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BACKGROUND

Everyyear,the Medicines Patent Pool (MPP) publishes a list of priority medicines for in-licensing, following
an extensive prioritisation process that includes consultations with a number of experts, review of the
most recent data on each product, and application of a detailed methodology®. To date, this has been
done for HIV, hepatitis C and most recently tuberculosis (TB). An important part of prioritisation is the
development of a sound methodology that enables MPP to focus resources on medicines where its work
could yield the greatest impact.

In May 2018, after a year-long process of consultations and the development of a feasibility study?, MPP
announced the expansion of its mandate to other patented essential medicines beyond the three diseases
that had been part of its mandate since 2015 (HIV, hepatitis C and TB). The Board decision noted that:
“MPP should make a phased expansion, initially into small molecules listed in the World Health Organization
(WHO) Model List of Essential Medicines as well as medicines with strong potential for future inclusion in view
of their clinical benefits and potential for public health impact in low- and middle-income countries.”

As MPP begins implementation of its expanded mandate, there is a need to prioritise carefully in view of
the wide range of products that the expansion could potentially include and the need for MPP to advance
in a phased and sustainable manner.

Such prioritisation requires the development of a methodology that takes into consideration the public
health needs in developing countries, the potential access challenges relating to specific medicines and
the potential for MPP to address such challenges through its public health-oriented licensing and patent
pooling model. This document presents the proposed framework for MPP prioritisation and overview of
the process that led to its development.

! The most recent iteration of the prioritisation document is available at: https://medicinespatentpool.org/what-we-do/
target-medicines/

2 MPP, Exploring the expansion of the Medicines Patent Pool's mandate to patented essential medicines, 2018.
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GENERAL PRINCIPLES FOR THE PRIORITISATION
FRAMEWORK

In developing the framework, we were guided by a number of principles. These were as follows:

The methodology should draw from the existing methodology being used by MPP for prioritisation
of candidate medicines in HIV, hepatitis C and TB. It should also draw from the methodology used by
WHO in selecting medicines for inclusion in its Model List of Essential Medicines (WHO EML).

It should result in the prioritisation of medicines for which an MPP intervention could yield the
greatest impact on public health in low- and middle-income countries (LMICs).

In its clinical assessment, where possible, MPP should rely on existing assessments by the WHO in
order not to duplicate work and to align with established global health priorities

Where such WHO assessments are not available, assessments by other reputable public health
institutions should be taken into consideration

The methodology should take into account the multiple challenges to access that may affect the
likelihood of an MPP licence resulting in public health impact, including those that may impact on
possible uptake and market size

It should consider existing access initiatives being implemented by pharmaceutical companies as
well as other stakeholders

It should be sufficiently flexible to be relevant across various disease areas, with the possibility of
adaptations to specific areas, where appropriate.

MPP should continue to focus on patented medicines

The methodology as presently designed does not capture the expected likelihood of a patent holder
being willing to engage in licensing with MPP. The idea is that the framework should follow a public
health approach and focus on the public health relevance of the medicine and the potential for MPP to
contribute to overcoming access challenges. An important subsequent step is to initiate discussions with
the patent holders of any identified candidates resulting from the application of the methodology, in
order to assess the probability of obtaining a license for each specific product. This should be done in an
ongoing basis and in parallel with the further evolution/progress of the screening process.



CONSULTATIVE PROCESS

MPP undertook consultations with a wide range of stakeholders in order firstly to build the framework
and then to prioritise medicines and identify candidate medicines to which the framework could be
applied. Such discussions already started during the development of the feasibility study that led to the
MPP expansion.

The objectives of these consultations were to:
(i) discuss the criteria MPP could apply in its prioritisation;

(i) understand possible additional barriers to treatment access in different therapeutic areas, so that
they could be incorporated in the framework;

(iii) explore access needs on the ground;

(iv) understand priority areas/products/conditions for key stakeholders;
(v) identify medicines that could be good candidates for MPP licensing;
(vi) verify whether certain patents are likely to be blocking;

Consultations with governments

In January 2019, WHO convened a consultation with governments and other agencies on essential
medicines lists. In that context, MPP was able to present its plans for expansion and a session was
devoted to discussing possible products on which MPP could focus, and to better understand how to
develop a prioritisation framework that would incorporate the key variables. In addition, prior to the
consultation, WHO included questions requested by MPP in the survey on essential medicines that it
shared with governments and other stakeholders. This feedback fed into the framework.

