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HEALTH RESEARCH ETHICS COMMITTEE 1 AND 2 

APPLICATION FORM: REGISTRATION OF A DATABASE, 
REGISTRY OR REPOSITORY

(INFORMATION SHOULD BE TYPED)

Researchers must ensure that they use the current version of the HREC application form for registration of database, registry or repository at www.sun.ac.za/rds.  Applications on outdated HREC application forms will be rejected.

	DATABASE
	Databases are collections of information, i.e. data, arranged for ease of search and retrieval. Databases may be maintained electronically or as paper-based systems.
	

	REGISTRY
	Registries or data banks are collections of information or databases whose organisers: Receive information from multiple sources; maintain the information over time; control access to and use of the information by multiple users or for multiple purposes which may change over time.
	

	REPOSITORY
	Repositories collect, store and distribute human materials for research purposes e.g. blood, urine, faeces, bone marrow and cell aspirates.
	


N.B. This application is only for the registration of your database, registry or repository. Separate applications should be made for any research which plans to use the contents of this database, registry or repository.
	SECTION 1:  NAME OF DATABASE, REGISTRY OR REPOSITORY

	

	SECTION 2:  DETAILS OF APPLICANT/PRINCIPAL INVESTIGATOR

	Title, First name, Surname: 


	SU number:
	PROJECT ID NUMBER

(HREC office use only)



	Professional Status:

	University DIVISION:

	University DEPARTMENT:

	Complete Postal Address:

	Telephone No:
	E-mail address:


	SECTION 3:  DETAILS OF COLLABORATING INVESTIGATORS

	Name and Title
	Position and role
	Division AND Department

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	SECTION 4:  DETAILS OF SUB-INVESTIGATORS

	Name and Title
	Position and role
	Division AND Department

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	SECTION 5: Is it a public or private database?

	

	SECTION 6: Type of data/specimens to be stored.

	

	SECTION 7: briefly describe the source(s) of specimens and how participants will be recruited to donate their  

                     specimens.

	

	SECTION 8: Objectives of the database, registry or repository. Explain how it will benefit scientific research and development.

	

	SECTION 9:  Location of the database, registry or repository

	

	SECTION 10:  Infrastructure and staffing

	

	SECTION 11:  Will informed consent be obtained? If yes, attach a copy of the ICF.  Provide justification if consent will not be obtained.

	

	SECTION 12:  Briefly describe how the participants privacy and confidentiality will be safeguarded. Will the 

      procedures be in compliance with  POPI?

	

	SECTION 13:   For what period will the data/specimens be stored and how will it be destroyed?

	

	SECTION 14:  Will participants be able to withdraw their data/specimens? If no, give reasons.

	

	SECTION 15:   Who is funding the establishment and the maintenance of the database, registry or repository?

    State the approximate budget for setup and operational costs. (Detailed budget may be added as an attachment)

	

	SECTION 16:  Who will have access to the the database, registry or repository? How wil access be obtained?

	

	SECTION 17:   If you anticipate exporting samples/data to other site(s), locally or internationally, please provide a justification for this. Note: Attach draft Material Transfer Agreement (MTA).

	

	SECTION 18:  Briefly outline your benefit and information sharing strategies. Indicate particularly how participating   communities will benefit.

	

	SECTION 19: Registration, compliance and accreditation

	Department of Health
	
	GLCP
	

	SANAS
	
	Other (specify)


	

	SECTION 20: SIGNING OF APPLICATION

	Applicant
	Head of Division

	……………………………………….

Print name

……………………………………….

Signature 

……………………………………….

Date


	……………………………………….

Print name

……………………………………….

Signature 

……………………………………….

Date




Kindly see overleaf for required documentation to accompany all applications.

The following documentation must accompany all applications:

	DOCUMENTS REQUIRED FOR ALL SUBMISSIONS

	How to submit an ethics application for DATABASE, REGISTRY OR REPOSITORY:

1. 1 hard copy of full application
· Submit to Elvira Rohland, room 5008, 5th floor, teaching block, Faculty of Medicine and Health Sciences
AND
2. 1 electronic copy of full application
· Submit in one email to ethics@sun.ac.za  
· Submit the SOP and any other documents created in Microsoft word as either word documents or .pdf files
· Submit documents as individual .pdf files 
     e.g. one .pdf file for the application form, 
     one .pdf file for each declaration letter, one .pdf file for each CV, etc.
· Submit a scanned .pdf file of each signed document

	1. Application form

	2. Standard Operating procedures (SOP) of database, registry or repository (if applicable)

	         If a Protocol/Standard Operating procedures/Policy document is available a copy thereof should be submitted.

	3. Participant Information and Consent Form (ICF) (if applicable)

	The ICF can be submitted in either English or Afrikaans. Once the requested changes, if any, have been made, then the HREC requests the researcher to submit translations in English, Afrikaans and Xhosa, along with a translation certificate or letter of authenticity.

Note: if it has been decided that translated consent forms are not necessary for the particular application, then the applicant is required to specifically justify this.

	4. Short Curriculum Vitae (CV) of all investigators

	Submit a short CV for the principal investigator, co-investigators, and sub-investigators.

Each CV should not comprise more than 2 pages.

	5. Investigator Declaration for all investigators

	Complete and sign and “investigator declaration” and declare any conflict of interest for the principal investigator, co-investigators, and sub-investigators.

	6. Budget & Financial contract

	Submit a budget and financial contract (if applicable i.e. external funding).

	7.      Supporting documents (if applicable)

	          Proof of South African Good Clinical Practice (GPC) training.

	8.      Research Protocol (if the majority of samples will be acquired primarily for one research project).

	9.      Flow chart depicting the process of specimen accrual and release.

	10.    Template application form for access to data and/or specimens.

	11.    Draft Material Transfer Agreement (MTA), if relevant.
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