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Consent Form Guide (V1 Apr 2009)
Name of Study  (use same title as in the information section)
REQUEST FOR INTERPRETER










            Circle one

	English
	I wish to have an interpreter.
	Yes
	No

	Deaf
	I wish to have a NZ sign language interpreter.
	Yes
	no

	Māori
	E hiahia ana ahau ki tetahi kaiwhakamaori/kaiwhaka pakeha korero.
	Ae
	Kao

	Cook Island Māori
	Ka inangaro au i  tetai tangata uri reo.
	Ae
	Kare

	Fijian
	Au  gadreva me dua e vakadewa vosa vei au
	Io
	Sega

	Niuean
	Fia manako au ke fakaaoga e taha tagata fakahokohoko kupu.
	E
	Nakai

	Samoan
	Ou te mana’o ia i ai se fa’amatala upu.
	Ioe
	Leai

	Tokelaun
	Ko au e fofou ki he tino ke fakaliliu te gagana Peletania ki na gagana o na motu o te Pahefika
	Ioe
	Leai

	Tongan
	Oku ou fiema’u ha fakatonulea.
	Io
	Ikai

	NB 
	Only use this if you are offering an interpreter service
	
	

	
	Other languages to be added following consultation with relevant communities. Delete this row if not needed
	
	


The following statements are a combination of what you may wish to have included – Do not include any aspects that are not relevant to YOUR study as this is confusing

· I have read and I understand the information sheet dated ________________ for volunteers taking part in the study designed to _____________.  I have had the opportunity to discuss this study.  I am satisfied with the answers I have been given.

· I have had the opportunity to use family/whānau support or a friend to help me ask questions and understand the study.

· I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time and this will in no way affect my future health care /continuing health care/academic progress/employment (insert the phrases which are appropriate).

· I have had this project explained to me by ____________________ (if relevant, where the research involves a vulnerable participant)

· I understand that my participation in this study is confidential and that no material which could identify me will be used in any reports on this study.

· I understand that the treatment, or investigation, will be stopped if it should appear harmful to me.  (insert only when appropriate)

· I understand the compensation provisions for this study. (use for form A or B trials)
· I have had time to consider whether to take part in this study.
· I know who to contact if I have any side effects to the study.

· I know who to contact if I have questions about the medication used in this study or about the study in general.

The following clauses, if applicable to the research project, should be included in the body of the consent form.

I agree to an approved auditor appointed by either the sponsoring pharmaceutical 
company, ethics committee, or the regulatory authority or their approved 
representative, and approved by the ______________ethics committee reviewing
 my relevant medical records for the sole purpose of checking the accuracy of the 
information recorded for the study
                                                                       YES/NO


   







I consent to the researchers storing a specimen of my blood (or other tissue) for 
its later use as a part of this study or other research.



YES/NO


Or 

I consent to blood samples being destroyed at the end of the study.

YES/NO

I consent to blood samples being sent to ________________________       
YES/NO

I am aware that the proposed study will involve analysis of my genetic makeup.

I consent to such an analysis being performed




YES/NO

I understand that if I consent to such analysis, no rights will be created for the researcher/sponsor to my genetic information.




YES/NO

I am aware that the proposed study may involve storage of my genetic material 

and give my consent to such storage.





YES/NO

I consent to my DNA/tissue sample being stored for future research into 
(name the specific research eg diabetes, heart) subject to ethical approval being 
given by a New Zealand accredited ethics committee



YES/NO





I consent to my interview being audio-taped/video-taped.


            YES/NO

I wish to receive a copy of the results





YES/NO

(Participants should be advised that a significant delay may occur 

between data collection and publication of the results.  
Alternatively I would like the researcher to discuss the outcomes of the study with me               
I agree to my GP or other current provider being informed of my 

participation in this study/the results of my participation in this study

YES/NO

**See footnote in Ethics Consent form pro forma about informing GP/ other provider 

This list is not exhaustive and therefore consider what is appropriate for your study and include

I  _______________________________(full name) hereby consent to take part in this study.  (Refer to Guidelines where participants are vulnerable.)
	Date:
	

	
	

	Signature:
	

	
	

	Full names of researchers:
	

	
	

	Contact phone number for researchers:
	

	
	

	Project explained by:
	

	
	

	Project role:
	

	
	

	Signature:
	

	
	

	Date:
	


Interpreter 

I _____________________________ translated the project to the participant 
Signature _______________________________   Date  ___________________

Notes:

1.
A copy of the consent form is to be retained by each participant and (in the case of patients) a copy is to be placed in the medical file.

2.
In a Phase I study, a participant’s decision not to inform their GP or primary health provider of their participation in a trial should be an exclusion criterion.  Otherwise, consent to contact the GP should be the participant’s choice.  If there is a safety concern, it is up to the investigator to make a decision as to the person’s eligibility for inclusion in the study.
3
Information sheets may be numbered separately or as one document
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