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[Chief Investigator / Project Supervisor name]
[School / Faculty / Organisation]
[Address]
[Telephone and Fax]
[Email address]
Information Statement for the Research Project:
[simple short title]
Document Version [number];  dated [dd/mm/yy]
The version number and date must be updated each time a new version is submitted for ethics approval.

You are [or, Your child is] invited to participate in the research project identified above which is being conducted by [names and positions of researchers] from the [School/unit] at the University of Newcastle. 
If the research team is made up of several members, their names and affiliations may be listed under The Research Team at the top of the document under the project title, or at the end of the document after the signatures.

 If a student research project, add: The research is part of [name’s] studies at the University of Newcastle, supervised by [name of supervisor(s)] from the [School / organisation].
If the project is funded, add: This project has been funded by [insert details].
Why is the research being done?
The purpose of the research is [in simple language state the aims of the project and why you consider it worth doing].  If appropriate put the research into context in relation to other peer reviewed research on the topic, eg Previous research has shown that … .
Who can participate in the research?
[State who is being invited to participate, ie the category or group, and how they have been identified to receive the invitation].

Eg We are seeking people aged 18-60 years to participate in this research.  Your name was selected at random from the White Pages telephone directory.

If applicable, include information on who should not, or cannot, participate, ie identify the exclusion criteria, eg If you are not currently in a management position then unfortunately you are not eligible to participate. OR  People who are claustrophobic should not participate as the research procedures require participants to be in a small confined space. OR If you are taking medications for … then unfortunately you cannot participate.
What would you [or, your child] be asked to do?
If you agree to participate, you will be asked to [using simple language give a clear and explicit explanation of what participants will be asked to do or what will be done to them].  
This should:


-
Identify all procedures, examinations, medications, interviews, focus groups, questionnaires, observations, etc and where and when they will take place.  

-
Explain randomisation procedures if applicable.

-
Explain what information you will be obtaining from or about the participant.  If access to participant’s records, eg medical records, is being sought, state what information will be extracted (explicit consent is required). 


-
Identify who will have contact with the participants to conduct the research procedures, eg perform tests or conduct interviews, focus groups etc.  For specialist procedures, provide advice on the qualifications or expertise of the investigator performing the procedure.


-
If there is to be any reimbursement or payments to participants, provide details.


-
Where a participant has the option of participating in one, or more than one, component of a project, this must be made clear with a statement like, If you choose to participate by returning the questionnaire, you are not obligated to agree to an interview.

-
Make it clear which aspects, if any, of the project are experimental.

What choice do you have?
Participation in this research is entirely your choice.  Only those people who give their informed consent will be included in the project.  Whether or not you decide to participate, your decision will not disadvantage you.  
If you do decide to participate, [or, If you do consent to your child participating] you [or, you or your child] may withdraw from the project at any time without giving a reason and have the option of withdrawing your data up until [insert date or timeframe, e.g. until publication or until data has been permanently de-identified]. 

This is not relevant for one-off anonymous contact with participants, eg anonymous questionnaires.  For projects where the data is identifiable, or re-identifiable, participants who withdraw should have the option of withdrawing their data, however in some cases, such as clinical trials, this is not possible as all data must be retained for 15 years.
How much time will it take?
[Explain how much time it will take a participant to complete the research procedures and the number of sessions]. 
Eg The questionnaires should take about 30 minutes to complete on each of the three visits.  Where the participant’s involvement requires a number of procedures, visits or contacts over a period of weeks/months it is recommended that you include a grid table, or dot point list, setting out what happens at each visit.



What are the risks and benefits of participating?
[Provide an objective description of the known and potential risks/discomforts and benefits.]  

Any benefits to the participants should be identified, but not exaggerated.  If there is no reasonable chance of a benefit then this needs to be stated, eg There will be no benefit to you in participating in this research; or We cannot promise you any benefit from participating in this research.  

This section should deal with any potential benefits to the individual participant, and/or any general benefits such as those for future generations, society, or the advancement of knowledge.  However they must be objective and not worded in such a way that recipients of the invitation would feel guilty if they did not participate. 

The research must be of some anticipated benefit (either to the participant, the wider community or others) in order to justify the research.
Clinical trials.  Known side effects of the drug, therapy or device must be identified.  Where it is known that the incidence of a side effect is > 1%, the side effect must be listed with the incidence stated, eg in previous trials, headache occurred in 3% of people taking the drug X.  Where the risk of a side effect is known to be < 1% these should be described in general terms, eg there were further side effects of X, Y and Z, however these occurred in less than 1% of people who underwent the procedure.

