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About this briefing 
 
This document has been drafted for the Scottish government, and has been submitted for its 
reference alongside a letter calling on it to grant a Crown use licence for the breast cancer drug 
pertuzumab (sold by Roche under the brand name: Perjeta) as part of a strategy to secure fair 
and affordable access for Scottish patients. If enacted the Crown use licence would allow the 
production in the UK of an affordable, quality-assured generic version of the medicine. 
 



This briefing aims to provide an overview of the background relating to access to pertuzumab in 
Scotland, the key considerations to be addressed when enacting a Crown use licence and 
further background on the drug itself. 
 
The letter was initiated by the patient-led organisation, Just Treatment (www.justtreatment.org), 
and it secured the support of several non-profit organisations and individuals who agree that the 
Scottish government should take action to make pertuzumab affordable and available to all 
patients who need it. This briefing has been written by Just Treatment with significant input from 
Knowledge Ecology International (www.keionline.org). 

About Breast Cancer 
 
What is HER2+ breast cancer? 
 
HER2+ breast cancer is a breast cancer that tests positive for a specific protein, the human 
epidermal growth factor receptor 2 (HER2). In about about 1 of 5 breast cancer cases, there is a 
gene mutation that makes excess HER2 protein. 
 
HER2+ breast cancers tend to be more aggressive than other types of breast cancer. 
 
There are treatments that specifically target HER2, including, importantly, trastuzumab, a 
biologic drug marketed by Roche under the brand name Herceptin, and trastuzumab-emtansine, 
also known as T-DM1, which is marketed by Roche under the brand name Kadcyla. 
 
How many cases of HER2+ breast cancer in Scotland? 
 
In 2015 there were 4,762 cases of breast cancer in Scotland.  Roughly 20 percent of new breast 1

cancers are diagnosed as HER2+.  2

 
Approximately 6-10 percent of new breast cancer cases are diagnosed as stage IV (metastatic) 
and 20-30 percent of all breast cancer cases will become metastatic.  3

 
Since 2001, the number of new cases of breast cancer has been increasing at a rate of 1.9 
percent per year, roughly three times the rate of growth in the UK population. 
 
One reason for the increase in the incidence of the number of cases of breast cancer is that the 
average age of the UK population is getting older.  In 2000, 22.9 percent of the UK female 
population was 60 years or older.  In 2015, this had increased to 24.5 percent.  By 2030, this is 

1 http://www.isdscotland.org/Health-Topics/Cancer/Cancer-Statistics/Breast/#summary 
2 http://www.mayoclinic.org/breast-cancer/expert-answers/faq-20058066 
3 [NCI SEER data analysis 2000-2005] [ACS Breast Cancer Facts & Figures] [O'Shaughnessy, J. 
"Extending Survival with Chemotherapy in MBC" The Oncologist 2005:10] 
http://mbcn.org/education/category/most-commonly-used-statistics-for-mbc 

http://www.justtreatment.org/
http://www.keionline.org/


expected to reach 29.3 percent of the population, an increase of 20 percent over the 2015 
percentage. 
 

Year 

Percent of UK 
population 60 

years or older  4

Percent of UK 
female 

population 60 
years or older  5

2000 20.7 22.9 

2005 21.2 23.1 

2010 22.7 23.9 

2015 23.5 24.5 

2020 24.7 25.5 

2025 26.5 27.5 

2030 28.2 29.3 

About pertuzumab 
 
What is pertuzumab? 
 
Pertuzumab (brand name: Perjeta) is a targeted biologic therapy made by a Swiss drug 
company, Roche. A monoclonal antibody (hence the ‘-mab’ suffix), pertuzumab is used 
alongside trastuzumab (brand name: Herceptin) and the chemotherapy docetaxel for HER2+ 
breast cancer patients either before surgery to remove a tumour (neoadjuvant), or to control the 
growth of metastatic (secondary) breast cancer. Together these three drugs can extend life by 
16 months more than trastuzumab and docetaxel alone.  6

 
How many Scottish patients need pertuzumab? 
Around 426 patients in Scotland could benefit from the drug each year through neoadjuvant 
use.   Between 244 and 983 patients could benefit from the drug each year to treat metastatic 7

breast cancer.  All these patients are currently being denied access. 8

4 United Nations, Department of Economic and Social Affairs, Population Division (2015). World 
Population Prospects: The 2015 Revision, custom data acquired via website. 
5 United Nations, Department of Economic and Social Affairs, Population Division (2015). World 
Population Prospects: The 2015 Revision, custom data acquired via website. 
6 
https://www.nice.org.uk/guidance/ta509/resources/pertuzumab-with-trastuzumab-and-docetaxel-for-treati
ng-her2positive-breast-cancer-pdf-82606727940037 
7 
https://www.scottishmedicines.org.uk/media/2158/pertuzumab_perjeta_resub_final_nov_2016_amended_
081216_for_website.pdf 
8 
https://www.scottishmedicines.org.uk/media/2159/pertuzumab_perjeta_2nd_resub_final_may_2017_for_
website.pdf 



 
Why pertuzumab? 
 
