The options below are EXAMPLES of how you might answer the question in the protocol: 

How will the consenting process take place?   
These are EXAMPLES that provide you with an idea of the type of information the IRB is looking for in an answer to this question.

The examples provided may not work for your study.  

You may need to alter an example to fit the process you intend to use.  
How will the consenting process take place?  
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Consent Form Mailed to Potential Subjects:  Potential subjects DO NOT come to UVa to consent.  

Following are examples of types of studies where this consenting process might be used:
· Simply questionnaire study involving non-sensitive questions
Does Not Include Minors
Once a potential subject is identified, an IRB approved recruitment letter will be sent to them along with two copies of the consent form.  The cover letter will encourage them to call the phone numbers listed in the consent form if they have questions.  If the person decides to participate they will sign the consent form and send it back to the study team.  The subject will keep the second copy of the consent form for their records.  Upon receiving the signed consent form back, a member of the study team will sign as the person obtaining consent.  
OR

Once a potential subject is identified, an IRB approved recruitment letter will be sent to them along with two copies of the consent form.  The cover letter will require them to call the phone numbers listed in the consent form to allow the study team to discuss the study with them and answer any questions they may have. 
The person obtaining consent will summarize the consent form verbally and then ask open ended questions to determine if the potential subject understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

If the person decides to participate they will sign the consent form and send it back to the study team.  The subject will keep the second copy of the consent form for their records.  Upon receiving the signed consent form back, a member of the study team who spoke with the subject on the phone will sign as the person obtaining consent.  

Includes Minors

Once a potential subject is identified, an IRB approved recruitment letter will be sent to the parent/ guardian along with two copies of the consent form.  The cover letter will encourage them to call the phone numbers listed in the consent form if they have questions.  If they decide the minor will participate the Parent/Guardian will sign followed by the minor.  They will then send the signed consent back to the study team and keep the second copy for their records.  Upon receiving the signed consent form back, a member of the study team will sign as the person obtaining consent.  

OR

Once a potential subject is identified, an IRB approved recruitment letter will be sent to the parent/guardian along with two copies of the consent form.  The cover letter will require them to call the phone numbers listed in the consent form to allow the study team to discuss the study with them and answer any questions they may have.  The person obtaining consent will summarize the consent form verbally and then ask open ended questions to determine if the potential subject understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

If they decide the minor will participate the Parent/Guardian will sign followed by the minor.  They will then send the signed consent back to the study team and keep the second copy for their records. Upon receiving the signed consent form back, a member of the study team who spoke with the subject on the phone will sign as the person obtaining consent.  
Consent Form Given to Potential Subjects the SAME Day Study Procedures are Started
Potential subjects come to UVa to consent.  
Following are examples of types of studies where this consenting process might be used:
· Study is minimal risk/ expedited review and will be easily explained to the potential subject on the day the study procedures are started. Example:  simple blood draw study, additional ultrasound study. 

· Study takes place in an emergency type situation which cannot be planned for in advance. Example:  study subjects are acute stroke/ car accident patients. 
· Potential subjects are not seen by study team prior to day study procedures are started (e.g.- patients scheduled for clinical procedures/surgery by health care providers other than study team members.)  The potential subject will be provided adequate time to read the consent and consider their options.  The study options are not complicated or difficult to understand.  Example:  study involves randomizing a subject to one of two FDA approved anti-emetics following surgery. 
Does Not Include Minors

The consent will not given to the subject prior to the day of the start of study procedures because  insert as applicable:
_____ study is minimal risk/ expedited review and will be easily explained to the potential subject on the day the study procedures are started.
_____study takes place in an emergency type situation which cannot be planned for in advance.

_____ potential subjects are not seen by study team prior to day study procedures are started (e.g.- patients scheduled for clinical procedures/surgery by health care providers other than study team members.)  The potential subject will be provided adequate time to read the consent and consider their options.  The study options are not complicated or difficult to understand 

_____ Other  Insert explanation- or additional information
Once a potential subject is identified, they will be interviewed in a quiet and private place and may have family or friends with them if they choose.  If there is concern that the potential subject may not be able to read the potential subject will be asked to read the first sentence of the consent form to determine if they are capable of reading. Depending on the response they will either be offered the opportunity to read the consent form or have the consent form read to them.  Once the consent has been read the person obtaining consent will summarize the consent form verbally, asking open ended questions to determine if the potential subject understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

Potential subjects will be given an opportunity to ask questions.  Their level of understanding will dictate how much time will be spent covering each item.  Once all of their questions have been answered, if they decide to participate, they will be asked to sign the consent form.  The person obtaining consent will sign the form and subjects will be given a copy of the signed consent form. Study procedures will then begin.  The informed consent process for each individual subject will be documented in the subject’s medical record.
Includes Minors

The consent will not be given to the parent/guardian and if applicable the potential subject prior to the day of the start of study procedures because:  choose applicable options from below
_____ study is minimal risk/ expedited review and will be easily explained to the potential subject on the day the study procedures are started.

