
 

Executive Summary 
1. We, as the Fix the Patent Laws Coalition (FTPL), welcome the opportunity to assist the Competition 

Commission in identifying excessively priced medicines. In this submission, we highlight medicines that 
represent particularly egregious cases of excessive pricing (“Priority Medicines”). We also include 
medicines that likely demonstrate excessive pricing, but may require further investigation (“Candidate 
Medicines”). Finally, we include information to assist in the on-going investigation of trastuzumab, and 
highlight potential price fixing in the pricing of linezolid (“Appendix”). 

 
2. The evidence is unequivocal: the price of many medicines in South Africa is completely untethered from 

both the cost of research and development, and the cost of manufacture (see Table 1 and Table 2). In 
short, the price unreasonably exceeds the economic value of the good.1    

 
Table 1: Priority Medicines 

Name Treatment Single Exit 

Price (SEP) 

Cost of 

Manufacture 
(including 
reasonable 
profit)2  

Cost of 

Research and 
Development 
(R&D)3 

Global 

Revenue  
(5 years) 

Why Drug is Excessively Priced 

Lenalidomide 
(Revlimid by 
Celgene, Key 
Oncologics) 

 

Multiple 

myeloma, 
myelodyspl
-astic 
syndromes 

ZAR 60,252 
 

ZAR 2,632 $569.7 

mill ion 

$25.8 

bil l ion 

5-year revenue exceeds R&D 

by 45 times 
 
SEP exceeds manufacturing 
cost by 23 times 

Abiraterone 

acetate 
(Zytiga by 
Janssen) 

Advanced 

or 
metastatic 
prostate 
cancer 

ZAR 29,492 
 

ZAR 5,792 $125 mill ion $9.4 

bil l ion 

5-year revenue exceeds R&D 

by 75 times 
 
SEP exceeds manufacturing 
cost by 5 times 

Rituximab 
(Mabthera by 
Roche) 

 

B-cell  non-

Hodgkin 
lymphoma, 
foll icular 

lymphoma. 

ZAR 16,822 
 

ZAR 3,471 $137 mill ion $37.1 

bil l ion 

5-year revenue exceeds R&D 

by 271 times 
 
SEP exceeds manufacturing 

cost by nearly 5 times 
Entecavir 
(Baraclude by 
Bristol-Myers 
Squibb) 

 

Hepatitis B ZAR 5,510 
 

ZAR 275.4 N/A $7.9 

bil l ion 

Generics have entered in 

large markets – including the 
US – but not South Africa. 
BMS has recouped R&D costs. 

 
SEP exceeds manufacturing 
cost by 20 times 

                                                                 
1 We understand that the Competition Appeal Court in Mittal and Sasol has developed a  framework for determining excessive pricing and 
defined “economic va lue.” At this stage, we have decided not to engage in a legal analysis, but we are eager to learn more about the 
approach of the Competition Commission, and assist in developing legal arguments as the process moves forward.   
2 These figures are drawn from peer-reviewed estimates by health economists, or the prices offered by generic manufacturers in other 
countries. Conversion rates were 1 USD = 12 ZAR, 1 CAD = 9.2 ZAR, 1 INR = 0.21 ZAR. Indian prices were sourced from http://1mg.com/.  
3 Because of the lack of publicly available granular R&D data, these figures are estimates. But the estimates are based on generous 

assumptions and likely overstate costs. First, since we used aggregate R&D data from U.S. government filings, the figures already account 
for the costs of failure (i.e., R&D for compounds that were not ultimately approved). Second, firms classify many kinds of spending 
beyond scientific research—including new sales techniques and business processes—as R&D in government filings. Third, in some cases, 

disaggregation between drug types was not possible, so we used the R&D spending for all compounds as a proxy. We measured drug 
R&D costs  until the first FDA approval. The Competition Commission could request more precise data.  



 

3. Excessively priced medicines not only constrain access. They also lead to poor health outcomes, divert 
scarce resources from already cash-strapped budgets, and limit the government’s ability to curb 
epidemics.  

