B HEMEANLMHCKMX LIEMAX U HE MO Ha3HaUeHWHo.

Resumen

{Garantizan las leyes de control nacional de drogas la disponibilidad de opiaceos para fines médicos y cientificos?

Objetivo Determinar silas leyes de control nacional de drogas garantizan
la disponibilidad de opidceos para fines médicos y cientificos segun lo
previsto por laenmienda del Protocolo de 1972 de la Convencién Unica
de 1961 sobre estupefacientes.

Métodos Los autores examinaron si el texto de una muestra de
conveniencia de leyes sobre drogas procedentes de 15 pafses:
(i) reconocia que los opidceos son indispensables para el alivio del
dolor y el sufrimiento; (ii) reconocia que el gobierno era responsable
de garantizar la prestacion adecuada de estas drogas para fines
médicos y cientificos; (iii) designaba a un érgano administrativo para la
aplicacion de las convenciones de fiscalizacién internacional de drogas;
y (iv) reconocia la intencién de los gobiernos de aplicar las convenciones
internacionales, incluyendo la Convencion Unica.

Resultados Se hall6 que la mayorfa de las legislaciones nacionales no
contienen medidas que garanticen la prestacion adecuada de opidceos
para fines médicos y cientificos. Por otra parte, la legislacion modelo que
proporciond la oficina de Naciones Unidas contra la droga y el delito
no obligaba a los gobiernos nacionales a asegurar la disponibilidad de
estas drogas para uso médico.

Conclusién Para lograr la coherencia con la Convencién Unica, asi como
con las resoluciones asociadas y las recomendaciones de organismos
internacionales, deben actualizarse las leyes de control nacional de
drogasy las politicas del modelo, a fin de incluir medidas que garanticen
la disponibilidad de las drogas para equilibrar las restricciones impuestas
por las medidas de control de drogas actuales, necesarias para prevenir
el uso desviado y no médico de tales drogas.
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