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PNGIMR Institutional Review Board

STUDY INFORMATION BROCHURE TEMPLATE

All protocols submitted to PNGIMR IRB must be submitted with a copy of the study information brochure and consent form addressing the following:

· Why is this study being done?

· How many people will participate in the study?

· What is involved in the study?

· How long will participant be in the study?

· What are the risks in participating?

· What are the benefits in taking part in the study?

· What options do participants have?

· What about confidentiality?

· What is the cost of participating in the study?

· What rights do participants have?

· Will samples be stored and used for future studies?

· Who do participants contact if they have questions or problems?

· Any relevant information not mentioned above

CONSENT FORM TEMPLATE
<Study Title>

<List of collaborators>

<Principal Investigators>

<Study Location>

SIGNATURE FORM

Confirm if participant has been informed about the research study and voluntarily agree to participate; received the study information brochure; asked any questions about the study that s/he may have; and that the information given has permitted him/her to make a fully informed and free decision to participate in the study.

Clarify that the participant does not waive any legal rights, and the investigator(s) or sponsor(s) are not relieved of any liability they may have. 

If participant can not read and write, an independent witness to the consent process will participate in all the consent process (ensure that participant has fully understood the purpose of the research project) including signing and filling the consent form on behalf of the participant.

________________________________________________    

Printed Name of Participant    

________________________________________

___/___/___

Signature of participant
                                                      Date

If participant is minor

________________________________________

___/___/___
Name of Parent or Guardian
                                             Date         

_______________________________________



Signature of Parent or Guardian
           

Optional:

_______________________________________

___/___/___

Name of second parent or spouse
   Date

_______________________________________



Signature of second parent or spouse
           

Samples that will be used in future studies related to the current study must be consented for. 

(Eg, if you would like to give us permission to use your specimens for future studies related to our current study then please indicate this by ticking the box below and write your initials on the line next to it)


     __________
If participant or parents (if participant minor) is illiterate, a witness is required 

_______________________________________

___/___/___

Name of witness
           Date

_______________________________                     

Signature of Witness 

This consent was obtained by:

______________________________________
   ___/___/___

Printed Name of Person Obtaining Consent

    Date



___________________________________________

Signature of Person Obtaining Consent 

(Must be an individual who has been designated)

________________________________________
 ___/___/___

Signature of Study Co-ordinator (Affirming that                Date      

informed consent has been obtained

General information
1. All studies involving PNGIMR must be submitted to PNGIMR IRB before MRAC.

2. If samples are to be sent overseas, it must be documented clearly on the information brochure and reasons clarified.

3. Samples that will be used in future studies must be consented for during the consent process. However, these samples for future studies must only be used with approval from PNGIMR IRB and MRAC if future studies are not related to the initial protocol.

4. Where possible, studies involving PNGIMR must include local collaborators as Principal Investigators.
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