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Access to treatment?

Who?

What?

How?



5 dimension of Access
A treatment should be:

• Appropriate – products are invented and developed to address the 
adequate needs of people;

• Available – products are developed or existing products are 
adapted for local use and are on hand through public or private 
sector;

• Accessible – consumers know how to properly consume the 
product;

• Affordable – patients and health care providers can purchase the 
product within their means (or reasonably priced);

• Acceptable – (Quality)  products work as intended, and are 
efficacious and safe.



Access to treatment 
– a global overview

• At the beginning of the 21st century – very few people in low- and middle-income countries 
had access to HIV treatment.

• Not being able to access effective, well-tolerated treatment can be devastating for people 
with chronic, life-threatening HIV, HCV or TB infection.

• Treatment access has expanded extensively over the last several years.

• In 2015, treatment reached over 15 million people.

• However, still (from 37) 22 million do not have access to HIV treatment.

• In 2015 global treatment recomendations changed, stating that where feasible, people with 
HIV should begin treatment immediately after diagnosis; increasing the number of people 
eligible for treatment.

• Current global treatment coverage is estimated at >40%

• Not all of the 185 million people estimated to be infected with HCV will progress to chronic 
infection, but most of those who will do not have access to HCV drugs.

• 26% of people estimated to have acquired MDR-TB in 2014 were diagnosed, and only 23% 
were put on treatment.





Access to treatment 
– a new challenge

• New ARVs and pipeline products – better treatment options are
being approved.

• Currently, the patent holders of cobicistat, elvitegravir, dolutegravir
(DTG), tenofovir alafenamide fumarate (TAF), paediatric
lopinavir/ritonavir (LPV/r) and ritonavir (RTV) and rilpivirine have
granted voluntary licenses for generic production and sale in 100 to
112 countries, but still many mid-income countries do not have
access to it.

• The Medicines Patent Pool is negotiating further agreements on.

• Access to new HCV drugs (DAAs) and treatment for MDR-TB is
remains challenging in many countries.

• PrEP



Access to treatment 
– a new challenge

• Disparities in access to treatment .

• Commitment to equity and solidarity: treatments that add real 
value should be accessible to all patients that need them (not only 
those who can pay).

• Pricing and reimbursement criteria not always fair or transparent.

• Usually patients  are not involved in the assessment of the value of 
innovation e.g. HTA 

• Patient communities seek principles on fair pricing for medicines.

• Patient’s  groups expect a changes in healthcare system that 
extends to how we innovate and take decisions regarding 
healthcare products.



The main barriers

Producers/distributors
1. Patents
2. Profit/Price
3. Markets 
4. Stock-outs

Cost
For the system
For the person

National authorities
1. Health insurance
2. Restrictions for key populations  

(MSM, drug users,  sex workers)
3. Migrants
4. Students and non-residents

Law and Stigma



Intellectual property 
• Patents are intended to reward innovation. But can also prevent 

production or sale of lower cost, quality assured generic medicines 
or development of novel formulations or combinations of drugs.

• Protection of patents on WTO level.

• The TRIPS agreement (1 January 1995), the most comprehensive 
multilateral agreement on intellectual property.

• Doha Declaration (2001) - an attempt to restore the balance.

• TRIPS Plus (beyond TRIPS, e.g. data exclusivity - generics 
manufacturers would no longer be able to use existing drug trials to 
make identical generic drugs)

• TRIPS flexibilities



Voluntary licencing

• Voluntary licensing agreements, donations of products and 
capacity-building initiatives are some models that can help to 
increase access.

• Voluntary licenses is a mechanism available to the owner of 
innovations and know-how, including pharmaceuticals, to use 
if the owner chooses to.

• A company that holds a patent on a medicine can allow 
pharmaceutical manufacturers to make this medicine. If they 
do this, they are giving voluntary licenses to other 
pharmaceutical manufacturers.

• Exclusive and non-exclusive .



Compulsory licensing 

• Compulsory licensing is when a government allows someone 
else to produce the patented product or process without the 
consent of the patent owner.

• Countries are free to determine the grounds for granting 
compulsory licenses.

• The general case for compulsory licensing it’s when the 
generic copy is produced mainly for the domestic market, not 
for export. However, it could be exported to countries that 
lack production capacity, but not in EU countries and in some 
only under extreme urgency (Turkey, Israel).



Medicines Patent Pool

• UN-backed organisation that aims to improve access 
to appropriate, affordable HIV medicines and 
technologies for people living with HIV in developing 
countries.

• Through licenses, patent holders have an effective 
way to share their innovative products in resource-
poor settings and may be compensated by a fair 
royalty.



MPP



Patent opposition 

• Patents are by no means the only barrier to accessing life-
saving medicines, but they play a significant, even 
determinant, role in blocking generic competition – and it is 
generic competition that is the most sustainable way of 
bringing down the price of medicines.

