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Medicines ‘controlled’ by international and national legal instruments
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A medicine that is under control (international or national) due to its psychoactive or mind-altering properties
International: Single Convention on Narcotic Drugs, 1961 and Convention on Psychotropic Substances 1971

National: National laws and regulations
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Organization
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United Nations
Conference for the
Adoption of a Single
Convention on Narcotic
Drugs 24 January - 25
March 1961, New York

Source:

https://www.un.org/en/conferences/dru
g/newyork1961



Both conventions emphasise the “indispensable” need to maintain access
to narcotic and psychoactive substances for medical use

Limit the possession, consumption, trade,
distribution, import, export, manufacture
and production of drugs to medical and
scientific purposes only

Fight against drug trafficking through
international cooperation

Protocol amending the Single Convention
on Narcotic Drugs in 1972:

» Treatment and rehabilitation of drug dependence
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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

Recognizing that the use of psychotropic
substances for medical and scientific purposes
is indispensable and that their availability for such
purposes should not be unduly restricted



Examples of internationally/nationally controlled medicines listed on the WHO Model List

of Essential Medicines

Opioids 7

codeine
morphine
fentanyl

oxycodone
hydromorphone

phenobarbital
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NB: Naloxone* NOT under international control

Drug
Dependence
Treatment

buprenorphine,
methadone

-

Diazepam,
lorazepam
midazolam

Anaesthetics &
perioperative

o_ @ Ketamine*
Nitrous oxide*

* Not currently under international control under
1961 and 1971 Conventions



Inequitable accessibility to controlled medicine
~ . 7 18316 mg (570%

Afghanistan _ Russia
2.4mg(0-2%) 124mg(8%)

* Most of the world
continues to lack
affordable access to

314 mg (16%)

ol i o morphine for pain and

policies on controlled substances

palliative care

« Low availability and
accessibility to medicines
also reported for
anaesthesia, mental
health care, OAT

GUIDANCE FOR AVAILABILITY AND ACCESSIBILITY
OF CONTROLLED MEDICINES

Under revision

Image Source: Knaul et al.

The Lancet Commission on Palliative Care and
Pain Relief—findings, recommendations, and
future directions (2018)
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WHO role and mandate International Drug Control Conventions

WHO mandate within Conventions:
* Torecommend whether substances
should be controlled internationally

N N 3 N

* Reduction of drug consumption through coordinated international 0 Ll .rlghts 20t (el el clpprea s ke
intervention addressing world drug problems

* Limit drugs for availability for medical and scientific purposes only

65th Commission on Narcotic

1961 Single Convention on 1971 Convention on 2009 Commission on 2016 UN Special Assembly )
. . : Drugs: No Patient Left
Narcotic Drugs Psychotropic Substances Narcotic Drugs on Drugs Behing

* Persistent public health problems due to drug use
including deaths from overdose, hospital
admissions, BBV, etc

*  Continued inequities in accessing controlled

medicines
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/;" Y S
g/@\y World Health =) HEALTH
{&®¥ Organization | FORALL

——



WHO fulfils mandate within Conventions through Expert
Committee on Drug Dependence (ECDD)

Critical/pre reviews of psychoactive substances

* Using peer-reviewed published and unpublished International conventions require ECDD to
data recommend control for:
- Member State Questionnaire * Individual substances only (unlike

some national controls)

Other sources of data
* Early warning systems (UNODC & INCB)

* European Monitoring Centre for Drugs and Drug
Addiction (EMCDDA)

Recommendations for:
* Scheduling in Conventions (if critical

* Uppsala Monitoring Centre on adverse review)
medicines reactions (WHO) * Scheduling under 1961
* WHO Global Surveillance and Monitoring System Harms to health Convention on Narcotic Drugs
for substandard and falsified medical products (e.g. overdose, (Schedules 1 - IV)
deaths, AZE +  Scheduling under 1971
salimlzEiens) Convention on Psychotropic
Consultation process Substances (Schedules I-1V)
¢ Info session includes reports and statements Nezc.j folrdr;jug for *  Further evaluation / critical review (if
from Member States, Private Sector, Civil mediea an pre-review)
Society. et ’ ! scientific )
oue' y, etc. ' _ . ' purposes * No action
- A special website established to publish reviews e Surveillance

and collect public comments
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1961 Single Convention on Narcotic Drugs:

* Similarity
* Convertibility

Substances with addictive
properties, presenting a serious risk
of abuse

Substances normally used for
medical purposes and given the
lowest risk of abuse

Preparations of substances listed in
Schedule Il, as well as preparations

of cocaine

The most dangerous substances,
already listed in Schedule |, which
are particularly harmful and of
extremely limited medical or
therapeutic value

