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Participant Information Sheet Guide (v1. Apr 2009) 
Name of the study (use ‘short or lay title’ here)

Principal Investigator:  
Name





Position
 

Address





Contact Phone No

Note 1 – include other contact persons details as appropriate and if a student include the supervisor) 
Note 2 - if a supervised work the supervisor should be listed as the Principal Investigator unless student is supervised as a PhD candidate when is optional.
Introduction
You are invited to take part in a research study about [Introductory 1 –2 sentences only. Detail goes below].

Please take your time to think about it and decide whether you wish to take part in it. [include a comment about the time available for consideration of taking part] Taking part is a completely voluntary (your choice) and if you decided you do not wish to take part, it will not affect your continuing healthcare in any way.

Participation

Your participation is entirely voluntary (your choice).  You do not have to take part in this study, and if you choose not to take part this you will receive the standard treatment /care available. OR  this will not affect any future care or treatment. OR  this will not affect your academic progress OR  this will not affect  your employment   (use appropriate phrase/s]

If you do agree to take part, you are free to withdraw from the study at any time, without having to give a reason and this will in no way affect  your future health care  OR continuing health care OR this will not affect your academic progress OR this will not affect your employment   (use appropriate phrase/s]

For studies using interviews/ questionnaires:

You may stop the interview at any time and you do not have to answer all the questions.  If this means they can’t participate further you need to mention this i.e. if you decide not to answer all questions you will not able to continue in the study.
Participation in this study will be stopped should any harmful effects appear or if the doctor feels in is not in the participant’s best interests to continue
If the study involves children include in the information sheet for parents
Your child has the right to consent to participate in research when they are capable of understanding what the study involves and the risks.  If your child is unable to fully understand, their assent must be obtained unless your child is unable to communicate.
Your child’s refusal to participate must be respected unless your child will receive therapy for which there is no medically acceptable alternative, where the risk is justified by the anticipated benefit or where the anticipated benefit to the risk is likely to be at least as favourable as any available alternative.
About the Study
· Describe in simple terms the aims of the study, outlining what you hope the study will ascertain.  
· Study time span
· Define the group being selected - why, how, whom & how many
Participants need to see where they fit in.  Include exclusion criteria- but don’t overwhelm them.

What  happens during the study?
· Clearly outline what the study will involve. Make sure you include details about where it will take place, number & length of visits, total time involved.
· Detail of any tests/ procedures to be done – why necessary.

· Equipment to be used.

· If interviews are involved explain how long they will take and if & how to be recorded. Where tape recordings done – info re transcription and later disposal or return of tapes.

· Any samples taken – what for, when & how many.  If samples are going to an overseas lab, info about disposal and when.  e.g. at the end of the study, storage for further research.

· Randomisation – where appropriate – explain method i.e. selected by chance by a computer.
Benefits, Risks & Safety  
· Outline the benefits to them or to others.  If of no benefit, this should be stated.

· Explain known risks / inconveniences including possible side effects & likely incidence of medications / procedures that are part of the study.
· Whether study medication  will be available after the study,& at whose cost
· Outline inclusion & exclusion criteria

·  ‘We realise that pregnancy will not occur for all women for a variety of reasons, but because of safety issues, one of our requirements for taking part in the study is a negative pregnancy test’ [use if pregnancy testing is compulsory]
· Whether the study is therapeutic or non-therapeutic.  
· Where children will be participants, include whether they will receive therapy for which there is no medically acceptable alternative, where the risk is justified by the anticipated benefit or where the anticipated benefit to the risk is likely to be at least as favourable as any available alternative

· If any cost to taking part / receive payment or reimbursement for expenses – [Do not include any information on an incentive i.e. a CD voucher for completing, at the beginning of the study to avoid any perception of coercion.]
· If any other treatments are available, and if so, advantages/disadvantages of these 

· ‘A placebo is a “dummy” medicine.  If you are given a placebo while taking part in this study you will not get any expected effects from the medicine that is being studied’.        [use if appropriate]
· Note: While it is important to state that participants may receive no benefit from participating in a trial, it can be stated that participants may benefit from the extra monitoring they will receive.

· What happens if there are any ill effects from the trial?  What compensation will be available?

· ‘If you have private medical insurance, please check with your insurance company before agreeing to take part in the trial.  You should do this to ensure that your participation will not affect your medical insurance’. [include If appropriate]
· Include a full explanation of the company’s compensation cover for participants, including exclusions, and a description of the circumstances in which participants would have to sue to obtain compensation.

Compensation

Use the  appropriate Declaration A or B statement as per Ethics guidelines [but check Ethics website that this is the current version and has not been amended].

[For Form A trials i.e.  ACC defined studies as per ethics guidelines]
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 2001.  ACC cover is not automatic and your case will need to be assessed by ACC according to the provisions of the Injury Prevention Rehabilitation and Compensation Act 2001.  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 investigator.
You are also advised to check whether participation in this study would affect any indemnity cover you have or are considering, such as medical insurance, life insurance and superannuation.
[For Form B Trials i.e. those determined as non-ACC]
‘The (insert name of committee) Ethics Committee has certified that this clinical trial is being conducted principally for the benefit of the manufacturer or distributor of the medicine or item in respect of which this trial is being carried out.  This means that if you suffer injury as a result of your participation in this trial, you will not be eligible for cover under accident compensation legislation.  Compensation, however, will be provided by (insert name of company) in accordance with the New Zealand Researched Medicines Industry Guidelines on Clinical Trials: Compensation for injury resulting from participation in industry sponsored clinical trials.