 
4. Entecavir, a treatment for hepatitis B, offers a salient example. 2.5 million people living in South Africa 

suffer from chronic hepatitis B, up to a quarter of whom will develop liver complications and/or cancer. 
Bristol-Myers Squibb (BMS) sells entecavir in the private sector for ZAR 5,510. This is 20 times the 
manufacturing cost, and 8 times the price BMS itself offers in other countries. In the past five years, 
entecavir has generated more than $7.9 billion in sales—which, by any measure, is more than sufficient 
compensation for research and development. Entecavir is off-patent in major markets, including the US. 
But people living in South Africa continue to bear the burden of excessive prices. The medicine remains 
unavailable in the public sector, and South Africa’s hepatitis B epidemic remains unchecked. 

 
Table 2: Candidate Medicines 

Name Treatment Single Exit 

Price (SEP) 

Cost of Manufacture 

(including 
reasonable profit) 

Why Drug May Be Excessively 

Priced 

Erlotinib  
(Tarceva by Roche) 

Non-small cell  lung 
cancer 

ZAR 25,887 
 

ZAR 220 SEP exceeds manufacturing cost 
by nearly 118 times 

Bendamustine 
(Ribomustin by 
Janssen, Astellas 
Pharma) 

Chronic lymphocytic 
leukemia, foll icular 

lymphoma 

ZAR 4,182 ZAR 734 SEP exceeds manufacturing cost 
by nearly 6 times 

Mifepristone 
(Mifegyne by Medi 
Challenge) 

Termination of 
pregnancy 

ZAR 1,609 ZAR 221 SEP exceeds manufacturing cost 
by 7 times 

Liposomal 
amphotericin B  
(Ambisome by Gilead, 
Astellas, Key 
Oncologics) 

Serious fungal infections 
(including HIV-

associated cryptococcal 
meningitis), visceral 
leishmaniasis 

ZAR 2,507 ZAR 853 SEP exceeds manufacturing cost 
by 3 times 

 
5. We urge the Competition Commission to use its investigative authority boldly. If the President intends to 

launch a “huge cancer campaign similar to the HIV counselling and testing campaign” as described in his 
State of the Nation Address, then it falls to the Competition Commission to ensure that those medicines 
are not excessively priced.4  

 
6. We request to meet at your earliest convenience to learn more about your approach, and see how we 

can assist in crafting the legal arguments necessary to make a case for excessive pricing. The success of 
the Hazel Tau case, and the on-going investigation into trastuzumab, illustrate the collaborative power 
of government and civil society. Thousands of people in South Africa, once again, await our response. 

                                                                 
4 We emphasize that excessive pricing is a systemic issue, and that the medicines presented in this submission represent only a  fraction 
of excessively priced medicines in South Africa. We can provide information about other excessively priced medicines upon request. Bold 

action by the Competition Commission could help not only reduce the prices of the medicines presented in the submission. It could also 
discourage excessive pricing across all medicines.  



 

Priority Drugs 
Priority Drug: Lenalidomide 

Revlimid (Celgene, Key Oncologics) 
Background 
Lenalidomide is registered in South Africa for the treatment of multiple myeloma in patients that have received 
at least one prior therapy, and for treatment of patients with myelodysplastic syndromes. Only Celgene’s 
Revlimid – imported by Key Oncologics – is currently available in South Africa. Patent barriers could block entry 
of generics until 2026 – 30 years after the primary patent on lenalidomide was granted. A Section 21 
authorization permits generic importation for some patients in South Africa.  
 
Price and Availability 
In South Africa’s private sector, Celgene charges ZAR 60 252 for 21*25mg capsules. Lenalidomide is generally 
taken for 3 weeks – followed by one week off treatment – starting at dosages of 25mgs. Lenalidomide treatment 
should continue for as long as clinical benefits are provided. In South Africa, a year of 25mg Revlimid treatment 
costs ZAR 783,237. The drug is not available in the public sector. 
 
Costs 
Manufacturing Costs 
In India, where generics are available, Natco is able to manufacture and derive a reasonable profit by charging 
ZAR 2,632 for 21*25mg capsules. This is 95% less than the cost of Celgene’s originator product in South Africa. A 
year’s treatment costs ZAR 34,216.  
 
R&D 
Lenalidomide is a derivative of a thalidomide, a drug first marketed in 1952. Celgene began conducting 
preclinical studies on several follow-on compounds of thalidomide in 2000. Celgene spent $52.7 million on R&D 
for all compounds in 2000. Between 2001 and 2003, it spent $166.1 million on R&D for thalidomide and follow-
on compounds. Between 2004 and 2005, it spent $350.9 million for all compounds.5 Revlimid also received US 
orphan drug status, resulting in a 50 percent tax credit on clinical testing costs and other financial benefits. 
Revlimid received FDA approval in 2005 for treatment of patients with myelodysplastic syndromes. 
 
