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CLINICAL STUDIES

PRINCIPAL INVESTIGATOR INITIATED STUDIES AND GRANTS (ACTIVE)

1. Immune monitoring of kidney transplant recipients. Sponsored by Einstein/Montefiore
Abdominal Transplant Center.

2. Assessment of donor quality for improving post-kidney transplant outcomes.

Period: 04/14/2016-11/30/2021. Amount: $2,695,670 (score=20, percentile=7%,

PBKD, NIDDK), Sponsor: NIH/ NIDDK
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Mechanisms of chronic allograft nephropathy. AST Council’s Grant. Sponsored by
American Society of Transplantation

Thymoglobulin and Intravenous Immunoglobulin induction treatment in CDC B and Flow
T/B crossmatch positive kidney transplant recipients. Sponsored by Sangstat

Rapid steroid withdrawal in African American kidney transplantation recipients.
Sponsored by Fujisawa.

Rapamycin treatment in chronic allograft nephropathy. Sponsored by Wyeth.

Noninvasive monitoring to predict outcome in de novo kidney transplant recipients.
CTOT-1 study. Sponsored by NIH.



6. Mechanisms and treatment of chronic allograft injury (CAI) due to calcineurin inhibitor
(CNI) toxicity. Sponsored by Novartis.

PRINCIPAL INVESTIGATOR IN MULTICENTER TRIALS (CURRENT)

1. Eculizumab for Prevention of Delayed Graft Function in Deceased Donor Kidney
Transplantation. Sponsored by Alexion.

2. Astagraf XL to understand the impact of immunosuppression on de novo DSA
development and chronic immune activation in kidney transplantation. Sponsored by
Astellas.

PRINCIPAL INVESTIGATOR IN MULTICENTER TRIALS (PAST)

1.

A 6 month, multicenter,randomized, open-label study to compare the impact of Neoral C2
monitoring on safety and efficacy outcomes in de novo kidney transplant recipients. Protocol #
COLO 400A USO05, sponsored by Novartis

One year, multi-center, open-label, prospective, randomized study to compare the effect of two
Neoral C-2h maintenance targets, beyond two months post-transplant on renal fuction, in the
context of an immunosuppressive regimen consisting of Myfortic, Simulect and Steroids.
Protocol # CERL080A2405-US01, sponsored by Novartis

Randomized, prospective, phase Il study comparing Thymoglobulin in a rapid discontinuation
of corticosteroids protocol with standard corticosteroid therapy in living donor renal
transplantation using mycophenolate mofetil and tacrolimus maintenance therapy. Protocol#
SMC-101-1025, sponsored by Sangstat.

A randomized open-label study to compare the safety and efficacy of two different sirolimus
regimens with a tacrolimus+mycophenolate regimen in de novo renal allograft recipients.
Sponsored by Wyeth.

An open label; prospective, randomized, controlled, multi-center study assessing fixed dose
vs. concentration controlled Cellcept regimens for patients following a single organ renal
transplantation in combination with full dose and reduced dose calcineurin inhibitors.
Sponsored by Roche.

A Randomized, Open Label Comparative Evaluation of the Safety and Efficacy of Sirolimus
versus Cyclosporine when Combined in a Regimen containing Basiliximab, Mycophenolate
Mofetil, and Corticosteroids in Primary De Novo Renal Allograft Recipients. Sponsored by
Wyeth.

12-month open label, randomized, multicenter sequential cohort, dose-finding study to
evaluate the efficacy, safety and tolerability of oral AEBO71 vs tacrolimus in combination
with myfortic, simulect, and corticosteroids in de novo renal transplant recipients. Sponsored
by Novartis.

A two part, A Phase %. Safety, PK and PD study of TOL101, an anti-TCR monoclonal
antibody for prophylaxis of organ rejection in patients receiving kidney transplantation.
Sponsored by Tolera.

A Phase 2/3, Double-Blind, Placebo-Controlled, Two-Part Study to Assess the

Safety and Efficacy of Single Intravenous Doses of ASP8597 (Diannexin) in Kidney
Transplant Recipients. Sponsored by Astellas.

10. Treatment of BKV in kidney transplant recipients. Multicenter Trial.
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A Phase 2a, Randomized, Open-Label, Active Control, Multi-Center Study to Assess the
Efficacy and Safety of ASKP1240 in de novo Kidney Transplant Recipients ASKP1240”.
Sponsored by Astellas.

An historical-cohort multi-center, observational study to identify and characterize calcineurin
inhibitor usage patterns post-transplant and impact on allograft outcome. Sponsored by BMS.
A Randomized, Double-Blind, Placebo-Controlled, Phase 2 Trial to Evaluate the Efficacy and
Safety of a Vaccine, ASP0113, in Cytomegalovirus (CMV)-Seronegative Kidney Transplant
Recipients Receiving an Organ from a CMV-Seropositive Donor. Sponsored by Astellas.

A Randomized, Parallel-Group, Double blind, Placebo-Controlled, Multi-Center Study Of
Eculizumab For The Prevention Of Delayed Graft Function After Kidney Transplantation In
Adult Subjects At Increased Risk Of Delayed Graft Function. Sponsored by Alexion.

A 24 month, multicenter, randomized, open-label safety and efficacy study of concentration-
controlled everolimus with reduced calcineurin inhibitor vs mycophenolate with standard
calcineurin inhibitor in de novo renal transplantation- Advancing renal TRANSplant eFficacy
and safety Outcomes with an eveRolimus-based regiMe (TRANSFORM), sponsored by
Novartis.

CHAPTERS
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Schroppel B, Akalin E. Transplant immunology and immunosuppression. Therapy in

Nephrology and Hypertension. A companion to Brenner and Rector’s the Kidney. Saunders,

Elsevier. Third Edition 2008.
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