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I am writing in response to your letter dated 16 September 2016, regarding petition 
number PE1608, which calls on the Scottish Parliament to: 

“…urge the Scottish Government to create a medical manufacturing 
and research organisation in Scotland wholly owned and operated 
by the Scottish Government to provide manufacturing of drugs for 
the NHS out of patent, and to develop and research new drugs that 
are conducive to the needs of the Scottish population.” 
 

I would like to thank the Committee for seeking our views, as the trade body 
representing the pharmaceutical sector here in Scotland. I would also like to thank 
the petitioner for his interest in our sector, which is of vital importance to both 
Scottish patients in terms of providing cutting-edge treatments, and also to the 
Scottish economy. A recent study undertaken by the Fraser of Allander Institute on 
our behalf put the economic contribution of the pharmaceutical sector to Scotland at 
8,000 jobs and £824m in GVA. This economic benefit is in addition to the huge 
advances made in many illness areas, such as hepatitis C, HIV and cancer which 
are improving thousands of Scottish patients’ lives. 

In principle ABPI Scotland have no concerns about the creation of a publically owned 
(either wholly or in part) company to operate in the pharmaceutical industry, as long 
as the new publicly-owned company is subject to the same rules as any other 
organisation (including private sector companies) in the industry. Our member 
companies are used to operating in a highly competitive business environment, and 
a new company, regardless of its ownership, will not significantly alter that. However 
that is not to say that creating such a company would be straight-forward, and the 
petition as it is worded does raise some questions. 

There is a big difference between a company that manufactures out of patent 
medicines (also known as generic medicines in the case of chemically-processed 
medicines and biosimilars in the case of biologics) and companies which, as all of 
our member companies do, undertake research and development (R&D) to discover 
and bring new medicines to patients.  

Generic medicines are freely available to be manufactured and produced by any 
pharmaceutical company anywhere in the world, due to the expiry of their patent. 
This generic manufacturing is usually done at very low cost, as these companies do 
not have to recoup sunk costs, such as developing the medicine, nor the future 
expense of discovering new medicines.  However, the generics manufacturers do 
undertake considerable expenditure in the manufacturing, regulation, post-marketing 
monitoring and supply chain management of these medicines.  These costs apply to 
all marketing authorisation holders, and in the case of biosimilars, those costs are 
considerably higher than for generics.  

The Scottish Government as the owner, or Scottish patients as the ultimate 
consumer, will need to assess the benefits and costs of such an enterprise for 
Scotland.  It would be valuable for all concerned  to have further information from the 



 

 

petitioner as to what, if any, gaps exist that such a generic manufacturing function 
would be able to fill (for example, supply chain integrity). By understanding the 
reasons for the proposal, we can then also consider all of the options to solve them.     

The petitioner also asks that this proposed new company brings new medicines to 
market. Discovering and developing new medicines is an incredibly expensive and 
lengthy undertaking. To develop a single medicine to the standards of quality, 
efficacy and safety laid down by legislation, it takes over 12 years and typically costs 
£1.15 billion.  

The majority of medicines in the development process will never make it through this 
rigorous process, and so will never begin to make their development costs back. In 
fact, for each medicine that does make enough money to pay for its own 
development, around 25,000 chemical compounds will have been tested, 25 of 
which will have made it to clinical trial stage, and only 5 of which will ever make it 
through to marketing approval. I have attached a diagram for the Committee’s 
information that illustrates the different stages of medicines discovery and 
development.  

A publically owned pharmaceutical company engaged in R&D would have to have 
enough funding to pay for initial set-up costs, and the ongoing costs of such difficult 
and expensive research. Assuming that the petitioner wishes this proposed company 
to at least make its costs back if not a profit, then the company would be undertaking 
this R&D in competition with global companies who have significantly greater 
research infrastructure, partnerships, expertise and economies of scale.  Again, we 
would expect the company to then also meet all of the regulatory and manufacturing 
obligations of providing the supply of medicines, over the life of the medicine. 

However, the petitioner may be anticipating the development of new indications for 
existing off patent medicines.  Again, we would expect that company to undertake 
the same regulatory and manufacturing steps to establish the new label for the 
medicine, assure manufacturing regulations are met and supply confirmed, and 
pharmacovigilance systems (including a risk management plan) are in place.  These 
are the obligations for any pharmaceutical company, and we would expect the 
proposed publicly-owned company to undertake the same to assure patient safety 
and benefit. 

I hope this response has been helpful to the Committee and the petitioner, and I 
would be happy to provide further information in response to specific questions as 
they arise.  

Kind regards 
 
Sandra Auld 
 
Director ABPI Scotland 
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