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FACULTY OF HEALTH SCIENCES


Human Research Ethics Committee

Form FHS013hlp: New protocol application and submission instructions for researchers

	Instructions

	· Forms to be downloaded from the Administrative Forms web page at http://web.uct.ac.za/depts/sapweb/forms/forms.htm     

· Please do not include these instructions in your submission.


New Protocol Application

Researchers submitting a new application to conduct human research must complete a New Protocol Application Form (Section A), write a Synopsis (Section B) and prepare a detailed Research Protocol (Section C). Additional documentation must be included in the appendices. Forms, pointers on how to complete each section and general guidance on HREC policies and specific research ethics issues are available on the Administrative Forms web page.
· New Protocol Application Form: Section A
· Preparing a Synopsis: Section B — Pointers for Researchers
· Research Protocol: Section C

· Preparing the Research Protocol — Pointers for Researchers
· Eligibility for Expedited Review of US Federally-funded Research — Pointers for Researchers

· Human Research Ethics Committee Standard Operating Procedures

Researchers must use the current version of the application form on the Administrative Forms web page.
	Number of Copies
	Full Committee Review
	Expedited Review

	Section A: New Protocol Application Form
	3
	2

	Section B: Synopsis
	32
	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)
	32
	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


	Please submit completed application (hand-delivered or registered mail) plus an electronic version 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

E-mail:          nosi.tsama@uct.ac.za or shuretta.thomas@uct.ac.za 



Post Submission Guidance
Responding to the Committee’s Feedback
· Copy or restate the question or concern and then provide a detailed and thoughtful response. Incomplete responses are likely to trigger a repeat query from the reviewer.

· Address all points and queries, using examples, references and hard data where necessary.

· If a reviewer’s feedback is unclear or ambiguous, contact the HREC staff and request clarification. If you disagree with a comment or recommended change, provide your rationale.

· If the response requires a change in study procedures or design, revise the protocol, recruitment materials and information sheets/ consent forms accordingly.

· If your response requires revisions to the protocol and consent documents, submit copies with changes highlighted in bold or italics on the paper copy so the reviewer can immediately determine where and what changes have been made.

· Proofread the final versions for grammatical, typographical and formatting errors.

Annual Progress Reports (Continuing Review of Ongoing Research)
In line with international and national regulatory and ethical requirements, the HREC must review active research at least annually. The PI is responsible for submitting an annual progress report to the HREC in a timely manner before the approval period for the study expires. The HREC has the authority to suspend or terminate research which does not comply with annual reporting requirements. The following forms and guidance are available on the web page:
· Annual Progress Report

· Annual Progress Report ( Pointers for Researchers

· Annual Progress and Study Closure Report for Records Reviews, Audits, Collection of Biological Specimens, Repositories, Databases or Registries

· Study Closure Report

· Human Research Ethics Committee Standard Operating Procedures

Active Protocols
All changes to research protocols, including for example information/consent documents, advertisements, and study instruments must have HREC approval prior to implementation except where necessary to eliminate immediate hazards to enrolled participants. The following forms and guidance are available on the web page:
· Amendment Form
· Amendment Form ( Study Staff

· Amendment Form ( Pointers for Researchers

· Internal Adverse Events or Unanticipated Problems Reporting Form

· Preparing an Internal Adverse Events or Unanticipated Problem Reporting Form ( Pointers for Researchers

· Study Deviation Form

· Study Exception Form

· Study Exceptions and Study Deviations ( Pointers for Researchers

· Reporting Form for Safety Information: Investigator Brochure, Safety Information, DSMB Report, Hold on Study Activity

· Human Research Ethics Committee Standard Operating Procedures

7 October 2010
      
Page 1 of 2                                                                      FHS013hlp

[image: image1.png]