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FDA Approval of Hepcludex (Bulevirtide): Successful Technology Transfer from the Medical Faculty of
Heidelberg University Marks a New Milestone in Global Hepatitis D Therapy

With the recent approval of Hepcludex® (Bulevirtide) by the U.S. Food and Drug Administration (FDA), an
innovation co-developed at the Medical Faculty of Heidelberg University has reached another major
milestone: the world’s first approved therapy for chronic hepatitis D will now become available to patients
in the United States. Hepatitis D is considered the most severe form of viral hepatitis and frequently leads
to liver cirrhosis and liver cancer. More than twelve million people worldwide are estimated to be affected.
The development of the active compound is based on decades of research conducted by Prof. Dr. Dr. h.c.
Stephan Urban, Professor of Translational Virology at the Medical Faculty of Heidelberg University and
scientist at the German Center for Infection Research (DZIF).

From Biotech Licensing to Global Commercialization: The Hepcludex® Success Story

During the course of development, exclusive licensing rights were acquired by the biotech company MYR
Pharmaceuticals, which advanced the clinical development of the drug candidate. Following European
approval in Europe in 2020 as the first-ever treatment for hepatitis D, MYR Pharmaceuticals was
successfully acquired by Gilead Sciences Inc. to accelerate Hepcludex’s global roll-out.

With FDA approval, the therapy is now entering another of the world’s most important pharmaceutical
markets as well as fosters access of the drug to people living in low and medium income countries.

FDA Approval of Hepcludex® Showcases Heidelberg’s Strength in Translational Innovation

This important milestone underscores the importance of long-term academic research, strong translational
infrastructures, and professional intellectual property and commercialization strategies in successfully
developing medical innovations with global impact.

“The FDA approval of Hepcludex® is an outstanding example of how excellent research can be translated
into clinical application through consistent technology transfer,” said Dr. Sophia Deil, Managing Director of
ScienceValue Heidelberg GmbH. “The fact that an innovation originating in academia is now opening new
therapeutic perspectives for people living with chronic hepatitis D worldwide highlights the impact and
innovative strength of academic research. As a co-owned technology with the French National Institute of
Health and Medical Research (Inserm), the synergistic power of leading European research hubs is
proven.”

ScienceValue Heidelberg GmbH, the patent exploitation agency of Heidelberg University, played a key role
in negotiations during the acquisition of Myr GmbH by Gilead Sciences Inc. and has managed the
corresponding patent portfolio of Heidelberg University for years.
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