Consultations with civil society and patient groups

MPP undertook a stakeholder mapping exercise in some of the therapeutic areas where it may seek to
work, based on the work undertaken during the feasibility study. In parallel to the stakeholder mapping,
efforts are ongoing to engage with groups in the new disease areas and to consult on possible target
medicines on which MPP could work.

Consultations with its Governance Structures

In October 2018, MPP presented initial ideas on how to adapt its prioritisation methodology to the
Board and gathered feedback to work on the first draft of a prioritisation methodology. An outline of
such a methodology was discussed with the Expert Advisory Group (EAG) in December 2018 and was
followed up with exchanges with targeted members of the EAG.

Clinical experts

MPP continued reaching out to clinical experts, including specialists in the possible new areas, to
improve the prioritisation framework and to get a firmer understanding of priority products and
possible challenges for diagnosis and treatment. This too built on contacts earlier established during
the conduct of the feasibility study.

Consultations with generic manufacturers

Discussions with manufacturers sought to (i) better understand the extent to which certain secondary
patents are likely to block generic market entry,and (ii) identify products for which manufacturers
would be interested in obtaining licences from MPP. These interactions helped to refine the framework,
in particular with respect to how to address secondary patents.

While general interactions with select patent holders has continued during this period, discussions with
patent holders on specific medicines take place once MPP has identified possible candidates. In parallel
to such discussions, MPP will further consult with the generic manufacturers to assess willingness and
feasibility for those specific medicines.



OVERVIEW OF THE PRIORITISATION FRAMEWORK

The framework was developed based on three key questions that it seeks to answer for each medicine
that could be a candidate for in-licensing by MPP. These questions are as follows:

1. How important is a given medicine (or the condition it treats) for LMICs?
2. Are there access challenges with respect to that medicine in LMICs?
3. Are MPP licences likely to lead to public health impact?

Under each question, there were a series of criteria that were developed, which are indicated in the table
below.

TABLE 1 - OVERVIEW OF THE PRIORITISATION CRITERIA

PUBLIC HEALTH & ACCESS CHALLENGES MPP VALUE ADD
CLINICAL RELEVANCE Are there access Are MPP licences likely to lead

How important is this challenges in LMICs? to public health impact?
medicine for LMICs?

For medicines already reviewed by WHO: | Access challenges in Patent status in LMICs:

- . LMICs: . .
WHO opinion on the clinical profile of the . Availability of Years of possible public

drug product in LMICs hea.lth impact (patent
For medicines not reviewed by WHO: - expiry)
*  Affordability of e Geographical coverage of

* Opinion by other reputable entity product in LMICs patents
e Disease burden in LMICs » Existing access . .

» Existence of generics
. Efficacy programmes ) ]

(coverage, terms, Potential for impact on access:

o Safety and tolerability sustainability

e Diagnostic needs
e Ease of administration and scale-up ¢ Flagged by key

in LMICs stakeholder
¢ Clinical relevance for special
populations (if applicable):
_Children * Market size

¢ Health systems and
infrastructure needs

e Potential buyers

- Other special populations

Annex 1 contains the detailed tables that include, for each criterion, the rationale, the key question(s)
being answered, the scoring, explanations on how the criterion is applied and the data sources being
used to collect the information.



IDENTIFICATION OF CANDIDATE MEDICINES FOR
APPLICATION OF THE FRAMEWORK

The initial set of medicines that were put through the model were identified as follows:
* Patented medicines already included in the WHO EML

¢ Medicines assessed by the EML in 2015 or 2017 that were not included but noted as having relevant
clinical benefits

* Patented medicines submitted for inclusion in the WHO EML in 2019
¢ Medicines flagged by certain stakeholders during consultations (governments, civil society, generics)
¢ Other medicines identified during the feasibility study

This led to the identification of a total of 52 medicines, which is the first set of medicines to be put
through the model to identify a preliminary list of priority medicines for in-licensing.

