
CTF1 Completion



•

•



•

•



•

•

•



•

•

•

•

2.1 Details of Site(s) (Name of site, physical address, contact

details, contact person)

2.2 Details of how sites were selected

2.3 Details of investigators and staff (Investigators, staff, number

of staff, names, qualifications, experience)

2.4 Details of capacity of site(s):

(site facilities, equipment, emergency facilities, other relevant

infrastructure and investigator work load documents)

2.5 Details and evidence of competence of the laboratories:

• Collection and processing of samples for shipping to

centralised testing facilities (include conditions of shipping)

• Bedside/point-of-contact testing and details of training of staff

• Screening and safety testing of clinical samples during the

trial

• Specialised end-point testing (virology, immunology, cytokine

analysis)



•

•

•

•



•

•

•

2.5 Details and evidence of competence

of the laboratories:

• Collection and processing of samples for

shipping to centralised testing facilities

(include conditions of shipping)

• Bedside/point-of-contact testing and details

of training of staff

• Screening and safety testing of clinical

samples during the trial

• Specialised end-point testing (virology,

immunology, cytokine analysis)



•

•

•



•

•

•



IP information all in one place… section 4

4.8 Estimated Quantity of Trial Material (each drug detailed 
separately) for which exemption will be required (including
overage and justification for overage if above 20 %)

•

•



•



• 4.10 Details of drugs supply management and accountability 
(receipt of drugs from supplier, storage, dispensing, 
packaging and labelling of Investigational Product)

•

•

•



•

•
5.1Disease / problem in South African context (e.g. local

epidemiology)

5.2Overall rationale for the study summarised

5.3Rationale for the study in the South African context



•

•

•

•



•



•

•



•

•

•



•

•

•

•



•
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