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According to the South African Department of Health (2015) Ethics in Health Research Guidelines, studies involving human cell lines are considered human research and therefore requires Human Research Ethics Committee (HREC) approval prior to commencing the work. 
Blanket approval’ for use of commercially available cell lines is not permitted in terms of these guidelines. It is important to protect the privacy of the donor from whom a cell line was derived and to respect the terms of any consent for sample use. 
	Our website address: https://health.uct.ac.za/home/human-research-ethics


	Please note. 
· This form is only for applications involving the use of existing human cell lines (e.g. HeLa etc) for health-related research.
· If the study/use of cell lines involves research with humans, uses human-derived data and/or it is the intention to create a cell line specifically for a research study or creation of cell lines from tissues you have isolated from human participants, then the FHS013 ethics application form should be completed. 
· Research studies that include cell lines in addition to other research requiring HREC approval should complete this form in addition to any other relevant application forms.
· Note: Faculty Biosafety Committee approval is required for all projects involving biohazardous material that poses a real or potential risk to human health and/or the environment. This may involve inter alia genetic manipulation, toxin expression or exposure to human or animal pathogens. Please consult with the Faculty Biosafety Committee and submit any relevant applications. 

	
THIS APPLICATION FORM SERVES TWO FUNCTIONS: 
1. CLEARANCE OF INDIVIDUAL RESEARCH PROJECTS INVOLVING HUMAN CELL LINES (SECTION A) 
2. APPROVAL OF SPECIFIC HUMAN CELL LINES FOR FUTURE USE IN AS YET UNDEFINED PROJECTS - to expedite future Section A applications (SECTION B) 

FOR EACH APPLICATION, PLEASE COMPLETE EITHER SECTION A OR SECTION B.

NOTE: ALL INDIVIDUAL RESEARCH PROJECTS UTILISING CELL LINES MUST OBTAIN CLEARANCE SEPARATELY AND COMPLETE SECTION A (ONE RESEARCH PROJECT PER FORM)

While previous Section B approval of cell lines may expedite applications, it does not preclude the requirement for individual projects to submit Section A applications. 








	SECTION A: FOR CLEARANCE OF INDIVIDUAL RESEARCH PROJECTS INVOLVING CELL LINES (Approvals may also be used to expedite future applications using the same cell lines)

EACH RESEARCH PROJECT MUST SUBMIT A SEPARATE APPLICATION 
Please attach a copy of the research protocol to this application

	1. Protocol Title




	Study title
	

	2. Principal Investigator(s)

	Note: 
· The PI or Co-PI must be a UCT affiliated person.
· For all student research, the main supervisor must be listed as the PI 

2.1 UCT Principal Investigator – (PI)

	Title, First name, Surname
	

	Department/Division
	

	Phone
	

	Email address
	




	2.2 Collaborators 
Note: Staff and students involved in a research project using human cell lines must be listed as collaborators. For students, please also indicate level of study e.g., undergraduate, Masters, PhD etc

	Title, First name, Surname
	Department/Division
	Email

	
	
	

	
	
	

	
	
	

	
	
	




	2.3 Is this protocol for degree purposes? (tick )


	  Yes
	  No 

	If yes, please specify:

	Type of degree/level of study
	

	Student’s title, first name, surname
	

	Student’s email
	



	2.4 Supervisor(s)

	Title, First name, Surname
	Department and University
	Email

	
	
	

	
	
	




3. Purpose of application
	3.1 What is being requested? (tick )

	  Ethics approval for use of commercially/widely available human cell lines (please complete section 4.1 below)
	  Ethics approval for the use of cell lines developed from human tissue for a specific purpose/study, such as a primary cell line (please complete section 4.2 below)




4. Description of the cell lines to be used in this research project.
· If a cell line has been previously approved by the HREC for use, please enter only cell line name, cell line approval/registration number and attach copies of the approvals.
· For cell type and description, please provide relevant details e.g., for Ramos cells: B lymphocyte cell line derived from a 3-year-old, White, male patient with Burkitt Lymphoma (American)  

