University of Massachusetts – Dartmouth Consent & Authorization


Instructions for Preparer: Provide the information requested in bolded italics, and then delete the instructions. Include a version date in the footer. If your study has more than one consent form, clearly identify the individual forms in the footer.
	IRB Protocol Title:
	

	IRB Protocol #:
	

	Principal Investigator: 
	

	Phone Number:
	

	Sponsor/Supporter:
	[insert names of funding agencies; if not funded, delete]

	Participation Duration:
	

	Anticipated number of research participants:
	


Introduction__________________________________________________________________
We are asking you to take part in a research study. This form provides you with information about the study. The principal investigator (the lead researcher for this project) [INSERT OTHER APPROPRIATE TITLE IF THE PI WILL NOT CONDUCT THE DISCUSSION] will provide you with a copy of this form to keep for your reference and will also describe this study to you and answer all of your questions. If at any time you have questions about the study, please ask a member of the study team. Take all the time you need to decide whether you want to take part in this research study. 
[Describe the purposes of the research, include a description of the procedures to be followed, the amount of time required for participation, what information will be collected, if educational records will be requested, and how the study data will be collected]
Risks_______________________________________________________________________

[Describe the risks (physical, social, financial, psychological, privacy, or other) and possible discomforts related to the study. Depending on the study, there can be risks related to confidentiality of information, risks from procedures, risks from incidental findings, and discomforts from the procedures.] 

This [treatment, procedure, intervention, or describe other] may involve risks that are currently unforeseeable. A risk of taking part in this study is the possibility of a loss of confidentiality or privacy. Loss of privacy means having your personal information shared with someone who is not on the study team and was not supposed to see or know about your information. The study team plans to protect your privacy. Their plans for keeping your information private are described in the Confidentiality section below.

Benefits_______________________________________________________________________

You will not benefit from taking part in this study, but your participation may help people who have [insert condition] in the future.

[OR]

You may or may not receive personal (direct) benefit from taking part in this study. The possible benefits of taking part in this study include: [insert specifics].

Confidentiality________________________________________________________
___
Any information collected during this study that can identify you by name will be kept confidential. We will do everything we can to keep your data secure, however, complete confidentiality cannot be promised. Despite all efforts, unanticipated problems, such as a stolen computer may occur, although it is highly unlikely. The data resulting from your participation may be made available to other researchers in the future for research purposes not detailed within this consent form. In these cases, the data will contain no identifying information that could associate you with it, or with your participation in any study. 
If you choose to take part in this study, you are giving us the authorization (i.e. your permission) to use the protected health information or personally identifiable information collected during the research. The information that we may collect and use for this research may include medical information that may be considered sensitive. [Add a description of the information/PHI/PII that will be disclosed in a specific and meaningful way.] [Add a statement of why the requested use or disclosure is made.] [If you are collecting HIV test results, history of drug or alcohol abuse, or mental health information it must be stated.] [If you are NOT collecting HIV test results, history of drug or alcohol abuse, or mental health information include a statement that the project does not involve collecting health information that may be considered sensitive.]  

[If you are requesting academic records (grades) from the registrar’s office: include a statement which clarifies which specific records or information are being requested for release, the purpose, and recipients of educational records i.e., GPA, psychology 301 class grade, etc].  

[Revise as necessary if identifiers will be shared outside of UMassD] The research information that is shared with people outside of University of Massachusetts – Dartmouth will not include your name, address, telephone number or any other direct identifiers unless disclosure of the information is required by law, or you have authorized the disclosure. [Identify the persons or class of persons authorized to make the disclosure.] [Identify the persons or class of persons to whom the covered entity may make the requested disclosure]
[Describe procedures for maintaining confidentiality, such as the following statements] Your questionnaire responses will be assigned a code number, and separated from your name or any other information that could identify you. [OR] The research file that links your name to the code number will be kept in a locked file cabinet or an encrypted data file and only the investigator and authorized study staff will have access to the file. 

The following individuals and/or agencies will be able to look at, copy, use, and share your research information: 

- The investigator, University of Massachusetts – Dartmouth study staff, and other professionals who may be evaluating the study. [List other entities that may receive and process PHI/PII, i.e. Data Coordinating Center, Data Safety and Monitoring Board/Committee ...]
- Authorities from University of Massachusetts – Dartmouth, including the Institutional Review Board ('IRB').
- The Federal Office of Human Research Protections ('OHRP') [add FDA if applicable] and the United States Food and Drug Administration ('FDA').
[If this study is sponsored (money or supplies are being provided)] - The sponsor of this study, [NAME SPONSOR], including persons or organizations working with or owned by the sponsor.
- Other government regulatory agencies (including agencies in other countries) if the sponsor is seeking marketing approval for new products resulting from this research. [if applicable]
[Choose one of the following statements:]

Your authorization to use and share the information collected for this research purpose does not have an expiration (ending) date.

[OR]

Your authorization to use and share the information collected for this research purpose will expire when the research is completed.

Participants do not have to sign the authorization, but if they do not, they may not participate in the research. Participants may revoke the authorization in writing, (include instructions on how to exercise such right and who the individual needs to write, name and address). If you revoke your consent and authorization, you will not be allowed to continue taking part in the Research. Even if you revoke (take back) this consent and authorization, the researchers, and the sponsor (if applicable) may continue to use and disclose the information they have already collected. Once your research information has been disclosed to a third party (for example, a pharmaceutical company participating in a study), federal privacy laws may no longer protect it from further disclosure. 
Whom do I call if I have questions or problems? 







If you have any questions or concerns about this study, no longer want to participate in this research, you may contact [insert name of Principal Investigator or study contact] at telephone # [insert phone number].
Your participation is entirely voluntary. You can refuse to participate without penalty or loss of benefits to which you are otherwise entitled.  You can stop your participation at any time and your refusal will not impact current or future relationships with UMassD or participating sites.
If you have questions about your rights as a research participant, complaints, concerns, or questions about the research please contact The University of Massachusetts Dartmouth Office of Institutional Compliance at IRB.research@umassd.edu. 
[If this study is registered with clinicaltrials.gov add Clinical Trial Language for Consent]: A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.

Statement of Consent and Authorization: 








I have read the consent and authorization form and talked about this research study, including the purpose, procedures, risks, benefits and alternatives with the researcher. Any questions I had were answered to my satisfaction. I am aware that by signing below, I am agreeing to take part in this research study and that I can stop being in the study at any time. I am not waiving (giving up) any of my legal rights by signing this consent form. I will be given a copy of this consent and authorization form to keep for my records. 

Signatures: [Ensure signature lines are not separated from the statement of consent]
Participant Name: _____________________________________________________________

Participant Signature: ______________________________

Date: _________________

Investigator Signature: _____________________________

Date: _________________

[If you are requesting academic records (grades) from the registrar’s office: I consent to the release of my educational records and grade(s): specify what being requested for release) from the registrar’s office for [clarify the purpose] to Investigator: [Identify the Investigator by name].

Participant Signature: ______________________________

Date: _________________
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