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Paper Case Report Forms (CRFs) – instructions for completion 
1. All CRF fields must be completed legibly and in full using black or blue ink. CRFs must be completed during the study visit or as soon as data is available (such as echo reports or blood test results).
2. Grey highlighting is for information. Blue highlighting are fields calculated from previously collected data (these will be calculated for you on the eCRF).
3. All fields that cannot be filled in must be marked:
a. ND = Not done (where test/examination was not done)
b. NAP = Not applicable
c. NAV = Data not available
4. Site ID, Participant ID and Initials must be written on all pages.
5. Delete incorrectly entered data with a single line and write correct data as close as possible to the designated place. Changes must be initialled and dated by the individual making the correction. DO NOT USE CORRECTION FLUID OR DITTO MARKS OR OBSCURE THE ORIGINAL DATA ENTRY.
6. All dates are in the format DD-MM-YYYY (e.g. 31-08-2024). Times are HH:MM and should use 24hr notation (e.g. 13:45).
7. For each evening pacemaker check, use a new copy of the Evening CRF and enter the number of the Pacing Day (e.g PD1, PD2, PD3).
8. If the participant is paced for longer than 6 days, use the Even/Odd PD Continuation CRF sheets for the morning Visits. These are the same as the CRFs for Pacing Day 5 and 6. On odd days (PD7, PD9, etc) only the pacemaker check is required. On even days (PD8, PD10, etc) Uscom and blood pressure measurements must be collected, with and without pacing.
9. On Lead Removal day, the participant may already have had a Pacing Day study visit in the morning. If so, any BP and Uscom assessments collected that morning do not need to be repeated. Only do these if they have not already been done that day (Section 1 of the LR CRF).
10. All persons completing the CRF must sign the bottom of every CRF page. All such persons must appear on the Study Delegation Log for CRF completion and data query resolution.
Signed by: ____________________   Print Name: _____________________  Date of completion:  D    D    /   M    M  /   Y     Y     Y     Y

RSA-PACE PD Evening CRF Draft 2024-08-15	Page: 1 of 2

[bookmark: _GoBack]RSA-PACE CRF Instructions V1.0 2024-09-03	Page: 12 of 12
image1.png
RSA/fpace




image2.png
Ceryx Medical




