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FACULTY OF HEALTH SCIENCES


Human Research Ethics Committee

Form FHS013: New protocol application form – section A

Researchers must ensure that they use the current version of the application form on the Administrative Forms web page
	1. General information

	Protocol number (if applicable) & Protocol title
	


	2. Investigator(s) profile

	UCT’s principal investigator (PI)

	Title, first name, surname
	

	Department/Division
	

	Phone
	

	Email address
	

	Office Internal Mail Address


	

	Registration with HPCSA (tick √)
	(  Yes
	(  No
	Registration #
	


Note: 
· If a non-medically trained PI is overseeing research which involves medical procedures, the application must include a medical doctor registered with the HPCSA as a co-investigator.
· The research must have a UCT-based principal investigator, co-investigator or supervisor.

	2.2 Co-investigator(s)

	Title, first name, surname
	Department/Division
	E-mail

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	2.3 How many of the following does the PI currently oversee? 

(Total number for all research projects)

	Open research studies
	
	Sites (excluding this application)
	

	Co-investigators
	
	Number of participants
	


	2.4 What is the PI’s role in authoring this protocol?  (tick √)

	Primary author
	

	Collaborator
	

	None (developed by sponsors)
	


	2.5 Are there any publication restrictions on the research?

	(  No
	(  Yes

	If yes, please describe and justify:

	


	3. Protocol profile

	3.1 Has this protocol been submitted to another Human Research Ethics Committee? (tick √)

	(  No
	(  Yes

	If yes, please complete:
	Name of Institution
	Outcome

	
	
	

	
	
	

	
	
	

	
	
	


	3.2 To your knowledge, has this protocol been rejected by another HREC? (tick √)

	(  No
	(  Don’t know
	(  Yes

	If yes, please provide the reasons:

	


	3.3 Is this application similar or related to research previously approved by this Committee? (e.g. a sub-study, follow-up study, earlier phase trial)? (tick √)

	(  No
	(  Yes

	If yes, please complete:
	REC REF no.
	Project title

	
	
	


	
	
	


	3.4 Is this protocol for degree purposes? (tick √)

	(  No
	(  Yes

	If yes, please specify:

	Type of degree
	

	Student’s name and e-mail
	

	Supervisor’s name and e-mail
	

	Department and University
	


	3.5 Does this protocol comply with the Helsinki Declaration of 2008? (tick √)

	(  No
	(  Yes

	If no, please explain with full justification

	


	3.6 Does the protocol provide insurance for research-related adverse events (tick √)

	(  NA (e.g. minimal risk research, medical record review)

	(  No
	(  Yes

	If yes, please describe:

	ABPI-compliant corporate insurance policy
	

	UCT’s no-fault insurance policy
	

	Other. Please specify
	

	


	3.7 Does the protocol comply with UCT’s intellectual property rights policy? (tick √)

	(  Yes
	(  No

	If no, please justify

	


	
	4. Funding and grant information    (No funding/sponsor ( skip to Q. 5)

	4.1  Funding source 
	(tick √ at least one)                                       
	Ethics Review Levy – cost including vat

	UCT (e.g. departmental funding) 
	
	R0

	Grant Funding Organizations (e.g. MRC, NRF, CANSA,)
	
	R0

	Federally funded / Foundation sponsored / Private Institutions (BELOW R1m)
	
	R5 700

	Federally funded / Foundation sponsored / Private Institutions (ABOVE R1m)
	
	R11 400

	Pharmaceutical / Industry Driven company sponsors an investigator to conduct a new research project
	
	R22 800

	Pharmaceutical / Industry Driven Additional Clinical Site / Extension study 
	
	R11 400


Note: the HREC does not have the authority to waiver the ethics review levy. If a waiver is required, please contact Mr Salie Nassiep, the Research Management Accountant in the Faculty of Health Sciences (021 406 6409) email: salie.nassiep@uct.ac.za
	4.2 What is the total sponsorship/funding for this protocol?
	


	4.3 Into what entity will the funding be paid?


	

	4.4 Ethics review levy (Clinical & Industry-sponsored research only)

	For invoicing purposes, please provide:

	Sponsor’s name
	

	Contact person
	

	Address
	

	Telephone number
	


	4.5 Where applicable, has the PI negotiated an agreement with the hospital or other health or laboratory services to cover the costs of interventions/ procedures/ investigations performed solely for research purposes? (e.g. extra MRIs, CT scans, diagnostic tests, prolonged hospitalisation, use of non-research staff to collect research-related data or perform research-related procedures) (tick √)

	(  NA 
	(  Yes
	(  No

	If no, please explain how research costs will be recovered

	


Note: a summary budget must be attached in the appendices.
	5. Characteristics of the protocol

	5.1 Category of research

Please select an appropriate category for your protocol. If the protocol falls in more than one category, please designate a primary and secondary category by entering a ‘1’ and a ‘2’.



