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February 28, 2016 
 
 
United Nations Secretary-General’s 
High-Level Panel on Access to Medicines 
c/o Richard Delate, Project Manager 
 
 
Submitted via email:  unsgaccessmeds@undp.org  
 
 
Dear Members of the Secretary-General’s High-Level Panel on Access to Medicines, 
 
The International Generic and Biosimilar Medicines Association (IGBA) is a group of generic and 
biosimilar medicines associations that are committed to promoting generic and biosimilar 
medicines, and exchanging information worldwide. Our Management Committee is comprised of 
the Associations representing generic and biosimilar medicines companies in Canada, Europe, 
Japan, Jordan, South Africa, Taiwan and the United States. In addition, the Associations 
representing generic and biosimilar medicines companies in Australia, Brazil and Mexico are 
Associate Members of IGBA. The IGBA was first established as the International Generic 
Pharmaceutical Alliance (IGPA) in 1997, and has evolved into the IGBA which is legally 
incorporated in Switzerland. 
 
The IGBA commends United Nations Secretary General Ban-Ki Moon for striking a High-Level 
Panel on Access to Medicines that seeks to address the misalignment between the rights of 
inventors, international human rights law, trade rules and public health where it impedes the 
innovation of and access to health technologies.  
 
Access to medicines is a global concern that spans developed, developing and least developed 
countries, but is most acute in developing and least developed countries. According to the Access 
to Medicines Index, two billion people in the world have no access to medicines. The non-
governmental organization Doctors Without Borders estimates that one-third of the world's 
population – and half of the population in the poorest parts of Africa and Asia – lack access to 
essential medicines. 
 
Generic and biosimilar medicines play a crucial role in providing access to affordable medicines. In 
developed countries, increasing the availability and range of generic and biosimilar medicines is 
essential for pharmaceutical care. Allowing effective competition between generic and biosimilar  
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medicines and patent-expired original brands lowers pharmaceutical costs and stimulates 
innovation. The savings that can be generated from the increased use of generic and biosimilar 
medicines in developed countries can curb the growth in health-care expenditures or be reinvested 
into innovative new therapies. In less developed countries, expenditures on medicines account for 
a major proportion of health costs. This means that access to treatment is heavily dependent on 
the availability of low-cost generic medicines. In the poorest countries, access to medicines is 
provided by third-parties who procure generic medicines. 
 
The IGBA has developed five guiding principles which are well aligned with the focus of the 
Secretary-General’s High-Level Panel on Access to Medicines: 
 
IGBA Principle #1: Access to affordable quality medicines 
We believe that seeking to improve access to affordable quality medicines worldwide and promote 
the quality, safety and efficacy of generic and biosimilar medicines is of utmost importance. 

IGBA Principle #2: Ensure timely access for patients 
We all know how difficult it is to strike a balance between patent protection and free competition, 
which is why achieving balanced intellectual property rights in our sector will ensure timely access 
for patients to our products. 
 
IGBA Principle #3: Global harmonisation of regulations relating to quality 
Another of our top priorities is to promote the global harmonisation of regulations relating to the 
quality of generic products, especially ensuring strict adherence to bioequivalence standards. 
 
IGBA Principle #4: Improving regulatory and legal expertise 
We have also worked very hard to provide guidance to international organisations and national 
governments to improve their regulatory and legal expertise relating to the manufacture, 
registration and marketing of high quality generic medicines, and promotion of uniform and 
effective GMP standards and quality controls. 
 
IGBA Principle #5: Prevent the production and trade of counterfeit medicines 
We are concerned about the global prevalence of counterfeit medicines, which are produced by 
criminals and put the health and life of patients in jeopardy. All medicines (generic, biosimilar and 
originator) must comply with strict regulatory requirements and their quality, safety and efficacy are 
guaranteed by regulatory authorities. In contrast, counterfeit medicines are inferior or fake products 
which do not comply with regulatory requirements and pose a severe risk to public health. The 
IGBA supports strict and effective regulatory controls to prevent the production and trade of 
counterfeit versions of all medicines and their APIs.  

Based on these five Principles, the recommendations below are all aimed at increasing the access 
and availability of high quality generic and biosimilar medicines. Increasing the supply of generic 
and biosimilar medicines gives payers – including governments and aid agencies in developing 
and least developed countries – the ability to purchase life saving medicines with much more 
affordable pricing. 
 
 
Recommendation #1:  Governments should guard against the inclusion of intellectual 
property provisions in bilateral and plurilateral free trade agreements (FTAs) that go beyond 
the TRIPs standard 
 
A properly functioning patent and intellectual property system is crucial for the generic and 
biosimilar pharmaceutical industry to develop and bring its equivalent products to market with 
business certainty.  
 
