
Drug Control 
and Access to 
Controlled 
Medicines: 
a global view

Access to controlled medicines and the 
UN drug conventions
The 1961 Single Convention on Narcotic Drugs obliges 
states to make “adequate provision… to ensure the 
availability of narcotic drugs” which continue to be 
“indispensable for the relief of pain and suffering.”  The 
International Narcotics Control Board (INCB) has stated 
that the Single Convention “establishes a dual drug control 
obligation: to ensure adequate availability of narcotic drugs 
for medical and scientific purposes, while at the same time 
preventing the illicit production of, and trafficking in and 
use of such drugs.”  Yet, the President of the INCB observed 
in July 2009 that access to controlled medicines is “virtually 
non-existent in over 150 countries.”  
 
Ensuring the availability of essential medicines like 
morphine, methadone and buprenorphine is a core 
obligation of governments under the right to the highest 
attainable standard of health. Drug control regulations that 
restrict the adequate availability of these medications violate 
that right. Denial of strong opioids to patients in severe pain 
can also constitute cruel, inhuman or degrading treatment.    
   

Regulatory barriers to medical access 
to controlled drugs
Access to controlled medicines must be regulated to prevent 
their misuse. The 1961 Single Convention establishes three 
basic requirements for such regulations: 

Controlled medicines may be dispensed only pursuant •	
to a prescription;
A license must be required to manufacture, trade or •	
distribute them, and 
Appropriate records must be kept.•	 1

Yet, many countries have enacted regulations that go well 
beyond what is required by the Single Convention and that 
impede availability of controlled medications. INCB has 
repeatedly called on countries to review their drug control 
regulations to assess whether they unnecessarily impede 
access to controlled medicines.2 
 

Prescription procedures
Special prescription forms•	
Many countries, like Turkey, require use of a special 
prescription for controlled medicines.  WHO has 
observed that special multiple-copy prescription 
requirements “typically reduce prescribing of covered 
drugs by 50 percent or more.”   The requirement to 
use special prescription forms can be particularly 
burdensome if doctors have to apply to receive the 

forms, as in Morocco and Germany, or have to pay 
for them, as in the Philippines, Denmark, Albania 
and Estonia.  Problems accessing enough special 
prescription forms have been reported in Turkey,  
El Salvador and Ukraine.     

Prescription limitations•	
Many countries, like Morocco, limit the number of 
days a prescription for controlled medicines can cover.  
WHO recommends “decisions concerning…the amount 
of the prescription and the duration of therapy are 
best made by medical professionals on the basis of 
the individual need of the patient, not by regulation.”3  
Extreme time limits include Ukraine (1 day), Belarus (3 
days), Greece, Lithuania and Russia (5 days).  In many 
other countries, an opioid prescription may be valid for 
as many as 90 days or there is no limitation at all.4

 
Right to prescribe limited to certain specialists•	
Like Montenegro, some countries limit the right to 
prescribe opioids to doctors practicing in certain 
specialties, commonly oncology, pain management 
or anesthesiology.  Such restrictions significantly 
limit patients’ access to opioid medicines. The WHO 
recommends that “physicians, nurses and pharmacists 
should be legally empowered to prescribe, dispense 
and administer opioids to patients in accordance 
with local needs.”5 Countries with similar restrictions 
include, among others, Egypt and Ukraine.6

  

Licensing requirements
Special licenses for doctors•	
In many countries, like Greece, doctors need a special 
license or registration to prescribe controlled medicines. 
While in some countries the process for obtaining 
a license is simple, in others obtaining it requires 
considerable paperwork or even invasive screening of 
the doctor. For example, the Philippines requires doctors 
applying for a license to submit to blood tests. As a result 
of excessively complex licensing procedures in some 
countries, including Morocco and the Philippines, very 
few doctors obtain them.7    

Licenses for pharmacies, hospitals and •	
hospices  
The UN drug conventions require that states create a 
system to license healthcare institutions that handle 
opioid medications. Some countries arbitrarily exclude 
certain healthcare facilities from eligibility for a license 

