
	[image: image1.png]727272
% %

L0

1 X

W S «3
)

The
University
of Auckland





	Discipline of Nutrition

Head: 

Prof. Lynnette R. Ferguson

M.Sc. (Hons.), D.Phil. (Oxon.), D.Sc.

Reg. Nutritionist (NZ)
Fax 64-9-373 7502

Tel. 64-9-373 7599 Ext. 86372

Email:l.ferguson@auckland.ac.nz

http://www.health.auckland.ac.nz/nutrition
	Faculty of Medical and 

Health Sciences

University of Auckland

Private Bag 92 019

Auckland, 1000

New Zealand

85 Park Rd Grafton




Title:
Optimising selenium intake for cancer prevention – a pilot study on Caucasian men in Auckland.
Principal Investigator:

Prof Lynnette R. Ferguson (09-3737599 x 86372)

Ethical Approval: 

This study has received ethical approval from the Northern Y Regional Ethics Committee on the 15th of September 2006
Introduction:

You are invited to take part in a study to understand the effects of genotype and dietary selenium towards biomarkers of cancer risk. We aim to study genes coding for antioxidant enzymes and any other relevant genes and how the polymorphisms in them can affect human health.  Our study also looks at the ability of Se in modulating cancer risk factors.

Participation:

Your participation in this study is entirely voluntary. You do not have to take part in this study, and if you choose not to take part you will receive the standard treatment/care available (if you enter the study through Urology Clinics) and this will not affect any future care or treatment.  

. 

If you do agree to take part we recognise your right to withdraw at any time if you are unwilling to continue in the study without having to give a reason and this will in no way affect your future health care.
Inclusion into the study:
A total of 600 participants will be selected from the general public as well as from the Auckland Hospital / Manukau Hospital Urology registries. 

You will be eligible for this trial if you carry the following :

· Caucasian male.
· Aged between 45 and 65 years (later amended to 20-80years).

· Have no history of treatment for cancer in the previous 5 years, excluding non-melanoma skin cancers.

· Are not taking any dietary Se supplements >50µg/day 

· Able to attend local study centre for evaluation

         What is expected from you:
 If you are selected you are required to give an initial blood sample of 10mls. Your height and weight and the activity level will be recorded. We will require that you complete a four day diet and activity diary and provide limited family baseline demographic and medical history and hand them in to the person in-charge of the study. 
With the sample of blood provided we will assess your genotype based on genes coding for antioxidant defense systems and any other relevant genes. Your serum selenium will also be assayed. This is your visit 1.

You will be requested to visit the study centre on a maximum of two more occasions. At visit 2 you will be requested to give 10x 4 ml of blood to assess several biomarkers relevant to antioxidant defense mechanisms and other relevant biomarkers. At this point you will be given a 3mo supply of Se tablets to supplement you with 200µg Se/d. You will be asked to provide a compliance record and a record of changes observed due to supplementation towards the end of 3mo before a further supply of Se tablets for 3mo. After 6mo of selenium supplementation you will be requested to come in for the final visit at which you will be requested to give another set of 10 x 4ml of blood, and a compliance record and a record of changes observed due to supplementation.
What will happen with your blood:
Blood drawn at visit 1 will be used to assess your serum selenium level and genotype based on 6 or more genes coding for anti oxidant defense systems and any other relevant genes. [“Each person has a DNA make-up (their genes) which is different from that of everybody else - except in the case of identical twins.  This genetic make-up is a mixture of the genes of our parents.  The precise way they are mixed varies from child to child within the same family, so having the same parents does not mean that two children will have exactly the same genes.  We already know that some health conditions and disorders are definitely inherited through the genes (hereditary conditions), but we do not know how many conditions are explained by genetic inheritance.  Inherited genes may explain why some people are more resistant and some people more prone to disorders which have not yet been identified as hereditary.  The research in which you are invited to participate will investigate genetic make-up to look for any link.  
Because the research investigates genetic make-up, this identifies a participant and their particular genetic characteristics.  This information is confidential and will not be disclosed, stored, or used in any way without the informed consent of the participant.

In particular the researchers will not claim any right, ownership or property in your individual genetic information or that of your kinship group, hapu or iwi, without having first sought and obtained your informed consent to the transfer of any such right, ownership or property.  Your consenting to participate in DNA sampling of the proposed study will not be construed as creating any right or claim on the part of the researcher to your genetic information”.]

Bloods collected at visits 2 and final visit will be used to assess several biomarkers to understand the effects of selenium supplementation.

How data will be analysed:

The data collected on the biochemical parameters will be linked and analysed in groups carrying similar genotypes and compared between genotypes. 

Your food intake data will be analysed to see your position compared to the required dietary components. 

What happens to the remainder of your sample:
If there is any remainder of raw or processed blood or DNA, they can be returned to you if you wish to, if not the material will be destroyed five years from the end of the study. We assure you confidentiality with your genetic data and security on the material collected.

