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Description automatically generated]Manual 41 – ePatch Results Letter Templates

The following templates are for participant results letters. Physicians will receive a generic cover letter attached to the participant letter, which can be found in the Manual 2 Appendices. Descriptions/interpretations for the abnormal findings and alerts are included at the end of this document, after the letter templates. 

Results letter template #1 – Letter to Participant No abnormal findings


[bookmark: _Hlk89412091][Date]


[Participant Name]
[Address]


Dear [Mr./Ms. Participant Name]:

Thank you for taking part in the ARIC Study. We appreciate your willingness to join us in this important study.

The results of your Heart Patch Monitor examination were within the expected normal range for someone your age. We have attached a detailed report for your records. If you instructed us to send these results to your physician during the ARIC Study visit, we have done so. 

Thank you again for being a member of the ARIC Study.	

Sincerely,





	<Field Center Principal Investigator>
	Lin Yee Chen, MD, MS
ARIC Heart Patch Monitor Study
Principal Investigator
University of Minnesota





Enclosure
 



Results letter template #2 – Letter to Participant Abnormal findings present





[Date]


[Participant Name]
[Address]


Dear [Mr./Mr. Participant Name]:

Thank you for taking part in the ARIC Study. We appreciate your willingness to join us in this important study.

[bookmark: _Hlk89412769]The results of your Heart Patch Monitor examination are detailed in the attached report.  The report shows some results that may be considered outside of the normal range.  In most instances, such results do not mean that a medical problem exists.  However, you may want your physician to review the report and determine whether the results should be studied further. 

The findings are: [List below]

If you instructed us to send these results to your physician during the ARIC Study visit, we have done so.  We would be glad to assist with an appropriate referral if you do not have a personal physician or other source of health care.

Thank you again for being a member of the ARIC Study.	

Sincerely,

						

	[bookmark: _Hlk89412609]<Field Center Principal Investigator>
	Lin Yee Chen, MD, MS
ARIC Heart Patch Monitor Study
Principal Investigator
University of Minnesota



Enclosure




 


Results letter template #3 – Letter to Participant Alerts present





[Date]


[Participant Name]
[Participant Address]

Dear [Participant Name]:

Thank you for taking part in the ARIC Study at our Field Center. We appreciate your willingness to join us in this important study.

[bookmark: _Hlk89412959]The results of your Heart Patch Monitor examination are detailed in the attached report. We have identified some findings which are possibly abnormal. We believe that the enclosed report should be reviewed by a physician to determine whether these results should be confirmed or studied further.

The findings are: 

[bookmark: _Hlk89412973]Because the ARIC Study does not provide any clinical diagnosis or treatment, we offer to send all relevant information to participants’ usual sources of medical care.  We encourage you to consult your physician or usual source of medical care, to review those results that we have highlighted for verification.  

Thank you again for being a member of the ARIC Study.	

Sincerely,



	<Field Center Principal Investigator>
	Lin Yee Chen, MD, MS
ARIC Heart Patch Monitor Study
Principal Investigator
University of Minnesota




Enclosure

 


Description of abnormal findings and alerts

	Abnormality or alert
	Description

	Atrial fibrillation
	This is an irregular heart rhythm. It may feel like palpitations or “racing heart beats”.

	Atrial flutter
	This is a fast rhythm that originates from the upper chambers of the heart. It may feel like palpitations or “racing heart beats”.

	Supraventricular ectopy (SVE) / Premature atrial contractions (PACs) / Supraventricular bigeminy / Supraventricular trigeminy / Supraventricular couplets / Supraventricular triplets
	These are heartbeats that come early and originate from the upper chambers of the heart. They may feel like palpitations or “skipping a beat”.


	Supraventricular tachycardia
	This is a fast rhythm that originates from the upper chambers of the heart. It may feel like palpitations or “racing heart beats”.

	Ventricular ectopy (VE) / Premature ventricular contractions (PVCs) / Ventricular bigeminy / Ventricular trigeminy / Ventricular couplets / Ventricular triplets
	These are heartbeats that come early and originate from the lower chambers of the heart. They may feel like palpitations or “skipping a beat”.