‘These Researched Medicines Industry (RMI) Guidelines are only guidelines, and until your claim is assessed by the insurers of (insert name of company) it cannot be said with any certainty exactly what type or amount of compensation you will receive if you suffer injury as a result of your participation or what sort of injury will be covered.  The guidelines require that compensation be provided by (insert name of company) where the injury you suffer is serious and not just temporary and is one caused by the trial medicine or item or where you would not have suffered injury but for your inclusion in this trial.

‘The guidelines require that the compensation you receive be appropriate to the nature, severity and persistence of your injury.  This means that you will be unlikely to receive compensation from (insert name of company) unless your injury is serious and not just temporary.’

You will also not receive compensation from (insert name of company) in this trial if (include other exclusions, for example, if mental injury is excluded this must be stated).

You might not receive compensation from (insert name of company) if your injury was caused by the investigators, if there is a deviation from the proposed plan of research, or if your injury was caused solely by you.  If you are injured as a result of the trial, but your injury was caused by the investigators (or the institution/hospital where the trial took place) or as a result of a deviation from the proposed plan of research, you will not be covered by ACC and may have to pursue a civil action against the investigators (or institution).  Ethics committees require that researchers and their institution have indemnity cover for such risk.

‘You are also advised to check whether participation in this study would affect any indemnity cover you have or are considering, such as medical insurance, life insurance and superannuation.’

Note: If the trial includes placebo/standard treatment, the investigators will need to check with the company whether there is compensation for participants being using placebo treatment.  If there is no compensation for this, it should be stated in the last sentence of paragraph four of the declaration above.  The declaration should also make it clear why participants on placebo are not covered, for example, because there are not the same risks involved.

General Information

· Will their GP be told they in the study?  (if applicable) 
· What will happen at the end of the study?”  (include a comment on onward referral/future care if applicable)

· Where can I get more information about the study?

· If I need an interpreter, can one be provided?
· You may have a friend, family or whanau support to help you understand the risks and/or benefits of this study and any other explanation you may require.
· “You do not have to answer all the questions, and you may stop the interview at any time” [include if using interviews or questionnaires]
·  “You will be issued a card to confirm your participation in a clinical trial.  This card should be presented at the time of any medical treatment received during your participation in the trial”.  [Include if appropriate]  
· If you have any queries or concerns regarding your rights as a participant in this study, you may wish to contact your professional organisation. [For studies where participants are health professionals]
· If you have any queries or concerns regarding your rights as a participant in this study, you may wish to contact an independent health and disability advocate:
Free phone: 0800 555 050
Free fax: 0800 2 SUPPORT (0800 2787 7678)
Email: advocacy@hdc.org.nz’
For Maori health support at the ADHB, or to discuss any concerns or issues regarding this study, please contact Mata Forbes RGON, Maori Health Services Co-ordinator / Advisor, 5th Level, GM Suite, Auckland City Hospital. Tel 307 4949  extn. 23939 or Mobile 021 348 432 

· Details of any travel or accommodation allowance payable should be included

Confidentiality

No material which could personally identify you will be used in any reports on this study.

· Explain what identifiers will be used to identify specimens – should obtain consent to use these
· Include information about how records stored to keep confidential throughout the study & what will happen to records after study completion
· If the notes/results to be checked by anyone else – e.g. study sponsors (list those applicable) this should also be included.

Results

· Availability of results how get them and where published
· Explain there may be a delay between data collection and publication

· Alternative -  offer to discuss the outcomes with the participant on an individual basis by appointment (where appropriate)

For Genetic Technology Studies

Please read point 11 in the Ethics Committee guidelines and include information as appropriate in your information sheet.

Statement of Approval

Include either

This study has received ethical approval from the
(insert name) i.e. NTX, NTY etc. Ethics Committee.  Ethics reference number  (Insert number).

Or

This study has received ethical approval from the Multi-region Ethics Committee which reviews National and Multi regional studies. Ethics reference number: (insert number).

For those studies involving groups of employees, include a statement such as:  ‘The Manager/Supervisor/Director (as appropriate) has given their approval for this study to be carried out’.  [If appropriate]
Add the ADHB Maori Research Review Statement or similar when relevant-

Auckland District Health Board (ADHB) Maori Research Review Committee do not support  tissue banking in any form, given collective whanau, hapu, iwi whakapapa implications. The recommend you discuss this part of the research with your whanau, hapu,and iwi.   However they have noted individuals have the right to make their own decisions. 
Who should I contact if I have further questions?

If you are conducting a multi-centre study then there are two options – include all the names of al the researchers involved – with each site highlighting the specific relevant one for them or having different information sheets with each centre having their contact details.  If you choose this process ensure you include this detail as a footer 

i.e. 

ADHB Patient Information Sheet Version X, day/month/ year  
Or 
WDHB Patient Information Sheet Version X, day/month/ year  
If you have any questions about the study, do not hesitate to contact the Principal Investigator, or xxxxx  Study co ordinator, ph xxxx etc.

Please feel free to contact the researcher if you have any questions about this study.

Thank you for making the time to read about, and consider taking part in this study.

Or  - We appreciate your interest, and making time to review our information and consider taking part.
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