World Health
Organization [

Very strict; 'the drugs in Schedule | are subject to

all measures of control applicable to drugs under

this Convention' (art. 2.1)

Less strict

Lenient; according to the World Health

Organisation, these preparations present no risk

of abuse

Very strict, leading to a complete ban on 'the

production, manufacture, export and import of,

trade in, possession or use of any such drug

except for amounts which may be necessary for

medical and scientific research’ (art. 2.5.b)

Cannabis and its
derivatives, cocaine,
heroin, methadone,
morphine, opium

Codeine, dihydrocodeine,

Preparations of codeine,

dihydrocodeine, propiram

ECDD international control recommendations

1971 Convention on Psychotropic Substances:

Substances presenting a high risk of abuse,

posing a particularly, serious threat to public

health which are of very little or no

therapeutic value

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

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

Substances presenting a risk of abuse,

posing a minor threat to public health with a

high therapeutic value

Source: European Monitoring Centre for Drugs and Drug Addiction

Classification of controlled drugs — topic overview | www.emcdda.europa.eu
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Very strict; use is
prohibited except for
scientific or limited

medical purposes

Less strict

These substances are
available for medical

purposes

These substances are
available for medical
purposes

Produces state of dependence and CNS stimulation/depression
Sufficient evidence that use constitutes public health & social problem

LSD, MDMA (ecstasy), mescaline,

psilocybine, tetrahydrocannabinol

Amphetamines and amphetamine-type
stimulants

Barbiturates, including amobarbital,
buprenorphine

Tranquillisers, analgesics, narcotics,
including allobarbital, diazepam,
lorazepam, phenobarbital, temazepam


https://www.emcdda.europa.eu/publications/topic-overviews/classification-of-controlled-drugs/html_en
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Role of WHO in International drug control process

2. Robust scientific

1. Reports from countries ,
7 review &

and international agencies

Expert Committee on
Drug Dependence

3. Vote by UN
Commission on

CND  UNITED NATIONS COMMISSION ON NARCOTIC DRUGS, e3)) INELEEEIRIEN ik
l Member States)

International Narcotics Control Board

Monitoring and supporting Governments' compliance
with the international drug control treaties

enforce national control

measures to monitorthe —~
manufacture, distribution,

L0 trade, etc
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5. Oversight of treaty
compliance by INCB
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Some international organizations working alongside WHO

@) UNODC
(@) UNop
4./ United Nations Office on Drugs and Crime

Addressing the problem of illicit drug
use and transnational crime and is
mandated to assist Member States in
their struggle against illicit drugs, crime
and terrorism.

7 AN\Y, UNITED NATIONS
%Q 7‘! HUMAN RIGHTS

W OFFICE OF THE HIGH COMMISSIONER

Promote policies rooted in human
rights

N 7

\ S
t‘/’@v World Health =) HEALTH
\{X#” Organization | FORALL

@"fﬂ f?@
l%? International Narcotics
Control Board
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Independent and quasi-judicial
monitoring body for the implementation
of the UN drug control treaties

OAS More rights
A for more people

INTER-AMERICAN DRUG ABUSE
CONTROL COMMISSION (KNOWN
BY ITS SPANISH LANGUAGE
ACRONYM, CICAD) is the
consultative and advisory body of
the OAS on the drug issue.

The European Monitoring Centre for
Drugs and Drug Addiction (EMCDDA)
is the leading authority on illicit drugs
in the European Union.



WHO’s work on

access to controlled
medicines is guided
by WHA resolutions

covenants, resolutions, and principles
endorsed by the United Nations Human
Rights Council and the United Nations
General Assembly

Public health Human Rights

Universal health coverage

Primary health care
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SIXTY-SEVENTH WORLD HEALTH ASSEMELY WHAG7.19
Agenda item 15.5 24 May 2014

Strengthening of palliative care as a component of
comprehensive care throughout the life course

SIXTY-SEVENTH WORLD HEALTH ASSEMELY WHAGT.22
Agenda item 15.4 24 May 2014

Access to essential medicines

SIXTY-EIGHTH WORLD HEALTH ASSEMBLY WHAGS.15
Agenda item 17.1 26 May 2015

Strengthening emergency and essential surgical care
and anaesthesia as a component of universal
health coverage



Main steps in the supply chain of morphine and other opioids
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People in medical
need of opioids

Authorized health
care facilities

Sending annual estimates of Schedule | and Schedule Il
drugs required for medical use (e.g. morphine and other
strong opioids), and submitting supplementary estimates if
the initial estimate is inadequate

)
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Importing country

Issuing an original
import certificate

Licenced importing

national medicines/drugs authority

-

Applying for an
import authorization

Authorized
distribution

o

V, World Health
Organization |

L

# \
\i\ )

HEALTH
FORALL

_O_.

