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NIH/KUPD study section

11 DK132473-01

Pre-transplant Resuscitation of Marginal Kidneys on Normothermic
Perfusion (PROMISE): A Pilot Clinical Trial

Sanjay Kulkarni, MD MHCM (Co-PI) and Gregory Tietjen PhD (Co-Pl)
5%

1,300,000 (Indirect costs: $877,500)

(pending study section review October 14-15, 2021)

Greenwall Foundation

HIC 1403013661

Balancing Non-Maleficence and Autonomy: Establishing Ethical
Risk Thresholds for Living Kidney Donors

Principal Investigator

5%

$138,300 (Indirect costs: $41,000)

$41,000

2015-2018

Alexion Pharmaceuticals (investigator-initiated)

HIC 1407014309

Burden of lliness in Highly Sensitized ESRD Patients & Patients Who
Experience Acute Antibody-Mediated Rejection

Principal Investigator

10%
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$165,569 (Indirect costs: $31,044)
$31,044
2015-2018

Transplantation Immunology Research Network (TIRN)

n/a

Financial burdens and coping mechanisms of living kidney donors
Faculty advisor (awardee Sienna Li)

n/a

$2000

2016

Transplantation Immunology Research Network (TIRN)

n/a

Opting Out and Offers of ‘Alibis’ for Potential Living Kidney Donors
at US Transplant Centers

Faculty advisor (awardee Renata Iskandar)

n/a

$2000

2017

Wyeth Pharmaceuticals

NCT00038948

Sirolimus 316- A Randomized, Open-Label, Comparative Evaluation
of Conversion from Calcineurin Inhibitors to Sirolimus Versus
Continued Use of Calcineurin Inhibitors in Renal Allograft
Recipients

Principal Investigator (Yale Site)

2%

$162,832 (Indirect costs: $48,850)

2002-2009

Wyeth Pharmaceuticals

NCT00266123

ORION-A Randomized Open-Label Study to Compare the Safety
and Efficacy of Two Different Sirolimus Regimens with a Tacrolimus
+ Mycophenolate Mofetil Regimen in De Novo Renal Allograft
Recipients

Principal Investigator (Yale Site)

2%

$152,620 (Indirect costs: $35,220)
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2005-2008

Pfizer Pharmaceuticals

NCT00483756

CP-690,550: A Phase 2 Randomized, Multicenter, Active
Compartator-Controlled Trial to Evaluate the Safety and Efficacy of
Coadministration of  CP-690,550 and Mycophenolate
Mofetil/Mycophenolate Sodium in De Novo Kidney Allograft
Recipients

Principal Investigator (Yale Site)

2%

$102,456 (Indirect costs: $23,644)

2007-2010

Pfizer Pharmaceuticals

NCT00658359

CP-690,550 Extension: A Phase 2, Multicenter, Open-Label, Active
Compartor-Controlled, Extension Trial to Evaluate the Long-Term
Safety and Efficacy of CP-690,550 in Renal Allograft Recipients
Principal Investigator (Yale Site)

2%

$67,771 (Indirect costs: $20,331)

2008-2012

Life Cycle Pharmaceuticals

NCT00817206

LCP-Tacro: A Phase 3, Open-Label, Multicenter, Prospective,
Randomized Study to Determine the Efficacy and Safety of
Conversion of Prograf Capsules Twice Daily to LCP-Tacro Tablets
Once Daily for the Prevention of Acute Allograft Rejection in Stable
Kidney Transplant Patients

Principal Investigator (Yale Site)

2%

$171,093 (Indirect costs: $39,483)

2009 to 2012

Veloxis Pharmaceuticals

NCT01187953

A Phase 3, Double-Blind, Double-Dummy, Multi-Center,
Prospective, Randomized Study of the Efficacy and Safety of LCP
Tacro Tablets, Once Daily, Compared to Prograf Capsules, Twice
Daily, in Combination with Mycophenolate Mofetil for the
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prevention of Acute Allograft Rejection in De Novo Adult Kidney
Transplant Recipients

Principal Investigator (Yale Site)

1%

$168,901 (Indirect costs: $38,977)

