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Note from Jennifer 
Dear BVGH Friends and Colleagues,
 
At BVGH we are excited to see leading companies implementing a number of new programs to improve
global health and impact the lives of people living in endemic and low- and middle-income countries.
Several companies are developing and introducing important initiatives across sub-Saharan Africa that
are sure to have lasting effects on health and development.

In this newsletter, we highlight a few of Novartis’ programs aimed at impacting global health. Included is
the new Novartis Access initiative, which was recently launched during the UN General Assembly in
New York City. The meeting was kicked off by Dr. Joerg Reinhardt, Chairman of the Board of Directors of
Novartis AG and Chairman of the Board of Trustees of the Novartis Foundation, with special guests
Madam Margaret Kenyatta, the First Lady of Kenya, and Secretary James Macharia, Kenya’s Cabinet
Secretary for Health. Novartis has a long history working to impact diseases of poverty. With this new
program, the company continues and expands upon that commitment.

We also highlight the Priority Review Voucher (PRV) program, a critical effort led and managed by the
FDA to encourage greater investment in the development of products for neglected tropical diseases
(NTDs).  There is an alarming dearth of products available and in advanced stages of development for
NTDs. The PRV has changed the value proposition of investing in and developing products to target
these devastating diseases. BVGH commends the FDA for this program and points out some recent
changes below.

We are proud of the companies we work with to improve global health. Whether through access
initiatives, discovering and developing products, fellowships and capacity building, or sharing assets
through WIPO Re:Search, these companies are working to raise the quality of healthcare across the
globe.
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Sincerely,
Jennifer Dent

President, BVGH

Special Report - Priority Review Voucher (PRV)

The U.S. Food and Drug Administration (FDA) Priority Review Voucher (PRV) program was established

under the FDA Amendments Act in 2007 to incentivize the development of new treatments for neglected

diseases. Any company that develops a new vaccine or drug for a neglected infectious disease that

offers major advances in treatment or provides a new treatment where no adequate therapy existed may

receive a voucher. A PRV grants a company an expedited (six month) FDA review of one product. The

use of a PRV can mean earlier market entry for a new blockbuster drug or first to market in a competitive

new class of compounds, both of which result in an important market advantage.

A voucher recipient may choose to use the voucher for any product in its pipeline or transfer or sell the

PRV to another organization.  Four PRVs have been sold to date. Most recently, AbbVie paid $350

million to obtain a voucher from United Therapeutics Corp.

In August 2015 the FDA added Chagas disease and neurocysticercosis to the list of PRV-eligible

diseases. At the same time, the FDA created a mechanism through which individuals and organizations

may petition to have other diseases added.

For more information please visit http://priorityreviewvoucher.org/.

Industry Organization Working in Global Health: Novartis 

Novartis is a Founding Member of WIPO Re:Search, and through BVGH’s partnering activities has
shared its intellectual property assets and expertise with academic researchers performing research and
development for neglected infectious diseases.
 
Novartis has a long history and commitment to addressing global health challenges. The
biopharmaceutical company collaborates with governments, nonprofits, and stakeholders spanning the
healthcare sector to implement programs to control and eliminate diseases of poverty, pioneer new
healthcare business approaches in low- and middle-income countries, and discover new treatments.

https://www.federalregister.gov/articles/2015/08/20/2015-20554/designating-additions-to-the-current-list-of-tropical-diseases-in-the-federal-food-drug-and-cosmetic
http://priorityreviewvoucher.org/


          

For years, Novartis has been instrumental in the fight to control and eliminate leprosy. Two of the three
components of the multidrug therapy (MDT) recommended by the WHO to treat leprosy were developed
by Novartis. Since 2000 Novartis has provided free MDT to treat leprosy patients globally, and has
pledged to continue the donations until 2020. In addition, leprosy is a key focus of the strategy of the
Novartis Foundation, whose primary goal is to ensure quality healthcare is accessible in low- and
middle-income countries. In 2013 the Novartis Foundation partnered with the Netherlands Leprosy
Relief, International Federation of Anti-Leprosy Association (ILEP) members, and national leprosy
control programs to implement the leprosy post-exposure prophylaxis project (LPEP). LPEP aims to
trace contacts of newly-diagnosed leprosy patients and provide them with preventative therapy to
decrease their risk of developing leprosy. 