We are focusing on pertuzumab as there is a clear case for additional government action to 
make this effective treatment available for Scottish patients.  
 
In December 2016 the Scottish Medicines Consortium (SMC) rejected pertuzumab for 
neoadjuvant use. In June 2017 pertuzumab reached the final stage in its assessment for use in 
the treatment of metastatic breast cancer treatment. It concluded that the price demanded by 
the manufacturer, Roche, was too high to make the drug cost-effective for use on the NHS in 
Scotland. In February 2018 NICE reached agreement with Roche which means patients in the 
rest of the UK will be able to access pertuzumab. 
 
Whilst we cannot alter the efficacy of the drug to make it more cost-effective, the price is 
variable. And the key driver of the price is the patent-backed monopoly held by Roche. Their 
monopoly will continue until at least 2023 with supplementary protection likely to extend this to 
2027 or beyond. 
 
As there are no further stages in the SMC review process it is appropriate that the Scottish 
government seek alternative means of making the drug available to its citizens. Rather than 
simply accept that Roche’s refusal to drop the price to something fair and affordable should 
mean Scottish breast cancer patients die without access to this important, life-extending drug, 
we believe the Holyrood government should use its power to pursue a Crown Use Licence 
allowing them to secure an affordable, generic supply of pertuzumab for use in the NHS in 
Scotland. 
 
What are the obstacles to patients gaining access to this drug in Scotland? 
 
All drugs prescribed on the NHS in Scotland are assessed by the Scottish Medicines 
Consortium (SMC) to ensure the national health budget is used as efficiently as possible and 
the medicines being used are effective and offer value for money. Whilst pertuzumab was 
viewed by the SMC as effective, the price charged for it by Roche was so high it was not 
deemed cost-effective. 
 
This means there is effectively no way patients who could benefit from the treatment will be able 
to access it unless they pay out of their own pocket for the medicine. At £43,908 for a year’s 
treatment course, plus the additional charges incurred for hospital care for a treatment not 
offered through the NHS, the out-of-pocket cost to patients could hit £75,000 - a price far 
beyond the reach of most. 
 
What is the cost of this drug in the UK? 
 



According to the British National Formulary , the Roche price for pertuzumab is £2,395 for each 9

420mg/14ml vial, administered in a 3-week cycle. This equates to £9580 for the maximum 
recommended four cycles used before surgery (neoadjuvant), or approximately £43,908 for a 
year’s treatment (17 cycles, plus a double dose at initiation of treatment) when used to control 
metastatic breast cancer. However, pertuzumab is used in combination with trastuzumab 
(approx list price: £21,210) and docetaxel (approx list price based on average dosage for 8 
cycles in metastatic treatment: £8556), meaning that the list price for the combination is likely to 
be around £73,674 per patient per year, more than three times the average annual salary in 
Scotland.  10

 
How much is Roche making from the sales of pertuzumab? 
 
Pertuzumab generated sales for Swiss pharma company Roche of £1.6 billion in 2016 alone , 11

and these are expected to grow to £3.5 billion a year by 2020. Roche’s annual profits are well in 
excess of £6 billion. 
 
 
How much money has Roche made from trastuzumab, the drug used in combination with 
pertuzumab? 
 
Since its first approval in 1998 up to the end of 2014, Roche has garnered over £37 billion from 
sales of trastuzumab (Herceptin). Roche sales of trastuzumab in 2017 alone were £5.2 billion.   12

 
Roche have a monopoly not just on these individual medicines, but across most treatments for 
HER 2+ breast cancer. It also holds the patent on trastuzumab emtansine (Kadcyla) another 
HER 2+ drug. Since its introduction in 2013 to the end of 2014 this drug generated more than 
$838 million USD in sales for Roche. Sales of trastuzumab emtansine were £672 million in 2017 
alone.  Analysts estimate that trastuzumab emtansine could generate annual peak sales of $2 13

billion to $5 billion for Roche. 
 

