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Appendix M. MAUDE Reports 

Table M1. Reports on CGM Devices from the FDA MAUDE Database 
Note: Key information is presented in this table, but detailed event descriptions are available at the FDA MAUDE database. 

Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5161
155 

10/6/2024 
4:00 Injury 

DEXCOM, 
INC. 

10/16/2024 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5160
563  Death 

DEXCOM, 
INC. 

10/3/2024 
4:00 QBJ 

DEXCOM 
CONTINUO
US GLUCOSE 
MONITOR  

 Insufficient 
Information 

MW5160
567 

9/27/2024 
4:00 Injury 

DEXCOM, 
INC. 

10/3/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Hyperglycemia; 
Hypoglycemia 

MW5160
467  Injury 

DEXCOM, 
INC. 

10/2/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5160
472  Injury 

DEXCOM, 
INC. 

10/2/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5160
333  Death 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW5160
384  Malfunction 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ 

DEXCOM 
CONTINUO
US GLUCOSE 
MONITOR 
SYSTEM   Rash 

MW5160
420  Injury 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5160
191  Injury 

DEXCOM, 
INC. 

9/26/2024 
4:00 QBJ 

DEXCOM 
CONTINUO
US GLUCOSE 
MONITOR   Hyperglycemia 

MW5160
099 

9/19/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Insufficient 
Information 

MW5160
103  Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5160
104  Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5160
013 

9/16/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/24/2024 
4:00 QBJ 

DEXCOM 
SENSOR  

 Insufficient 
Information 

MW5160
023 

9/17/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/24/2024 
4:00 QBJ 

DEXCOM 
CONTINUO
US GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
708 

9/16/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/17/2024 
4:00 QBJ 

DEXCOM 
BLOOD 
GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
446 

9/5/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/9/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 High Test 
Results 

 Insufficient 
Information 

MW5159
455 

8/2/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/9/2024 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW5159
311 

8/31/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/6/2024 
4:00 QBJ 

DEXCOM 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
349 

9/4/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/6/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5159
056 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
057 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
058 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5159
081 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6 

 High Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5159
137 

8/27/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Insufficient 
Information 

MW5158
710  Injury 

DEXCOM, 
INC. 

8/21/2024 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5158
575 

8/14/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/16/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5158
302  Injury 

DEXCOM, 
INC. 

8/9/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW5158
257 

8/5/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/7/2024 
4:00 QBJ DEXCOM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5157
864  Injury 

DEXCOM, 
INC. 

7/30/2024 
4:00 QBJ DEXCOM   Hypoglycemia 

MW5157
737 

7/22/2024 
4:00 Injury 

DEXCOM, 
INC. 

7/26/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR   Discomfort 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5156
911 

6/26/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

7/1/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5156
505 

6/17/2024 
4:00 Injury 

DEXCOM, 
INC. 

6/21/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information; No 
Clinical Signs, 
Symptoms or 
Conditions 

MW5156
459  Injury 

DEXCOM, 
INC. 

6/20/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW5156
471  Injury 

DEXCOM, 
INC. 

6/20/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW5155
988  Injury 

DEXCOM, 
INC. 

6/7/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5155
768 

6/3/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

6/4/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW5153
878 

4/11/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

4/15/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5153
513 

4/3/2024 
4:00 Injury 

DEXCOM, 
INC. 

4/3/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5153
215 

3/23/2024 
4:00 Injury 

DEXCOM, 
INC. 

3/26/2024 
4:00 QBJ 

DEXCOM 
SENSOR  High Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5153
027 

3/18/2024 
4:00 Injury 

DEXCOM, 
INC. 

3/20/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5153
005 

2/20/2024 
5:00 Malfunction 

DEXCOM, 
INC. 

3/19/2024 
4:00 QBJ 

DEXCOM G6 
CONTINUEO
US GLUCOSE 
MONITOR 
SYSTEM  

 Foreign Body In 
Patient 

MW5152
444  Injury 

DEXCOM, 
INC. 

3/6/2024 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5151
801 

2/11/2024 
5:00 Injury 

DEXCOM, 
INC. 

2/21/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5151
825  Injury 

DEXCOM, 
INC. 

