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TELEPHONE SCRIPT TO SCREEN POTENTIAL SUBJECTS WHEN IDENTIFIABLE PRIVATE INFORMATION, INCLUDING PROTECTED HEALTH INFORMATION, WILL BE RECORDED OR WRITTEN


Protocol Title: EXAMPLE 2
Principal Investigator: 



(Note that the Investigator must request a Waiver of Documentation of Informed Consent and a Partial Waiver of HIPAA Authorization to ask subjects to perform any research activity—including providing identifiable information over the phone—prior to providing written informed consent and authorization.)

(Before submitting to the IRB, the study-specific details must be completed within this document. Please delete this red instruction text) 

May I speak with ____________? Hello, this is _____________________ and [I work with your doctor, ________________, / I noted that you wished to be contacted for future research] at National Jewish Health. 
The purpose of this call is to let you know about a research study we are conducting, answer your questions, and ask you a few questions. Is this a good time to talk?

[If YES, proceed.]

[If NO, ask:] What is a good day or time for us to talk?


Great. I’d like to tell you more about the study. <Briefly describe the study.>

Based on what I’ve told you so far, do you think you might be interested in being in this study?

[If YES, proceed.]

[If NO:] Thank you so much for your time.

To get started, I will ask you basic demographic and health questions over the phone right now. This information will be used to determine if you meet the criteria to be in the study, and is not intended to diagnose or benefit your current health. This call may take about ___ minutes.

During this call, I will not ask you about any sensitive information concerning your health or collect any financial information.  We will never sell your information or give it to anyone else. I will write down your answers on a form and will keep this form in a locked file cabinet. Then a member of the research team will enter your answers in the password-protected database/spreadsheet. Access to this form and the database/spreadsheet are limited to Investigators and research staff who work on this study. As with any research study, there is a remote risk that your information could be lost or seen by someone not authorized to see it. If you qualify, we will keep your information for approximately _____ months/years. If you don’t qualify, we will <describe whether you would keep or destroy the information>.
Answering the following questions is voluntary and you do not have to continue. If you agree to continue, you can stop answering questions at any time. If you don’t want to continue, or you participate but change your mind later, it will not affect your care or any relationships you may have at National Jewish Health or with your physicians.

Do you have any questions about what I’ve told you so far?

[If YES, write down questions]

Do I have your permission to collect and store information about you to determine eligibility for this study? If you agree, I will send you a follow-up email or letter (your preference) to provide my contact information and confirm our telephone call.

[If YES, proceed with questions.] 

[If NO, say:] Thank you very much for your time. [End call.]
Now I would like to ask some basic demographic and health questions.

<Fill in questions or refer to another questionnaire>

Contact Information:

[Collect contact information]
Scheduling:

[Review options for scheduling]

If you have any questions or would like to reschedule your appointment, you can reach us at: <add phone numbers>. If you have questions about your rights as a research participant, call the IRB office at 303-398-1477.
Conclusion:

You have now answered all my questions. Do you have any questions for me? 
[If YES, write down questions]

As I shared earlier, I’d also like to send you an email or letter with my contact information and a confirmation of the details in this phone call. Would you prefer to receive an email or a letter in the mail?

[Note answer]
Thank you very much for your time and interest in this study. We look forward to seeing you on: __________________________. [End call.]
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