Revenue 
In the five-year period between 2012 and 2016, Revlimid sales have totalled $25.8 billion.6   
 
Case for Excessive Pricing  
Celgene spent up to $569.7 million on the development of lenalidomide. The real figure is likely substantially 
lower.7 Still, Celgene’s revenue from the drug in five years alone exceeds that amount by 45 times. In South 
Africa, the price of lenalidomide is nearly 23 times the price offered by an Indian generic manufacturer. The 
price of Revlimid is thus completely untethered from both the cost of research and development, and the cost of 
manufacturing. In short, it unreasonably exceeds the economic value of the good.  

 

                                                                 
5 See Celgene SEC Annual Reports, http://i r.celgene.com/sec.cfm?view=all (2000: $52.7 mi l lion; 2001: $67.7 mi l lion ($33 million on 
thal idomide and follow-on compounds); 2002: $84.9 mi l lion ($49.1 on thalidomide and follow-on compounds); 2003: $122.7 ($84 mi l lion 
on thalidomide and follow-on compounds); 2004: $160.9 mi l lion; and 2005: $190 mi l lion (first FDA indication approval))  
6 http://www.pmlive.com/top_pharma_list/pharmaceutical_products/revlimid  
7 The actual number i s likely s ignificantly lower since lenalidomide constituted only one of several candidates in research and 
development (In 2006, for example, three drug candidates were in Phase II trials). The $828.3 mi llion also partially accounts  for the Phase 

II I  trials of thalidomide.  



 

Priority Drug: Abiraterone Acetate 

Zytiga (Janssen) 
Background  
Abiraterone acetate is used to treat advanced or metastatic prostate cancer. Prostate cancer is the second most 
common cancer in the world8: in 2013, 6778 men were diagnosed with the disease in South Africa.9 Abiraterone 
acetate is only available as Janssen’s Zytiga in South Africa. Patent barriers could block entry of generics until 
2027 – 34 years after the initial patent was granted. 
 
Price and Availability 
In South Africa’s private sector, Janssen charges ZAR 29,492 for 120*250mg tablets. Treatment typically involves 
1000 mg daily doses for as long as clinical benefit is provided. At this dose, a year’s treatment in South Africa 
costs around ZAR 358,819. The drug is not available in the public sector. 
 
Costs 
Manufacturing Costs 
In India, where generics are available, Cipla is able to manufacture and derive a reasonable profit by charging 
ZAR 5,792 for 120*250mg tablets. This is 80 percent less than the price offered in South Africa. At this price, a 
year’s treatment costs around 70,469 ZAR. 
 
R&D 
Abiraterone was developed at the U.K Institute of Cancer Research (ICR) in the early 1990s.10  After a series of 
licensing deals, Cougar Biotechnology Inc., ICR and another public hospital ran two Phase I and Phase I/II trials, 
and began Phase III trials. In 2008, Cougar reported spending less than $1 million to acquire the license for 
abiraterone, a $300,000 annual fee, and $30.5 million on all abiraterone R&D.11 The company anticipated 
spending $80 to $95 million on R&D until the drug received FDA approval.12 In 2009, Johnson & Johnson bought 
Cougar for around £600million ($970 million at the time).13 The acquisition included not only abiraterone, but 
also two compounds for treating cancer.14  
 
Revenue 
In the five-year period between 2012 and 2016, Zytiga’s global sales have totalled $9.4 billion.15  
 
Case for Excessive Pricing  
According to the primary commercial developer’s own estimates, the cumulative R&D cost of developing 
abiraterone was around $125 million. Janssen’s revenue from the drug in five years alone exceeds that amount 
by 75 times. In South Africa, the price offered by Janssen is five times the price offered by an Indian generic 
manufacturer. The price of Zytiga is thus completely untethered from both the cost of research and 
development, and the cost of manufacturing. In short, it unreasonably exceeds the economic value of the good.  