	4.1 Commercially/Widely Available Human Cell Lines (Add rows as required)
* For cell lines previously approved/registered, please complete first two columns only (Name of cell line, HREC registration number).   For any cell lines not previously approved/registered, full details should be provided below

	[bookmark: _Hlk104326943]*Name of cell line
	*HREC cell line approval number (if applicable) 
	Cell type and description 
	Source (supplier/ company from which cells were obtained)
	Cell acquisition e.g. surgical sample, biopsy donation (if known)
	Have cells been anonymised? Y/N
	Was any consent documented? 
If so, provide details

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	













	4.2 Use of Human Cell Line Derived from Human Tissue for a Particular Study/Purpose 
For additional cell lines, please add additional rows


	This section should be completed ONLY if it is the intention to use existing cell lines derived previously for a particular study/purpose for your research. If creating human cell lines for the first time, a formal ethics application should be completed using the FHS013 form.

	* For previously approved/registered cell lines, please complete Name of cell line and HREC registration number in the table below and provide copies of approvals. For cell lines not previously approved/registered, full details should be provided.

	*Name of cell line
	
	Have cells been anonymised? Y/N
	

	*Previous HREC cell line approval number 
(if applicable)
	
	

	HREC research protocol approval under which cell line was derived (HREC number and title)
	

	Cell type and description, including anatomical site
	


	Source (supplier / provider from whom cells were obtained)
	


	Details of sample acquisition 
e.g., left over tissue from routine operation, biopsy for routine purposes /specifically for research purposes 
	

	Will demographic /clinical information be linked to the cell line? (Y/N, if yes please provide details below)
	Y/N

	
	

	



	Details of consent obtained (please attach consent forms)
Please discuss permissions for acquisition of samples, creation of cell line, storage & future use, approved type of research, sharing of cells and  declaration of genetic risks (if applicable)

	









     











	5. Motivations for ethics clearance (for cell lines not previously approved)

	The HREC may consider ethics approval for the use of de-identified human somatic cell lines that already exist where:
a. known consent terms will be adhered to.
b. the identity of the participant is unknown.
c. no attempt will be made to identify the participant.
d. it is unlikely that the identity of the participant will be revealed by the research.

The HREC may consider ethics approval for the use of identified human somatic cell lines where:
a. the cell line is identified and in the public domain.
b. it is not possible or practicable to get consent.
c. consent terms will be complied with.
d. the research is unlikely to cause harm.
Note: For human cell lines derived from human tissue for a particular study/purpose:
· Written informed consent should have been obtained from each participant before cell lines are derived.
· The consent/assent form should have been submitted to the HREC for approval prior to collecting samples for cell line derivation. 
· If the patient is deceased or otherwise unable to consent, permission should have been obtained from a legally authorized representative or family member. 
· Any waiver of informed consent will require an adequately motivated justification.                          

	




























SECTION B: APPLICATION FOR APPROVAL OF SPECIFIC CELL LINES FOR FUTURE USE IN AS YET UNDEFINED PROJECTS (to expedite future Section A applications)

· Once approval has been obtained, please ensure that relevant researcher(s) in your lab/ the lab manager have copies of the HREC Section B approvals and any previous Section A approvals, and that the list of approved lines is kept centrally for easy reference. 
· While previous approvals of cell lines should expedite applications, it does not preclude the requirement for individual projects to submit Section A applications.

	HREC office use only 

	  Section B list of cell lines approved

	This serves as notification that all cell lines described below are approved.