2/21/2024 
5:00 QBJ DEXCOM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5151
167 

2/5/2024 
5:00 Injury 

DEXCOM, 
INC. 

2/7/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5150
660 

1/20/2024 
5:00 Injury 

DEXCOM, 
INC. 

1/23/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR  High Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5150
681 

1/21/2024 
5:00 Malfunction 

DEXCOM, 
INC. 

1/23/2024 
5:00 QBJ 

DEXCOM G6 
TRANSMITT
ER  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5150
490  Injury 

DEXCOM, 
INC. 

1/17/2024 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5150
101  Injury 

DEXCOM, 
INC. 

1/9/2024 
5:00 QBJ DEXCOM G6 

 High Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5149
414  Injury 

DEXCOM, 
INC. 

12/19/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 

MW5148
679  Injury 

DEXCOM, 
INC. 

12/1/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5148
559  Injury 

DEXCOM, 
INC. 

11/29/2023 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Failure to Sense  Hyperglycemia 

MW5148
569 

11/23/2023 
5:00 Injury 

DEXCOM, 
INC. 

11/29/2023 
5:00 QBJ 

DEXCOM G6 
CGM 
SENSOR  

 Unspecified 
Infection; Rash 

MW5148
448  Injury 

DEXCOM, 
INC. 

11/22/2023 
5:00 QBJ DEXCOM G6 

 High Readings; 
Calibration 
Problem 

 Insufficient 
Information 

MW5148
455 

11/18/2023 
5:00 Malfunction 

DEXCOM, 
INC. 

11/22/2023 
5:00 QBJ 

DEXCOM G6 
CGM 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5148
368  Injury 

DEXCOM, 
INC. 

11/21/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 

MW5148
145  Injury 

DEXCOM, 
INC. 

11/14/2023 
5:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5148
148  Injury 

DEXCOM, 
INC. 

11/14/2023 
5:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5148
101  Injury 

DEXCOM, 
INC. 

11/13/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5148
022  Injury 

DEXCOM, 
INC. 

11/9/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 

MW5147
844  Injury 

DEXCOM, 
INC. 

11/6/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hypoglycemia 

MW5147
801  Injury 

DEXCOM, 
INC. 

11/3/2023 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5147
758  Injury 

DEXCOM, 
INC. 

11/2/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5147
654  Injury 

DEXCOM, 
INC. 

11/1/2023 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW5147
085 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
SENSOR  

 Insufficient 
Information 

MW5147
086 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
SENSOR  

 Insufficient 
Information 

MW5147
087 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
SENSOR  Defective Device 

 Insufficient 
Information 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5146
930 

10/8/2023 
4:00 Injury 

DEXCOM, 
INC. 

10/12/2023 
4:00 QBJ DEXCOM G6  

 Hyperglycemia; 
Hypoglycemia; 
Diabetic 
Ketoacidosis 

MW5146
931  Injury 

DEXCOM, 
INC. 

10/12/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
871  Injury 

DEXCOM, 
INC. 

10/11/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW5146
505  Injury 

DEXCOM, 
INC. 

10/3/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW5146
340  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
355  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5146
362  Injury 

DEXCOM. 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
370  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
223 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
224 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5146
225 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 
TRANSMITT
ER  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5146
203  Injury 

DEXCOM, 
INC. 

9/26/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5146
144 

9/20/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/25/2023 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW5146
150  Injury 

DEXCOM, 
INC. 

9/25/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5146
110  Injury 

DEXCOM, 
INC. 

9/22/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5145
980  Injury 

DEXCOM, 
INC. 

9/20/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5145
922  Injury 

DEXCOM, 
INC. 

9/19/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5145
630 

9/9/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/13/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5145
634 

9/9/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/13/2023 
4:00 QBJ DEXCOM  

 Skin Inflammation/ 
Irritation 

MW5145
381  Injury 

DEXCOM, 
INC. 

9/7/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5145
386  Injury 

DEXCOM, 
INC. 

9/7/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5145
275  Injury 

DEXCOM, 
INC. 

9/6/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5144
951  Injury 

DEXCOM, 
INC. 

8/24/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW5144
952  Injury 

DEXCOM, 
INC. 

