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Site Facilities:

The Centre for Tuberculosis Research Innovation is based on site at the University of Cape Town Lung Institute (Pty) Ltd, which is situated next to the Groote Schuur Hospital complex on the grounds of the University of Cape Town.  The Institute is a four storey building which is designed for conducting GCP standard clinical trials.  The Early Bactericidal Activity Studies (EBA) are conducted on the lower ground floor where there is a 9 bed in-patient monitoring ward.  The ward was purpose-designed for managing potentially infectious TB patients and has full ultraviolet lighting and airflow management installation for optimal patient and staff protection.  When screened to an EBA study, subjects are usually managed as hospital inpatients.  There is an on-site kitchen to which subjects have free access, private ablution facilities and a patient recreation room.  Meals are provided on order via an existing arrangement with Pick ‘n Pay catering.  For patient safety, there is a fully equipped resuscitation trolley with a defibrillator, saturation monitor, suction and oxygen supply available.  
For emergencies that cannot be managed on site, Groote Schuur Hospital, which has a 24-hour emergency service and access to Intensive Care Facilities, is adjacent to the study site.  The site also has an Outpatient Facility based on the lower ground level.  This area encompasses waiting areas and examination rooms and has ultraviolet lighting and HIPA Filter extraction.  The Principal Investigator also functions as a consultant in the Intensive Care Unit at Groote Schuur Hospital.  The Centre for Tuberculosis Research Innovation has the required administrative facilities and functionality for conducting clinical trials, including an on-site secure pharmacy for Investigational Medicinal Product (IMP) with temperature control regulation as well as use of a laboratory with centrifuge, fridge and -80 Freezer. The site also has additional lockable cupboards for storage of Investigator Site Files and patient documentation.  Offices for the administrative functioning of the clinical trial are also located on the ground and lower ground floor of the building.  In these offices, space is available for meetings, conferencing, clinical site monitoring and clinical training.  Full digital networking and an internet enabled electronic network are available.
Volunteer base from which South African participants will be drawn:

Patients will be recruited from local City of Cape Town and Provincial Administration of the Western Cape day hospitals and clinics. These clinics are within a 15km radius from the University of Cape Town Lung Institute. Some additional patients may be recruited from the Respiratory clinic at the Groote Schuur Hospital and subjects who present to the Groote Schuur Hospital Casualty department.
Retrospective data indicating potential of each site to recruit required number of patients within envisaged duration of trial:

Our site is experienced in conducting clinical research. We have been involved extensively in previous clinical trials, both Early Bactericidal Activity (EBA) and non-EBA clinical trials. We have previously performed a number of EBA clinical trials with different sponsors.  Recruitment was as follows:
	EBA study 1

Randomisation
	EBA study 2

Randomisation
	EBA study 3

Randomisation
	EBA study 4

Randomisation

	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual

	34
	34
	34
	33
	34
	26
	42/43
	38

	EBA study 5

Randomisation
	EBA study 6

Randomisation
	EBA study 7

Randomization
	EBA study 8

Randomization

	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual

	45
	45
	34


	34
	40
	40
	52
	53


The above figures demonstrate our site’s ability to recruit the required number of subjects in an EBA clinical trial within the planned study timelines.

This site has also recruited well for the 2 Outpatient studies as below:

	Outpatient study 1

Randomisation
	Outpatient study 2

Randomisation

	290
	153


SITE STAFF DETAILS
Mini-bio sketch of team members

Rodney Dawson (MBChB, FCP SA, Cert. Pulm. SA) is the clinical research head and principal investigator at CTBRI, University of Cape Town Lung Institute since 2006. 

He has been involved in clinical research since 2005 and has extensive clinical trial and management experience in pulmonary tuberculosis and HIV related studies, contributing to numerous publications within these fields. Since 2004 he has been a consultant Pulmonologist at the respiratory clinic at University of Cape Town and Groote Schuur Hospital.

Kim Narunsky (MBChB) is a sub-investigator and research clinician and she was instrumental in the initiation of the CTBRI unit in 2006. Prior to joining the CTBRI she was the senior medical officer for several clinics at the city of Cape Town.  Her community based experience extends over a period of 15 years where she gained expertise in management of TB and HIV.  She plays a key role in cultivating sustained relationships between clinics, City of Cape Town Health Council and the CTBRI trials unit. She has been the sub-investigator in approximately 14 research trials.  

