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[institution name]  Information and Consent Form

For Ward Based Studies involving only Observations (non-invasive studies) – Template: Delete brackets and follow appropriate prompts

[STUDY TITLE]

	Institution
	Individuals

	
	[List names in a row for each institution, to minimize space taken]


You/Your child’s illness/symptoms

[Introduction – describe non-research related activities so that the context of the rest of the form, the difference between what is standard care and what being asked for within research is clear].  E.g. for in-patient study recruiting post admission aimed at diagnosing TB:  Your child has been admitted and examined.  Because of his/her symptoms the doctors suspect your child may have TB.  Depending on your child’s symptoms, the normal standard of care for TB investigations usually including a chest x-ray, TB skin test, and collection of sputum to look for TB].  

What is [institution name] and what does this research involve?
The [hospital/dispensary/care facility] works in collaboration with (research institution name].  [Institution name] is a [organisation affiliation] organisation that carries out medical research to find better ways of preventing and treating illness in the future for everybody’s benefit.  One illness/ problem [institution name] is currently trying to learn more is [specify]. In this research, we want to learn more about [illness] by doing additional observations that would not normally be done as part of normal tests in [hospital/care facility].  You/your child has [illness] we are therefore asking for your permission for you/your child to participate in this research study. We hope to do these observations on a total of [X number] patients with [illness]
What will it involve for me/my child? 

If you agree / allow your child to participate in this research, the following additional observations will be done on you / your child
1. [XXX] during the admission [describe type/amount of observations, timing and setting, and if lengthy time taken]. 

2. [XXX] after discharge e.g Altogether we expect the research to involve [number] visits for you/your child and take [number] months/years.  [Explain follow up procedures, including number, timing and place of follow up visits; type/amount of observations and any other procedures]   
Everything else that is done over the course of the admission will be part of the normal tests and treatment requested by the doctors in [hospital/care facility].  If we would like you/your child to be in another study, this other study will be explained and your permission sought separately.  

Are there any risks or disadvantages to me or my child in taking part?
Our priority for every participant is his/her well being.

[Describe all risks/disadvantages/costs of participation with reference to main proposal] 

e.g [XXX]. The extra observations will not involve taking a blood sample.  The observations are known to be safe and painless.    

eg.  You will be asked to bring your child back for follow up at this clinic, but we will pay for the costs of your transport for this visit. [Each] follow up visit(s) will take [specify amount of time]. 

Are there any benefits to me/my child of taking part?

There are no individual benefits for you/your child in taking part in this study (think whether this is correct in your specific context- maybe they will have better follow up or diagnostics?).  However in participating you will help us improve our understanding of [disease name].This may help us improve the care of children/adults who have [disease name] in the future. 

What happens if I refuse to participate?

All participation in research is voluntary.  You are free to decide if you want / your child to take part.  You/your child will have the same level of care whether they decide to take part or not.  This will not affect you/your child’s care now or in the future.

Who will have access to information about me/my child in this research?

All our research records are stored securely in locked cabinets and password protected computers. Only a (detail) who are closely concerned with the research will be able to view information from participants. 

Who has allowed this research to take place?

An independent national ethics committee (name) and a  scientific review committee in [research site] have looked carefully at this work and agreed that the research is important, it will be conducted properly and participants’ safety and rights have been respected. 

What if I have any questions?

You are free to ask me any question about this research. If you have any further questions about the study, you are free to contact the research team using the contacts below: 
PI’s name(s) and contacts

Dr. _______________________________
[Institution/site name],

[Institution/site address]  Telephone: [insert mobile] or [insert landline]
If you want to ask someone independent anything about this research please contact
.....................................................[or appropriate contact], [institution name] 

[institution address].  Telephone: [insert numbers] 
Or

The Secretary - [or appropriate contact] – [institution and/or country] Ethics Review Committee [address], Tel number: [insert number] Mobile: [insert number]
[institution name] consent form for observational studies

[Study Title]

I, [being a guardian of ________________________________ (name of child)], have had the study explained to me. I have understood all that has been read and had my questions answered satisfactorily. 

     Please tick I agree to participate/allow my child to take part in this observational research

I understand that I can change my mind at any stage and it will not affect the benefits due to me/my child.
Subject/Parent/guardian’s signature: ________________________________    Date ____________

Subject/Parent/guardian’s name:      _________________________________   Time ____________

                                                        (Please print name)

I certify that I have followed the study SOP to obtain consent from the [participant/guardian].  S/he apparently understood the nature and the purpose of the study and consents to the participation [of the child] in the study. S/he has been given opportunity to ask questions which have been answered satisfactorily.

Designee/investigator’s signature: ________________________________        Date ____________

Designee/investigator’s name   :   ________________________________   
  Time____________

                                                                (Please print name)

Only necessary if the subject/parent/guardian cannot read:

I *attest that the information concerning this research was accurately explained to and apparently understood by the parent/guardian and that informed consent was freely given by the parent/guardian.

Witness’ signature:  ___________________________________________      
Date_____________

Witness’ name:       ___________________________________________       
Time_____________

                                   (Please print name)

*A witness is a person who is independent from the trial or a member of staff who was not involved in gaining the consent.

Thumbprint of the parent as named above if they cannot write: ___________________________

THE PARENT/GUARDIAN SHOULD NOW BE GIVEN A SIGNED COPY TO KEEP.
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