*Except where otherwise noted, all information is from Human Rights Watch 
interviews or correspondence with healthcare professionals in the countries 
mentioned.  These examples are illustrative of regulations that promote or impede 
access to controlled medicines and do not fully reflect the regulatory environment 
in the countries mentioned.  These examples are not intended to suggest that 
practices in the countries mentioned are better or worse than those in countries 
not mentioned.  Non-regulatory barriers also contribute to the unavailability of 
controlled medicines, particularly inadequate training for healthcare workers 
in their use.  Additional sources of information on reverse: Jordan: Jan 
Stjernswärd et al., “Jordan Palliative Care Initiative: A WHO Demonstration 
Project”, Journal of Pain and Symptom Management, vol. 33 no. 5, May 
2007, 631; Rwanda: International Narcotics Control Board, Narcotic 
Drugs: Estimated World Requirements for 2009 – Statistics for 2007, 
E/F/S.09.XI.02 (New York: United Nations, 2009), p. 241; K. M. Foley, 
“Pain Syndromes in Patients with Cancer,” in K. M. Foley, J. J. Bonica and 
V. Ventafridda, eds., Advances in Pain Research and Therapy, (New York: 
Raven Press, 1979), 981_994; UNAIDS, “Rwanda: Country Situation”, July 
2008, http://data.unaids.org/pub/FactSheet/2008/sa08_rwa_en.pdf 
(accessed February 9, 2010); Singapore: Central Narcotics Bureau, Annual 
Bulletin, 2007. 
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or have unnecessarily burdensome licensing procedures 
that deter pharmacies and medical institutions from 
stocking controlled medicines, and divert healthcare 
workers’ time from providing medical care.

The licensing system in most of India’s states, where 
healthcare providers must obtain five different licenses 
from several government agencies, is a prime example. 
To its credit, the Indian government has recommended 
partial reform to improve patient access to morphine. 
Today, 14 states have adopted a new, simple system 
for morphine that involves obtaining one license 
from one government agency. In China, hospitals are 
categorized according to their size, and only larger 
hospitals are authorized to handle opioids.  As a result, 
people living outside of large cities have to travel much 
further to obtain opioid medicines than they would if 
they were available in all hospitals. 

Surveillance of patients and health care 
providers 

Patient surveillance •	
Prescription tracking systems have a legitimate role 
in preventing diversion of controlled medications but 
some countries have instituted much more invasive 
surveillance of patients.  In Georgia, for example, 
patients are required to visit police stations to fill their 
opioid prescriptions.  Intrusive surveillance deters 
legitimate use of controlled medicines and may violate 
privacy rights.    

Surveillance and legal sanction of healthcare •	
workers 
Healthcare institutions that handle controlled 
substances are required to keep records so that the 
authorities can monitor their use.  However, some 
countries have created invasive systems of control 
that may deter or stigmatize prescribing of controlled 
medicines or violate privacy rights.  For example, 
in Ukraine, staff who handle opioids are subject to 
blood tests, and empty morphine ampoules must be 
collected and counted.   

Proven treatment illegal
UNODC, UNAIDS and WHO agree that opioid substitution 
therapy (OST) using methadone or buprenorphine is one 
of the most effective treatments for opioid dependence, 
and critical to HIV prevention and facilitating antiretroviral 
therapy among people who inject drugs.8  Yet, methadone 

for OST is illegal in Russia, Malaysia, the Philippines and 
Sri Lanka; use of buprenorphine for OST is illegal in Burma; 
and both are illegal in Bangladesh, Bhutan, Cambodia, 
Japan and Singapore. In many other countries, including 
Pakistan, Kazakhstan, Egypt, Argentina and Brazil, large 
numbers of people inject opioids, but no OST is available.9    

Innovative regulation promoting safe 
access to controlled medicines
Comprehensive regulatory reform
Several countries, including Vietnam, Colombia and 
Romania, have undertaken comprehensive reviews of their 
drug control regulations, as recommended by the INCB, 
to ensure that they do not unnecessarily impede access 
to controlled medicines.  As a result, all three countries 
increased the amount of time that oral morphine can be 
prescribed for using one prescription to 30 days, from 
previous limits between 3 and 10 days.  Romania also 
changed its regulations to ensure that all doctors could 
prescribe opioids and that all patients in pain could receive 
them, regardless of their underlying disease.10  Vietnam 
expanded the types of health facilities that are authorized 
to prescribe and dispense opioids, and mandated that 
district hospitals stock opioid medicines if no pharmacy in 
a district does.

Nurse prescribing
Uganda, the United Kingdom and most states in the United 
States allow nurses to prescribe controlled medicines in 
certain circumstances. In some cases, pharmacists, clinical 
officers or physician’s assistants may also be licensed 
to prescribe controlled medicines.  For example, in 2008 
Vietnam amended its law to allow assistant doctors to 
prescribe morphine when no doctor is available.11 Nurse 
prescribing has the most potential to improve access to 
controlled medicines in resource-limited settings where there 
are not enough doctors.  The INCB has commended Uganda 
for its efforts to increase access to controlled medicines.12   

Emergency prescribing
Lithuania and the United Kingdom allow pharmacists and 
nurses to prescribe controlled medicines when a patient 
is in severe pain and no doctor is available.  They also 
allow doctors to authorize an emergency prescription by 
telephone or fax, as do many other European countries.13 

Photo: Palliative care nurses and volunteers check up on a 67-year-old woman,  
who is paralyzed and taking morphine for pain in south Kerala. © 2009 Brent Foster
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