About the Letter 
 

9 https://bnf.nice.org.uk/medicinal-forms/pertuzumab.html 
10 
http://www.parliament.scot/ResearchBriefingsAndFactsheets/S5/SB_16-92_Earnings_in_Scotland_2016.
pdf 
11 
https://www.roche.com/dam/jcr:8476522e-ecb4-4c65-b91d-4a8301ccb14b/en/180201_IR_FY_release_en
.pdf 
12 Ibid 
13 Ibid 



Why are you sending this letter? 
 
Pertuzumab has completed the assessment process undertaken by the Scottish Medicines 
Consortium and was not recommended for use. Therefore patients in Scotland who could 
benefit from this treatment are being denied access. Despite best efforts on the part of the 
government to reach agreement on a fair price to enable availability of pertuzumab on the NHS 
in Scotland Roche’s pricing demands resulted in a failure to agree a deal. As those efforts have 
failed there is a responsibility on the Scottish government to use other legal means to secure 
access in Scotland at a price affordable for the NHS. 
 
What is the planned outcome of the letter? 
 
The letter describes several courses of action to supply the government with an inexpensive 
biosimilar version of pertuzumab, under an open non-discriminatory and non-exclusive 
compulsory use licence, subject to the payment of remuneration to patent holders, and other 
conditions to protect the legitimate interests of patent owners. 

 
The core request is that the UK government grant compulsory licences on relevant patents for 
pertuzumab, under the Crown Use provisions in the UK law. 
 
The letter also proposes a number of other measures that would benefit patients, including: 
 

● Challenging the monopoly Roche holds on the existing rights in test data for 
pertuzumab, on the grounds that Roche has abused the right by charging an excessive 
price, and because the duplication of some clinical trials are contrary to ethical standards 
for research. 

● Proposing the government sharing the costs of biosimilar trials, in return for 
concessionary pricing of the biosimilar product.  

● Requiring Roche to disclose know-how regarding the manufacture of pertuzumab. 
● Sanctioning Roche for excessive prices, through fines levied by competition authorities, 

taxes on excessive prices, or by removing the exclusivity for other products sold by 
Roche, including other expensive cancer drugs for which generic versions are now 
available 

● Expanding these measures to other drugs that are both medically important and 
excessively priced. 

 
 
What is the timeline for this strategy? 

 
As there is currently no access to pertuzumab in Scotland we believe the Scottish government 
should initiate the Crown use process immediately. Unfortunately this is a long process and it 
will take quite a bit of time to make a biosimilar. However, we hope the proactive effort of the 



government to pursue access to this medicines through the Crown use process may encourage 
Roche to reconsider the excessive price it has been demanding in Scotland. 

About Crown Use 
 
What is Crown Use? 
 
“Crown Use” refers to legal provisions within the UK patent law that allow for the government to 
make use of patents without the authorisation of the patent-holder. Specifically, these provisions 
are found within Sections 55-59 of the UK Patents Act 1977 (as amended), and are supported 
by international agreements such as the Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPS).  
 
Can Crown Use be used for drugs? 
 
Yes. Crown Use has been used before by the UK, specifically for pharmaceuticals, through the 
1960’s and 1970’s. In the case of Pfizer v. Ministry of Health [1965] AC 512, for example, the 
UK used these provisions in order to authorise the purchase of generic antibiotics (tetracycline) 
from Italy for use in NHS hospitals. 
 
Has the UK employed Crown Use for other patented medical technologies?  
 
In 1995, amidst lengthy litigation between Murex Diagnostics and Chiron regarding patents on 
hepatitis C (HCV) diagnostic tests, Chiron stated in its 10-K that the UK Department  of Health 
had raised the possibility of using Crown Use provisions on the relevant patents. Chiron 
acknowledged the pressure that this placed on them to voluntarily licence:  
 

“Most countries limit the enforceability of patents against government agencies or 
government contractors. Generally, the patent owner may be limited to monetary relief 
and may be unable to enjoin infringement. This can be of particular importance in 
countries where a major customer of Chiron or its licensees is a governmental agency. 
The inability to enjoin such infringement and the necessity of relying exclusively on 
monetary compensation could materially diminish the value of a particular patent. 
Furthermore, many countries (including European countries) have compulsory licensing 
laws under which third parties may compel the grant of non-exclusive licences under 
certain circumstances (for example, failure to ‘work’ the invention in the country, 
patenting of improvements by a third party or failure to supply a product related to health 
and safety). The mere existence of such limits on injunctive relief and compulsory 
licensing systems could force Chiron to grant a licence it would not have otherwise 
granted.” 

