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[Study Name/ID pre-filled] Site Name:
Date Form Completed: __/ / (mm/ddyyyy) Subject ID:

Visit: [ore-populated by database]

1) Date and Time of ECG: /120 _:+ [Jam [_1pm [_] 24-hour clock
mm dd yyyy

2) Ventricular Rate /HeartRate: _ __ beats/min

3) PRinterval: ___ __ _ msec 4) QRS duration: ___ __ _ msec

5) QTinterval: ___ _ _ msec 6) QTcinterval: ___ _ _ msec

7) ECG Results (choose only one):
[ ] Normal [ Abnormal, Not Clinically Significant
[_] Abnormal, Clinically Significant [ ] Unable to evaluate

8) Heart rhythm: [ Normal sinus rhythm [ ] Sinus tachycardia [ ] Sinus bradycardia
[ ] Atrial arrhythmia [_] Ventricular arrhythmia

9) Atrial arrhythmia : [ ] Absent [ ] Atrial fibrillation [ ] Atrial flutter [ ] Other

10) Ventricular Arrhythmia:  [_] Absent [] Ventricular tachycardia [ ] Ventricular fibrillation [ ] Other

11) ST segment abnormality: [ ] Absent [ ] Present

12) T wave abnormality: [ ] Absent [ ] Present

13) Right ventricular hypertrophy: [ Absent [] Present

14) Left ventricular hypertrophy: [ Absent [ ] Present

15) Patterns of previous myocardial infarction: [ | Absent [ ] Present

16) Patterns of complete bundle branch block: [ ] Absent [ ] Present
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GENERAL INSTRUCTIONS

An electrocardiogram (ECG) is often used during the screening visit of a study to evaluate a
participant’s/subject’s cardiac health and determine whether the participant/subject is eligible for the study.
Follow up ECGs may be performed to continue to monitor the participant’s/subject’s heart rhythms over the
course of the study.

SPECIFIC INSTRUCTIONS

Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.

¢ Data and time ECG performed — The preferred format for recording date and time is MM/DD/YYYY
HH:MM (24-hour clock).

¢ Ventricular Rate/ Heart Rate — Measure in beats per minute.

¢ PR interval — Measure in milliseconds (msec).

e QRS duration — Measure in milliseconds (msec).

e QT interval — Measure in milliseconds (msec).

e QTc interval — Measure in milliseconds (msec).

o ECG Results — Choose the response that best describes the overall ECG results.

¢ Heart rhythm — Choose all that apply. If 'Normal sinus rhythm' is chosen no other values can be chosen.
e Atrial Arrhythmia — Choose all that apply. If 'Absent' is chosen no other values can be chosen.

e Ventricular arrhythmia — Choose all that apply. If 'Absent' is chosen no other values can be chosen.
o ST segment abnormality — No additional instructions

o T wave abnormality — No additional instructions

¢ Right ventricular hypertrophy — No additional instructions

e Left ventricular hypertrophy — No additional instructions

o Patterns of previous myocardial infarction — No additional instructions

o Patterns of complete bundle branch block — No additional instructions
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