2010-2015

Alexion Pharmaceuticals (investigator-initiated)

NCT01327573

Inhibition of Complement in Chronic Allograft Injury & its Effect on
Circulating Endothelial Cells

Principal Investigator & IND holder (#109,360)

%15

$995,107 (Indirect costs: $229,640)

2011-2016

NIH/NIAID

U01AI063594

Randomized Controlled Trial of Infliximab Induction Therapy for
Deceased Donor Kidney Transplant Recipients

Co-Investigator

5%

$131,487 (Indirect costs: $43,252)

2014-2019

Bristol-Meyers Squib

NCT01820572

Evaluation of Benefits and Risks in Maintenance Renal Transplant
Recipient Following conversion to Belatacept-Based
Immunosuppression IM103-11

Principal Investigator

1%

$212,006 (Indirect costs: $48,924)

2014-2018

Surgiquest, Inc. (investigator-initiated)

HIC 1405013985

Randomized Controlled Trial of Reducing Operative & Post-
Operative Morbidity in Living Kidney Donors Utilizing Low Pressure,
Limited Variability Pneumoperitoneum

Principal Investigator

10%

$98,000 (Indirect costs: $29,400)
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2014-2017

Alexion Pharmaceuticals

NCT01919346

Eculizumab for Prevention of Delayed Graft Function in Deceased
Donor Kidney Transplantation

Principal Investigator (Yale Site)

Overall Principal Investigator (Peter Heeger MD, Mt. Sinai Medical
School)

2.5%

$63,849 (Indirect costs: $14,734)

2014-2017

Alexion Pharmaceuticals (investigator-initiated)

ETS208342

A Matched Intervention Pilot Trial of Eculizumab Therapy to
Reduce Preservation Injury in Human Macrosteatotic Liver
Transplantation

Principal Investigator & IND holder (#136,654)

n/a

$250,000 drug support

01/2019-04/2021

Invited Speaking Engagements, Presentations & Workshops Not Affiliated with Yale:

International/National:

2010

2010

2011

2012

2014

“Complement Inhibition in Chronic Antibody Mediated Rejection and its
Effect on Circulating Endothelial Cells”, University of Cambridge,
Cambridge, UK.

“Center Coordinated, Pre-transplant Evaluation Eliminates Barriers to
Kidney Transplantation and Establishes Parity Across Socio-Economic
Groups”, Ochsner Clinic, New Orleans, LA.

“Complication Management Following Kidney Transplantation” Sanotorio
Allende Hospital, Cordoba, Argentina.

“A Ql Initiative and Improves Access to Kidney Transplantation” Transplant
Grand Rounds, University of Cincinnati, Cincinnati, OH.

“Protecting Living Kidney Donors: Empirical and Normative Advances”.
Living kidney donor risks and benefits: A review of evaluation consent



2015

2017

2017

2018

2018

2018

2019

2020

2021

Regional:

2010

2011

2011

Sanjay Kulkarni, MD MHCM

forms. Invited Panel. American Society for Bioethics and the Humanities
2014 Annual Meeting San Diego, CA.

“Donor expectations: donor reality vs medical reality. Developing Local
Donor Communities” Donor Advocate Symposium. Baylor Transplant
Center, Dallas, TX.

“Long-term Support for Living Donors: Developing Local Donor
Communities” Donor Advocate Symposium. Baylor Transplant Center,
Dallas, TX.

“Argon beam coagulation: the liver transplant challenge”, ConMed Annual
Meeting, Orlando, FL.

“I Gave. You Got. Now What? Long-term Support for the Living Donor” 9th
International Conference: Living Donor Abdominal Organ Transplantation
State of the Art, Matera, ltaly.

“Framing Decisions in Transplantation Room for Libertarian Paternalism ?”
University of Cambridge, Cambridge, UK.

“Defining Success in Transplantation: Problems with Societal
Measurement” The Split Rock Group, Dallas, TX.

“Evolving Transplant Biases to Patient-Centered Decision-Making Utilizing
Choice Architecture” The International Symposium on Clinical
Neuroscience, Orlando, FL.

“Organ supply vs. graft failure: towards an integrated service model for
organ transplant management”, CSL Behring, King of Prussia, PA.