                                                                 
8http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0153496&utm_source=feedburner&utm_medium=feed&utm_campai
gn=Feed%3A+plosone%2FPLoSONE+%28PLOS+ONE+-+New+Articles%29 
9http://www.nioh.ac.za/assets/files/2013NCR.pdf 
10 https ://www.icr.ac.uk/news-features/latest-features/abiraterone-a-story-of-scientific-innovation-and-commercial-partnership 
11 https ://www.sec.gov/Archives/edgar/data/1335102/000119312508069520/d10ksb.htm#tx57599_9 
12 Id. 
13 Janssen is a  subsidiary of Johnson & Johnson. https://www.icr.ac.uk/news-features/latest-features/abiraterone-a-story-of-scientific-
innovation-and-commercial-partnership, https://www.reuters.com/article/cougar-jj/update-2-jj-to-acquire-cougar-biotech-for-about-
970-mln-idUSN2131064920090522 
14 https ://www.csrhub.com/CSR_and_sustainability_information/Cougar-Biotechnology-Inc 
15 http://www.pmlive.com/top_pharma_list/pharmaceutical_products/zytiga 



 

Priority Drug: Rituximab 

Mabthera/Rituxan (Roche) 
Background 
Rituximab is an essential treatment in South Africa for B-cell non-Hodgkin lymphomas and, a treatment for 
follicular lymphoma. In 2013, 1684 people were diagnosed with non-Hodgkin lymphoma in South Africa.16 Only 
Roche’s Mabthera product is available in South Africa and ongoing patents could block the use of biosimilars 
until 2030 – 42 years after the original patent was granted. Rituximab is also recommended by the World Health 
Organisation as an essential treatment.  
 
Price and Availability 
In South Africa’s private sector, Roche charges ZAR 16822 for 1* 500mg/50ml vial. In South Africa’s public 
sector, Roche charges ZAR 7950 for 1* 500mg/50ml vial.  
 
Costs 
Manufacturing Costs 
In India, Hetero is able to manufacture and derive a reasonable profit by charging ZAR 3,471 for 1* 500mg/50ml 
vial. This is 80% less than the cost of the Roche product in the South African private sector.  
 
R&D 
The U.S. National Cancer Institute (NCI) funded the development of rituximab by supporting basic research and 
clinical trials.17 Biogen IDEC Pharmaceuticals used this work to develop rituximab in 1992.18 Between 1992 and 
1997, Biogen IDEC Pharmaceuticals spent $137 million in research and development for all compounds, 
including several cancer drug candidates.19 Rituximab also received orphan drug status from the FDA to treat 
certain B-cell non-Hodgkin's lymphomas, leading to substantial tax credits. Mabthera/Rituxan received FDA 
approval for B-cell non-Hodgkin's lymphomas in 1997. 
 
Revenue 
In the five-year period between 2012 and 2016, Mabthera sales have totalled $37.1 billion.20   
 
Case for Excessive Pricing 
Industry spent up to $137 million on the development of rituximab.21 The real figure is likely substantially 
lower.22 Still, Roche’s revenue in five years alone exceeds that amount by 271 times. In the South African private 
sector, the price of rituximab is nearly 5 times the price offered by an Indian biosimilar manufacturer. The price 
of Mabthera is thus completely untethered from both the cost of research and development, and the cost of 
manufacturing. In short, it unreasonably exceeds the economic value of the good.   

                                                                 
16 http://www.nioh.ac.za/assets/files/2013NCR.pdf 
17 NCI funded a  broad portfolio of research that uncovered how tumor cells wo rk, as well as cl inical trials that demonstrated the 
effectiveness of monoclonal antibodies as a  targeted treatment against cancer cells. NCI a lso supported research to determine which 
patients may benefit most from ri tuximab treatment. https://www.cancer.gov/research/progress/discovery/blood-cancer 
18 https ://www.ncbi.nlm.nih.gov/pmc/articles/PMC4171018/#R6 
19 https ://www.sec.gov/Archives/edgar/data/875045/0000936392-97-000428.txt and 

https ://www.sec.gov/Archives/edgar/data/875045/0000936392-98-000361.txt (1992: $14.5 mi l lion, 1993: $18.7 mi l lion, 1994: $21.2 
mi l lion, 1995: $22.5 mi l lion, 1996: $28.1 mi llion, 1997: $32.4 mi l lion)  
20 http://www.pmlive.com/top_pharma_list/pharmaceutical_products/mabthera_rituxan 
21 Biogen IDEC Pharmaceuticals and Genentech (affiliate of Roche) entered into a  joint agreement to develop and commercialize 
Ri tuximab. Biogen IDEC received funding from Genentech to develop the drug.  
22 The actual number i s likely s ignificantly lower, since ri tuximab constituted only one of several candidates in research and d evelopment. 