How will your privacy be protected?
[State how the research data will be kept secure, who will have access to it, and how long it will be retained.]   
Eg,. Data will be retained securely for a minimum period of 5 years from completion of the research and managed/stored in accordance with the University’s Research Data and Materials Management Guideline (see https://policies.newcastle.edu.au/document/view-current.php?id=72) or any successor Guideline, and applicable University of Newcastle policy provisions (as amended from time to time).
Access to any identifiable data will be restricted to members of the research team, unless:

· you have consented otherwise; or

· disclosure is required by law in order for us to comply with our regulatory obligations.

There are limits on assurances of confidentiality as research data/records may be subpoenaed by law.  If no identifying information is to be collected, eg anonymous questionnaires, then the statement could be The questionnaire is anonymous and it will not be possible to identify you from your answers.
If conducting research in the field, explain how data will be securely stored during this period.
If data is identifiable, how will confidentiality be ensured, eg replacing names with numerical codes.  When will identifiers be permanently removed?  

Information which might identify participants is not to be disclosed without their prior consent.  This is particularly important for interview, oral history, focus group, imagery or performance data, where individuals might be quoted or directly or indirectly identified.  Explicit consent is required in this case and participants must be able to sight the intended use of their material before granting a Release or Consent.
If recordings will be transcribed by someone outside of the research team (eg, a professional transcription service), state this along with the assurance that the transcriber will be bound by a confidentiality agreement.  
Focus Group Discussions.  Where it is possible that focus groups might explore personal or sensitive details, participants should be requested to maintain the confidentiality of the group discussion and not divulge the specific content to outside parties.
Illegal behaviour.  If there is a possibility that participants could report incidences of criminal behaviour during their participation, eg in a survey or during an interview, there should be a warning in the Information Statement that if they give specific details about an incident (eg date, place, perpetrators), the researcher may be obliged to report the information to the appropriate authority.  
How will the information collected be used?
Explain how and where the data will be reported or presented], eg in papers in scientific journals, in a 

thesis to be submitted for Ms X’s degree;  at a public exhibition.  
[Explain what information about the participants will be reported], eg Individual participants will not be identified in any reports arising from the project.
Audio and Video taping.  If audio or video taping is to be used include a statement to the effect, You will be able to review the recording to edit or erase your contribution.  Where audio tapes are to be transcribed, it should extend to recording and/or transcripts. 
Non-identifiable data may be also be shared with other parties to encourage scientific scrutiny, and to contribute to further research and public knowledge.
[Explain what feedback will be available to participants about the results of the study.]  
It is expected that participants be offered at least a summary of the results written in lay language.  It is not appropriate to provide them with, or refer them to, journal publications eg If you would like a copy of the summary of the results, please email the Chief Investigator [insert email address] after [insert approximate date of when it will be available] and / or by visiting the results webpage at [insert webpage] after [insert approximate date when it will be available] and / or a summary of the results will be made available within your staffroom/reception/school etc).
What do you need to do to participate?
Please read this Information Statement and be sure you understand its contents before you consent to participate.  If there is anything you do not understand, or you have questions, contact the researcher.  

If you would like to participate, please [provide specific instructions]  eg, Complete and return the attached anonymous questionnaire in the reply paid envelope provided.  This will be taken as your informed consent to participate. OR Attend the meeting to be held at …. on …..  OR  
Complete the attached Consent Form and return it in the reply paid envelope provided, or email your completed consent form to the Chief Investigator….
If applicable, [state what will happen next], eg I will then contact you to arrange a time convenient to you for the interview.
Parent / Guardian consent. If applicable add:
If you are consenting on behalf of a child or young person under 18 years of age, and they can understand what is being asked of them, please discuss the project with them before making a decision.  Where a parent/guardian consents to their child or young person participating, the final decision will rest with the child / young person.  
Further information
If you would like further information please contact [name and contact details of a person(s) from whom potential participants can obtain further information about the project].  At least one contact must be the Chief Investigator or Project Supervisor.
Thank you for considering this invitation.  Do not presume agreement to participate.  ‘Thank you for agreeing to participate’ is inappropriate.
[Signature]
[Name]

[Position]
The printed name and position of at least the Chief Investigator must appear

For student projects, the Information Statement must be presented over the signature blocks of both the Project Supervisor and the student.

Complaints about this research
This project has been approved by the University’s Human Research Ethics Committee, Approval No. H- [insert the protocol reference number which will be identified in the written acknowledgement of your application].

Should you have concerns about your rights as a participant in this research, or you have a complaint about the manner in which the research is conducted, it may be given to the researcher, or, if an independent person is preferred, to the Human Research Ethics Officer, Research & Innovation Services, The University of Newcastle, University Drive, Callaghan NSW 2308, Australia, telephone (02) 4921 6333, email Human-Ethics@newcastle.edu.au. 

For projects that are being conducted overseas that require a local contact for complaints, add to, or replace, the Human Research Ethics Officer’s details with those of that contact.  A local independent contact for complaints should be provided where the participants cannot be expected to easily contact the Australian-based Human Research Ethics Officer.