 
 



 

 

 
  
  
  
 
The TRIPs Agreement is the first international agreement to introduce extensive intellectual 
property rules into the realm of multilateral trade regulation. It has considerable implications for the 
application of IPRs to pharmaceutical products, particularly through the implementation of 
international standards on patents, which the TRIPs Agreement required WTO members to make 
available for inventions in all areas of technology, including pharmaceutical products, and the 
requirement to protect clinical trial data submitted to obtain marketing approval against unfair 
commercial use, inter alia. The TRIPs Agreement also introduced multilateral standards for the 
protection and enforcement of IPRs.  

The rationale of patent protection is to stimulate investment in innovation and to offer a mechanism 
that ensures that the knowledge contained in the patent application is accessible to society. The 
protection of test and other data is a distinct form of IPR, which concerns the information (i.e. test 
data) that is required for regulatory approval of the pharmaceutical product. The terms of test data 
protection are defined by pharmaceutical legislation. At the same time, test data protection is part 
of intellectual property frameworks in that it represents a form of protection against competition. 
 
Many of the intellectual property measures included in bilateral and plurilateral trade agreements 
go beyond the TRIPs agreement, and have the effect of significantly delaying patients’ access to 
life-saving medicines.  

Together with the proliferation of the negotiation and conclusion of FTAs, this trend risks leading to 
the creation of new international standards of IP established through bilateral or plurilateral 
negotiations and to the adoption of domestic laws providing for higher levels of IP protection, with 
potential effects on the generic and biosimilar sector where such tighter IP protection is aimed at, 
or has the effect of, preventing generic and biosimilar competition and delaying the entry of generic 
and biosimilar products into the market. Overall, this process runs the risk of altering the balance 
between the encouragement of investment and the need to ensure competition and technology 
transfer that must inform IP systems. 
 
Most recently, the Trans-Pacific Partnership (TPP) agreement negotiated between 12 countries in 
the Asia-Pacific Region, including several developing countries, includes IPR provisions that go 
beyond the TRIPs standard. Some countries will need to implement new intellectual property 
measures or legislation if they ratify the TPP. This risks to delay access to lifesaving generic and 
biosimilar medicines in these countries, and to create disruptions in the global trading system for 
medicines. 
 
Against this background, the IGBA supports the maintenance of a balanced approach with respect 
to the regulation of IPRs in trade agreements, based on the standards established by the TRIPs 
Agreement. In addition, the IGBA believes that negotiations concerning IPRs should not seek to 
harmonise IPR frameworks, but instead recognise the different approaches taken by the 
negotiating parties with respect to IPR protection. 

 
Recommendation #2:  Governments should ensure that the domestic regulation of IPRs 
does not lead to excessive IP standards that delay access to generic and biosimilar 
products. To this end, governments should incorporate pro-competitive provisions to 
prevent IPR abuse/misuse and take advantage of TRIPs flexibilities and safeguards 

The standards set by the WTO TRIPs Agreement leave considerable scope for implementation, 
and WTO members remain free to determine the appropriate method of implementing the 
provisions of the TRIPs Agreement within their own legal system and practice.  

 

 



 

 

 

 

  
While TRIPs does not define specific safeguards, a number of provisions are recognized as public 
health safeguards that serve to foster the affordability and availability of medicines. These 
safeguards are particularly important for developing and least developed countries to consider 
implementing in their domestic IP system for pharmaceuticals, and include: 

 Compulsory licensing; 

 Parallel imports; and 
 

 Extension of the transition period for the enforcement of intellectual property rights by least 
developed countries. 

In addition, TRIPs also includes the flexibility for governments to incorporate provisions aimed at 
preventing instances of misuse/abuse, such as: 

 Standards on patentable subject matter, novelty, inventive step, industrial applicability and 
disclosure – and permitted exclusions from patentability; 

 
 The flexibility for patent authorities to require an applicant to indicate the best mode for carrying 

out the invention known to the inventor at the filing date. This helps to enhance knowledge 
dissemination and plays a decisive role in establishing the level of inventiveness legally 
required for a patent; and 

 

 Early working exceptions that permit generic drug manufacturers to take the steps required to 
obtain regulatory approval for generic versions of patented medicines before the patent 
expires. This is sometimes referred to as a “Bolar” provision. 

Less attention has been paid over the years to the inclusion of competition safeguards in 
domestic intellectual property systems for pharmaceuticals, but such provisions provide some 
much needed balance. There is nothing in the WTO TRIPs Agreement which prohibits 
governments from incorporating competition safeguards. Examples of competition safeguards 
include: 

 Binding provisions on competitive safeguards to protect against IPR misuse/abuse; and 

 Provisions that call for considering a determination of anti-competitive behaviour issued by 
relevant judicial and administrative authorities as grounds for patent revocability. 