	Medical intervention/ clinical trial (e.g. drugs, devices, innovations)
	

	Behavioural/ psychosocial interventions (e.g. comparison of counselling programmes)
	

	Epidemiology/ observational study (e.g. survey, prevalence, case control, cohort studies)
	

	Quality improvement
	

	Testing new technologies
	

	Medical record review, audit
	

	Establishment of a specimen repository, medical data base/ registry
	

	Clinical laboratory studies
	

	Clinical laboratory studies (DNA related)
	

	Qualitative research (e.g. focus groups, in-depth interviewing, ethnography)
	

	Pilot study
	

	Other. Please describe:
	


	5.2 Category of participants
	(  Adults
	(  Minors (<18 years). Please specify age range: 


	5.3 Estimated number of participants
	


	5.4 Estimated duration of the study

	


	5.5 Location(s) of the study:

	


	5.6 Will non-English speaking participants be enrolled in the study? (tick √)

	(  NA
	(  No
	(  Yes


If yes, please tick √ what measures will be used to promote participants’ and families’ understanding:

	Written translation of consent/ assent forms into Afrikaans
	

	Written translation of consent/ assent forms into Xhosa
	

	Use of trained translator(s)/ interpreter(s)
	

	Other. Please specify below and describe how the investigators intend to explain the study to potential participants and ensure their understanding:

	


	5.7 What measures will be taken to protect confidentiality (tick √)

	Paper-based records will be kept in a secure location and only accessible to personnel involved in the study
	

	Computer-based records will only be available to personnel involved in the study through the use of access privileges and passwords
	

	Personnel will be required to sign statements agreeing to protect the security and confidentiality of identifiable information
	

	Personal identifiers will be removed from research-related information
	

	Encryption
	

	Audio and/ or video recordings will be transcribed and then destroyed to eliminate identification of participants
	

	Use of pseudonyms
	

	Participants in focus groups will be advised that confidentiality cannot be assured
	

	Other. Please specify:
	


	6. Clinical trials

	This section must be completed only if the research involves a clinical trial of drugs/ medicines, herbal, complementary or indigenous therapies; therapeutic devices; an innovative therapy or intervention; off-label use or a departure from standard treatment or care.

The SA GCP Guidelines (2006) define a clinical trial as any investigation in human participants intended to discover or verify the clinical, pharmacological and/or other pharmacodynamic effects of an investigational product(s), and/or to identify any adverse reactions to an investigational product(s) and/or to study absorption, distribution, metabolism and excretion of an investigational product(s) with the objective of ascertaining its safety and/or efficacy.

	Is this protocol a clinical trial (tick √):
	(  Yes
	(  No  (If no, please go to Q.7)


	6.1 Is the product registered with the Medicines     Control Council (MCC)? (tick √)
	(  Yes
	(  No

	If yes, please provide the registration number
	

	If no, is the MCC’s letter for use of an unregistered medicine attached?
	· Yes
· No

· Application submitted

	If registered, will the product be studied for an indication different to that approved in the SA package insert?
	(  Yes
	(  No

	If registered, will the product be studied using a dose different to that approved in the SA package insert?
	(  Yes
	(  No

	If registered, will the product be studied using a formulation different to that approved in the SA package insert?
	(  Yes
	(  No

	If registered, will the product be studied using a route of administration different to that approved in the SA package insert?
	(  Yes
	(  No


Note: 
If yes to any of the above, MCC approval is required.
	6.2 Does the study involve an FDA-monitored product (drug, device or biological)? (tick √)
	(  Yes
	(  No


	6.3 Is this trial registered with the South African Clinical Trial Register?


	(  Yes
	(  No  

	If yes, please provide the registration number
	

	If no
	(  Application submitted


	6.4 Does this trial comply with the Guidelines for Good Practice in the Conduct of Clinical Trials with Human Participants in South Africa, 2nd Edition, 2006? (tick √):

	(  Yes
	(  No  

	If no, please justify

	


	6.5 Is the PI covered by professional liability insurance? (tick √):
	(  Yes
	(  No  

	If yes, please provide Medical Protection number
	


	6.6 Trial design (tick √ all that apply) 

	( Placebo-control 
	Please justify use of a placebo:


	( Phase I

            ( Phase II

         ( Phase III

        ( Phase IV


( Single centre
                       ( National multi-centre

              ( International multi-centre

( Open label/ roll-over/ extension study. (If yes, a summary of the main findings, including safety and efficacy data, from the previous study must be included in the appendices. This is a requirement for HREC review.)


	6.7 Is the PI free to publish the findings of this trial?  (tick √)
	(  Yes
	(  No  

	If no, please describe the conditions of publication.
	



	7. Statement of conflict of interest

	The PI is expected to declare any existing or potential conflict of interest that may affect the scientific integrity and ethical conduct of this research. For purposes of this section, ‘immediate family’ means the PI’s spouse or domestic partner and dependent children.  Please tick √ all that apply:

	I, or any member of my immediate family, do not have any interest related to this research (e.g. financial interest in the sponsor of the research or intervention being tested.)
	

	I, or any member of my immediate family, do not have a proprietary interest in the product being tested in this research (e.g. patent, trademark, copyright, licensing agreement).
	