“Liver transplant ultrasound: surgical perspectives”, American Institute of
Ultrasound in Medicine, Virtual.

“Utilization of Marginal Organs for Transplantation” New England Organ
Bank, Wooster, MA

“Pancreas Transplantation: Balancing glycemic control with surgical
morbidity”, Medical Grand Rounds, Hartford Hospital, Hartford, CT.
“Organ procurement: liver”, Scientific Advisory Board, Alexion
Pharmaceuticals, Cambridge, MA.



Sanjay Kulkarni, MD MHCM

2016 “Eculizumab for chronic antibody-mediated injury in kidney transplant
recipients. Alexion Pharmaceuticals, New Haven, CT.

Peer-Reviewed Presentation & Symposia Given at Meetings Not Affiliate with Yale:
National/International (Oral presentations):

1. Center Coordinated, Pre-Transplant Evaluation Eliminates Barriers to Kidney
Transplantation & Establishes Parity Across Socio-economic Groups. The
International Congress of the Transplantation Society. August 17, 2010.
Vancouver, BCI.

2. Workshop on essential elements of donor and recipient evaluations. World
Transplant Congress. June 2013. Seattle, WA.

3. Opting Out: Confidentiality & Alibis for Living Kidney Donor. American Society for
Bioethics and the Humanities. Atlanta, GA. October 2013.

4. Living Kidney Donor Consent: Compliance with CMS & OPTN Requirements.
Concurrent Session 43: Regulation & Donation. American Transplant Congress.
Seattle, WA. May 2013.

5. Opting Out: Confidentiality & Alibis for Living Kidney Donors. American Transplant
Congress. Seattle, WA. May 2013.

6. Eculizumab Therapy for Chronic Antibody-Mediated Rejection: A Preliminary
Assessment. American Transplant Congress. Seattle, WA. May 2013.

7. Eculizumab Therapy for Chronic Antibody-Mediated Rejection World Transplant
Congress, June 2014. San Francisco, CA.

8. The Stanford Integrated Psychosocial Assessment for Transplantation, Healthcare
Utilization, and Adverse Medical Events for 3 Years Post-Kidney Transplantation.
American Psychosomatic Medicine 2014 Annual Meeting. Ft. Lauderdale. FL. 12-
15 November 2014.

9. The Stanford Integrated Psychosocial Assessment for Transplantation, Healthcare
Utilization, and Adverse Medical Events for 3 Years Post-Kidney Transplantation.
European Association of Psychosomatic Medicine 2015. Nuremberg, Germany. 2-
4 July 2015.



10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.
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| Can’t Become Homeless in Order to Help My Daughter”: Reasons for and the
Psychosocial Impact of Opting Out of Living Kidney Donation. American Society for
Bioethics & the Humanities. 22-25 October 2015. Houston, TX.

Shared Decision-making During the Living Kidney Donor Evaluation Process:
Results of a Prospective Qualitative Study. American Society for Bioethics & the
Humanities. 22-25 October 2015. Houston, TX.

A Donor-Centered Approach to Risk Assessment: Normative Considerations for
and Against Shared Decision Making in Living Kidney Donor Evaluation. American
Society for Bioethics & the Humanities. 22-25 October 2015. Houston, TX.

Implementation of a Donor-Centered Approach to Living Kidney Donor
Evaluation: Challenges and Opportunities for Transplant Centers. American
Society for Bioethics & the Humanities. 22-25 October 2015. Houston, TX.

Living Kidney Donor Risk Preferences: Quantifying Risk Acceptance Using a Novel
Decision-making Aid. American Society for Bioethics & the Humanities. 22-25
October 2015, Houston, TX.

Living Kidney Donor Preferences: A Novel Use of a Visual Instrument to Quantify
ESRD Risk Acceptance. American Surgical Congress. 2-4 February 2016.
Jacksonville, FL.

Low-Pressure Laparoscopic Donor Nephrectomy is Associated with Improved
Donor and Recipient Outcomes. American Surgical Congress. 2-4 February 2016.
Jacksonville, FL.

