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TRIALTITLE: An open, randomized, controlled, parallel group, Phase III study to investigate the safety and efficacy of fermagate and lanthanum carbonate in hemodialysis patients with hyperphosphatemia

PROTOCOL NO: ACT 401
PERSONAL DETAILS

Title:  Dr
Initials:  T
Full First Names:
Trevor
Surname / Organisation:
Gerntholtz

HPCSA No:
MP 0369659

Current personal medical malpractice insurance details [medical and dental practitioners]:

Medical Protection Society, membership number 09/4277
SITE / INSTITUTION DETAILS:

Site / Institution Name:
Fourways Kidney Unit
Physical Address: 
Life Fourways Hospital


Cedar West Road


Fourways


Gauteng


2055

Satellite Units: 
Polokwane BBraun Dialysis Unit


Tzaneen BBraun Dialysis Unit
Telephone No: 
(011) 933 9084
Fax No:  (011) 933 1514
Cellphone No: 
084 585 1884
E-Mail:  
tgerntholtz@gmail.com
QUALIFICATIONS:
Academic Qualifications:

MBChB at University of the Witwatersrand – 1990

FCP(SA) – 1997

Date of Last GCP Course:
28th March 2007
Role:
PARTICIPANT 

GCP Course Provider:
WITS Health Consortium
ROLE:
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National Principal Investigator

Principal Investigator 

Sub-Investigator


Study Co-ordinator


Regional Monitor


Local Monitor


Contract Research Affiliate

Relevant related work experience (brief) and current position:

Feb 2003 – Current
Consultant in Nephrology 



Chris Hani Baragwanath Hospital
Oct 2000 – Jan 2003
Specialist Registrar in Renal Medicine 



Oxford Kidney Unit

Feb – Oct 2000
Staff Grade in Renal and Transplant Medicine



Oxford Kidney Unit

Feb 1998 – Feb 2000
Senior Registrar in Renal Medicine



Groote Schuur Hospital, Cape Town

Feb 1994 – Jan 1998
Registrar in Internal Medicine



Groote Schuur Hospital, Cape Town

Jul – Dec 1993
Senior House Officer in Respiratory Medicine



Groote Schuur Hospitel, Cape Town

Jan – June 1993
Senior House Officer in Cardiology



Barnsley District General Hospital, UK

Jul – Dec 1992
Locum in General Medicine



Barnsley District General Hospital, UK

Jan – June 1992
Senior House Officer in General Medicine



Baragwanath Hospital, Johannesburg

1991

Internship in General Medicine and Surgery



Baragwanath Hospital, Johannesburg

Participation in clinical trials research in the last three years (title, protocol number, designation) [If multiple trials, only list those with relevance to this application, or in the last year]

Co-Investigator:  Vifor 53214:  A multi-centre, open, label, single arm study to investigator the safety and efficacy of intravenous VIIT-45 in Haemodialysis patients with anemia
Principal Investigator : BA 16736/CERA: An open-label, randomized, multi-centre, parallel group study to demonstrate correction of anaemia using intravenous injections of Ro 50-3821 in patients with chronic kidney disease who are on dialysis
Co-Investigator:  BI 502.396/VIVALDI: A prospective, randomised, double –blind, double dummy, forced-titration, multicentre, parallel group, one year treatment trial to investigate the efficacy of Telemisartan 80 mg versus Valsartan 160mg in hypertensive type 2 diabetic patients with overt nephropathy
Principal investigator: SPP301CRD15/ASCEND: A randomised, double blind, placebo controlled, parallel group study to assess the effect of the endothelin receptor antagonist avosentan on time to doubling of serum creatinine, end stage renal disease or death in patients with type 2 diabetes mellitus and diabetic nephropathy
Principal investigator: DF 16032/RAVEL: Double blind, randomised, parallel group, dose-ranging, multi-centre study to evaluate the efficacy and safety of 2.5, 10, 35 and 50mg AVE7688 once daily,  using losartan potassium once daily as calibrator, for 12 months treatment, in patients with mild to moderate hypertension
Principal Investigator:  Planet 11: Prospective Evaluation of Proteinuria and Renal Function in Non Diabetic Patients with Progressive Renal disease
Principal Investigator: HEART OUTCOMES PREVENTION EVALUATION HOPE-3)SOLARIS Study Of Lipid Modification and Blood Pressure Reduction in People at Average RISk
Peer-reviewed publications in the past three years:

· Gerntholtz TE, Khan D, Pascoe M, Halkett J, “Cost Savings and Clinical Outcomes of Renal Transplant Patients Treated with Cyclosporine-Ketoconazole Combination at Groote Schuur Hospital, Cape Town”

· Gerntholtz TE, Mason PD, Reducing Renal Disease in Diabetes

Practitioner 2001; 245(1623): 557-61

· Nizami MA, Gerntholtz T, Swanepoel CR, “The Role of Bone Scanning in The Detection of Metastatic Calcification: A Case Report”  Clin Nucl Med. 2000; 25(6): 407-9
· Gerntholtz T, Goetsch S, Katz I, “HIV-related nephropathy: a South African perspective” Kidney Int. 2006 May;69(10):1885-91. 
PMID: 16625149 
· Gerntholtz T, Van Heerden M, Vine G, “Electronic medical records – why should you consider implementing  an EMR” Continuing Medical Education 2007, January ; 25(1): 24 -28

Any additional relevant information supporting abilities to participate in conducting this trial [briefly]:

Ours is a growing site whose staff consists of 7 employees, all of whom are GCP accredited. We have over three years experience in clinical trials and are well equipped to perform a wide range of trials. Our patient population is made up of mainly kidney and cardiovascular patients, with over 2000 on our detailed electronic database.
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