
Patient Reported Outcomes 
(PROs) Overview
Belal Suleiman, MD
Duke University



• None

Disclosures

2



Key Objectives
1. Background & Goals of PROs
2. Why PROs for CHANGE AFib?
3. Instructions & Guidance on PRO 

Administration
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Background & Goals of PROs
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Pop Quiz (Raise Your Hands)
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Reduction in quality of life is greatest 
in which of the following conditions?

A. Heart failure
B. Atrial fibrillation
C. Coronary artery disease/MI
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Pop Quiz
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Reduction in quality of life is greatest 
in which of the following conditions?

A. Heart failure
B. Atrial fibrillation
C. Coronary artery disease/MI

The reductions in QOL are 
comparable across all 3 conditions.
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Dorian P, et al. J Am Coll Cardiol. 2000;36:1303-1309.

*P < .05 AF vs controls
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Background and Goals of 
PROs

1 Calvert, et al. JAMA 2013
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• Any report of the status of a patient’s health 
condition or health behavior that comes directly 
from the patient without interpretation of the 
patient’s response by a clinician or anyone else

• PRO instruments are used to measure the 
effect of a medical intervention on one or more 
domains relevant to the disease state

• Can be used to inform patient-centered care, 
clinical decision making, and health policy1 
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Why PROs for CHANGE AFib?



PROs in CHANGE AFib

Aliot, et al. EP Europace, 2014
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• Atrial fibrillation symptoms and their 
effect on patients are variable, 
ranging from minimal to 
incapacitating

• Previous studies with with medical 
therapy and ablation have shown 
benefit in PROs

• Important to ensure that PROs do 
not worsen and ideally, improve with 
intervention



PROs in CV Trials
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Patient Reported Outcomes: Often Forgotten
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AF-Related Quality of Life Improved with Rhythm 
Control: Findings from the CABANA Trial

Mark et al. JAMA 2019;321(13):1275-1285.
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Instructions & Guidance on 
PRO Administration
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Quality of Life Scales
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The following sections will cover how to correctly 
administer the following Quality of Life (QOL) 
Scales. Both scales will be administered at the 
baseline visit and the 12-month follow-up visit.  Total 
scores for each questionnaire will be calculated for 
you within GWTG-AFib.

• Atrial Fibrillation Effect on QualiTy-of-life (AFEQT) 
questionnaire

• Mayo AF-Specific Symptom Inventory (MAFSI)
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AFEQT
What is the AFEQT Questionnaire?

• An AFib specific health-related quality of life (HRQoL) questionnaire to assess the impact of atrial 
fibrillation on patients’ HRQOL and possibly assess changes with treatment.

Administration of the AFEQT questionnaire:
• Completion should take approximately 5 minutes
• Intended to be a self-administered questionnaire
• All respondents should be encouraged to answer each question. If the respondent asks for 

clarification of a particular item, read the question to the subject verbatim. If the respondent still asks 
for clarification, explain to him/her that he/she should use his/her own interpretation of the question.

• If the patient cannot read, read each question to him/her verbatim.

Baseline & 12-Month Follow-up Visits:
• In-person visits: Provide the questionnaire to the patient to complete.
• Virtual visits: Read the questionnaire, verbatim, document patient responses

AFEQT (Information obtained from: http://afeqt.org/files/Instruction_Guide_for_AFEQT_Questionnaire-5-18-10.pdf)
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AFEQT Scoring

http://afeqt.org/files/AFEQT_Questionnaire_Scoring_Guide.pdf

• General Scoring Information
⁄ The responses on the AFEQT are scored on a

1 to 7 Likert scale, where for questions 1-18,
• 1= “Not at all…” to 7 = “Extremely...”.

⁄ Questions 19- 21 relate to patients’ satisfaction
with treatment and are not included in HRQoL
score of the AFEQT questionnaire.

• Overall AFEQT score
⁄ Calculation of the AFEQT score is calculated

based on the following formula:
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http://afeqt.org/files/AFEQT_Questionnaire_Scoring_Guide.pdf
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MAFSI
CHANGE AFib is using a modified MAFSI 
questionnaire comprised of a 10-item AFib 
symptom checklist asking about both the 
frequency and severity of each symptom.



21

MAFSI
What is the MAFSI Questionnaire?

• The MAFSI was developed as a modification and update of the AF Symptom Checklist.

Administration of the MAFSI questionnaire:
• The frequency of symptoms is recorded as 0 (Never), 1 (rarely), 2 (sometimes), 3 (often), or 4 

(always).
• These responses are summed for a total Frequency Score that ranges from 0 (no AF symptoms) to 

40 (worst score). Similarly, MAFSI Severity Scores are recorded as 1 (mild), 2 (moderate), or 3 
(extreme). Severity scores are summed and range from 0 (no AF symptoms) to 30 (most severe AF 
symptoms).

• The MAFSI will be collected on the trial case report form and will be administered by site 
coordinators at baseline and at the 12-month follow-up visit. Patients can self complete the form or 
trial staff can read the questionnaire, verbatim, to the patients and document his/her responses.

Baseline & 12-Month Follow-up Visits:
• In-person visits: Provide the questionnaire to the patient to complete.
• Virtual visits: Read the questionnaire, verbatim, document patient responses
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MAFSI Illustrated:

Changes in MAFSI Severity 
in Patients with Heart Failure 
Undergoing Rhythm Control

Black-Maier E, et al. J Arrhythm. 2020; 36(1): 84–92.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7011840/
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