8/24/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW5144
652  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5144
656  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5144
657  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5122
881 

7/25/2023 
4:00 Injury 

DEXCOM, 
INC. 

8/9/2023 
4:00 QBJ DEXCOM G6  

 Dehydration; 
Diarrhea; Fatigue; 
Hyperglycemia; 
Vomiting; Diabetic 
Ketoacidosis 

MW5120
629  Injury 

DEXCOM, 
INC. 

8/4/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5120
350  Injury 

DEXCOM, 
INC. 

7/28/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5120
217  Injury 

DEXCOM, 
INC. 

7/26/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW5119
983  Injury 

DEXCOM, 
INC. 

7/21/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5119
229 

7/5/2023 
4:00 Injury 

DEXCOM, 
INC. 

7/7/2023 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Pumping 
Stopped; Low 
Readings  Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5118
823 

6/21/2023 
4:00 Injury 

DEXCOM, 
INC. 

6/23/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW5118
379  Injury 

DEXCOM, 
INC. 

6/13/2023 
4:00 QBJ DEXCOM G6 

 Low Readings; 
Calibration 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5118
353  Injury 

DEXCOM, 
INC. 

6/12/2023 
4:00 QBJ DEXCOM G6  Low Readings  Hyperglycemia 

MW5118
227 

6/2/2023 
4:00 Injury 

DEXCOM, 
INC. 

6/6/2023 
4:00 MDS 

DEXCOM G6 
SENSOR  High Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5118
234 

6/4/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

6/6/2023 
4:00 QBJ DEXCOM G6 

 Loss of or Failure 
to Bond 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5118
248 

6/3/2023 
4:00 Injury 

DEXCOM, 
INC. 

6/6/2023 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Patient Device 
Interaction 
Problem 

 Erythema; Itching 
Sensation; Pain; 
Rash; Fluid 
Discharge; Skin 
Inflammation/ 
Irritation; Swelling/ 
Edema 

MW5118
087  Injury 

DEXCOM, 
INC. 

6/1/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5118
102  Injury 

DEXCOM, 
INC. 

6/1/2023 
4:00 QBJ DEXCOM G6 

 Chemical 
Problem; Patient 
Device 
Interaction 
Problem 

 Caustic/Chemical 
Burns 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5118
033 

5/28/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/31/2023 
4:00 QBJ DEXCOM G6  High Readings  Malaise 

MW5117
987  Injury 

DEXCOM, 
INC. 

5/30/2023 
4:00 QBJ 

DEXCOM 
G6/G7 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5117
994  Injury 

DEXCOM 
INC. 

5/30/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Failure to Analyze 
Signal; Wireless 
Communication 
Problem  Hypoglycemia 

MW5117
996 

5/16/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/30/2023 
4:00 QBJ DEXCOM G6 

 Failure to 
Calibrate 

 Hyperglycemia; 
Hypoglycemia 

MW5117
969 

5/25/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/26/2023 
4:00 MDS 

DEXCOM G6 
SENSOR  High Readings  Hypoglycemia 

MW5117
806 

5/22/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/24/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Product Quality 
Problem 

 Insufficient 
Information 

MW5117
807 

5/22/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

5/24/2023 
4:00 MDS 

DEXCOM G6 
SENSOR  Defective Device 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5117
795 

5/20/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/23/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5117
771  Malfunction 

DEXCOM, 
INC. 

5/22/2023 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5117
730 

5/17/2023 
4:00 Malfunction 

DEXCOM 
INC. 

5/19/2023 
4:00 MDS 

DEXCOM G6 
SENSOR  Low Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5117
291 

4/30/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/5/2023 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5117
292 

4/30/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/5/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Entrapment of 
Device; Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Connection 
Problem  Hyperglycemia 

MW5117
293 

4/30/2023 
4:00 Injury 

DEXCOM, 
INC. 

5/5/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Loss of or Failure 
to Bond; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5117
095 

4/21/2023 
4:00 Injury 

DEXCOM, 
INC. 

4/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 

 Device Displays 
Incorrect 
Message 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5117
097 

4/21/2021 
4:00 Injury 

DEXCOM, 
INC. 

