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WHO's Access to ControlleWHO's Access to Controlle

To assist countries to improve a
medicines medicines 

Activities:
– WHO Guidelines for pain management
– Training for estimates on need 
– Update of Guidelines on Opioid availabi
– Country support

P li  d l i l ti  l i– Policy and legislation analysis
– Procurement of controlled substances (a

and much moreand much more….

h i t/ di i  d  t ll d 
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WHO Controlled Medicines D

– morphine 

– methadonemethadone
– buprenorphine   
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Access to Access to Access to Access to 

Of paramount importance at the late-sta

Classified as 'controlled medicines'     

Access in low income countries is limitedAccess in low income countries is limited

6 countries consume 79% of the world’s 
U it d St t– United States

– Canada
– France

Germany– Germany
– Britain
– Australia 

80% of the world’s population (in low and
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 Morphine Morphine Morphine Morphine

ge of illness, e.g. cancer, HIV/AIDS 

d despite low priced – despite low price

 morphine (2005 estimate INCB, 2007)

d middle income countries) consume 6% 



Number of untreated HNumber of untreated H

HIV i  d l i  t iHIV in developing countries:

Terminal HIV/AIDS patients 2,866,000Terminal HIV/AIDS patients 2,866,000

Near to no access to opioid analgesics

50% terminal stage AIDS patients suffer

1,433,000 HIV/AIDS patients will suff
be treated

Sources: based on cancer and HIV/AIDS deaths in 200
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Sources: based on cancer and HIV/AIDS deaths in 200
WHR 2002 and INCB statistics
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Number of untreated Number of untreated 

12 % f ll d th   6 7 l12 % of all death causes = 6.7 mln

80% have no access to opioid ana80% have no access to opioid ana

80% terminal stage cancer patients80% terminal stage cancer patients

7.7% (= 0.12x0.8x0.8) of all people
pain that can be treated, but will no

Sources: based on cancer and HIV/AIDS deaths in 200
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Sources: based on cancer and HIV/AIDS deaths in 200
WHR 2002 and INCB statistics

 cancer pain patients cancer pain patients

  d th  ll  

p pp p

n cancer deaths annually 

lgesicslgesics

s suffer from moderate to severe pains suffer from moderate to severe pain

e in the world will suffer from cancer 
ot be treated (4.3 mln annually)

01  01, 



Access to methadoneAccess to methadoneAccess to methadoneAccess to methadone

In 2005 added to WHO Model List In 2005 added to WHO Model List 
opioid substitution therapy (OST)

± 60 countries with OST (methado

148 countries with IDU and 116 wit

OST t ff ti  f  f t tOST most effective form of treatme
– opioid dependence

ti  f HIV t i i– prevention of HIV transmission
– adherence to HIV care, incl. ART

Low overall global coverage
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e and buprenorphinee and buprenorphinee and buprenorphinee and buprenorphine

 of Essential Medicines list for use for  of Essential Medicines list for use for 

one, buprenorphine, or both)

th HIV in IDUs

t fent for



Aims of thAims of thAims of thAims of th

U i l  t  HIV tiUniversal access to HIV prevention

Collect and share strategic informaCollect and share strategic informa

Provide a mechanism for price comp

Facilitate the procurement of these
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The ProcedureThe ProcedureThe ProcedureThe Procedure

1 S h f  i   th  W b1. Search for companies on the Web

2 Creation of temporary database c2. Creation of temporary database c

3 Invite companies to confirm or cor3. Invite companies to confirm or cor
missing information (by email, fax

4. Construction of a database conta

5. Publication on the AMDS website
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: 2007- to date: 2007- to date: 2007 to date: 2007 to date

b b 

containing public domain information containing public domain information 

rrect the information and provide rrect the information and provide 
x, phone) 

ining confirmed data

e on 5 May 2008



The Data RThe Data RThe Data RThe Data R

Name  address and country of manufacturer Name, address and country of manufacturer 
– Brand name of drug 
– Available forms and formulations

B d  f d– Brand name of drug
– INN name (generic name)
– Strength / concentration of drug
– Production capacity of API in kg / annum

Procurement issues
– Country where specific formulations are registe
– Registration procedures
– Export requirements

Prices
– Quoted unit price per smallest unit (mg / ml, mg
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RequestedRequestedRequestedRequested

red for commercialization

g or Kg) in original currency



The OuThe OuThe OuThe Ou

214 companies contacted214 companies contacted

Response with information of
formulations and/or API so far

– 28 and 12 of methadone28 and 12 of methadone

– 16 and 7 of buprenorphine

– 51 and 9 of morphine
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utcomeutcomeutcomeutcome

producers/distributors of finished



methamethamethametha
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adoneadoneadoneadone



buprenobuprenobuprenobupreno
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What is most releWhat is most releWhat is most releWhat is most rele

G t i ti  i  i  b i  Great variation in prices being 
– methadone  29 - 26.000 US

per patient/yr
– buprenorphine 1.775 - 65.0

per patient/yrper patient/yr

More expensive than ARTMore expensive than ART
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evant to us here?evant to us here?evant to us here?evant to us here?

 id   paid, ranges
SD for 80mg daily dose g y

000 USD for 16mg daily dose 



What we dWhat we dWhat we dWhat we d

N   f lit  No process of quality assuranc
– No regulatory approval of com

No endorsement or recommen
by WHOby WHO
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did not dodid not dodid not dodid not do

  lit  t lce or quality control
pounds

ndation of products or companies 



What What What What 

We We 
– will update when information b

h bl  d t bsearchable database

You You 
– could influence your market

• Identify 'best buys' in your 
• Increase nr of registered cog
• Increase offer of products

Companies to send their inform
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 Next? Next? Next? Next?

ecomes available and make it into a 

country
ompanies in your countryp y y

mation to amds@who.int



ThankThankThankThank

htt // h i t/hi / d /http://www.who.int/hiv/amds/en

// / / / /http://www.who.int/hiv/idu/en/in
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