research Answering service

The VAPHS Research Office contracted with an answering service in early 2005 to assist investigators in complying with 24-hour contact policies. This service is provided free of charge to all VA human subjects research studies. 

As of July 2007, all studies assigned Greater than Minimal Risk must use the answering service as their after-hours contact, regardless of the scrutiny level of the study.  
Principal investigators of these studies should submit the following items to the VAPHS IRB:

1. 
A modified consent form adding the answering service phone number and call instructions (see below). 
2. 
A memo to be sent to currently enrolled subjects with updated contact information.  A sample memo template follows on the next page, but you may modify however you wish.  
Instructions for Modifying Consent Forms:

Subjects should be given clear instructions on the consent form and, if applicable, on their information card, about what to say to the answering service operator. For example, “If you experience a medical problem that you feel may be related to this study, please call [provide appropriate daytime information] and after-hours or on weekends call 1-866-785-9015 and tell the operator that you are a research subject from the Pittsburgh VA in [study title] and need to speak with Dr. [PI]. Then give the operator a phone number where you can be reached. The operator will get in touch with Dr. [PI] or another person listed below who will call you back.” 
A call list, including off-hours contact information for the PI and other acceptable contacts (qualified clinicians who are part of the research team), should be submitted to Kathleen Parks (Kathleen.Parks.gov) in the Research Office at the same time that the modification is submitted to the IRB. This will ensure that the contact information is forwarded to the call center prior to approval of the consent form. Contact information for the call center may be updated as needed and does not require IRB review. Please note that your off-hours contact information will be kept confidential.  If the operator cannot reach you at the numbers on your call list, he or she will contact Dr. Ali Sonel, ACOS/R&D.
Reminder to all investigators currently using the Research answering service:

Please make sure the contact information you provided to the answering service is current and complete.  Remember to consider study coverage when you are out of town.  Audits of the emergency contact system occur annually.

Minimal risk studies do not require 24-hour investigator availability, but must indicate a number to call for any medical questions (this number does not need to be answered 24-hours a day).  

SAMPLE MEMO TO ENROLLED SUBJECTS

Date

Dear [subject]:

This is a letter about your participation in the [study title or description] study.  We recently changed our phone number for reaching us in the evenings and on weekends, so please use the following numbers to call us instead of the numbers on your consent form.

During weekdays, you can call:

[include name and number of individual(s) to call]

If you have a medical problem you think may be related to the study in the evening or on weekends, please call:

1-866-785-9015    
Tell the operator that you are a research subject from the Pittsburgh VA in [study title] and need to speak with Dr. [PI]. Then give the operator a phone number where you can be reached. The operator will get in touch with Dr. [PI] or another person listed below who will call you back.

Thank you for your participation in this research study.

Sincerely,

[PI]
