Waiver to Allow Participation in a Food and Drug Administration
Advisory Committee
DATE:

April 18, 2017

TO:

Janice M. Soreth, M.D.
Associate Commissioner for Special Medical Programs
Office of Medical Products and Tobacco
Office of the Commissioner, Food and Drug Administration

THROUGH:

Jeffrey Anderson, MS, RAC
Director (Acting), Advisory Committee Oversight and Management Staff
Office of Special Medical Programs

FROM:

Laura E. Bailey, M.S.
Chief, Committee Management Branch
Division of Workforce Management, OM
Center for Devices and Radiological Health (CDRH)

Name of Advisory Committee Member: Steven D. Nathan, M.D.
Committee: Gastroenterology and Urology Panel of the Medical Devices Advisory Committee
Meeting date: May 17, 2017
Description of the Particular Matter to Which the Waiver Applies:
The Gastroenterology and Urology Devices Panel of the Center for Devices and Radiological
Health (CDRH) will meet on May 17, 2017, to discuss, make recommendations, and vote on
information regarding the premarket approval application (PMA) for the TransMedics® Organ Care
System™ (OCS) - Lung System, sponsored by TransMedics, Inc. The proposed indication for use,
as stated in the PMA, is as follows: the TransMedics (OCS) Lung System is a portable organ
perfusion, ventilation, and monitoring medical device intended to preserve donor lungs in a near
physiologic, ventilated, and perfused state for transplantation.
The meeting’s type is a particular matter involving specific parties.
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As a pulmonologist trained in lung transplantation and critical care, Dr. Nathan is well acquainted
with patients who have had lung transplants and the subsequent potential challenges such a
procedure presents. These are significant issues for discussion during the upcoming panel meeting;
Dr. Nathan’s expertise will be essential to that discussion.
Dr. Nathan has valuable expertise and is a long-standing internationally recognized expert within
the lung transplantation clinical community. He has over 250 publications, including authorship of
several chapters in well-recognized textbooks, research papers, case reports, abstracts, and
monographs. Dr. Nathan has previous involvement on a similar advisory GU Panel meeting for a
lung transplantation device where he was actively involved in the panel discussions and provided
valuable feedback to the FDA. His academic and professional accomplishments, as well as his
previous panel experience, uniquely qualify him to sit on the upcoming panel and provide FDA
with valuable feedback.
There is limited expertise available and it is difficult to locate similarly qualified individuals
without a disqualifying financial interest.
The CDRH division responsible for the review of this PMA has struggled to find qualified experts
(pulmonologists and lung transplantation experts) with no disqualifying conflicts of interest or
scheduling conflict who could participate in the panel meeting. The division had to eliminate two
lung transplant and two pulmonology experts due to unavailability or conflicts. Because a limited
number of clinical centers offer lung transplantation programs, there is much competition among
lung transplantation studies to find sites and investigators to perform their medical research. As a
result, a significant proportion of lung transplantation experts have direct involvement with
TransMedics or its competitors. Therefore, it is challenging to find an expert in this field who is not
currently directly involved with TransMedics, or one of its competitors. Dr. Nathan is not currently
involved in any clinical study with the affected firms. His only conflict is ownership of health sector
funds that have an underlying holding in a competing firm and the value of that holding makes up
approximately (b) of the total value of each sector fund.
(4)
Further, in the interest
of public health, it is critical for the agency to review new products that can
potentially provide advancements in the field of lung transplantation, where approximately 80% of
lungs offered for transplantation are turned down and discarded, and where the three-year survival
rate is less than 70%. Dr. Nathan’s knowledge of lung transplantation and pulmonology will
provide the necessary expertise for this important discussion.
The particular matter is not sensitive.
The particular matter to be addressed by the Panel is not considered sensitive. This is an emerging
technology that has been a subject of research and investigation for several years. CDRH has had
other similar meetings for normothermic lung perfusion devices and the past meetings addressing
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Denied – The individual may not participate.

/S/
Janice M. Soreth, M.D.
Associate Commissioner for Special Medical Programs
Office of Medical Products and Tobacco
Office of the Commissioner, FDA
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