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1. Introduction: 

You have decided to join the study named above with your baby. As part of the study, you and your baby will have a number of blood (and breast milk) samples taken. After these samples are tested for the study, some samples may be left over. The study team would like to keep these left-over samples without any identification and use them for other research in the future. This form gives information about use of left over samples. Please read it, or have it read to you, and ask any questions you may have. After we discuss the information with you, you will record your decision on the use of your left-over samples at the end of the form. 


2. Why is sample storage for future use being done?

Storage of your blood and breast milk is required for testing as part of your study participation. Your blood and breast milk may be stored here in Uganda (Medical Research Council/UVRI, Entebbe) or in the United Kingdom (Pediatric Infectious Diseases Research Group, St. George’s University, London) until all testing has been done. If a researcher wants to do a test on specimens from the storage lab in the future, he or she will write an application to conduct the study and it will have to be approved by the study team leaders and other Institutional review boards (IRBS) to make sure that the research is worthwhile. If the idea is approved, then the coded stored specimens and coded information will be given to the researcher.  They would never know your name or your child’s name.


3. What kind of tests might be done on you or your child’s stored specimens?

Although no excess blood or breast milk samples are expected to be obtained during the study, any leftovers would be stored to test for the additional body’s response (protection) to germs that turn out to be important as a result of ongoing research. The samples may also be used in laboratories of other organizations that might include vaccine companies in order to check our results.


4. Will you get the results of these tests?

You will not get results from these tests because there is no way you or your baby can be identified by the stored samples, so the researchers would not know who to contact.  


5. How long will the specimens be stored?

There is no time limit on how long the samples will be stored.



6. What if you don’t want your samples to be stored for future use?

You may decide that you do not want your samples stored for future research studies. Any leftover specimens from you or your child will be destroyed at the end of the study.


7. What if you agree to have your or your child’s specimens stored and then change your mind?

People always have the right to stop taking part in research. If you decide that you do not want researchers to be able to use the specimens in the storage laboratory, you can contact the study staff. They will tell the storage lab staff and these specimens will be destroyed. 


8. What are the benefits to you and your child from agreeing to store specimens?

There are no direct benefits to you or your child from storing your specimens. You may be helping people in the future from the results of studies using the stored specimens.



9. What are the risks to you and your child from agreeing to store specimens?

These specimens are being collected as part of the study in which you are taking part.  We are not asking you to give any additional specimens for storage, so there is no additional risk associated with collection. The specimens will be stored only by code number (not your name or your child name).


10. What are the costs to you?

There is no cost to you for having your or your child’s specimens stored.



11. Will you receive any payment?

You will not receive any payment for providing these specimens for storage. Your samples will not be sold or directly used to produce commercial products. In the future, some of the research may help to develop new products, such as tests and medicines. If this would happen and these tests or medicines make money, there are no plans to share that money with the people who gave the specimens.



12. How are your records protected?

Your and your child’s names will not be appear on any of the specimens, only a special study number. The people who run the repository and the scientists who later use the specimens will not know your or your baby’s name or any other information about you that might identify you.  As explained when you agreed to join the study, your records may be reviewed by the ethics committee 
that oversees research at this site, the study sponsor (or their agents), study staff and local regulatory authorities responsible for the protection of rights, safety and wellbeing of research volunteers.


13. Whom should you call if you have study questions, or a study problem?

For questions about this study, you can contact the study Principal Investigator, Dr. Eve Nakabembe at the Makerere University, College of Health Sciences, Department of Obstetrics and Gynecology on telephone number XXXX XXX XXX. 
For questions about your rights as a research participant, please contact: Prof. Ponsiano Ocama the SOMREC Chairman on telephone number XXXX XXX XXX. 


14. What does your signature or thumbprint mean?
Your signature or thumbprint below means that you understand the information given to you in this consent form about storage and use of your specimen in future. If you sign or place your thumbprint on the form, it means that you agree to have your and your child’s leftover specimen stored for future use.  By signing this consent form you have not waived any of the legal rights that you otherwise would have as a participant in a research study. 



WE WILL GIVE YOU A COPY OF THIS CONSENT FORM.

Do not sign after the expiration date of:    _______________________

Not for use without IRB stamp of approval 

STATEMENT OF CONSENT:
I have read (or someone has read and explained to me) the information in this consent form. I understand the purpose of storage of leftover samples, the risks and benefits as described in this informed consent form. 

We request that you indicate your choice by putting  ( or a thumbprint

For the mother:

	Agree
	I give permission for the storage and future use of my specimens as discussed in this consent form


	

	Disagree
	I do not give permission to have any specimen that was collected from me to be stored for future use and tests.


	


For the baby:
	Agree
	I give permission for the storage and future use of my child’s specimens as discussed in this consent form


	

	Disagree
	I do not give permission to have any specimen that was collected from my child to be stored for future use and tests.


	


	
	
	

	Mother’s Name (print)
	 Signature / Thumb Print
	Date




For Illiterate participants:
Participant’s name and date written by

_____________________________________                       _______________________

Name of Study Staff Administering Consent and EMPID                                                  Date        
FOR ILLITERATE PARTICIPANTS
I attest that the information contained in this written consent form has been read and explained to the volunteer. To the best of my knowledge, the information provided was complete and accurate. She appears to understand the purpose of extra sample storage, methods, risks and benefits indicated in this informed consent form and has voluntarily made her choice indicated above.

I attest that the participant who states that her name is____________________________________has placed her thumbprint on this consent form out of her own free will  to allow storage  and use of their ( hers and her baby’s) left over samples in future on this day of ________________________________
_____________________________________                       _______________________

For all participants: 

	
	
	

	Name of Witness
	Signature of Witness
	Date




For all participants: 

I have explained the information on this consent form to the volunteer and have answered all of her questions.  To the best of my knowledge, she understands the purpose of left over sample storage, methods, risks, and benefits indicated in this informed consent form and has voluntarily made her choice indicated above.
	
	
	

	Name of person obtaining consent (print)
	Signature
	Date

(dd/mmm/yyyy)
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