Balancing Non-Maleficence and Autonomy: A Donor-Centered Approach to Risk
Assessment. European Society of Transplantation (ESOT)/Ethical, Legal and
Psychosocial Aspects of Transplantation (ELPAT). 22-25 April 2016. Rome, Italy.

Living Kidney Donor Preferences: A Novel Use of a Visual Instrument to Quantify
ESRD Risk Acceptance. European Society of Transplantation (ESOT)/Ethical, Legal
and Psychosocial Aspects of Transplantation (ELPAT). 22-25 April 2016. Rome,
Italy.

Financial Burdens and Coping Mechanisms of Living Kidney Donors. American
Transplant Congress. 11-15 June 2016. Boston, MA.

Who Should Decide? Potential Living Kidney Donor Preferences for Making

Decisions About Risk. American Transplant Congress. 11-15 June 2016. Boston,
MA.
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21.

22.

23.

24.

25.

26.

27.

28.

29.

Sanjay Kulkarni, MD MHCM

How Potential Living Kidney Donors (LKDS) View ESRD Risk: A Multi-Center Study.
European Society of Transplantation. 24-28 September 2017. Barcelona, Spain.

KAS Implementation Reduces Racial Disparities in Access to Transplant in the US:
A Multi-State Modelling Approach Using Time-Varying PRA States and Activity
Status. European Society of Transplantation. 24-28 September 2017. Barcelona,
Spain.

How Potential Living Kidney Donors (LKDs) View ESRD Risk: A Longitudinal, Multi-
Center Study. Clinical Congress 2018 American College of Surgeons October 21-
24, 2018. Boston MA.

Building Local Communities of Prior Living Donors and Creating a Social
Architecture to Improve Rates of Living Kidney Donation. Clinical Congress 2018
American College of Surgeons October 21-24, 2018. Boston MA.

Ongoing Disparities in Access to Kidney Transplantation in the Post-KAS Era.
Clinical Congress 2018 American College of Surgeons, October 21-24, 2018,
Boston MA.

Improving Immunosuppression Drug Accuracy Through Pharmacy-Directed
Medication Reconciliation. European Society of Transplantation Congress,
September 15-18, 2019. Copenhagen, Denmark.

Ineligible: Attitudes and Follow-up of Individuals Ruled Out of Living Kidney
Donation. European Society of Transplantation Congress, September 15-18. 2019,
Copenhagen, Denmark.

Inactive Status Change is an Independent Predictor of Waitlist Mortality and
Disproportionately Impacts Patients in Donor Service Areas with a Higher MMaT.
International Liver Transplant Society Annual Congress. May 6-9, 2020. Istanbul,
Turkey.

Inactive Status Changes Disproportionately Impacts the Probability of Obtaining a

Deceased Donor Liver Transplant in Donation Service Areas with Higher MMaT.
American Transplant Congress. May 30-June 3, 2020.

11
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National/International (Poster presentations)

1. Informed consent for living liver donation: compliance with CMS & OPTN
requirements and alibi offers. Joint International Congress of ILTS, ELITA &
LICAGE. London, United Kingdom. 4-7 June 2014.

2. The Stanford Integrated Psychosocial Assessment for Transplantation, Healthcare
Utilization, and Adverse Medical Events for 3 Years Post-Kidney Transplantation.
World Transplant Congress. San Francisco CA. 26-31 July 2014.

3. Burden of Disease in Kidney Transplant Recipients with Low Immunologic Risk
Antibody-Mediated Rejection. American Transplant Congress. 2-6, May 2015.

4. Living Kidney Donor Risk Preferences: Quantifying Risk Acceptance Using a Novel
Decision-Making Aid. American Society of Transplant Surgeons Winter
Symposium. Miami, FL. 14-17 January 2016. Awarded Poster of Distinction.

5. Living Kidney Donor Preferences: A Novel Use of a Visual Instrument to Quantify
ESRD Risk Acceptance. American Transplant Congress. 11-15, June 2016.

6. Opting Out: A Pilot Study Assessing the Reasons for and the Psychosocial Impact
of Withdrawing from Living Kidney Donor Evaluation. European Society of
Transplantation (ESOT)/Ethical, Legal and Psychosocial Aspects of Transplantation
(ELPAT). 22-25 April 2016, Rome, Italy.

