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manifestations in AAV and the renal assessments in the avacopan application, a productive
discussion of the issues would depend upon having strong expertise in this area and hearing
many perspectives, including an adequate number of nephrologists and rheumatologists with
experience managing patients with AAV. Because of Dr. Sperati’s knowledge and his breadth of
experiences as a nephrologist, educator and clinical researcher, his participation in the
committee’s discussion will ensure an expansive level of expertise and objectivity required to
provide expert advice and recommendations to the Agency.
The particular matter is considered sensitive.
The matter coming before the committee will garner public interest as there are limited approved
therapies for the treatment of AAV, and there is significant interest in limiting glucocorticoid
exposure in patients with rheumatologic diseases. Results from the pivotal study have been
presented at academic meetings and recently published in literature. Therefore, it is anticipated
that this meeting is likely to receive significant public interest and interest from the
rheumatology and nephrology communities.
Dr. Christopher John Sperati’s expertise in this particular matter is necessary in the interest of
public health.
AAV is a group of disorders characterized by inflammation and destruction of small- and
medium-sized blood vessels and the presence of circulating ANCA. AAV is divided into 3
clinical diseases (granulomatosis with polyangiitis [GPA], microscopic polyangiitis [MPA], and
eosinophilic GPA [EGPA]). AAV has a predilection for the kidney, with >75% of patients
having renal involvement characterized by rapidly progressive glomerulonephritis. The cause
and pathogenesis of AAV are multifactorial and influenced by genetics, environmental factors,
and responses of the innate and adaptive immune system.
AAV is an uncommon disease with an incidence of about 20 per million population per year in
Europe and North America. There is a slight male preponderance. Incidence increases with age,
with a peak in the 60- to 70-year age range. AAV is more common in white and Asian
populations and less common in African American populations. There is notable geographic
variation, with GPA being more common in Northern Europe and Australia/New Zealand,
whereas MPA is more common in Southern Europe and Asia.
Randomized controlled trials in the past two decades have refined the therapy of AAV and
transformed AAV from a fatal disease to a chronic illness with relapsing course and associated
morbidity. In the interest of public health, it is important that the Agency has available the
unique expertise that Dr. Sperati will provide for the discussion of the particular matter before
the committee.
Any potential for a conflict of interest is greatly outweighed by the strong need for Dr. Sperati’s
expertise in this matter.
The perspectives of multiple nephrologists are required for an informative discussion of the
efficacy results in the avacopan application, including the results on renal outcomes, which are
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part of the benefit risk considerations. To conduct this meeting without multiple nephrology
experts would render the advice from the meeting difficult to interpret; the clearance of multiple
nephrology experts is imperative for this committee’s discussion. Being able to draw upon a
diverse set of competencies and knowledge is essential if the committee is to successfully
address the issues being discussed. Because of Dr. Sperati’s knowledge and his breadth of
experiences as a nephrologist, educator and clinical researcher he is uniquely qualified to provide
insight and feedback on the New Drug Application, 214487, for avacopan.
Accordingly, I recommend that you grant Dr. Christopher John Sperati, a temporary voting
member of the Arthritis Advisory Committee, a waiver from the conflict of interest prohibitions
of 18 U.S.C. § 208(a).
Certification:
________ The individual may participate, pursuant to 18 U.S.C. 208(b)(3) – The need for the
individual’s services outweighs the potential for a conflict of interest created by the
financial interest involved.
Limitations on the Regular Government Employee’s or Special Government Employee’s Ability
to Act:
________ Non-voting
________ Other (specify):
_____________________________________________________________________
_____________________________________________________________________
________ Denied – The individual may not participate.
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