The figure a lso does not account for the orphan tax credits.  



 

Priority Drug: Entecavir 

Baraclude (Bristol-Myers Squibb) 
Background 
Entecavir is recommended as an essential treatment by the World Health Organisation for hepatitis B. 2.5 
million people suffer from chronic hepatitis B in South Africa, up to a quarter of whom will develop liver 
complications and/or cancer.23 Entecavir is only available as BMS’ Baraclude  in South Africa.  

  
Price and Availability 
In South Africa’s private sector, BMS charges ZAR 5510 for 30*1mg tablets of Baraclude. The drug is not 
available in the public sector. 
 
Costs 
Manufacturing 
Researchers have estimated that 30*1 mg tablets of entecavir can be profitably produced for ZAR 275.24 This is 
95% less than the price offered by BMS in South Africa. In India, BMS faces generic competition, and is able to 
manufacture and derive a reasonable profit by charging ZAR 658 for 30*1mg tablets. In other words, BMS 
charges 88% less in India for the same product as in South Africa. 
 
R&D 
The primary patent on entecavir expired in South Africa in 2011. Secondary patents—that is, unmerited patents 
on minor modifications to the drug—may block generic entry until 2022. A US District Court invalidated a 
secondary patent, and paved the way for generic entry in the US in 2014. 25 Given sufficient sales, patent 
expiration and generic entry in large markets, R&D costs should no longer justify high prices. The Competition 
Commission could also request BMS to provide detailed R&D expenditures. 
 
Revenue 
In the past 5 years, Baraclude sales have totalled $7.9 billon. 26 
 
Case for Excessive Pricing 
BMS sells Baraclude in South Africa for 20 times the estimated cost of manufacture, and 8 times the price the 
company itself offers in India. Generics have entered in large markets – including the US – but not South Africa 
due to potential patent barriers. BMS has recouped its R&D costs in major pharmaceutical markets. Because the 
current price of Baraclude unreasonably exceeds both any excess cost of R&D and the cost of manufacturing, 
the price is excessive. The high price of Baraclude effectively means that South Africa’s hepatitis B epidemic 
remains unaddressed.  
  

                                                                 
23 http://www.samj.org.za/index.php/samj/article/view/8607/6260 
24 A s ingle 1 mg tablet is estimated to cost 76.5 US cents (ZAR 9.18). http://gh.bmj.com/content/3/1/e000571  
25 https ://www.thepharmaletter.com/article/teva-launches-generic-baraclude-in-the-usa 
26 https ://www.bms.com/investors/financial-reporting/sec-filings.html (sales starting in 2017 in thousands, respectively, $1,052 + $1,192 
+ $1,312 + $1,441 + $1,527 + $1,388) 



 

Other Candidate Drugs 
Candidate Drug: Erlotinib 

Tarceva (Roche) 
Background 
Erlotinib is used to treat non-small cell lung cancer. In 2013, 2689 people were diagnosed with lung cancer in 
South Africa.27 Erlotinib is only available in South Africa as Roche’s Tarceva. Ongoing patent barriers could block 
entry of generic products until 2033 – 37 years since the earliest identified related patent was granted. 

 
Price and Availability 
In South Africa’s private sector, Roche charges ZAR 25,887 for 30*150mg tabs. This product is not available in 
the public sector. 
 
Costs 
Manufacturing 
Researchers have estimated that 30*150mg tabs of erlotinib can be profitably produced for ZAR 220.28 In India, 
where generics are available, Natco charges ZAR 2,430 for 30*150mg tabs. This is 90% less than the price of 
Roche’s originator product in SA. In Canada, generic erlotinib is available for ZAR 19,618—or nearly 25% less 
than the South African price. 29 
 
Case for Excessive Pricing 
Roche sells Tarceva for nearly 118 times the estimated cost of manufacture, and 10 times the price offered in 
India. Erlotinib is available in high income countries, such as Canada, for significantly less than the price offered 
in South Africa. The Competition Commission should use its authority to investigate the R&D costs associated 
with erlotinib. Given publicly available information, the price of Tarceva is likely excessive because it 
unreasonably exceeds the cost of manufacturing.  
 