	I, or any member of my immediate family, do not have any relationships related to this research (e.g. board membership, consultative, executive, employment) or any entity with an ownership interest in the research other than the relationship of sponsor-investigator.
	

	As Principal Investigator of this research I am aware of a potential conflict of interest. Please describe and provide a plan to manage the conflict of interest in the space below:
	

	


	8.
Declarations and Signatures

	This application will not be processed unless all the required declarations and signatures are completed according to the Committee’s Standard Operating Procedures.

	8.1 Head of Department or Division

My signature confirms that:
i. The researcher(s)/student(s)/supervisor(s) have the skills, training, experience and time to undertake this research.

ii. There are adequate resources (e.g. equipment, space, support services) to perform this research.

	Signature of Head
	
	Date
	

	Print name
	


Note: Where the PI is also Head of Department, confirmation must be obtained from an authorised designee. PIs may not approve their own research.
	8.2 Chairperson of the Departmental Research Committee (DRC) 

My signature confirms that:
i. This research has undergone peer review by a person(s) experienced in the field of study.

ii. This research is well-designed and scientifically sound.

iii. Where relevant, all methodological issues have been resolved to the satisfaction of the peer reviewer(s).

iv. If conducted according to the protocol, this research is expected to yield valid and useful findings.

	Signature of Chairperson
	
	Date:
	

	Print name
	


Note: Where the PI is also the Chairperson of the DRC, confirmation must be obtained from an authorised designee. PIs may not approve their own research.

	8.3 Student supervisor  (if research is for a degree)

My signature confirms that:

i. The student researcher has adequate training and resources to complete the research in the allocated timeframe.

ii. The research has scholarly merit.

iii. The level of risk inherent in the study is commensurate with the student researcher’s experience and the extent of oversight that I will provide.

iv. I will meet the student on a regular basis to monitor progress and address any problems that may arise during the study.

v. If applicable, I will ensure that the research undergoes continuing review as required by the HREC.

vi. If applicable, I will ensure that the student researcher reports unanticipated problems or serious adverse events to the HREC.

vii. I will arrange for an alternative faculty supervisor to take responsibility for this research during periods of absence such as sabbatical or annual leave.

	Signature of Supervisor
	
	Date:
	

	Print name
	


Note: The supervisor and student researcher are jointly responsible for the ethical conduct of this research from inception to dissemination of findings.
	8.4 Principal investigator
My signature confirms that:
i. Information in this application is true and accurate.

ii. I will begin the research only after HREC approval is obtained.

iii. I accept full responsibility for the conduct of this research and the protection of participants’ rights and welfare.

iv. I will conduct the research according to all ethical, regulatory and legal requirements laid down in the HREC’s Standard Operating Procedures.

v. I will provide progress reports to the HREC as requested, including a final closing report at the end of the research.

vi. I will notify the HREC in writing if any change to the research is proposed and await approval before proceeding with the proposed change except when urgently necessary to protect participants’ safety.

vii. I will notify the HREC in writing immediately if any adverse event or unanticipated problem occurs during the research.

viii. I will allow an audit of my research if requested by the HREC.

ix. I have the time, training, experience and resources to oversee this research.

	Signature of PI
	
	Date:
	

	Print name
	


	New protocol submission checklist

	Please ensure that all the applicable sections are fully completed and included in the submission. Missing information will delay the review process as the application will be returned to the PI. Sections A-C must be included. Instructions for submission of new applications are posted on the HREC website.

	Have you included?
Number of Copies

Full Committee Review

Expedited Review

□ Section A: New Protocol Application Form

3

2

□ Section B: Synopsis

35
2

□ Section C: Research Protocol

3

2

□ Appendices (as applicable):

3

□ Sponsor’s protocol

3

2

□ NIH or other US federal grant application (if PI is primary awardee)

3

1

□ Investigator’s brochure and package inserts

3

NA

□ Surveys, questionnaires, interview schedules

3

2

□ Recruitment materials: advertisements, flyers, posters

3

2

□ Materials for participants: diaries, patient identification cards

3

2

□ Consent and assent forms (English versions)

35
2

□ Letters of authorisation from institutions such as hospitals, clinics and schools

3

2

□ A summary of Phase III efficacy and safety data if this is an application for an open label or extension study

3

NA

□ Budget summary

3

2

□ MCC letter of approval, if available

3

NA

□ If an application has been submitted to the MCC, a copy of Section 13 (Ethical Issues) extracted from the CTF1 application form

3

NA

□ In the case of clinical trials, PI’s declaration, CVs and GCP certificates for PI and co-investigators

□ Other relevant documentation




	Please submit the completed protocol together with an electronic copy to:


	Mrs Lamees Emjedi

Research Ethics Committee

E 52 Room 24, Old Main Building, Groote Schuur Hospital, Observatory

Telephone: 
27 21 406 6338

Fax: 


27 21 406 6411

Email: 

nosi.tsama@uct.ac.za and shuretta.thomas@uct.ac.za 




7 October 2010 
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