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September 2023
Q&A on Bedaquiline and Secondary Patents
Why should national TB programme managers call on Johnson & Johnson to not enforce secondary patents on bedaquiline?
Bedaquiline is the backbone of short and long regimens recommended by the World Health Organization (WHO) to treat drug-resistant tuberculosis (DR-TB).
The US-based pharmaceutical corporation Johnson & Johnson (J&J) enjoyed a 20- year monopoly over bedaquiline till 18th July 2023 in most countries. However, J&J has resorted to additional secondary patents on bedaquiline to extend this monopoly in the market beyond 20 years until at least December 2027. These secondary patents block access to affordable generic versions of bedaquiline in many countries with a high burden of TB and DR-TB and allow the corporation to continue charging high prices.
National TB programmes (NTPs) across the world need access to more affordable, quality- assured bedaquiline to scale up bedaquiline-based regimens to as many people as possible affected by DR-TB.
Any additional monopoly could restrict a country’s access to more affordable versions of bedaquiline from August 2023 onwards, after the expiry of the primary patent. All NTP managers have the right to request J&J not to pursue additional monopoly beyond the 20 years of patent protection on the base compound, including not enforcing the company’s secondary patents on bedaquiline in all countries having high burden of TB and DR-TB.
On July 12th, J&J and the StopTB Partnership/Global Drug Facility (GDF) announced a deal where J&J allowed GDF to supply generic bedaquiline in a list of countries including some where J&J holds secondary patents. However, this deal excludes Armenia, Azerbaijan, Belarus, Kazakhstan, Kyrgyzstan, Moldova, Russian Federation, Tajikistan, Turkmenistan, Ukraine, and China.

If South Africa is included in the J&J/GDF deal, the procurement of medicines by the National Department of Health (and any other goods) must comply with the Public Finance Management Act (PFMA) and this does not allow for using pooled procurement mechanisms like the GDF.  This is the reason why the NDoH has never purchased TB medicines to the GDF so far and has been procuring bedaquiline directly from Janssen South Africa for the past 10 years. As a bottom line, South Africa as well as Armenia, Azerbaijan, Belarus, Kazakhstan, Kyrgyzstan, Moldova, Russian Federation, Tajikistan, Turkmenistan, Ukraine, and China cannot access generic bedaquiline till patents held by J&J in those countries are valid.
What is a patent? What is the term limit for a patent?
A patent is a monopoly granted, based on criteria set up by national laws, as a reward for an invention. It applies to medicines, and can cover both the final product and process of making the medicine. Patents give patent-holders the exclusive right to stop others from making, using, selling, offering to sell, exporting or importing medicines containing the patented invention (e.g. the compound) without their permission, for a term of 20 years, as per international trade rules. So, when pharmaceutical corporations develop a new drug, they pursue a patent, which – if granted – can stop other manufacturers from making and selling generic versions of the same drug for at least 20 years. This allows patent-holding companies to enjoy a monopoly and charge high prices without the risk of competition. When the patent ends, other manufacturers can enter the market and compete with each other to bring prices down. However, “evergreening” practices by pharmaceutical corporations seek to extend the monopoly beyond the 20-year period by applying for additional patents on the same medicine, to prevent the entry of generic manufacturers and keep prices high.
What is evergreening? What are secondary patents on drugs?
Evergreening is a term used to describe pharmaceutical corporations’ practice of extending the monopoly period of a medicine beyond the 20-year period for the primary patent by applying for additional patents, often times on trivial modifications of the same medicine that may not merit patent protection in the first place. Pharmaceutical corporations do not usually apply for a single patent on a medicine, but rather file several patent applications for the same drug. They do not limit themselves to the primary  patent (also known as base compound patent, which covers an active ingredient for medicinal use) on a drug, but also seek additional secondary patents on routine improvements and other aspects of a known active ingredient like new forms, new use, formulations, combinations, etc.
By filing multiple patent applications, pharmaceutical corporations can extend their monopoly in the market and defer the date on which their products go off-patent, thereby preventing and delaying production or importation or affordable generic versions of essential medicines.
Many countries—for example, India—have taken measures to curb the granting of secondary patents through a strict review of patent applications to examine the novelty and inventiveness of the invention, which are necessary conditions for the granting of a patent. In the absence of a strict examination system, secondary patents are used to create new monopolies and delay the entry of legitimate generic competition.
Why is the March 2023 decision by the Indian Patent Office to reject J&J’s secondary patent application a landmark judgement? How does it support the request from NTPs for J&J not to enforce it in any other country?
In a landmark decision in March 2023, the Indian Patent Office rejected an evergreening attempt by J&J by denying the corporation a secondary patent in the country which would have extended its monopoly for four more years. The ruling was a result of a ‘pre-grant opposition’ filed by a patient group and two TB survivors—Nandita Venkatesan from India, and Phumeza Tisile from South Africa—who were both forced to endure the older, more toxic DR-TB treatments that lasted up to two years and caused excruciating side effects: they both lost their hearing.
As a result of the ruling, manufacturers are to produce and supply affordable, quality- assured generic versions of bedaquiline in India once the primary patent expires in July 2023. However, they will not be able to export the medicine to countries where secondary patents on bedaquiline have been granted.
One of the risks with the J&J/GDF deal relates to the possibility for J&J to stop it at any time.  Access to generic versions of bedaquiline would be blocked by J&J’s econdary patents in at least 35 of the 43 countries with a high burden of TB, DR-TB or HIV/TB. .
Does a country’s patent office fall under the purview of its ministry of health?
In most countries, the patent office comes under the jurisdiction of the ministry of industry, trade and/or commerce. It does not fall under the purview of the ministry of health.
What is the price of bedaquiline paid by countries through the GDF or other channels since 30th August 2023? 
,