	Non-sustained ventricular tachycardia 
	This is a fast rhythm that originates from the lower chambers of the heart. It may feel like palpitations or “racing heart beats”.

	2nd degree AV block, Mobitz I (AV Wenckebach)
	This is an occasional slowing of heart rate due to a drop of a beat in the lower chambers.

	Paced beats

	These are heart beats that originate from a pacemaker device rather than your heart’s own pacemaker.

	Wide QRS tachycardia >120 bpm and sustained for >30 seconds (includes monomorphic ventricular tachycardia, polymorphic ventricular tachycardia, ventricular fibrillation)
	This is a fast rhythm that originates from the lower chambers of the heart and may feel like palpitations or “racing heart beats”.

	Complete heart block

	This is a slow heart beat due to an interruption in the electrical pathway in the heart.

	2nd degree AV Block, Mobitz II 

	This is a slow heart beat due to an interruption in the electrical pathway in the heart.

	Pause >6 seconds

	There was no heartbeat for 6 seconds or longer.

	Bradycardia <40 bpm and sustained for >30 seconds
	This is a slower than usual heart rate that lasted more than 30 seconds.

	Atrial fibrillation/atrial flutter with average heart rate <40 bpm or >180 bpm and sustained for 60 seconds
	This is an irregular heart rhythm. It may feel like palpitations or “racing heart beats”.

	Narrow QRS tachycardia >180bpm and sustained for 60 seconds

	This is a fast rhythm that originates from the upper chambers of the heart. It may feel like palpitations or “racing heart beats”.





Example Abnormal Report – Atrial Fibrillation, Premature Atrial Contractions, Premature Ventricular Contractions
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Description automatically generated]

Example Alert Report: Atrial Fibrillation with average heart rate >180bpm sustained for >60 seconds
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Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Patient: Holter 14-Day 
Holter Report



BioTel Heart
Client Services: 877-593-6421



Fax: 877-989-0700
gobio.com



Patient Summary
Date of Birth
01/01/1980 (41 yrs.) 



Sex
Female



Patient ID
--



Pacemaker
No



Primary Indication
Chest Pain, Unspecified



Clinician Summary
Institution



Analysis Length
13d 22h 20min



Noise Burden
0.49%



Analysis by



Report Summary
Recording Length
14d
From 01/25/2021



To 02/08/2021 



Date of Analysis
03/03/2021



Device ID



Heart Rate
Max
199bpm
02/03/2021



05:57:27 am 



Min
49bpm
02/02/2021



04:30:05 pm 



Average
95bpm



Ectopics
Premature Supraventricular
Complexes



PSVC Count
-- 



Isolated Count
-- 



Couplets
-- 



Premature Ventricular Complexes



PVC Count
8,315 (0.43%) 



Isolated Count
8,265
(0.43%) 



Morphologies
4 



Couplets
16 (<0.01%) 



Bigeminy
24 (<0.01%) 



Trigeminy
-- 



Patient
Events
Count
5



Paced Beats
Count
--



Signature 



AFib / Flutter Burden
100.00%



Longest Episode
13d 23h on 01/25/2021 at 04:49:36 pm



Max HR
199bpm



Representative Strip  HR: 194bpm  Duration: 13d 23h



Other SVT Count
--



Longest Episode
-- 



Max HR
--



Representative Strip: None 



Pause Count
32



Longest RR
2,352ms on 02/02/2021 at 04:27:42 pm 



Representative Strip  Duration: 2,352ms



AV Block Type
--



Longest RR
-- 



Representative Strip: None 



VT Count
2



Longest Episode
13 beats on 02/03/2021 at 07:56:28 pm



Max HR
156bpm



Representative Strip  HR: 156bpm  Duration: 13 beats



Technician Findings
Patient monitored for 14d starting on 01/25/2021 04:47 pm.
Average heart rate was 95 bpm, Minimum heart rate was 49 bpm on Day 9 / 04:30:05 pm, Max
heart rate was 199 bpm on Day 10 / 05:57:27 am



Atrial Fibrillation or Flutter: Burden was 100 %, longest event 13d 23h on Day 1 / 04:49:36 pm,
fastest rate 199 bpm on Day 1 / 04:49:36 pm.