Gregory Symons (MBChB, FCP SA, Cert. Pulm.SA) is a consultant pulmonologist at UCT Lung Institute and is the clinical research head for the HIV NCD unit.  Before joining the institute he was the senior registrar and fellow in Pulmonology at the University of Cape Town and Groote Schuur hospital.  He has experience as a sub-investigator and has been involved in approximately 7 clinical research trials.
Carolyn Whale (MBChB) is a sub-investigator and research clinician who joined the CTBRI in 2011 and has been involved in 6 research trials.  She is currently enrolled in an MBA course at the University of Cape Town graduate school of business and oversees the charitable clinic renovation project which is currently underway with the support of the Desmond Tutu Foundation. 

Colleen Whitelaw (B. Pharm) is the clinical trial pharmacist for the UCT Lung Institute and has over 19 years’ experience in pharmacy management. Previous positions held were that of intervention pharmacist, quality assurance pharmacist, senior clinical manager and specialist at the aid for AIDS foundation. She has been the lead pharmacist for approximately 25 clinical research trials.

Debbie Carstens (Dip. PrePrim) is the regulatory and ethics expert and is well versed in all regulatory and GCP requirements for clinical trials. She is responsible for collating all essential documents, maintaining site files, regulatory/ethics communication and archiving activities. She gained extensive experience in the clinical trial industry whilst working at a pharmaceutical company as their regulatory associate.

Bernice Irvine (B. Occuptaional therapy) is the Senior CRS project co-ordinator for CTBRI and is responsible for co-ordinating the CTBRI management team. She has 10 years’ experience within the clinical research industry as a research monitor and a clinical project manager specializing in TB and HIV trials. She has also presented at a number of GCP courses. Her current role includes overseeing quality control, maintaining regulatory, protocol and GCP compliance, leading community engagement initiatives, presenting regular training sessions, drafting of unit clinical SOP’s and introducing efficient operation systems.

Tanya Smit (MBChB) is a sub-investigator with her main role being the quality control manager. Her role requires in depth source data verification checks according to protocol adherence and GCP compliance and also performs hands on training as required.  

Ella Nelson (Enrolled nurse) is the community liaison and recruitment officer and has been with the CTBRI since 2008.  Prior to CTBRI she gained valuable experience within the community health clinics.  She is responsible for regular clinic visits to improve community knowledge of research through the engagement, education, facilitation and empowerment of clinic staff members.  She also assists Bernice Irvine in managing 8 CTBRI clinic treatment supporters that act as active community engagement ambassadors.

Michelle Evreva (Registered sister) has been with the unit since inception and has been involved with follow up of patient care in a number of clinical trials.   Her attention to detail advanced her into the role of lead data manager.  She performs the majority of data capturing activities including query resolutions whilst overseeing any additional data capturing activities done by the trial nurses.

Jessica Phillips (Registered sister) is the trial co-ordinator for the in-patient.  She has been with the institute since 2009.  She has extensive experience as a trauma sister and HIV patient management.  

Suraya Beukes (Registered sister) is the trial co-ordinator for the inpatient unit and her previous work experience includes being in charge of a City of Cape Town TB clinic for a period of 3 years.  She has gained vast experience in the management of HIV and TB at primary health care level.

Bernice Issacs (Enrolled nurse) is a trial nurse and has been involved in clinical trials since 2010. She is IATA certified and oversees the laboratory, taking responsibility for performing laboratory quality checks and correct storage and transporting of all PK/serum/sample shipments.
Wendy Simons (Bookkeeper Diploma) is responsible for the unit’s administration and finance operations and managing the day to day running of the unit. She has over 10 years’ experience in financial management. She is responsible for managing contractual matters and budgeting, tracking and billing for personnel time, monitoring and billing for study costs including supplies, travel and preparing financial reports. In addition she is responsible for health and safety policy as well as maintaining all building SOP’s 
Alvin Sass is the driver for the CTBRI unit and is responsible for sample transportation as well as transporting patients between the CTBRI and clinics.  He often has the initial contact with the patient and will perform training on infection control prior to transporting the patient to the unit.  He is responsible for managing the clinic handover process of patients once they have completed their study participation.  
Thami Mloyeni, Nandi Dywati, Gloria Vusani, Lizette Rooi are all enrolled nurses who are GCP trained and are responsible for nursing care, trial work, recruitment of patients, liaising with clinic staff and capturing data as required.
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