International Narcotics
Control Board

Sending a copy of the export authorization to the importing country authority

Sending import

o

entity

certificate
momm
Licenced exporting
entity
A
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Customs authorities

Applying for an export
authorization based on
the import request

Exporting country
national medicines/drugs authority

Issuing export
authorization



Supply (kg) Distributed for consumption (kg)

Cultivation® Production of active pharmaceutical ingredients By country® By WHO region By World Bank
country income

group

Democratic People's Republic of Korea: 488
India: 245 @@
China: & 219

Japan: 1 Maorphine

opium produced: 250 888-— converted to:

Stocks from opium produced in previous years: 914 1561

Codeine: 156 871
Pholcodine: &4 219 United States of America: 11 238
opiem used for alkaloid extractions: 1 029 osof] Other drugs: 5 629

I.ﬂ.ustralia'. 3 944 Bib

Americas: 14 643
High income: 27 152
Canada: 1 E51I

lCI‘IiI‘Ii: 1 B77 638

United Kingdom: 3 '.I'??I

Irran:e: 2 214 660 Morphine manufactured: 235 233 =

Brazil: ssam
= Hungary: 312 523 i Az

North Macedonia: 12 180 Morphine distributed for consumption: 33 115 Morphine: 33 115 Argentina: 32g=
= Spain: 443 258 France: 1 Eull Europiran: 11 309 %
Germany: 1 735 \t,

Poppy straw (M): 38 178 316
SwWitzerland: 979
Spain: 638m
Denmark: di%= western Pacific: 4 946
Ireland: 275= Upper-aiddle income: 5 191

- Other: 3 848
Tirkiye: 21 373 229
African: 1 326
Lower-middle income: 7240
Australia: 2 231'
Loss or destruction: 1 644 .

china: 2 BGJI South-East Asfa: 740l

2621 Closing stocks: 135 855~ o~ Eastern Mediterranean: 160 - Low dncome: 48

Opening stocks: 157 529 -
South Africa: 1 244f)

India: 397 =

For discussion only. Please do not cite.




Number of defined daily doses of opioid® consumed per million inhabitants per day

100 000

10000
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o High income
O Upper-middle income
O Lower-middle income
O Low income

o Not classified

50th percentile, 200

y 50th percentile, 0.8

For discussion only.

Please do not cite.

O United States of America

O| Austria®
Spain
Israel O al Germany
Swﬁzerland _bglum(% (l?-etherlands(l(ingdum of the)

ana a

O O Denmark

Iceland Portugal

celand C _0 Sweden ortuga

Ireland
Luxeml::luarr.!g %ﬁﬁﬁg alaQ) 6] Unl‘tedl(lngdom

NewZeaIand| Finla..Q Italyo O Hungary

Slovenia Q
Greece QO (O Croatia
Republicof Korea O Montenegro Q Latvia
Chile © e o thhuanla

Colombia O Poland © (O Se
Cyprus O Estonia 8
Argentina () Romania Q¢ japan

Bosnia and Herzegcvma U"'-'B'-'EV O ) Bulgaria
Singapore Q@ O Tiirkiye

Bahrai
ahrain O O South Africa

© Malta _Belarus O Russian Federation

Panama
CostaRica OAIbama )
Peru QO _\ ) OFl Salvador O Barbades

Tunisia O seychelles 7 Jamaica O Bahamas

Ecuador 0 .
®) Slriname ()" Saint Vincent and the Grenadines
Jerdan O Lebanon 0 EI’aZIP ~

i - ~ O Thailand
Timor-Leste I ~ C ailan l

Oman O Guatemala -(J
Qatar Q Mexico —¢/
Fiji O

Saudi Arabia Brunei Darussalam

United Arab Emirates
o Kuwait O [e] e}

Mauritius O Malaysia - U Georgia
O Dbminican Renubli O Namibia
t chi Y © Dominican Republic
Egyet O 'na OTrinidad and T8:agu © Botswana  Q Eswatini
Bolivia [Plurinational tate of) ~ O Cabo Verde O
Nicaragua O Q Bhutan Armenia Kenya
Morocco O O Grefada
Syrian Arab Repuhllco VietNam QO __Kazakhstan
Algeria O grijanka O 8 I.\IHnmfuras Q4 Gu ans QO Ukraine
Philippines QO epa Indonesia ana . ,
Micronesia (Federated States of)Q Tonga O C \oAzerbaua Demn:;.ratl: People’s
Iran (Islamic Republic of) Venezuela G pyandaRepublicof Korea