In addition to the above, MPP has undertaken a review of the products and pipelines of 16 pharmaceutical
companies with potentially promising products, with at least three more planned for Q2. The objective
of the product and pipeline reviews is to identify additional products that may be of interest to MPP
and that could be put through the framework at a subsequent date. Companies with products initially
deemed to be potential candidates were prioritised for this analysis, so that initial discussions with those
companies could be done on the basis of a good understanding of those companies’ entire relevant
portfolios. These medicines have not yet been put through the framework, and that is one of the next
steps that have been identified.

It has also undertaken disease specific reviews for four diseases (hepatitis B, sickle cell,diabetes and new
antibiotics) in areas that were considered promising for MPP. Hepatitis B, for example, is an area in which
MPP already has two licences (TDF and TAF, both of which are also used for HIV treatment) and has high
prevalence in LMICs. The application of the MPP model to any new hepatitis B medicines would be a
natural extension of MPP’s current work. Sickle cell disease is particularly prevalent in malaria-endemic
countries and diabetes is an exploding epidemic worldwide. A similar disease specific review could apply
the approach to other therapeutic areas with a high burden of disease in LMICs, to identify any promising
new treatments, including those in late-stage development, that for one reason or another may not have
been considered for the WHO EML.

It should be noted that, given the decision of the Board on a “phased expansion” that would initially focus
on small molecules, we have generally not focused on biologics for this initial prioritisation. The model,
however, could in principle also be used for the prioritisation of biologics, but additional work would
likely be needed to explore whether the model would be appropriate in that area (more on this under
Next Steps below).



ADAPTATION OF THE FRAMEWORK FOR NEW
ANTIBIOTICS

The above framework was partially adapted for new antibiotics, where certain criteria were modified. For
example, whether a medicine has activity against a WHO priority pathogen was added as an important
criterion for prioritising in the field of antibiotics. Similarly, questions relating to the market also need
to take into consideration the need for stewardship of the medicine (which can further limit the market).

There are seven new antibiotics (including new combinations) that have been submitted for inclusion
in the WHO EML in 2019. However, given the specific challenges in relation to antibiotics, as MPP still
explores its potential role in relation to antimicrobial resistance (AMR), it is too soon to undertake a
full prioritisation of these medicines for in-licensing. A detailed analysis of each medicine has been
undertaken for in-house purposes and will be expanded and concluded following decisions to be taken
by the WHO EML.

NEXT STEPS

A number of next steps have been identified for MPP to continue making progress on prioritisation and
to continue engagement with the patent holders. These are as follows:

e Apply the prioritisation framework to promising candidate medicines. This would focus in particular
on:
(i) medicines identified applying the methodology explained above

(i) medicines identified in the company-specific product and pipeline reviews mentioned earlier
(ili) medicines identified in additional disease specific reviews that will be undertaken

(iv) additional cancer medicines that have obtained high scores on the European Society for Medical
Oncology’s Magnitude of Clinical Benefit Scale

¢ Incorporate decisions to be taken by the WHO EML Committee in its meeting in April to the
prioritisation framework. It will be important for MPP to take into account the Committee’s decisions
in its analysis and scoring of medicines.

e Intensify engagement with patent holders. Meetings will be conducted to explore opportunities and
possible interest with patent holders. This may in some cases require the development of targeted
business cases for individual medicines.

¢ Continue to explore with key public health partners a potential role in relation to new antibiotics.
MPP continues to interact with key stakeholders in the AMR space to explore a possible role for
MPP licensing in relation to new antibiotics that take into account both access and stewardship
considerations.

¢ Undertake a market analysis on biologics. While biologics were briefly analysed during the
development of MPP’s feasibility study, a more detailed market analysis would be needed to
understand whether, and if so how, the MPP model could be adapted to biologics. This may become
important as a number of biologics are increasingly being identified by countries as medicines with
significant affordability challenges. Many of the stakeholders consulted expressed an interest in
MPP exploring this possibility. It is therefore proposed to undertake a market assessment relating to
biologics that could begin towards the end of 2019 or early 2020 depending on the availability of
resources.
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