May 12, 2016
Jeffery E. Shuren, MD, JD
Director, Center for Devices and Radiological Health
U.S. Food and Drug Administration
10903 New Hampshire Ave., Bldg. 66, Rm. 5442
Silver Spring, MD 20993
Dear Dr. Shuren:
The Infectious Diseases Society of America (IDSA) recognizes that the Food and
Drug Administration (FDA) is committed to protecting patients. However our
society remains concerned that the FDA’s draft guidance to regulate laboratory
developed tests (LDTs) will negatively impact the care of patients being evaluated
for infectious diseases (ID). IDSA, along with the American Society for
Microbiology (ASM) and the Pan-American Society for Clinical Virology (PASCV)
recently published a position paper where we offer additional recommendations to
help minimize the disruption of LDTs in ID patient care as the draft guidance is
finalized. In the paper, we also restate that we welcome any opportunity to provide
member expertise to the FDA as it works to finalize and implement the proposed
regulations.
The FDA recently expressed a willingness to hold an expert panel meeting devoted
to viral load testing for transplant-associated opportunistic viral infections. This
meeting would likely explore the nature of these viral diseases, the intended use of
their diagnostics, the impact of inaccurate results, and the risk mitigation strategies
in place for these tests to ensure safe and effective use. IDSA enthusiastically
supports the proposed panel meeting, having previously highlighted the critical
importance of transplant-associated virus testing in ID patient care. IDSA convened
a team of experts to evaluate peer-reviewed literature in order to identify evidence
that can help the FDA in developing the panel meeting. Attached with this letter is
literature on viral load testing for cytomegalovirus (CMV), Epstein-Barr virus
(EBV), BK/JC polyomavirus, adenovirus, and human herpes virus 6 (HHV-6). In
addition we also offer literature on testing for CMV anti-viral resistance. IDSA
hopes this information will help inform the FDA’s efforts.
IDSA also understands the importance of having knowledgeable experts attend the
meeting to ensure a balanced, well informed discussion. Our society recommends
the FDA consider the following subject matter experts to serve on the panel:
Barbara D. Alexander, MD, MHS, Duke University Medical Center
Emily A. Blumberg, MD, University of Pennsylvania
Angela M. Caliendo, MD, PhD, Rhode Island Hospital
Kimberly Hanson, MD, University of Utah
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Randall T. Hayden, MD, St. Jude’s Children’s Research Hospital
Camille N. Kotton, MD, Massachusetts General Hospital
Ajit Limaye, MD, University of Washington
Raymond Razonable , MD, Mayo Clinic
Gregory A. Storch, MD, Washington University
IDSA understands that both commercial diagnostics as well as LDTs play critical roles in the care
of patients suffering from infection. We firmly believe that economic incentives and appropriate
regulation for both types of diagnostics can ensure that both patients and their physicians retain
access to innovative testing. We again wish to reiterate that we offer the expertise of our members
in assisting the FDA in developing an equitable oversight of LDTs, and hope the final FDA
oversight activities will facilitate the ever-changing needs of timely ID test development.
Sincerely,

Johan S. Bakken, MD, PhD, FIDSA
IDSA President

About IDSA
IDSA represents over 10,000 infectious diseases physicians and scientists devoted to patient care,
disease prevention, public health, education, and research in the area of infectious diseases. Our
members care for patients of all ages with serious infections, including meningitis, pneumonia,
tuberculosis, HIV/AIDS, antibiotic-resistant bacterial infections such as those caused by
methicillin-resistant Staphylococcus aureus (MRSA) vancomycin-resistant enterococci (VRE), and
Gram-negative bacterial infections such as Acinetobacter baumannii, Klebsiella pneumoniae, and
Pseudomonas aeruginosa, and, finally, emerging infectious syndromes such as Ebola virus fever,
enterovirus D68 infection, Middle East Respiratory Syndrome Coronavirus (MERS-CoV), Zika
virus disease, and infections caused by bacteria containing the New Delhi metallo-beta-lactamase
(NDM) enzyme that makes them resistant to a broad range of antibacterial drugs.
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IDSA expert-reviewed literature on quantitative viral load testing for transplant-associated
opportunistic viral pathogens
Cytomegalovirus (including antiviral resistance)
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Cytomegalovirus in Solid-Organ Transplantation. Transplantation. 2013; 96(4): 333-60
Razonable RR, Hayden RT. Clinical utility of viral load in management of cytomegalovirus
infection after solid organ transplantation. Clinical microbiology reviews. 2013; 26(4): 703-27.
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Epstein-Barr Virus
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Adenovirus
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