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GENERAL INFORMATION 

 
 Therapeutic class: Protease 

inhibitor (PI).  ATV should 
always be boosted, either with 
ritonavir (RTV/r) or cobicistat 
(COBI). 

 

 2016 WHO Guidelines: 
Boosted ATV (ATV/r) is one of 
two preferred second-line 
treatment options for 
adolescents and adults, 
including pregnant and breast-
feeding women. ATV/r is an 
alternative second-line ARV for 

 

children over three months of 
age who are failing NNRTI-
based regimens.  

 

 Originator company and 
product brand name: Bristol-
Myers Squibb (BMS); Reyataz. 

 

 First approved by US Food and 
Drug Administration (FDA): 
June 2003. 

 

 WHO Model List of Essential 
Medicines (EML): Included in 

the 19th edition for adults and 
the 5th edition for children.  

 

 World sales of originator 
product: 2015: US$1.139 
billion; 2014: $1.362 billion; 
2013: 1.551 billion; 2012: $1.5 
billion; 2011: $1.5 billion; 
2010: $1.5 billion; 2009: $1.4 
billion; 2008: $1.3 billion; 
2007: $1.1 billion; 2006: $931 
million; 2005: $696 million; 
2004: $369 million; 2003: $81 
million.1

   

PRICE INFORMATION  
Developing country prices in US$ per person per year (pppy), as quoted by companies.  
The price in brackets corresponds to the unit price of one capsule/tablet/ml of oral solution. 
Products quality-assured by US FDA or WHO prequalification (as of May 2016) are in bold.  
 
There are still only three WHO prequalified (WHO PQ) / stringent regulatory authority- approved 
sources for the generic 300mg capsules, and two sources for each of the other strengths.   
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*The dose of ATV must be boosted with RTV 100mg once a day. 
 
 

SPOTLIGHT ON ACCESS ISSUES 

 
ATV/r cannot be used with rifampicin-based TB treatment, due to drug interactions. 
 
Please refer to the ATV/r drug profile for further information on this combination.  
 
Paediatrics: For children between 6 and 10 years of age, the 2016 WHO Guidelines recommend ATV/r as an 
alternative second-line treatment, and note that it can be used in children as young as three months. ATV 
pediatric formulations exist in 100mg, 150mg and 200mg capsules, with one generics company providing 
prices for all three WHOPQ-approved versions.  There is a 50mg/sachet oral powder available from the 
originator, although it is not widely available or used in developing countries.  
 
PATENTS 
(Patent information may be updated in 2016 to fully reflect the evolving landscape of patents, other forms of 
intellectual property, licensing and use of flexibilities for the particular drug).  
 
Novartis filed for the basic patent on ATV in April 1997; it is expected to expire in April 2017 in most countries.2   
BMS is manufacturing ATV under licence from Novartis. BMS also applied for secondary patents on the 
crystalline bisulfate salt of ATV in December 19983 and on the process for preparing the bisulfate salt and 
novel forms in 2005,4  which, if granted, would only expire in 2018 and 2025, respectively.    

 
In many developing countries with generic pharmaceutical production capacity (including Brazil, China and 
India), Novartis and BMS have filed patent applications related to the ATV compound,5  the bisulphate salt,3 
and the best route for making ATV.6  Some of these patents have been granted in Brazil and China.7  

 
 

Daily 
Dose 

 
Bristol-Myers Squibb 

  
Aspen 

 
Cipla 

 

Emcure 
Category 1 
countries 

Category 2 
countries 

 
ATV 100mg 

capsule 
 

 
xx* 

    (0.267) 

 
ATV 150mg 

capsule 
 

 
2* 

412 (0.564) 412 (0.564) 380 (0.520)  207 (0.283) 

 
ATV 200mg 

capsule 
 

 
xx* 

(0.677) (0.677) (0.670)  (0.433) 

 
ATV 300mg 

capsule 
 

 
1* 

   170 (0.467) 219 (0.600) 
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Patent oppositions in India leading to access 
  
In India, the base compound patent application on ATV has been challenged by a pre-grant opposition filed by 
civil society, on the grounds of lack of novelty.8  The patent application has since been abandoned,9  but 
Novartis has filed divisional patent applications.10  Generic producers such as Matrix and civil society 
organisations have subsequently filed a number of pre-grant oppositions challenging these divisional patent 
applications,11,12  and the cases remain ongoing.  In addition, a patent application was filed by BMS in 2006, 
covering the most efficient route of manufacturing ATV and its bisulphate salt.13  Subsequent pre-grant 
oppositions have been filed by generics producers,14  including an opposition filed by Cipla on a divisional 
patent application of this application.15  The patent office subsequently rejected the application.16  A divisional 
patent application on this patent has also been opposed by Cipla and has been subsequently rejected by the 
India patent office.17  
 
Voluntary licence and the impact on access                                                            
 
BMS has signed a number of voluntary licence agreements on ATV. For more detailed analysis and discussions 
on the impact of the agreements, please refer to MSF’s report Untangling the Web on Antiretroviral Price 
Reduction (16th edition). 
 
In October 2012, the Brazilian Ministry of Health approved a licensing agreement between Farmanguinhos and 
BMS for Brazilian Patent No PI 9701877-5 (WO9740029) - which expires in July 2017 - enabling technology 
transfer and generic production of ATV.  Under the terms of the agreement, the technology transfer would be 
finished by 2017 and the Ministry of Health’s needs for ATV could start to be supplied by Farmanguinhos. 
However, many delays affected the project, and the registration of the generic version that was originally 
expected in 2012 did not occur until 2014.18  This delay could mean that Brazil will be obliged to supply part of 
its demand from BMS, even after the patent expires. In November 2015, GTPI, a civil society coalition, filed a 
patent opposition19  to avoid the grant of a patent (PI0509595-6) that can extend the BMS monopoly until 
2024. Brazil currently pays $496.4020  pppy for ATV, and is forbidden by the licence  to produce ATV in newer 
formulations and combinations, such as ATV/r.  
 
On 11 December 2013, the Medicines Patent Pool (MPP) announced a new licencing agreement with BMS for 
atazanavir. This licence contains territorial coverage of 110 countries, and its  ‘expanded’ territorial coverage 
could be increased to include countries where patents either do not exist or are not enforced, and countries 
where compulsory licences are issued.21  However, a number of middle-income countries (such as Brazil, 
China, Thailand, Ukraine and Venezuela) are excluded from the licence, as well as Russia. In addition, the terms 
and conditions under previous bilateral voluntary licences and technology transfer agreements between 
generics companies and BMS may significantly restrict the actual ability for those companies to operate under 
this MPP licence, especially if the previous licences and agreements cannot be replaced by the MPP licence 
agreement.  In December 2013, Brazilian civil society groups announced their dissatisfaction with the Brazilian 
government's voluntary licencing strategy for ATV after detailed terms and condition of the MPP licence were 
made public. 
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