 



In one of the interim judgments in the Chiron litigation, Hoffmann J referred to the pricing 
negotiations between the NHS and the patent holder as “a poker game” (Chiron Corp & Ors v 
Organon Teknika Ltd & Anor [1992] FSR 512). 
 
In August of 1996, Chiron agreed to licence the relevant patents to Murex. 
 
In 1991, the UK government authorised the supply of machines known as lithotriptors, for 
treating kidney stones, under the Crown use provisions of the Patent Act 1977 (Dory v Sheffield 
HA [1991] FSR 221). 
 
Does the Scottish government have the power to issue a Crown use licence? 
 
Yes. Under the UK Patents Act 1977 (As Amended), the Scottish Government may take 
independent action under its Crown Use authority.  14

 
The Crown Use provisions in sections 55-59 of the Patents Act provide broad authority for the 
Crown to make nonauthorised use of patents in any of a variety of ways, including manufacture, 
use, importation, sale, and retention. Section 55(1) states that such action may be taken by “any 
government department and any person authorised in writing by a government department ... 
for the services of the Crown and in accordance with this section...” 
 
Within these particular sections of the law on Crown Use, Scotland is mentioned only in passing 
in Section 56(4) with reference to the National Health Service (Scotland) Act 1978. However, 
the applicability of these provisions to Scotland is made clear under Section 131A (“Scotland”), 
which specifically states that, “(b) any reference to a government department includes a 
reference to any part of the Scottish Administration; and (c) any reference to the Crown includes 
a reference to the Crown in right of the Scottish Administration.” 
 
Scotland 
131A. In the application of this Act to Scotland - 
(a) “enactment” includes an enactment comprised in, or in an instrument made under, an Act of 
the Scottish Parliament; 
(b) any reference to a government department includes a reference to any part of the Scottish 
Administration; and 
(c) any reference to the Crown includes a reference to the Crown in right of the Scottish 
Administration. 
 

14 See The Patents Act 1977 (as amended): 
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/354942/patentsact1977011 
014.pdf 



Have other countries ever used compulsory or Crown use licences? 
 
These legal mechanisms are a globally agreed part of the World Trade Organisation’s (WTO) 
rules. In 2001 the Doha Declaration on the Trade-Related Aspects of intellectual Property 
Rights (TRIPs) Agreement and its implications for public health set out and clarified a number of 
‘flexibilities’ - actions which WTO member states can take to ensure access to medicines for all. 
Compulsory or public use (in the UK Crown use) licences are one of these flexibilities.  15

 
Compulsory, or public non-commercial use licences have been utilised to secure affordable 
access to medicines over 100 times since the Doha Declaration was agreed.  In 2016 the 16

German courts awarded a compulsory licence on a HIV medicine.  Recently the Italian 17

government raised the prospect of utilising compulsory licences during negotiations with drug 
company, Gilead, over the high price of hepatitis C treatment, sofosbuvir.  The United States 18

has also threatened a compulsory licence during negotiations with the supplier of a treatment for 
anthrax poisoning in 2001.  19

 
Has Roche ever sought a compulsory licence?  
 
Yes. Roche themselves have used this mechanism, seeking a compulsory licence in Germany 
on patents for a diagnostic test involving HIV and HCV held by Chiron. Roche used the 
compulsory licence case to obtain a licence to Chiron’s diagnostic patents. 
 
Won’t this stop the development of new medicines and risk undermining pharma R&D? 
 
Roche has already made a fortune from this drug, so it has recouped a lot of money already to 
fund research. However, we believe there are better ways to incentivise the development of new 
medicines other than through a monopoly which automatically leads to high prices. Drug prices 
have been increasing dramatically and they will continue to do so unless governments take 
action to address them - we think that should include exploring breaking patents when 
medicines are priced too high for patients in one of the richest countries in the world, and should 
also include exploring alternative models for pharmaceutical R&D such as expanded public 
sector funding for medical research, mandates for companies to increase the rate of 
reinvestment of revenue into R&D, and the funding of large innovation inducement prizes, that 
delink R&D costs from drug prices.  
 