Kyrgyzstan .o, (Bolivarian Rep. of)

o) Uganda

" O Zimbabwe
Maldives ~ Bangladesh
9] angladesl ,
Kiribati O Haiti Gabon O
Vanuatu O Lao People's Democratic Republic

YemenCD Uzhe%stan

QO Zambia .
O Cameroon O Malawi

Benin O

O Myanmar
SierraLeone
[e) QO Angola

(O Burundi

Comoros O O Togo

Madagascar O QO céted'ivoire O Mozambique

Mauritania
Burkina Faso Q

Afghanistan O
Democratic Republic of the Conge )

Pakistan O O Guinea

0.1 1.0 10.0

Estimated number of days with moderate or severe pain or dyspnoea per capita
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Enablers and barriers to access are often “two sides of the same coin”

Enablers

X

Barriers

@ World Health
J¥ Organization

Good governance

* Regulations or policies

- » Medicines/therapeutics

committees

1 [ 3« Clinical supervision,
formal audit and
feedback

Legislative or policy
related factors

* Overly focused on
preventing non-
medical use

* Prescribing/Dispensing
restrictions and
administrative reqgs

N )

5\
HEALTH
I 2 FORALL

Adequate resources

* Predictable, stable
and adequate funding

* Medicines and
equipment to support
the safe use

Service-related barriers

* Irregular availability

* Lack awareness of the
availability

 Unaffordable price and
costs

* Long distance or poor
transportation

Sufficient capacity

» Skilled workforce
* Training, patient and
public education

Attitudes and perceptions

* Fearful of risks
Q * Associate
Ko morphine use only
Q at the end of life,
general social
stigma

* Low trust

16



Priority areas for action identified in a WHO survey

Develop small-scale or state-wide programmes on

improving access to morphine for medical use . Establish interdisciplinary, inter-institutional, multi-stakeholder committees to

Establish and implement a _.
provide overall governance in conjunction with the government

package with essential

Llé-\‘?\

services and products to
facilitaterational use of

morphine

Establish affordable
pricing for morphine

for medical use
Avoid costly Qi
formulations or

products of morphine
or other strong opioids

—O
.

Expand access to health conditions other
than cancer and HIV and for children

Train skilled human
resources with expertise Ve

in pain management r\ )

R

Implement and apply pain treatment and
managemg guidelines

Ny
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[
Establish regional or local
production of morphine products
for medical use, particularly
immediate-release products

Establish hub-and-spoke
distribution network for
morphine for medical use

A A - .
[ ) , Awareness
e

Facilitate public
education or awareness-
building campaigns
(including older adults
and caregivers)

Expand access to non-health,
long-term care facilities
including home-based care or
hospice institutes

in policy and legislation

Increase policy-makers’
awareness of availahility
and safe use of morphine

Increase policy-makers’

awareness of patient needs
Increase health and care
workers’ awareness of

availability

Q Increase health and care workers’
awareness of patient needs

Governance

Facilitate d_ésign or change

Scale-up of palliative care initiatives with a view to
integrating into government-led implementation

| Implement regulatory
guidelines that include the
safe management of opioid
analgesics

Undertake legislative

| and regulatory reviews
relating to opioids or
controlled substances

»~—, Ensure policies and additional Il
~\_ J investment to safeguard supply chains

o~

() Establish a fund specifically for
_/ children living in low-income
countries who need opioids for

'“‘\l the relief of pain and palliative
|

N/ care

Allocate public or >

/7~ Integratefinancing for

./ morphine into all existing
national insurance and social
security programmes

publicly mandated
resources to cover a
package with essential N
services and products | )
to facilitate rational -
use of morphine

Make available morphine in formulations
suitable for use by children (e.g. liquid)

For discussion only. Please do not cite.
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WHO work to improve safe access to controlled medicines

Technical Guidance

Id H Ith

®
s
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WHO GUIDELINES FOR
THE PHARMACOLOGICAL . .
anprapiotHeraPELUTIC - WHO guideline
MANAGEMENT OF .
CANCER PAIN IN ADULTS on ensuring
AND ADOLESCENTS
balanced
national policies
for access and
safe use of
controlled

medicines

.,

Policy

WHO Expert
Committee on Drug
Dependence (ECDD)
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INS COMMISSION ON NARCOTIC DRUGS

Country support

Extent and
causes of global
variations in
access to
morphine for
medical use and
actions to
improve safe
access through
balanced policy

Joint UNODC-
WHO Programme
on Drug
Dependence
Treatment and
Care

Country support
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