Study benefits:
There is no direct benefit to you by participation in this study. However, the knowledge gained from participation in this study may benefit you and other people in the future. Moreover, results may yield a profile for each participant that can give them an idea of where they stand in their defence against a major group of free radical insults and how Se can modulate their protective mechanisms.

Risks
There is a minor risk of momentary discomfort, bruising, bleeding, swelling or (rarely) infection at the site of needle insertion for blood drawing. 
Results:

Your GP will be informed of the outcome of the results if you request. There may be a delay between data collection and publication.  You will be informed in writing of the results of the study. You will also be invited to any future seminars or presentations made on this study. You can be provided with an interpreter if needed. You may have a friend or family support to help you understand the risks and/or benefits of this study and any other explanation you may require. 

Confidentiality of your records:
All information obtained from your participation in this study will be held strictly confidential. In addition to the health professionals caring for you, the researchers and  your regional ethics committee may review your medical records. No material which could personally identify you, will be used in any reports on this study. Your records will be stored confidentially under the direction of the researchers. If you decide to participate, with your permission, we will inform your GP of your participation.

If you have any queries or concerns regarding your rights as a participant in this study you may wish to contact a Health and Disability Advocate, telephone

· Northland to Franklin


0800 555 050

· Mid and lower North Island

0800 42 36 38 (4 ADNET)

· South Island except Christchurch
0800 377 766

· Christchurch



03 377 7501”

If you have any queries or concerns regarding Maori issues related to this study you may wish to contact Assoc Prof. Papaarangi Reid, FMHS, UoA. Tel. 09-373 7599 x 84853, email: p.reid@auckland.ac.nz.

“This study has received ethical approval from the Northern Y Regional Ethics Committee on    

the 29th of September 2006.  Ethics Committee Approval No. NTY/06/07/060 

DECLARATION  A  TRIALS: 

In the unlikely event of a physical injury as a result of your participation in this study, you may be covered by ACC under the Injury Prevention, Rehabilitation and Compensation Act.  ACC cover is not automatic and your case will need to be assessed by ACC according to the provisions of the 2002 Injury Prevention Rehabilitation and Compensation Act.  If your claim is accepted by ACC, you still might not get any compensation.  This depends on a number of factors such as whether you are an earner or non-earner.  ACC usually provides only partial reimbursement of costs and expenses and there may be no lump sum compensation payable.  There is no cover for mental injury unless it is a result of physical injury.  If you have ACC cover, generally this will affect your right to sue the investigators.

If you have any questions about ACC, contact your nearest ACC office or the investigator3.

______________________________

3-Dr.Nishi Karunasinghe, Study Co-ordinator /Co-Investigator Optimising selenium intake for cancer prevention – a pilot study on Caucasian men in Auckland. Tel.09-3737599 x 84609, email- n.karunasinghe@auckland.ac.nz
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Optimising selenium intake for cancer prevention- a pilot study in Auckland.

Investigators: Prof. Lynn Ferguson- (Tel. 3737599 x 86372), Dr. Jonathan Masters – Co- Investigator (Tel. 021 555 428), Dr. Martin Philpott Co-Investigator, Dr. Micheal Black- Statistics, Dr. Sharon Browning (Statistics), Dr. Nicole Roy (Proteomics), Dr. Nishi Karunasinghe – Co-Investigator (3737599 x 84609)

Name of Participant…………………………………………………

REQUEST FOR INTERPRETER 

	English


	I wish to have an interpreter.
	Yes
	No

	Maori


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

	Cook Island
	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

	
	Other languages to be added following consultation with relevant communities.
	
	


o
I have read and I understand the information sheet dated _________________ in the study designed to assess the role of genotypes and selenium in modulating cancer biomarkers. I have had the opportunity to discuss this study.  I am satisfied with the answers I have been given.

o
I have had the opportunity to use whanau support or a friend to help me ask questions and understand the study.

o
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. 

o
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.

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

o
I understand the compensation provisions for this study. (Insert for Form A and B trials)?

o
I have had time to consider whether to take part.

o
I know who to contact if I have any side effects to the study.

o
I know who to contact if I have any questions about  the study.

o
I consent to my blood/DNA being stored for future testing approved by a New Zealand accredited ethics committee in relation to this research. Yes/No

o
I consent to the researchers accessing my medical records for the purposes of this research project. Yes/No

o
I consent to my blood being used for analysis of possible genetic markers of cancer. Yes/No

o
I am aware that the proposed study may involve storage of my genetic makeup and give my consent. Yes/No

o
I understand that if I consent to such analysis, no rights will be created for

             the researchers to my genetic information.


o
I consent to the researchers contacting my General Practitioner for information in relation to this research. Yes/No

o
I wish to receive a report of the results of the study when it has been completed. Directly/ through my GP

o
I wish any tissue (processed or not) related to me to be returned at the end of the study. Yes/No

o
I consent to any tissue (processed or not) related to me to be destroyed at the end of the study.

             Yes/No

I  ___________________ (full name) hereby consent to take part in this study.

Date 

Signature 




Full names of Researchers





Contact Phone Number for researchers

Project explained by

Project role

Signature

Date
�





�





Consent form
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