15 https://www.wto.org/english/tratop_e/trips_e/tripsfacsheet_e.htm 
16 http://www.who.int/bulletin/online_first/BLT.17.199364.pdf 
17 
https://www.allaboutipblog.com/2017/12/german-federal-patent-court-determines-license-fee-for-a-compul
sory-license-under-hiv-drug-patent/ 
18 http://hepcbc.ca/2017/02/21/italian-medicines-agency-aifa-issues-ultimatum-gilead/ 
19 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2893582/#FN40 



How do you expect Roche to react? 
 
We don’t know. We hope they react by offering a substantially reduced price for their medicine 
so patients can access it without bankrupting the NHS. If they fail to respond to this looming 
treatment crisis then we hope the government will do all in its power to find ways to ensure the 
women who need the medicines can get them - including by acting upon our proposal. 
 

About Data Exclusivity 
 
What is test data exclusivity? 
 
Data exclusivity is an intellectual property right distinct from patents. In the European Union, 
regulations on data exclusivity, such as Directive 2001/83, prevent a generic or biosimilar drug 
manufacturer from relying upon preexisting clinical test data used in submissions to drug 
regulatory agencies without the permission of the originator of the data. The period of the 
monopoly under EU law can be eleven years: eight years of data exclusivity, plus two additional 
years of “marketing exclusivity,” and an additional one year in certain situations, including where 
the originator has been granted marketing authorization for a new indication.  
 
How will you get around data exclusivity?  
 
We propose the following strategies to break data exclusivity: 
 
(1) to argue that the duplicative clinical trials on human subjects create unacceptable conflicts 
with medical ethics, and to propose a cost sharing alternative; and  

 
(2) to argue that the excessive price and/or a failure to licence when patients do not have 
access is a justification to break the monopoly under UK and EU Competition laws.  

 
If the test data monopoly can be broken, we proposed a model for cost sharing that is a pro-rata 
share of risk adjusted costs (based upon global sales). 

 
There is also a proposal to enroll patients in the UK in trials to compare the biosimilar to 
Roche’s pertuzumab, which would allow some patients access to the biosimilar product, before 
the test data exclusivity period ends. 
 
How can UK and/or EU competition law help? 
 
Both UK and EU competition law provide methods for the UK government to combat 
anti-competitive behavior, including excessive pricing and the failure to licence a patent or data, 



and provide remedies that include the potential for substantial fines.   This includes the 
Competition Act 1998, and Article 102 of the Treaty of the Functioning of the European Union. 
 
An example of case where competition laws were used to break a monopoly on data involved 
IMS Health Inc. and NDC Health Corporation, two competitors in pharmaceutical data services 
in Germany.  20

 
We note that Roche has faced challenges on competition law grounds in the UK before. In 
1973, the UK Monopolies and Mergers Commission recommended price controls as a remedy 
to Roche’s excessive pricing of chlordiazepoxide and diazepam. Competition law has been 
used in other cases to make data and know-how available to rivals, such as in EU case against 
Microsoft.  

About the science and development 
 
Who invented pertuzumab? 
 
Pertuzumab is a monoclonal antibody. Monoclonal antibodies (MABs) are artificially created 
antibodies and have been developed to treat a wide range of diseases - predominantly for 
cancers and autoimmune diseases, but increasingly for others too. The technologies that allow 
the production of MABs were developed at the UK Medical Research Council Laboratory of 
Molecular Biology (MRC LMB) in Cambridge, which is publicly funded via the UK Medical 
Research Council. Six of the top-ten all-time highest selling medicines have been MABs , and 21

today up to a third of all new medicines introduced are ‘mabs’.  The discoveries were hailed as 22

one of the biggest medical breakthroughs of the last decades. 
 
In 1987, Dennis Slamon et al. discovered that HER2 was amplified in human breast cancers.  23

Later in 1990, Brian Fendly et al. generated a panel of murine anti-HER2 antibodies by 
immunizing mice with human HER2.  By 2002 researchers led by Dr Agus at Cedas-Sinai 24

Cancer Centre in collaboration with Genetech, had evidence that 2C4, later known as 
pertuzumab, was effective in controlling tumour growth, and they had hopes it would impact a 
wider range of tumours, not just HER 2+.  But pertuzumab failed trials as a stand alone 25

treatment in 2005, before the CLEOPATRA trial results in 2012 proved efficacy in combaintion 

