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Instructions: 
This page is to solely document notes relevant to a clinical research study. It should not be used in the place of a “Note to File” (NTF) which is a memo created to identify a discrepancy or problem in the conduct of the clinical research study. This worksheet can contain several notes, each note must be signed and dated at the end of each note. 
A research note can be as simple as  documenting what date and time a subject was called and for what reason, so for example: 
“CRC called subject EP18-001  on 6/18/2018 at 4:40pm as a reminder to bring their study medication and food diary for their Week 13 study visit that is scheduled on 6/20/18. Subject did not answer and a non-detailed voicemail was left asking the subject to call our office in return.  
John Smith 6/28/18
Or it can be as complicated as: 
“Subject EP18-010 was consented on 6/22/18 at 10:32am. The subject was given sufficient time to review the informed consent and the entire informed consent document was reviewed with the subject. After reviewing the consent, the subject was asked if they had any questions and they did not. The subject and the research personnel signed the informed consent and a signed photocopy of the informed consent was provided to the subject. After the informed consent process was completed, the subject was asked inclusion/exclusion criteria in order to determine whether or not they qualified for this study. The subject met all inclusion criteria and did not meet any exclusion criteria. The subject was then randomized to the study group A and was provided with the QoL-01 questionnaire as per protocol. The subject was provided sufficient time to complete the questionnaire and the questionnaire was reviewed by the CRC to ensure completeness. Vitals were taken and documented on the Subject Vitals data collection form. The subject was then provided with the study medication for group A and was given a food diary. The food diary was explained and the subject’s next visit was scheduled for Monday 6/25/18 at 10:00am in the Internal Medicine clinic. The baseline study visit was then completed and the visit was conducted as per protocol. 
John Smith  6/28/18



[bookmark: _GoBack]

IRB # __________________
Subject ID# _______________

	
Notes:  __________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________




Created by Laura Sanchez 
Version 1.3 6/28/18