7. Attitudes Toward Living Kidney Transplantation Among
Potential Transplant Recipients. American Transplant Congress. 11-15, June 2016.

8. Low-Pressure Pneumoperitoneum in Living Kidney Donors: A Randomized-
Controlled Trial. American Transplant Congress. 11-15, June 2016.

9. Eculizumab Therapy for Chronic Antibody-Mediated Rejection in Kidney
Transplant Recipients: A Randomized-Controlled Trial. American Transplant
Congress. 11-15, June 2016. Awarded Poster of Distinction.

10. A Novel KPD Mechanism to Increase Transplants When Some Candidates Have
Multiple Willing Donors. American Transplant Congress. 29 April —3 May 2017.

11. How Potential Living Kidney Donors (LKDS) View ESRD Risk: A Multi-Center Study.
American Transplant Congress. 29 April — 3 May 2017.

12. A Multistate Model of Time-Varying PRA States and its Impact on Kidney

Transplant: A Focus on KAS Implementation. American Transplant Congress. 29
April —3 May 2017.

12
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13. Opting Out and Offers of ‘Alibis’ for Potential Living Kidney Donors at US
Transplant Centers. American Transplant Congress. 2 June-6 June 2018. Awarded
Poster of Distinction.

14. Ineligible: Attitudes and Follow-up of Individuals Ruled Out of Living Kidney
Donation. American Society of Transplant Surgeons Winter Symposium. 10
Janurary-13 January 2019.

15. Improving Immunosuppression Drug Accuracy through Pharmacy-Directed
Medication Reconciliation. American Society of Transplant Surgeons Winter
Symposium. 10 Janurary-13 January 2019.

16. Waitlist Management is a Primary Driver of Observed Regional Differences in US
Liver Transplant Distribution. European Society of Transplantation Congress,
September 15-18, 2019, Copenhagen, Denmark.

17. The Link Between Waitlist Mortality and Access to Transplant, an Imaginative
Reality. International Liver Transplant Society Annual Congress. May 6-9, 2020.
Istanbul, Turkey.

18. Waitlist Mortality and Transplant Probability for Inactively Listed Liver Patients
Depends on Donor Service Area’s MMaT. International Liver Transplant Society

Annual Congress. May 6-9, 2020. Istanbul, Turkey.

19. Higher Probability of Living Donor Liver Transplantation is Associated with DSA’s
With a Higher MMaT. American Transplant Congress. May 30-June 3, 2020.

20. Patients in Donor Service Areas with Higher MMaT have a Lower Probability of
Liver Transplant Waitlist Activation. American Transplant Congress. May 30-June
3, 2020.
Professional Service:

Peer Review Groups/Grant Study Sections:

2009 Medical Guidelines Consensus Board, Kidney Disease Outcomes Quality
Initiatives, The American Kidney Foundation.

2011 Scientific Advisory Board, Alexion Pharmaceuticals.

2012 Grant Study Section: Clinical Trials Award, American Institute of Biological
Sciences (US Army Medical Research & Material Command, DOD).

13
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2013 Medical Advisory Board, American Kidney Foundation.

2013-2014 Program Committee, American Association for the Study of Liver Diseases.
2014 Grant Reviewer: PSI (Physician Services Incorporated) Foundation.

2014 Grant Reviewer: ASTS Collaborative Scientist Award.

Journals:

Editorial Boards

2013-2016 Hepatology (2016 impact factor 11.3)
2019-ongoing American Journal of Transplantation (2020 impact factor 8.1)
Reviewer

American Journal of Transplantation

American Journal of Kidney Diseases

Clinical Journal of the American Society of Nephrology
Transplantation

Journal of the American College of Surgeons

Surgery

Hepatology

Clinical Transplantation

Transplant International

New England Journal of Medicine

Annals of Surgical Oncology

Clinics and Research in Hepatology & Gastroenterology

Journal of Medical Ethics

Professional Organizations:

2004-ongoing Member, American Society of Transplant Surgeons
2007-onoing Member, Association of Academic Surgeons