20 IMS Health GmbH & Co. OHG v NDC Health GmbH & Co. KG, Case C-418/01. 
http://curia.europa.eu/juris/showPdf.jsf?docid=55399&doclang=EN 
21 https://stopaids.org.uk/wp/wp-content/uploads/2017/10/Pills-and-profits-report-WEB-002.pdf 
22 http://www.whatisbiotechnology.org/index.php/exhibitions/campath 
23 Slamon DJ et al. Human breast cancer: correlation of relapse and survival with amplification of the 
HER-2/neu oncogene. Science (1987). PMID:3798106  
24 Fendly BM et al. Characterization of murine monoclonal antibodies reactive to either the human 
epidermal growth factor receptor or HER2/neu gene product. Cancer Res (1990). PMID:1689212 
25 https://www.sciencedaily.com/releases/2002/08/020813072221.htm 

http://curia.europa.eu/juris/showPdf.jsf?docid=55399&doclang=EN


with trastuzumab, leading to FDA and then European approval in 2013. Roche acquired a 
majority stake in Genetech in 1990, then took full ownership in 2009. 
 
Is it difficult to make pertuzumab? 
 
Pertuzumab is a humanised monoclonal antibody that is produced in a mammalian cell line - in 
this case in chinese hamster ovary (CHO) cells. These specific cell lines are well characterised 
in the laboratory and can be grown in very large incubators called bioreactors. Because we 
know the genetic sequence of pertuzumab, scientists give the CHO cells specific genetic 
instructions on how to make the antibodies they want. Getting these cells to accept the 
instructions requires some optimization, but once you have the antibody producing CHO cell, 
you can grow many clones of these cells and produce a large amount of antibody in the 
bioreactors. The antibody must then be extracted from the cells and media in series of 
purification steps. Like all pharmaceutical products the manufacturing process is tightly 
controlled and everything from the genetic integrity of the CHO cells to the post-translational 
modifications on the antibodies must be very closely and continually monitored. 
 
Quality-assured copies of biologic drugs such as this are known as bio-similar or bio-generic 
medicines. Numerous bio-similar medicines have been developed and are gaining regulatory 
approval for use in Europe and the US. A number of manufacturers have the capacity to 
develop and supply a bio-similar or gio-generic version of pertuzumab. 
 
Are biosimilar products safe? 
 
Biosimilars are versions of biologic drugs with no clinical difference in their efficacy. Biosimilar 
drugs are becoming increasingly common. This March a biosimilar of trastuzumab was 
launched in the UK  following European regulatory approval. 26

 
So long as appropriate tests and regulatory oversight are undertaken there is no reason 
biosimilars should have any more negative outcomes than the original biologic product. 
 
How long will it take for a biosimilar product to be available the UK? 
 
The granting of compulsory licences would induce companies to accelerate the development of 
a pertuzumab biosimilar. Whilst no biosimilar version has yet been developed a number of 
companies with the capacity to produce it are working on it. 
 
Biosimilar marketing approval in the EU (and UK) requires preclinical testing that can take up to 
2 years if animal testing is required. Depending on the pre-clinical and physiochemical tests, the 
European Medicines Agency’s (EMA) Committee for Human Medicinal Products (CHMP) 
requires a number of clinical trials to be performed. Based on current biosimilars that are 

26 http://www.pharmatimes.com/news/uk_launch_for_europes_first_herceptin_biosimilar_1226307 



available, and the burden of proof needed to show safety and biosimilarity the minimum 
requirements can be a phase1 and phase 3 clinical trials. Phase 1 clinical trials can take up to 1 
year depending on the endpoint and analysis, and Phase 2 can take up to 2 years.  Some 
patients will have access to a biosimilar or the originator biologic drug in the clinical trials. 
 
How much cheaper would a biosimilar pertuzumab product be? 
 
It is generally expected that the competition generated by biosimilar products competing with 
the original biologic product will reduce prices by around 80%. The NHS has targeted increased 
uptake of biosimilar products as a means of saving £300m a year.  27

 
Experts have estimated that a biosimilar version of trastuzumab, a similar cancer drug produced 
by Roche, could be produced and sold profitably for a fraction of the UK list price. A 600mg/5ml 
vial of trastuzumab has a UK price of £1222, but a biosimilar version could cost less than £12.  28

Contact 
 
For more information please contact Diarmaid McDonald, Just Treatment, Lead Organiser: 
diarmaid@justtreatment.org 
 
END 

 
 
 
 
 

27 
https://www.england.nhs.uk/wp-content/uploads/2017/09/biosimilar-medicines-commissioning-framework.
pdf 
28 
http://www.fixthepatentlaws.org/wp-content/uploads/2016/11/Cancer-Alliance-motivation-for-the-provision-
of-trastuzumab-in-the-public-sector-November-2016-2.pdf 
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