_____study takes place in an emergency type situation which cannot be planned for in advance.

_____ potential subjects are not seen by study team prior to day study procedures are started (e.g.- patients scheduled for clinical procedures/surgery by health care providers other than study team members.)  The potential subject will be provided adequate time to read the consent and consider their options.  The study options are not complicated or difficult to understand 

_____ Other  Insert explanation- or additional information
Once a potential subject is identified, they will be interviewed with their parent/guardian in a quiet and private place.  If there is concern that the parent/guardian and if applicable the child may not be able to read the parent/guardian and if applicable the potential subject will be asked to read the first sentence of the consent form to determine if they are capable of reading. Depending on the response they will either be offered the opportunity to read the consent form or have the consent form read to them.  Once the consent has been read the person obtaining consent will summarize the consent form verbally, asking open ended questions to determine if the parent/guardian/ potential subject understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

The parent/guardian and potential subject will be given an opportunity to ask questions.  Their level of understanding will dictate how much time will be spent covering each item.  Once all of their questions have been answered the parent/guardian will be asked to sign the consent if they have decided their child will participate.   The child will then be asked if they wish to participate and if so will give assent.  The person obtaining consent/assent will sign the form and subjects and their parents/guardian will be given a copy of the signed form(s).  Study procedures will then begin.  The informed consent process for each individual subject will be documented in the subject’s study file/ medical record.
Consent Form Given to Potential Subjects Prior to Day Study Procedures are Started
Potential subjects come to UVa to consent.  

Following are examples of types of studies where this consenting process might be used:
·  Study is more than minimal risk and involves numerous interventions.  Example:  Use of investigational drugs for oncology patient-multiple treatments and visits over 6 months.  

· Study is minimal risk but involves a vulnerable population.  Examples: Study involves use of mobility testing and use of an ice bath to ankle of an adolescent with a history of ankle injuries.  Study involves cognition testing in a patient with early Alzheimer’s Disease
Does Not Include Minors

The IRB-HSR approved consent form will be provided to potential subjects by mail with an IRB approved recruitment letter or be given to them in person at UVa. Alternatively potential subjects will be given the consent form during a visit to UVa and will take it home with them.   They will be informed that they may discuss it with family and friends as they wish.  They will bring it with them to their next appointment. 
When they come back, potential subjects will be interviewed in a quiet and private place and may have family or friends with them if they choose.  The person obtaining consent will summarize the consent form verbally, asking open ended questions to determine if the potential subject understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

Potential subjects will be given an opportunity to ask questions.  Their level of understanding will dictate how much time will be spent covering each item.  Once all of their questions have been answered, if they decide to participate, they will be asked to sign the consent form.  The person obtaining consent will sign the form and subjects will be given a copy of the signed consent form.  Study procedures will then begin.  The informed consent process for each individual subject will be documented in the subject’s study file/ medical record.
Includes Minors
The IRB-HSR approved consent form will be provided to the parents/guardian of a  potential subject by mail with an IRB approved cover letter or be given to them in person at UVa. Alternatively the parent/guardian of the potential subject will be given the consent form during a visit to UVa and will take it home with them.   They will be informed that they may discuss it with family and friends as they wish.  They will bring it with them to their next appointment. 
When they come back, potential subjects and their parent/guardian will be interviewed in a quiet and private place and may have family or friends with them if they choose.  The person obtaining consent will summarize the consent form verbally, asking open ended questions to determine if the potential subject and their parent/guardian understands what is being covered in the consent form.   Questions might include:  

· Would you summarize for me what you believe will be done to you if you are in this study? 

· Would you benefit from this study?

· What do you feel are the risks of being in this study?

Potential subjects and their parents/guardian will be given an opportunity to ask questions.  Their level of understanding will dictate how much time will be spent covering each item.  Once all of their questions have been answered the parent/guardian will be asked to sign the consent if they have decided their child will participate.   The child will then be asked if they wish to participate and if so will give assent.  The person obtaining consent/assent will sign the form and subjects and their parents/guardian will be given a copy of the signed form(s).  Study procedures will then begin.  The informed consent process for each individual subject will be documented in the subject’s study file/ medical record.