14



2010-onoing
2012-onoing

2014-2015

2015

2019-onoing
2020-onoing

2021-onoing

Sanjay Kulkarni, MD MHCM

Member, Transplantation Society
Member, American Society for the Study of Liver Diseases

UNOS (United Network for Organ Sharing) living donor committee,
member, chair data subcommittee

Member, AALSD (American Society for the Study of Liver Diseases),
organizing committee

Medical Director, New England Donor Services, Waltham, MA
UNQOS ethics committee, at-large member

Board Member, Donate Life Connecticut

Yale University/Hospital Committees:

Medical School Committees

2007-2010
2013-onoing
2015-2017

Member, Vascular Biology & Therapeutics Program (Yale)
Member, Steering Committee, Human Translational Research Program

Member, Departmental Representative, Deans Faculty Advisory Council

Departmental Committees

2011-ongoing Member, Appointment & Promotions Committee, Department of Surgery,

School of Medicine

Hospital Committees

2007-onoing

2010-onoing

2011-2014
2012-2013

Chair, Medical Review Board (Kidney Transplantation), Yale-New Haven
Hospital

Chair, Quality Assessment and Performance Review Committee (Kidney
Transplantation), Yale-New Haven Hospital

Member, Blood Utilization Committee, Yale-New Haven Hospital

Member, Laboratory Utilization Review Committee

15
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Public Service/Media Presence:

2012

2015

2016

2016

2016

2016

2017

2017

2017

2018

2018

2019

2019

2019

Blog Profile, American Journal of Kidney Diseases,
“1-Day Centralized Pretransplant Work-up Model”

News Profile, WTNH Newss$,
“Yale-New Haven Hospital is Celebrating National Kidney Month in a Big
Way, a Chain of Kidney Donation Surgeries Pulled off Last Week”

News Profile, Reuters and Scientific American,
“Good Match Needed for Living Donor Transplant”

News Profile, Fox news 61, “The Real Story-Organ Donation myths”

News Profile, Harford Currant,
“Son, Dead 17 years, Is Link That Led to Lifesaving Kidney Donation”

News Profile, Reuters and CBC,
“Kidney Transplants with Living Donors May Not Need Match”

News Profile, Hartford Courant,
“Yale-New Haven Hospital Puts Connection on Display in 18-Patient, 9-

Kidney Exchange”

Video, Yale Medicine,
“Building Communities to Support Living Organ Donors”

News Profile, NBC CT,
“Kidney Transplant Exchange Success at Yale New Haven Hospital”

News Profile, Center for Living Organ Donors, News Channel 12

News Profile, Middletown press,

“West Hartford man among growing number at Yale New Haven Hospital
who donate kidneys without intended recipient”

ISCN Speaker Highlight, Carrick Institute

Study Profile, Yale Daily News,
“Racial Disparities in access to Kidney Transplant”

News Profile, New England Public Media,
“The Wait for a Kidney Can Be a Lot Longer if You're Not White”
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Bibliography:
Peer-Reviewed Original Research:
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Kidney Transplantation. Clinical Journal of American Society of Nephrology
2010;5(5):924-928.

8. Kulkarni S, Emre S, Arvelakis A, Bia M, Asch W, Formica and Isreal G. Multidector
CT Angiography in Living Donor Kidney Transplantation: Accuracy and
Discrepancies in Right Venous Anatomy. Clinical Transplantation 2010;25(1):77-
82.

9. Caldwell C, Werdiger N, Jakab S, Schilsky M, Arvelakis A, Kulkarni S and Emre S.
Use of Model for End-Sage liver disease exception points for early liver
transplantation and successful reversal of hepatic myelopathy with review of the
literature. Liver Transplantation 2010;16(7):818-826.
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Solomon DA, Rabidou N, Kulkarni S, Formica R and Fraenkel L. Accepting a donor
kidney: an evaluation of patients' and transplant surgeons' priorities. Clinical
Transplantation 2011:25(5):786-793.

Tobiasova Z, Lufeng Z, Tai Y, Linfeng Q, Kulkarni S, Lorber M, Rodrieguez F, Choi J,
Tellides F, Pober J, Kawikova | and Bothwell A. PPAR agonists prevent in vivo
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