Consent Form: Bioscience


Investigator: [insert name of principal investigator]
Why am I being invited to take part in a research study?
We invite you to take part in a research study because _____________. [Fill in the circumstance or condition that makes participants eligible for the research.]
Why is this research being done?

[Tell the participant the purpose of the research. Explain the background of the research problem. Explain any potential benefits to others.]
How long will the research last?

We expect that individuals will spend _______ [hours/days/months/weeks/years, until a certain event] participating in the proposed activities.
How many people will be studied?

We expect about _____ people here will participate in this research study.
What happens if I say yes, I want to be in this research?

It is up to you to decide whether or not to participate. [Tell the participants what to expect using lay language and simple terms. Whenever appropriate include the following items:]
· A time-line description of the procedures that will be performed. If practical, prepare a time-line chart or schematic to accompany descriptions of procedures and tests for research that require more than 1 or 2 steps/visits

· The drugs or biologics that will be given to the participant
· All devices that will be used

· The length and duration of visits and procedures

· If blood will be drawn, indicate the amount [in English units] and frequency

· With whom will the participant interact

· Where the research will be done

· When the research will be done

· List experimental procedures and therapies and identify them as such

· How often procedures will be performed

· What is being performed as part of the research study

· When applicable indicate that the participant will be contacted for future research

 What happens if I say yes, but I change my mind later?

You can leave the research at any time it will not be held against you.
If you decide to leave the research, [Describe any potential adverse consequences.] If you decide to leave the research, contact the investigator so that the investigator can [Describe the procedures for orderly termination by the participant, if any.]
[Include for FDA-regulated research. Otherwise delete.] If you stop being in the research, already collected data may not be removed from the study database. You will be asked whether the investigator can collect data from your routine medical care. [Note: The consent document cannot give the participant the option of having data removed.] If you agree, this data will be handled the same as research data. [For research that is not FDA-regulated, describe what will happen to data collected to the point of withdrawal. Describe whether participants will be asked to explain the extent of their withdrawal and whether they will be asked for permission to collect data through interaction or collection of private identifiable information. For example, a participant may wish to withdraw from the experimental procedure because of unacceptable side effects, but may agree to undergo follow-up procedures and data collection.]

Is there any way being in this study could be bad for me?

[Delete this section if there are no risks or discomforts.]
[The risks of procedures may be presented in a table form.]
[Describe each of the following risks, if appropriate. If known, describe the probability and magnitude of the risk.]
· Physical risks
· Psychological risks

· Privacy risks

· Legal risks

· Social risks

· Economic risks
You should not be or become pregnant while on this research study.
[Include for research that may result in additional costs to the participants. Otherwise delete.] Taking part in this research study may lead to added costs to you. [Describe what these costs are.]
Will being in this study help me any way?

[Delete this section if there are no benefits and the research is not a clinical trial.]
[Include if there are benefits to participation. Otherwise delete.] We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include __________________. [Then describe the potential benefits of participation. First describe any direct benefits to the participant, then any benefits to others. If benefits from participation may not continue after the research has ended, describe them here. Monetary reimbursement for participation is not a benefit.]
 What happens to the information collected for the research?

Efforts will be made to limit the use and disclosure of your personal information, including research study and medical records, to people who have a need to review this information. We cannot promise complete secrecy. Organizations that may inspect and copy your information include the IRB and other representatives of this organization. [Add to this list other organizations that may have access to the participant’s records such as the Food and Drug Administration, when the research if FDA-regulated, 
the Department of Health and Human Services, when the research is conducted or funded by DHHS, the sponsor, contract research organization, sponsor’s agent and other collaborating institutions.]
[Describe any limitations on confidentiality based on possible legal issues. For example, if the research team is likely to uncover abuse, neglect, or reportable diseases, then explain to individuals that this information may be disclosed to appropriate authorities.]
 [If applicable, clarify if 'de-identified data collected as a part of current study will/will not be shared with others (e.g., investigators or industry partners) for future research purposes or other uses’). Describe If data or specimens will be retained after the study for future research, explain where the data or specimens will be stored, who will have access to the data or specimens, and how long the date or specimens will be retained.]
[Include if a HIPAA authorization is required. Otherwise delete.] Federal law provides additional protections of your medical records and related health information. These are described in an attached document.
What else do I need to know?

[Include for sponsored research. Otherwise delete.] This research is being funded by [Insert name of sponsor]. 
[Include if participants will be paid. Otherwise delete.] If you agree to take part in this research study, we will pay you/provide credit ________ [indicate amount] for your time and effort. [Indicate if the amount is pro-rated for research visit completion.] If you agree to participate in the study, then consent does not waive any of your legal rights. However, no funds have been set aside to compensate you in the event of injury.
       (If more than minimal risk of foreseeable injury is anticipated, describe the facilities, medical treatment or services which will be made available in the event of injury or illness to a subject.  Description may include on and off-campus services.)  
 [When applicable indicate that the investigator believes that the biologic specimens obtained could be part of or lead to the development of a commercial product.]
[When applicable indicate when and how the participant will be informed of the results of the research.]
Who can I talk to?

If you have questions, concerns, or complaints, or think the research has hurt you, talk to the research team at [Insert contact information for the research team]
This research is titled: [insert title of research study here with protocol number, if applicable]. This research has been reviewed and approved by the Bioscience IRB (“IRB”). You may talk to them at (480) 965-6788 or research.integrity@asu.edu if:

· Your questions, concerns, or complaints are not being answered by the research team.

· You cannot reach the research team.

· You want to talk to someone besides the research team.

· You have questions about your rights as a research participant.

· You want to get information or provide input about this research.

 [Omit the signature page if there is no requirement for written documentation of consent.]
Signature Block for Capable Adult
	Your signature documents your permission to take part in this research.

	
	
	

	Signature of participant
	
	Date

	
	

	Printed name of participant
	

	
	
	

	Signature of person obtaining consent

	
	Date

	                   Printed name of person obtaining consent
	


[Add the following block if a witness will observe the consent process. E.g., short form of consent documentation or illiterate participants.]
	My signature below documents that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the participant, and that consent was freely given by the participant.

	
	
	

	Signature of witness to consent process
	
	Date

	
	

	Printed name of person witnessing consent process
	