 
Recommendation #3: Governments should establish domestic frameworks for 
incentivising market access for generic and biosimilar medicines 

Countries may include frameworks to incentivise the access of generic and biosimilar medicines in 
their markets. Such incentives may be granted to encourage challenges of weak or invalid patents, 
stimulating competition and innovation, as well as to increase savings for national health care 
systems and facilitate access to affordable medicines. 

Providing for a clear incentives framework is particularly relevant in countries with extensive IPR 
provisions for pharmaceuticals as it would balance the protection granted to originators through 
patents and other IPRs, and stimulate challenges of weak patents. 
 



 

 

 
 
 
 
 
Recommendation #4: Governments should foster regulatory convergence of the 
requirements for the approval of generic and biosimilar medicines through the 
establishment of frameworks providing for regulatory cooperation 

The approval of any pharmaceutical product to be placed on the market requires an evaluation of 
the quality, safety and efficacy of the product, conducted by the relevant regulatory authorities. For 
generic medicines, the quality, safety and efficacy is assessed on the basis of evidence of 
therapeutic equivalence and interchangeability with originator products through bioequivalence or 
other appropriate scientific studies.  

Domestic regulatory authorities around the world have established their own processes and 
procedures for the assessment and granting of marketing authorisation to generic medicines. 
Convergence of the different national systems, in conjunction with convergence of technical 
requirements, can remove many of the transactional and human resource costs associated with 
multiple regulatory submissions in each country.  
 
A more harmonised approach could be sought, for example, with regard to the studies required to 
support generic applications, the criteria that have to be met for an application to be successful, 
and the possibility of sourcing the same reference product in the markets involved for purposes of 
trials and studies mutually accepted by the parties. 
 
Biological products (also referred to as “biopharmaceutical products,” “biologicals,” or “biologics”) 
represent one of the fastest-growing pharmaceutical industry sectors. Examples of biologics 
include vaccines, blood and blood components, therapeutic proteins, and tissues.  
 
With the expiry of patents on biologics, pharmaceutical companies have started to develop and 
produce their own versions of previously approved, existing biological medicines (i.e. the reference 
medicines). Biosimilar medicines are biological medicines that are developed to yield the same 
clinical results as the reference biologics.  
 
Biologics are large, complex molecules compared to most traditional, chemically synthesised 
medicines. The efficacy and safety of a biosimilar cannot be assessed by relying on the in vitro test 
data and chemical structure of the originator product (as is the case for generics); rather, 
biosimilars require more costly clinical trials. The development of a biosimilar requires the creation 
of a molecule that is highly similar to the reference biologic drug. This process requires an 
extensive comparability exercise based on a robust head-to-head comparison between the 
biosimilar and the reference medicinal product at the levels of quality, safety and efficacy. 
 
In this context, the IGBA strongly supports initiatives aimed at simplifying the divergences between 
national and regional frameworks and stimulating recognition of assessments of generic and 
biosimilar medicines. Such an approach is most crucial for biosimilars and complex generic drugs 
due to the high costs associated with researching, developing, conducting tests required for 
approval, and manufacturing these types of products. 
 
 
Recommendation #5: Governments should foster regulatory convergence for the 
recognition of compliance inspections through the establishment of frameworks providing 
for regulatory cooperation 
 
Good manufacturing practices (GMP) are the practices required in order to conform to guidelines 
recommended by agencies that control the authorisation and licensing for the manufacture and 
sale of pharmaceutical products. These guidelines provide the minimum requirements that a 
pharmaceutical product manufacturer must meet in order to assure that the products are of high 
quality and do not pose any undue risk to the public. 



 

 

 

  
  
  
 
Duplication of inspections is a significant concern for manufacturers. Multiple inspections have led 
to diverging inspection outcomes and, ultimately, to high costs for the companies and to occasional 
shortages of medicines. In addition, the removal or reduction of redundant inspections would 
contribute to bringing a level playing field to all pharmaceutical supply chain operators by ensuring 
that more manufacturing sites are visited in countries and regions.  
 
The IGBA encourages governments to build on, and further develop, collaborative approaches in 
the field of GMPs and to provide for mechanisms aimed at the avoidance of duplication of 
inspections and at the negotiation and conclusion of MRAs on GMP inspections on both API and 
finished products. 
 
 
Conclusion 

Thank-you for take the time to review this submission. We would be pleased to discuss any 
aspects of this submission with you and your staff in greater detail.  Questions and comments 
regarding this submission can be directed to igba@igbamedicines.org. 

IGBA also requests the opportunity to meet with the High-Level Panel to review these 
recommendations in greater detail, and to present these recommendations at the upcoming 
meetings in London or South Africa. 
 
 
Sincerely, 

 
 
Mr. Vivian Frittelli 
Chair, International Generic and Biosimilar Medicines Association 
CEO, National Association of Pharmaceutical Manufacturers (South Africa) 
+27 11 312 6966 | vfrittelli@napm.org.za 
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