• Patent opposition provides for third parties an opportunity to 
oppose the grant of a patent within a certain period of time.

• An opposition mechanism may be available either soon 
before the grant of a patent (pre-grant opposition) and/or 
after the grant of a patent (post-grant opposition) depending 
on the applicable law.



How drugs become available?

• Marketing authorization is the first phase

 Harmonized in the EU (EMA) and not outside

 Registration requirements may pose obstacles to the speedy 
distribution of needed medicines.

 Generic drugs goes through same procedure if they have pass 
pre-qualification procedure from WHO

• Pharmaceutical pricing and reimbursement 

 Competence of the national states

• Transparency Directive (Council Directive 89/105/EEC)

http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pricing-reimbursement/transparency/index_en.htm


Reimbursement - Who pays for 
drugs? 

• Donors (PEPFAR, GFATM, UNICEF, etc.)

• National health insurance systems (state-owned vs. private)

• Positive lists in most of the countries (all EU members but 
Germany, Greece, Spain, and the United Kingdom)

• Negative lists (Hungary, Germany, Spain)

• Specific procedures for reimbursable generics (generic 
substitution, international non-proprietary name (INN) 
prescribing or a range of other measures)

• Out-of-pocket payments (participation of patients)



Pricing policies

The most common policies are: 

• free pricing 

• statutory pricing 

• price negotiations 

• discounts/rebates 

• public procurement/tendering

The most common pricing policy in EU countries is statutory 
pricing, where medicine prices are set on a legal basis (e.g. 
law, enactment, decree). 

In the reality of HIV/HCV drugs, price negotiation and secret 
deals is practice which we often have in place.



Pricing procedures – How the 
price is set?

• External price referencing (international price comparison) –
the most common procedure

• Various schemes

• The concept of affordable prices!



Equity pricing

• World Health Organization’s (WHO) idea of “equity pricing” 
focuses on affordability and is linked to the concept of 
“essential medicines”.

• Essential medicines are defined as those drugs that satisfy the 
health care needs of the majority of the population, and 
should therefore be available at all times in adequate 
amounts and in appropriate dosage forms, at a price the 
community can afford.



Differential pricing 

• Price discrimination, tiered pricing, market segmentation, 
multipart pricing, multimarket pricing and Ramsey pricing.

• The concept of charging different prices for the same product 
in different segments of the market.

• The manufacturer is able to place consumers into groups 
(markets) that correspond roughly to their wealth, burden of 
disease, or geographical position and then to set the different 
prices for each market.



Parallel imports 

• Occurs when an intermediary buy a patented medicine in one 
country at the lower price set by the company and then resell 
the medicine in another country at a price that is higher but 
still undercuts what the manufacturer is charging for its 
patented medicine in that country. 

• The European Union (EU) has adopted a principle of “regional 
exhaustion” of patents – this makes resell business possible.

• Pharma usually respond with anti-diversion program to 
prevent what they characterize as the possible ‘bulk diversion’ 
or re-sale of such medicines from low- or middle-income 
countries to high-income countries.



Pooled Procurement

 A group purchasing.

 Purchasing done by one procurement office on behalf of a 
group of facilities, health systems or countries.  Group 
members agree to purchase certain drugs exclusively through 
the group.

 It can lead to harmonizing standard treatment guidelines, 
improved quality assurance and can reduce transaction costs. 

 On the other hand, as long as markets are separate, a firm 
would rationally set the price in each market based on 
conditions in that market, independent of prices in other 
markets. 



Stock-outs

• Shortages of medicines or diagnostic tests (CD4, Viral load 
(PCR), resistance)

• Different reasons (lack of funds, export -import licenses, 
customs, suppliers, pharmacies)

• Solutions: Example from Serbia



Discussion

• What is the biggest challenge for
increasing the access to treatment in your
region?

• Who are main partners to work with?

• Where do you see possible problems?

• Which advocacy tips could be of use?

• How to use this information in your
country level?



Further readings and resources
• MSF Access campaign  - (www.msfaccess.org)

• UN Sustainable development goals - SDG 3 - Ensure healthy lives 
and promote well-being for all at all ages –
(www.un.org/sustainabledevelopment/health)

• UNAIDS – “Handbook on access to HIV/AIDS related treatment”

• ECDC Technical report – “Migrant health: Access to HIV prevention, 
treatment and care for migrant populations in EU/EEA countries” 

• GNP + Policy brief “Access challenges for HIV Treatment”

• Patent opposition database  - (www.patentoppositions.org)

• PrEP Watch – A clearinghouse for PrEP data (www.prepwatch.org)

http://www.un.org/sustainabledevelopment/health
http://www.patentoppositions.org/


Thank you for your 
attention!


