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INFORMED CONSENT FORM FOR STORAGE OF HUMAN BIOLOGICAL MATERIAL FOR RESEARCH PURPOSES

BIOMEDICAL RESEARCH ETHICS COMMITTEE, UNIVERSITY OF KWZULU- NATAL

[Name of Project]

The Document consists of two parts:

1. Information Document (Informing the participant about the storage of his/her additional and or residual biological material/s) and a 
2. Certificate of Consent (Record of the agreement)

INFORMATION DOCUMENT
INTRODUCTION

Start with a Greeting (do not refer to the participant as Dear Participant, Madam or any term that may be considered offensive). Invite the participant to participate in the research [specify]. Explain that the research requires taking biological material [specify, e.g. blood/ PBMC/tissue/ sperm/sputum/isolate etc.]. Explain that you [specify name and affiliation] are seeking permission to store either RESIDUAL (left over/unused) and or ADDITIONAL (extra tube/s) biological material/s. 
USE AND STORAGE 

Explain the purpose for storage. Explain that the biological material/s may be stored to confirm test results/ for additional testing/ for future review related or unrelated to the current research. Explain storage for possible future use in either the current research/research associated with the current research/not associated with current research or someone else's research/future unspecified research. Explain where [specify location/s and BIOBANKS/REPOSITORIES) the biological materials will be stored, the duration of storage [specify e.g. 5yrs, 10 yrs, indefinite etc] and who will have access to the material. If samples are being exported, inform the participant and explain the rationale for export. Inform the participants how often samples will be taken and the amounts/volume of samples to be stored. If genetic material (DNA/RNA) is being requested for storage a separate consent form is required.
BENEFITS 

Explain whether there may/may not be any direct benefits. Inform the participant if he/she will be informed of any new diagnosis or diagnostic test result/s that may influence making decision/s on managing his/her health.  Inform the participant that information obtained from stored samples may benefit others with similar conditions [specify e.g. HIV/AIDS; TB etc]. Inform the participant that the  samples may be used  for teaching and education, for public health surveillance, research, to generate new knowledge, for publications, presentations and or academic qualifications. Inform the participant if any benefits will accrue as a result of new discoveries, patents, diagnostic tests or any other commercial enterprise. Inform the participant that their sample will not be sold for profit.
RISKS
Briefly explain if there any risks when samples are stored and results of  yet to be discovered future  diagnostic tests. Inform the participant of researcher obligations in cases where the sample remains linked. These obligations include informing the participant of results which have immediate clinical relevance.
CONFIDENTIALITY

Briefly explain how confidentiality will be maintained including any limitations. Explain how samples will be stored (identifiers, codes, PIN numbers etc). Inform the participant whether results of future tests will go into his/her personal medical records.
PARTICIPANTS RIGHTS

Explain that sometimes people don't want their samples used for research into areas the participant might not agree with. Inform the participant that refusal to store sample/s will not affect his/her participation in the study. If genetic research is a possibility, explain what this is and any implications for them (A SEPARATE CONSENT FORM FOR GENETIC STUDIES).  State that they can tell you if there is something they don't want their sample used for, or if they don't want their sample used at all. In most cases, the participant must decide whether they want to let the researchers keep the sample but get rid of all identifying information, or whether they are comfortable with the researchers knowing whose sample it is. Explain that the participant may refuse to allow sample/s to be kept or place restrictions on the sample/s with no loss of benefits and that the current research study will not be affected in any way. Inform the participant that he/she may withdraw permission at anytime (TYPE the name, address, and number of the person and sponsoring institution to contact). Inform the participant that he /she can ask any question/s about any part of the information provided above, if he/she wishes to do so e.g. Do you have any questions?  State that he/she need to make some decisions about the use of their biological material. Inform the participant that any research which uses the sample/s will have been approved by BREC and the REC at the site where the research will be done.

CERTIFICATE OF CONSENT
In the light of the information that I have received, and having had the opportunity to ask questions that have been answered, and if any of the biological material [specify i.e. blood, tissue, isolates] I [name of participant] have provided for this research project [specify] is unused or leftover or additional samples have been provided, I agree to participate in the research study and consent to the following:









                   Yes          
 No
The samples [type of sample/s] to be disposed of lawfully, immediately  


The sample/s [type of sample/s] to be disposed of lawfully after__ years.


The sample/s [type of sample/s] returned to me for burial/cremation.


The sample/s [type of sample/s] to be stored for ___years


The sample/s [type of sample/s] to be stored indefinitely

The samples [specify] to be exported under BREC oversight

AND if the sample is to be stored I consent to the following:









        









AND                  







     
                                                                                                                                            

 AND









  Yes

   No

I am willing to be re-contacted by the researcher/s about possible future use of 
my sample/s in the future

I do not want to be re-contacted to provide more sample/s in the future or take part 
in future studies..

I declare:
I have read the information, or it has been read to me. I have had the opportunity 
to ask questions about it and my questions have been answered to my satisfaction. 
I consent voluntarily to have my samples stored in the manner and for the purpose   Yes                      No
indicated above.  I have been informed of my right to withdraw my consent to the 
storage and/or use of my samples at any time and without giving any reason and 
without prejudice to myself or my treatment.
I have been informed that I will be given information from the research team 

concerning the progress and general results of the research studies upon my 

explicit request. I have also been informed that they will not communicate any 

individual results to me.
Name of Participant__________________


Signature of Participant ___________________

Date ___________________________


Day/month/year

 

If illiterate

A  literate witness must sign (if possible, this person should be selected by the participant and should have no connection to the research team). Participants who are illiterate should include their thumb-print as well.  

I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

Print name of witness_____________________                                           Thumb print of participant
Signature of witness _____________________
Date ____________________  Time____________________

                Day/month/year


STATEMENT BY THE RESEARCHER/PERSON TAKING CONSENT
I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands that the following will be done:
I confirm that the participant was given an opportunity to ask questions about the nature and manner of storage of the samples, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
  

 A copy of this Informed consent form has been provided to the participant.
Name of Researcher/person taking the consent________________________





Signature of Researcher /person taking the consent__________________________

Date ___________________________
Time_______________________________



                 Day/month/year

The sample/s collected during [ specify] may be stored at [specify location/s]





The sample/s [specify] to be stored and used in future research for the specific purposes of this study [specify: area, type and purposes of the specified study] approved by BREC





The sample/s [specify] to be stored and used in future research of any type which has been approved by BREC.





The sample/s [specify] to be stored and used in future research except for research about [name type of research] approved by BREC





The sample/s[specify] to be used for teaching, quality assurances, public health surveillance, clinical audit, publications and presentations approved by BREC





The sample/s [specify] to be used by researchers for the development of commercial products without any financial benefit to me





The samples to be used by secondary bona fides researchers approved by BREC


 


The samples may be exported under BREC’s oversight and approval








I want my identity to be removed from my sample/s [specify] 			           





I want my identity to be kept with my samples [specify]                                                    














� Human biological material is a quantity of tissue or other biologically derived material used for diagnosis, analysis, education and research. It can include everything from sub-cellular structures, polar bodies, blastomeres, genetic material (DNA, RNA) to cells, tissue (bone, muscle, connective tissue, and skin), organs ( e.g .liver, bladder, heart, kidney), blood, gametes (sperm and ova), embryos, foetal tissue, and waste (urine, faeces, sweat, hair, and nail clippings, shed epithelial cells and placenta)[DOH,NIH,NCI,ICMR & HTA(UK]
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