After the recent tender held by the GDF on bedaquiline, J&J bedaquiline is priced at $130 for a 6-month cure compared to $194 for the generic version from Lupin. In the coming months, the new J&J price will be eclipsed by quality-assured generic versions of bedaquiline that are expected to be launched at further lower prices. Countries like South Africa and most Eastern European and Central Asian ones that cannot make use of the J&J/GDF deal will not be able to purchase lower-cost generics.
	Countries where secondary patent bedaquiline fumarate salt is granted*
	August 2023 – J&J bedaquiline price in US$ for 6-month treatment / source
	August 2023 – Lupin generic bedaquiline price in US$ for 6-month treatment / source

	1. Azerbaijan
	130 / GDF
	Not accessible

	2. Belarus
	130 / GDF
	Not accessible

	3. Botswana
	130 / GDF
	194 / GDF

	4. Brazil (secondary patent rejection under appeal)
	130 / GDF
	194 / GDF

	5. Cameroon
	130 / GDF
	194 / GDF

	6. Central African

Republic
	130 / GDF
	194 / GDF

	7. Congo
	130 / GDF
	194 / GDF

	8. Eswatini
	130 / GDF
	194 / GDF

	9. Gabon
	130 / GDF
	194 / GDF

	10. Guinea
	130 / GDF
	194 / GDF 

	11. Guinea Bissau
	130 / GDF
	194 / GDF

	12. Indonesia
	130 / GDF
	194 / GDF

	13. Kazakhstan
	130 / GDF
	Not accessible

	14. Kenya
	130 / GDF
	194 / GDF

	15. Kyrgyzstan
	 130 / GDF
	Not accessible

	16. Lesotho
	130 / GDF
	194 / GDF

	17. Malawi
	130 / GDF
	194 / GDF

	18. Moldova
	130 / GDF
	Not accessible

	19. Mozambique
	130 / GDF
	194 / GDF

	20. Namibia
	130 / GDF
	194 / GDF

	21. Pakistan 
	130 / GDF
	194 / GDF

	22. Peru
	130 / GDF
	194 / GDF

	23. Philippines
	130 / GDF
	194 / GDF

	24. Russian Federation
	1650 / Pharmstandard
	Not accessible

	25. Sierra Leone
	130 / GDF
	194 / GDF

	26. South Africa
	300 / Janssen South Africa
	194 / GDF

	27. Tajikistan
	130 / GDF
	Not accessible

	28. Tanzania
	130 / GDF
	194 / GDF

	29. Thailand

(opposition filed)
	130 / GDF
	194 / GDF

	30. Uganda
	130 / GDF
	194 / GDF

	31. Ukraine
	130 / GDF
	Not accessible

	32. Vietnam
	130 / GDF
	194 / GDF

	33. Zambia
	130 / GDF
	194 / GDF

	34. Zimbabwe
	130 / GDF
	194 / GDF


What are estimated cost-based generic prices? How were they estimated for bedaquiline by researchers?
Estimated cost-based generic prices, also referred to as target generic prices, are based on estimated costs of active and inactive pharmaceutical ingredients, formulation, packaging, and a reasonable profit margin. They represent the levels to which prices could fall with adequate market competition and transparency.
In 2017, researchers estimated cost-based generic prices for all TB medicines. Bedaquiline’s cost-based generic price was estimated to be in the range of $48-102 for a six-month treatment course –  still below the current globally lower price  from J&J ($130) when procuring through GDF.
Quality-assured TB medicines with multiple generic manufacturers competing with each other, such as for cycloserin, linezolid or levofloxacin, are already purchased through the GDF at a price lower than or equivalent to their estimated cost-based generic prices.
.
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