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Please refer to the “South African Good Clinical Practice Guidelines 2006 “ – www.doh.gov.za  documents  /  Fact sheets/guidelines  /  Norms, standards, instructions
APPLICATION TO CONDUCT RESEARCH
: 
HOSPICE PALLIATIVE CARE ASSOCIATION OF SA
(Registration No. : REC-250408-005)

1. General Information

Protocol title:

Date:

Amendments:

Amendment number(s):



Date(s):

Name of Principal Investigator :

HPCSA (or other statutory South African Health Council) registration no. :

(copy of current registration to be attached to this form)
Address and contact details of Principal Investigator:

Qualifications of Principal Investigator :
If the study is for degree purposes, please complete the following sections :

Name of Student and Student number :

HPCSA (or other statutory South African Health Council) registration no. :

(copy of current registration to be attached to this form)

Degree for which study is being undertaken :

Contact details :

Name of Supervisor:

HPCSA (or other statutory South African Health Council) registration no. :

(copy of current registration to be attached to this form)

Address and contact details of Supervisor:

Qualifications of Supervisor :
Name and title of person authorized to sign protocol and protocol amendments:

Name and title of investigator(s) responsible for conducting the research:

Address(es) of principal investigator and research site(s):

Telephone number(s) of principal investigator and research site(s):

Appendix 1 (a, b, c):

· Written curriculum vitae of principal investigator, co-investigators and other persons designated by the principal investigator to be responsible for some aspects of the study.

2. Proposal Summary

3. Background Information

Introduction

· Proposal title

· Description of reasons for conducting the research. 

· Why is this research important – to palliative care, to palliative care in South Africa, what might this research add to the body of evidence in palliative care? 

· Description of research setting and participants/population to be studied – brief background description to expand on site and participants described in Methods.

· A statement that the trial will be conducted in compliance with the protocol, GCP and the applicable regulatory requirement(s).

Literature review

· References to literature and data that are relevant to the research and that provide background for the research
.

4. Aim and objectives of research

· Aim: a statement of the purpose of the research (relates to title).

· Objectives: specific objectives of the research – these will guide you in identifying appropriate research methods (see below).

5. Methods

The scientific integrity of the research and the credibility of the data and conclusions drawn from the research depend substantially on the design of the research methodology.

A description of the methods should include:

- a description of the study design. A schematic diagram of study design, procedures and stages may be helpful;

- research site;
- study participants including selection, inclusion & exclusion criteria, sample size and age.

Data collection including data collection tools – validation and piloting; data collection methods, minimising bias and confounding factors; proposed data analysis, timing of interim analysis (if planned) procedure for dealing with missing data, compliance with ‘intention to treat’ i.e. reporting on all participants originally recruited.

Ethical considerations including comment on research amongst vulnerable populations and distress protocol. Include comment on secure handling of data and records, confidentiality of data, anonymity of participants and data storage.

6. Dissemination of final research report

Feedback to participants and study site

Report to HPCA and other sponsors

Conference presentation

Submission to journal for publication

7.  Budget

Costing of activities

State whether researcher/research site will carry the cost of research or identify funder

8. Timeframes 
Gantt chart

9. Appendices
Curriculum vitae of principal investigator and co-investigator 
Current registration certificate for HPCSA (or other statutory South African Health Council)
Participant information sheet, including contact details of researcher and contact details of HPCA REC administrator

Consent form – consider, if applicable, consent for children, proxy consent, legal representatives, deferred consent

Data collection tools

Distress protocol

10. Conflict of interest

      Please complete one of the following statements:

I, ………………………………………………………, declare that there is NO conflict of interest with regard to conducting this research.

Signed…………………………………………..   Date…………………………………….

OR
I,………………………………………………………., declare the following conflict of interest with regard to conducting this research :

funding



……………………………………………………………


intellectual property rights
……………………………………………………………


vested interest in outcomes 
……………………………………………………………


other



……………………………………………………………


Signed ………………………………………     Date…………………………………….

Signature : 
PRINCIPAL INVESTIGATOR /
Date: 


SUPERVISOR

An original completed signed application form, together with all attachments, 
must be sent to :

HPCA Offices, Suite 11a, Lonsdale Building, Lonsdale Way, Pinelands 7405 –

or P O Box 38785, Pinelands 7430

� SOURCE: ICH Guidelines for Good Clinical Practice





� Systematic Review: The research protocol should demonstrate knowledge of relevant literature.  





Systematic review has evolved over the past decade as a rigorous methodology for synthesising the results of primary research.  The process involves identification, appraisal and integration of the findings of published and unpublished studies, with the aim of drawing conclusions from the totality of relevant evidence.  All ethics committees must therefore:


Insist on a well-conducted systematic review of relevant existing research as a precondition for approving new research.


The review should provide convincing evidence that proposed research is necessary, that it will not expose patients to unacceptable risks or practices, and that it will not withhold care that is known to be effective.


Require that investigators make available to potential trial participants a summary of the finding of the systematic review before requesting their consent.  Both the possible benefits and the risks of treatment should be clearly stated.


Help to minimise bias resulting from non-publication of negative studies by 


(a) ensuring registration of clinical trials at inception and 


(b) requiring a written commitment from investigators to publish the results of trials
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