Candidate Drug: Bendamustine 
Ribomustin (Janssen, Astellas Pharma) 

Background 
Bendamustine is recommended as an essential treatment for chronic lymphocytic leukemia and follicular 
lymphoma by the World Health Organisation. Only Astellas’s Ribomustin product is available in South Africa and 
ongoing patent barriers could block entry of generic products until 2033.  
 
Price and Availability 
In South Africa’s private sector, Astellas charges ZAR 4,182 for 100mg powder for injection. This product is not 
available in the public sector. 
 
Costs 
Manufacturing 
In India, Cipla is able to manufacture and derive a reasonable profit by charging ZAR 734 for 100mg powder for 
injection. This is 82% less than the cost of Astella’s originator in South Africa.  
 
Case for Excessive Pricing 

                                                                 
27 http://www.nioh.ac.za/assets/files/2013NCR.pdf 
28 http://bmjopen.bmj.com/content/6/1/e009586 ($18.37 for 30 pi l ls) 
29 https ://www.formulary.health.gov.on.ca/formulary/detail.xhtml?drugId=02461889 



 

Astellas sells Ribomustin for nearly 6 times the price offered in India. The Competition Commission should use 
its authority to investigate the R&D costs associated with bendamustine. Given publicly available information, 
the price of Ribomustin is likely excessive because it unreasonably exceeds the cost of manufacturing. 

 
Candidate Drug: Mifepristone 

Mifegyne (Medi Challenge) 
Background 
Mifepristone is used for termination of pregnancy, and is recommended as an essential treatment by the World 
Health Organisation. Only Medi Challenge’s Mifegyne originator product is available in South Africa. It is unclear 
whether ongoing patents, registration delays, or failure of generic suppliers to file for registration and/or market 
products locally has prevented access to generic products in South Africa.   
 
Price and Availability 
In South Africa’s private sector, Medi Challenge charges ZAR 1609 for 3*200mg tabs. In South Africa’s public 
sector, Medi Challenge charges ZAR 718 for 3*200mg tabs.  
 
Costs 
Manufacturing 
In India, where generics are available, Cipla is able to manufacture and derive a reasonable profit by charging 
ZAR 221 for 3*200mg tabs. This is 85% less than the price offered by Medi Challenge to the South African private 
sector. In the UK, the same quantity of mifepristone is available for ZAR 550.30 
 
Case for Excessive Pricing 
Medi Challenge sells Mifegyne in the private sector for 7 times the price offered in India. Mifepristone is 
available in high income countries, such as the UK, for significantly less than the price offered in South Africa. 
The Competition Commission should use its authority to investigate the R&D costs associated with mifepristone. 
Based on publicly available information, the price is likely excessive because it unreasonably exceeds the cost of 
manufacturing.  
 

Candidate Drug: Liposomal amphotericin B 

Ambisome (Gilead, Astellas, Key Oncologics) 
Background 
Liposomal amphotericin B is used to treat serious fungal infections (including HIV-associated cryptococcal 
meningitis) and visceral leishmaniasis. Cryptococcal meningitis alone causes an estimated 135,300 deaths in sub-
Saharan Africa annually.31 In South Africa only Gilead and Astellas’s joint originator liposomal amphotericin B 
product is available, sold under the brand name Ambisome. This product is imported by Key Oncologics .  
 
Price and Availability 
In South Africa’s private sector, Ambisome is sold at ZAR 2507 for a 50mg injection. This product is not available 
in the public sector. 
 
Costs 
Manufacturing 
In India, Ambisome is sold at ZAR 853 for a 50 mg injection. This is 66% less than the cost of the originator 
product in South Africa. 

                                                                 
30 https ://www.gov.uk/government/publications/drugs-and-pharmaceutical-electronic-market-information-emit 
31 http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0163036 



 

 
Case for Excessive Pricing 
Key Oncologics sells Ambisome in the private sector for nearly 3 times the price offered in India. The 
Competition Commission should use its authority to investigate the R&D costs associated with liposomal 
amphotericin B. Based on publicly available information, the price is l ikely excessive because it unreasonably 
exceeds the cost of manufacturing. 
 