PSVC(s): Burden was 0 %, max count per 24 hours 0
SVT (AT, RT): 0 events, longest event 0 s on --, fastest event -- bpm on --



Pause: 32 events, longest pause 2352 ms on Day 9 / 04:27:42 pm
AV Block: 0 %, longest R-R interval 0 ms, most severe block demonstrated --



PVC(s): Burden was 0.43 %, max count per 24 hours 597, 4 disparate morphologies
Ventricular Tachycardia: 2 events, longest event 13 beats at Day 10 / 07:56:28 pm, fastest rate 156
bpm at Day 10 / 07:56:28 pm



Physician Findings
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Heart Rate Trend
Min HR Max HR Avg HR Bradycardia Episode Count Tachycardia Episode Count



49bpm 199bpm 95bpm -- 4,685 (24.16%) 



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  
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Atrial Fibrillation / Flutter Hourly Burden
Burden Longest Episode Max HR 



100.00% 13d 23h 199bpm



PSVC Hourly Burden
No PSVCs found in the study



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  
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PVC Hourly Burden
Count Isolated Count No. of Morphologies Couplets Bigeminy Trigeminy



8,315 (0.43%) 8,265 (0.43%) 4 16 (<0.01%) 24 (<0.01%) -- 



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  
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HR and Ectopic Beats Table
Time Ending Min HR (bpm) Avg HR (bpm) Max HR (bpm) PSVC Count PSVC Burden (%) PVC Count PVC Burden (%) 



