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	NOTIFICATION OF CHANGES DUE TO COVID-19



[bookmark: _GoBack]
We are providing this notification because you are participating in a research study and we are making changes to study visits (and procedure, if applicable) to comply with public health efforts to address COVID- 19 (coronavirus).  Your study site (insert name) has instituted restricted visits for research purposes in response to the evolving COVID-19.  These restrictions have prompted the following changes to the study:  
· List specific procedures/assessment/questionnaires that are being altered, removed or added.
· List specific visits which are being removed or added.

Going forward, visits may be done remotely until the restrictions are lifted at your study site. Remote visits will be conducted over (insert video conferencing platform or telephone) and the visit schedule will not/will not change.   During these visits, someone from the study staff will contact you (insert video call platform or telephone) and conduct the following research activities:
· [bookmark: _Hlk40968391]List study procedures/assessments/questionnaires which will be administered remotely.  

For studies using video conference platforms:

Your research team will launch the video conferencing in a private and secure area.  To protect your privacy, we also request that you do the following:

· Do not share the Zoom link (including the password) with anyone;
· Make certain you are in a private space (for example, if possible be in a room with no one else);
· Login from a secure Wi-Fi (e.g. password protected);
· Turn your camera on; and
· Participants are not to take photos or save images from the research study virtual visit that should be shared with or sent to anyone.   

We use end-to-end encryption to ensure confidentiality of our Zoom platform videoconference services, but you must do your part including logging in from a secure Wi-Fi and participating in a private location. The laws protecting privacy and the confidentiality of medical information also apply to research study virtual visits. You may review Boston Children’s Notice of Privacy Practices here: childrenshospital.org/legal/notice-of-privacy-practices.  

For Drug Studies address if drug will be shipped directly to subject, add or revise the below statement:

Study drug shipments will be made directly to you. The courier responsible for delivering study drug to you will require your contact information in order to arrange shipments.

During the study, if you experience any medical problems, suffer a research-related injury, or have questions, concerns or complaints about the study, please contact the Investigator at (insert contact number).
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