Novartis is also actively involved in the development of products to treat diseases commonly found in
developing regions. The Novartis Institute for Tropical Diseases (NITD) applies its expertise in drug
discovery towards the development of new medicines for malaria, dengue fever, and human African
trypanosomiasis (African sleeping sickness), among others. Believing that education and training are
instrumental to treating all diseases, NITD also offers various teaching and training opportunities for
graduate students and post-doctoral fellows. 

Recently, during the UN General Assembly in New York City,
Novartis launched Novartis Access, which aims to address the
burden of non-communicable diseases in developing countries.
Through Novartis Access, diabetes, cardiovascular, respiratory
illness, and breast cancer therapies will be offered to low- and low-
middle income country
governments, NGOs, and
other public-sector
healthcare providers at a
cost of $1 USD per month,
per treatment. Novartis will
commence the program
this year in Ethiopia,
Kenya, and Vietnam, with

https://www.novartis.com/about-us/corporate-responsibility/access-healthcare/global-access-programs/novartis-access


Kenya, and Vietnam, with
a target of expanding into

30 countries in the years to come. In addition to contributing
low-cost drugs, Novartis will also collaborate with governments,
NGOs, and other organizations to strengthen healthcare
systems in these countries. Kenya was represented at the
launch by First Lady, Madam Margaret Kenyatta and Secretary
James Macharia, Cabinet Secretary for Health. Madam
Kenyatta commended Dr. Reinhardt and Novartis for its leadership implementing new programs and
building partnerships with Kenya and other sub-Saharan African countries. 

To learn more about Novartis’ other programs and initiatives to improve global health click here. 

BVGH Fellowship Program

Through its Fellowship Program, BVGH coordinates and manages the short-term placement of
biopharmaceutical company scientists at African research institutes. During these placements, company
scientists work alongside the institutes’ researchers and share their individual skills and expertise
through daily interactions and seminars focused on the methods, activities, and knowledge of the
pharmaceutical industry.
 
In partnership with Merck* and the Merck Fellowship for Global Health, BVGH has placed Merck
scientists at biomedical research centers in Africa for the past two years. In 2014, BVGH placed two
Merck scientists at the University of Buea (Cameroon), the Noguchi Memorial Institute for Medical
Research (Ghana), and the Kenya Medical Research Institute (Kenya). During their visits, the two
scientists shared their experience in chemistry and antibiotics discovery and development. This year two
Merck scientists were placed at the Institut Pasteur de Tunis (Tunisia), as well as at the University of
Buea, where they taught University scientists how to install, maintain, and use a cutting-edge laboratory
device for drug discovery.

          

https://www.novartis.com/about-us/corporate-responsibility/access-healthcare


                               Dr. Ellen Minnihan analyzes HPLC data with University of Buea researchers.

* Merck, a global health care leader based in Kenilworth, N.J., U.S.A. is known as MSD outside the United States and
Canada

WIPO Re:Search Highlighted Collaboration 
 

Professor Charles Thompson and Dr. Santiago Ramon-Garcia, Department of
Microbiology and Immunology, University of British Columbia, demonstrated
tuberculocidal activities of  avermectins, a family of mainly veterinary compounds known
for their anthelmintic  activities. In addition to Mycobacterium tuberculosis, the causative
agent of tuberculosis,  Charles and Santi also demonstrated the avermectins’ activities
against many bacteria within  the Mycobacterium genus. Through WIPO Re:Search,
Charles and Santi partnered with Professor Gerd Pluschke, Medical Parasitology and

Infection Biology Department, Swiss Tropical and Public Health Institute, to assess the avermectins’
activities against M. ulcerans, the causative agent of Buruli ulcer. Gerd and his post-doctoral fellow, Dr.
Nicole Scherr, utilized a low-to-medium throughput screening assay that
they developed to assess each avermectin’s activity against the bacterium.
The data from these screens, which were recently published in PLOS
Neglected Tropical Diseases, demonstrated that one avermectin in
particular was highly effective at killing the bacterium.

Fun Fact

Wellstat Therapeutics, which received a PRV last month, had agreed in autumn of last year to transfer
the voucher to AstraZeneca. To find out more, click here. 
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