01/25/2021 10:00:00 pm 88 108 136 -- -- 136 0.40 



01/26/2021 04:00:00 am 77 89 113 -- -- 27 0.08 



01/26/2021 10:00:00 am 77 93 119 -- -- 53 0.16 



01/26/2021 04:00:00 pm 72 84 101 -- -- 25 0.08 



01/26/2021 10:00:00 pm 77 94 122 -- -- 45 0.13 



01/27/2021 04:00:00 am 88 104 130 -- -- 130 0.35 



01/27/2021 10:00:00 am 85 100 126 -- -- 114 0.32 



01/27/2021 04:00:00 pm 81 93 113 -- -- 37 0.11 



01/27/2021 10:00:00 pm 83 103 128 -- -- 126 0.34 



01/28/2021 04:00:00 am 86 104 130 -- -- 203 0.54 



01/28/2021 10:00:00 am 78 93 115 -- -- 27 0.08 



01/28/2021 04:00:00 pm 79 101 138 -- -- 123 0.34 



01/28/2021 10:00:00 pm 80 92 108 -- -- 50 0.15 



01/29/2021 04:00:00 am 82 96 122 -- -- 51 0.15 



01/29/2021 10:00:00 am 85 107 150 -- -- 141 0.37 



01/29/2021 04:00:00 pm 77 96 139 -- -- 72 0.21 



01/29/2021 10:00:00 pm 82 112 147 -- -- 149 0.37 



01/30/2021 04:00:00 am 74 87 105 -- -- 31 0.10 



01/30/2021 10:00:00 am 71 87 110 -- -- 46 0.15 



01/30/2021 04:00:00 pm 68 85 107 -- -- 52 0.17 



01/30/2021 10:00:00 pm 64 78 101 -- -- 62 0.22 



01/31/2021 04:00:00 am 75 100 128 -- -- 80 0.22 



01/31/2021 10:00:00 am 81 108 146 -- -- 378 0.98 



01/31/2021 04:00:00 pm 78 99 124 -- -- 208 0.58 



01/31/2021 10:00:00 pm 75 89 113 -- -- 75 0.23 



02/01/2021 04:00:00 am 69 90 124 -- -- 98 0.30 



02/01/2021 10:00:00 am 83 102 129 -- -- 134 0.36 



02/01/2021 04:00:00 pm 72 87 115 -- -- 111 0.35 



02/01/2021 10:00:00 pm 69 85 106 -- -- 62 0.20 



02/02/2021 04:00:00 am 82 100 128 -- -- 68 0.19 



02/02/2021 10:00:00 am 74 96 124 -- -- 275 0.79 



02/02/2021 04:00:00 pm 65 77 91 -- -- 176 0.63 



02/02/2021 10:00:00 pm 66 87 109 -- -- 127 0.40 



02/03/2021 04:00:00 am 74 94 131 -- -- 178 0.53 



02/03/2021 10:00:00 am 85 113 161 -- -- 532 1.31 



02/03/2021 04:00:00 pm 76 91 115 -- -- 373 1.13 



02/03/2021 10:00:00 pm 77 91 109 -- -- 139 0.43 



02/04/2021 04:00:00 am 77 98 121 -- -- 151 0.43 



02/04/2021 10:00:00 am 84 101 129 -- -- 273 0.75 



02/04/2021 04:00:00 pm 79 93 117 -- -- 166 0.49 



02/04/2021 10:00:00 pm 76 97 123 -- -- 133 0.38 



02/05/2021 04:00:00 am 76 94 123 -- -- 123 0.37 



02/05/2021 10:00:00 am 76 112 153 -- -- 312 0.78 



02/05/2021 04:00:00 pm 82 94 113 -- -- 193 0.57 



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  
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Time Ending Min HR (bpm) Avg HR (bpm) Max HR (bpm) PSVC Count PSVC Burden (%) PVC Count PVC Burden (%) 



02/05/2021 10:00:00 pm 77 92 116 -- -- 77 0.23 



02/06/2021 04:00:00 am 80 97 127 -- -- 97 0.28 



02/06/2021 10:00:00 am 82 101 131 -- -- 284 0.78 



02/06/2021 04:00:00 pm 81 92 110 -- -- 298 0.90 



02/06/2021 10:00:00 pm 78 100 123 -- -- 201 0.56 



02/07/2021 04:00:00 am 85 102 128 -- -- 142 0.39 



02/07/2021 10:00:00 am 93 115 147 -- -- 307 0.74 



02/07/2021 04:00:00 pm 75 91 109 -- -- 322 0.99 



02/07/2021 10:00:00 pm 72 95 123 -- -- 137 0.40 



02/08/2021 04:00:00 am 70 92 126 -- -- 115 0.35 



02/08/2021 10:00:00 am 74 95 117 -- -- 151 0.44 



02/08/2021 04:00:00 pm 72 84 103 -- -- 117 0.39 



02/08/2021 04:47:25 pm 69 78 88 -- -- 13 0.35 



Ventricular Morphology Analysis



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Morphology 1
Beat Count
7,886 (94.72% of PVCs)



ECG CHANNEL 1



Morphology 2
Beat Count
211 (2.53% of PVCs)



ECG CHANNEL 1



Morphology 3
Beat Count
211 (2.53% of PVCs)



ECG CHANNEL 1



Morphology # Beat Count % of PVCs



Morphology 1 7,886 94.72%



Morphology 2 211 2.53%



Morphology 3 211 2.53%



Morphology 4 18 0.22%
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Patient Symptoms
Total Patient Events



5 



Heart Rate Variability



Date of Birth:  01/01/1980 (41 yrs.)  



Mean 632ms



SDNN 180ms



SDANN 93ms



ASDNN 150ms



NN50 1,417,840



pNN50 76.18%



RMSSD 212ms



VLF 5,744.58ms²



LF 7,319.59ms²



HF 7,492.03ms²
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QT Analysis



QT min 294ms QTcB min 405ms



QT avg 356ms QTcB avg 449ms



QT max 409ms QTcB max 487ms



QTcB > 460ms 31.68%



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  
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Strip Index
ID Date & Time Category HR Physician