	Signature HREC Chairperson / Designee  
	
	Date
	




1. Applicant (for Section B application) - Must be a UCT staff member
	Title, First name, Surname
	

	Role in lab
	

	Department/Division
	

	Phone
	

	Email address
	

	

	Signature of Applicant
	
	Date
	



2. Purpose of application
	2.1 What is being requested? (tick )

	  Approval for use of commercially/widely available human cell lines (please complete section 3.1 below)
	  Approval for the use of cell lines developed from human tissue for a specific purpose/study (such as a primary cell line) (please complete section 3.2 below)


                                     
3. Description of the Cell lines to be approved.
For Cell type and description, please provide relevant details e.g., for Ramos cells: B lymphocyte cell line derived from a 3-year-old, White, male patient with Burkitt Lymphoma (American)  





3.1 Commercially/Widely Available Human Cell lines to be registered. 

	Name of cell line
	Cell type and description 
	Source (supplier/ company from which cells were obtained)
	Cell acquisition e.g. surgical sample, biopsy donation (if known)
	Have cells been anonymised? Y/N
	Was any consent documented? 
If so, provide details

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



	3.2 Registration of Human Cell Line Derived from Human Tissue for a Particular Study/Purpose 
For additional cell lines, please add additional rows

	This section should be completed ONLY if it is the intention to use existing cell lines derived previously for a particular study/purpose for your research. If creating human cell lines for the first time, a formal ethics application should be completed using the FHS013 form.


	Name of cell line
	
	Have cells been anonymised? Y/N
	

	HREC research protocol approval under which cell line was derived (HREC number and title)
	

	Cell type and description, including anatomical site
	


	Source (supplier / provider from whom cells were obtained)
	


	Details of sample acquisition 
e.g., left over tissue from routine operation, biopsy for routine purposes /specifically for research purposes etc.
	

	Will demographic /clinical information be linked to the cell line? (If yes, please provide details below)
	Y/N

	
	

	



	Details of consent obtained (please attach consent forms)
Please discuss permissions for acquisition of samples, creation of cell line, storage & future use, approved type of research, sharing of cells and declaration of genetic risks (if applicable)

	






	4. Motivations for ethical clearance of cell lines described in Section B 

	 Please see criteria described under Section A, part 5 above.

	










	Declarations and signatures



	Principal Investigator

My signature confirms that:
1. Information in this application is true and accurate.
1. I will begin the research only after written HREC approval is obtained.
1. I accept full responsibility for the conduct of this research and the protection of participants’ rights and welfare.
1. I will conduct the research according to all ethical, regulatory and legal requirements stipulated in the HREC’s Standard Operating Procedures; as well as national and international guidelines/regulations.
1. I will provide a final closing report at the end of the research.
1. I will notify the HREC in writing if additional cell lines are to be included in the research and await approval before proceeding with the proposed change.
1. I will allow an audit of my research if requested by the HREC.
1. I have the time, training, experience and resources to oversee this research.
1. I will endeavour to publish and disseminate the findings of the study.

	Signature of 
Principal Investigator
	
	Date
	

	Print name
	




	Student supervisor (if research is for a degree)

My signature confirms that:
1. The student researcher has adequate training and resources to complete the research in the allocated timeframe.
1. The research has scholarly merit.
1. 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.
1. I have time, training, experience and resources to oversee this research. 
1. I will meet the student on a regular basis to monitor progress and address any problems that may arise during the study.
1. I will ensure that the research undergoes continuing review as required by the HREC, including amendments regarding use of additional cell lines and a final closing report at the end of the research.
1. 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
	



	Student (if research is for a degree)

My signature confirms that:
1. Information in this application is true and accurate.
1. I will begin the research only after written HREC approval is obtained.
1. I accept full responsibility for the conduct of this research and the protection of participants’ rights and welfare.
1. I will conduct the research according to all ethical, regulatory and legal requirements as stipulated in the HREC’s Standard Operating Procedures.

	Signature of Student
	
	Date
	

	Print name
	




Application Checklist
	The following documents are required.
	Tick

	1. Completed FHS036 application form for research involving cell lines
	

	2. Protocol (Section A applications only)
	

	3. Informed consent forms that were used for cell acquisition (if applicable)
	

	4. Copies of previous approvals of cell lines in this application (if applicable)
	



 
	Please submit in the following way
	· Electronic copy of your submission to be emailed to: 
hrec-submissions@uct.ac.za
· The email subject line must be clearly stated as follows: Cell line application – and PI name 
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