Appendix 
Additional Drug Information: Trastuzumab  

Herceptin, Herclon (Roche) 
Background 
Trastuzumab is used to treat HER2 positive breast cancer, and is recommended as an essential treatment by the 
World Health Organisation. Breast cancer is the most commonly diagnosed cancer among women. In 2013, 8131 
women were diagnosed with breast cancer in South Africa.32 One study found that 26% of black women with 
breast cancer in South Africa are HER2 positive.33 Trastuzumab is only available as Roche’s Herceptin in the 
private sector, and as Herclon in the public sector. 
 
Price and Availability 
A 440mg vial of trastuzumab costs ZAR 23,562 in South Africa’s private  sector and ZAR 11,687 in South Africa’s 
public sector, although recent discounts remain confidential.  
 
Costs 
Manufacturing Costs 
In India, Biocon is able to sell and derive a reasonable profit by charging ZAR 8265 for a 440mg vial. This is 65% 
less than the price offered to the South African private sector. 
 
R&D 
Trastuzumab was developed, in part, from public funding. As documented by Knowledge Ecology International, 
“for the fiscal years 2000 to 2010, the [National Institutes of Health] awarded $253 million in grants that 
mention trastuzumab.”34 Several patents for the drug credit government funding, and many trials were funded, 
in part, by the National Institutes of Health and other public institutions. 35   
 
Revenue 
In the five-year period between 2012 and 2016, Herceptin sales have totalled $33.6 billion.36   
 
Case for Excessive Pricing  
In South Africa, the private price of trastuzumab is nearly 3 times the price offered by an Indian manufacturer. 
The Competition Commission should use its authority to investigate the R&D costs associated with trastuzumab. 
Based on publicly available information, the price is likely excessive because it unreasonably exceeds the cost of 
manufacturing. 
 

                                                                 
32 http://www.nioh.ac.za/assets/files/2013NCR.pdf 
33 Cubash H et a l. Breast cancer characteristics and HIV among 1,092 women in Soweto, South Africa. Breast Cancer Res Treat. 2013 Jul ; 
140(1): 177–186 
34 https ://www.keionline.org/21454 
35 https ://www.keionline.org/21454 
36 http://www.pmlive.com/top_pharma_list/pharmaceutical_products/herceptin 



 

Additional Drug Information: Linezolid  

 Multiple Names (Multiple Manufacturers) 
Background 
Linezolid is used to treat drug-resistant bacteria, including strains of tuberculosis, pneumonia, and 
staphylococcus aureus. In South Africa, Pfizer, Pharma Dynamics, Specpharm, Teva, Fresenius and Hetero 
market linezolid under the brand names Linezolid Zyvoxid, Linzai, Linezolid Specpharm, Linezolid Teva, Linezolid 
Fresenius, and Linezolid Hetero respectively. 
 
Price and Availability 
Despite the presence of generic competition, prices for 10*600 mg tablets or infusions of linezolid all hover 
above ZAR 4000. Products include: 

 Linezolid Fresenius (ZAR 4503); 

 Linezolid Hetero (ZAR 4640); 

 Linezolid Specpharm (ZAR 5472); 
 Linezolid Teva (ZAR 5819); 

 Linzai (ZAR 5979); 

 and Zyvoxid (ZAR 8747). 
 
The cheapest product available in the private sector, Linezol id Fresenius, costs ZAR 450 per dose. In the public 
sector, 10*600 mg of Linezolid Teva is available for ZAR 364. 
 
Costs 
Manufacturing 
Researchers have estimated that linezolid could be produced profitably at ZAR 4 per 600mg tablet – which is 
similar to the price charged in India but 99% less than the South African private price.37 In India, Hetero sells 
10*600 mg tablets for ZAR 56 in India, or ZAR 5.6 per tablet—nearly 1 percent of the price it offers in the South 
African private sector.   
 
R&D 
Because the patent term has expired, research and development costs should not influence the price of the 
medicine.  
 
Case for Price Fixing38 
Despite generic entry by a number of firms, the price of linezolid remains significantly higher in the South African 
private sector than would be expected in a competitive market. The private price of linezolid is 80 times higher 
in South Africa than in India—even though many of the same generic manufacturers offer the product in both 
countries. The private price is also at least 12 times higher than the price offered in the South African public 
sector, suggesting that anticompetitive behaviour – and not the cost of importing the product – is inflating South 
African prices.   
 

                                                                 
37 https ://academic.oup.com/jac/article-abstract/72/4/1243/2884272 
38 Because there are so many market entrants, i t will be difficult to establish market dominance and thereby excessive pricing.  