Notification
Association Comments Page



1 02/03/2021 05:57:27 am Max HR 199bpm -- -- page 9



2 02/02/2021 04:30:05 pm Min HR 49bpm -- -- page 9



3 02/02/2021 04:27:38 pm Pause -- -- -- page 10



4 01/29/2021 03:23:55 pm AFib / Flutter 194bpm -- Patient Event Fastest AFib page 10



5 02/03/2021 07:56:26 pm VT 156bpm -- -- page 10



6 02/07/2021 01:02:27 pm VT 126bpm -- -- page 10



7 02/01/2021 06:25:24 am Patient Event 111bpm -- AFib / Flutter page 11



8 02/01/2021 06:25:27 am Patient Event 106bpm -- AFib / Flutter page 11



9 02/02/2021 02:07:14 am Patient Event 92bpm -- AFib / Flutter page 11



10 02/03/2021 11:26:04 pm Patient Event 103bpm -- AFib / Flutter page 11



11 02/05/2021 03:31:25 am Patient Event 70bpm -- AFib / Flutter page 11



12 01/26/2021 07:19:56 am PVC -- -- -- page 12



13 01/27/2021 05:08:32 am PVC -- -- -- page 12



14 01/30/2021 05:33:10 pm PVC -- -- -- page 12



15 02/03/2021 07:56:25 pm PVC -- -- -- page 12



16 01/31/2021 07:20:43 am Ventricular Couplet -- -- -- page 12



17 01/29/2021 06:06:56 am Ventricular Bigeminy -- -- -- page 13



Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Max HR 



1. 02/03/2021 05:57:27 am HR: 199bpm  



Continued on next page 



Min HR 



2. 02/02/2021 04:30:05 pm HR: 49bpm  



Continued on next page 
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Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Pause 



3. 02/02/2021 04:27:38 pm Duration: 2,352ms  



Continued on next page 



AFib / Flutter 



4. 01/29/2021 03:23:55 pm HR: 194bpm 
Duration: 13d 23h 



Episode Associated to Patient Events 



  



Continued on next page 



Comment: Fastest AFib 



VT 



5. 02/03/2021 07:56:26 pm HR: 156bpm 
Duration: 13 beats



  



Continued on next page 



6. 02/07/2021 01:02:27 pm HR: 126bpm 
Duration: 5 beats



  



Continued on next page 



Page 10 of 13











Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Patient Event 



7. 02/01/2021 06:25:24 am Symptoms: Dizziness/Near-syncope 
Related Episode: AFib / Flutter 



HR: 111bpm 



  



Continued on next page 



8. 02/01/2021 06:25:27 am Symptoms: Light Headedness & Tired/Fatigue 
Related Episode: AFib / Flutter 



HR: 106bpm 



  



Continued on next page 



9. 02/02/2021 02:07:14 am Symptoms: Palpitations/Skipping & Chest Discomfort/Angina (Pain) 
Related Episode: AFib / Flutter 



HR: 92bpm 



  



Continued on next page 



10. 02/03/2021 11:26:04 pm Symptoms: Dizziness/Near-syncope & Chest Discomfort/Angina (Pain) 
Related Episode: AFib / Flutter 



HR: 103bpm 



  



Continued on next page 



11. 02/05/2021 03:31:25 am Symptoms: Shortness of Breath 
Related Episode: AFib / Flutter 



HR: 70bpm 



  



Continued on next page 
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Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



PVC 



12. 01/26/2021 07:19:56 am Count in Morphology: 7,886  



Continued on next page 



13. 01/27/2021 05:08:32 am Count in Morphology: 211  



Continued on next page 



14. 01/30/2021 05:33:10 pm Count in Morphology: 211  



Continued on next page 



15. 02/03/2021 07:56:25 pm Count in Morphology: 18  



Continued on next page 



Ventricular Couplet 



16. 01/31/2021 07:20:43 am



Continued on next page 
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Patient:  Holter 14-Day Patient ID:  -- Date of Birth:  01/01/1980 (41 yrs.)  



Ventricular Bigeminy 



17. 01/29/2021 06:06:56 am



Continued on next page 
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