4/27/2023 
4:00 QBJ DEXCOM G6 

 Device Sensing 
Problem 

 Hyperglycemia; 
Hypoglycemia 

MW5115
443 

2/28/2023 
5:00 Malfunction 

DEXCOM, 
INC. 

3/2/2023 
5:00 QBJ DEXCOM G6 

 Application 
Program 
Problem; Loss of 
Data 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5114
604 

1/24/2023 
5:00 Injury 

DEXCOM, 
INC. 

1/31/2023 
5:00 QBJ 

DEXCOM G6 
APP  Defective Device 

 Insufficient 
Information 



WA – Health Technology Assessment January 9, 2025 
 

 
Continuous Glucose Monitors: Draft Evidence Report  M14 

Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5114
583 

1/27/2023 
5:00 Injury 

DEXCOM, 
INC. 

1/30/2023 
5:00 QBJ DEXCOM G6  Delayed Alarm  Hypoglycemia 

MW5113
775 

12/9/2022 
5:00 Injury 

DEXCOM, 
INC. 

12/13/2022 
5:00 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Erythema; 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Skin Inflammation/ 
Irritation 

MW5112
549 

10/6/2022 
4:00 Injury 

DEXCOM, 
INC. 

10/11/2022 
4:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5112
549 

10/6/2022 
4:00 Injury 

DEXCOM, 
INC. 

10/11/2022 
4:00 QBJ SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5112
302 

9/10/2022 
4:00 Injury 

DEXCOM, 
INC. 

9/27/2022 
4:00 QBJ DEXCOM G6  High Readings 

 Crushing Injury; 
Hypoglycemia 

MW5112
031 

6/15/2022 
4:00 Injury 

DEXCOM, 
INC. 

9/13/2022 
4:00 QBJ 

DEXCOM G6 
TRANSMITT
ER  Loss of Data 

 Insufficient 
Information 

MW5111
831 

8/24/2022 
4:00 Injury 

DEXCOM, 
INC. 

8/31/2022 
4:00 QBJ 

DEXCOM G6 
SENSOR 
AND 
TRANSMITT
ER  Output Problem 

 Insufficient 
Information 

MW5111
683 

8/20/2022 
4:00 Injury 

DEXCOM, 
INC. 

8/23/2022 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 
Hypersensitivity/All
ergic reaction; 
Unspecified 
Infection; Rash; Skin 
Inflammation/ 
Irritation 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5111
422 

8/5/2022 
4:00 Injury 

DEXCOM, 
INC. 

8/10/2022 
4:00 QBJ 

DEXCOM G6 
APPLICATIO
N 

 Product Quality 
Problem; 
Application 
Program Version 
or Upgrade 
Problem  Hypoglycemia 

MW5111
054 

7/16/2022 
4:00 Injury 

DEXCOM, 
INC. 

7/21/2022 
4:00 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; Rash 

MW5110
452 

6/17/2022 
4:00 Malfunction 

DEXCOM, 
INC. 

6/22/2022 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Calibration 
Problem 

 Insufficient 
Information 

MW5110
333 

6/11/2022 
4:00 Injury 

DEXCOM, 
INC. 

6/14/2022 
4:00 MDS 

DEXCOM G6 
SENSORS 

 Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW5110
333 

6/11/2022 
4:00 Injury 

DEXCOM, 
INC. 

6/14/2022 
4:00 MDS 

DEXCOM G6 
SENSORS 

 Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW5110
333 

6/11/2022 
4:00 Injury 

DEXCOM, 
INC. 

6/14/2022 
4:00 MDS 

DEXCOM G6 
SENSORS 

 Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW5110
333 

6/11/2022 
4:00 Injury 

DEXCOM, 
INC. 

6/14/2022 
4:00 MDS 

DEXCOM G6 
SENSORS 

 Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW5109
768 

4/6/2022 
4:00 Malfunction 

DEXCOM, 
INC. 

5/17/2022 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Difficult or 
Delayed 
Activation  Rash 

MW5109
624 

4/1/2022 
4:00 Injury 

DEXCOM, 
INC. 

5/10/2022 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Erythema; Peeling; 
Blister; Skin 
Inflammation/ 
Irritation 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5109
507 

4/10/2022 
4:00 Injury 

DEXCOM, 
INC. 

5/3/2022 
4:00 QBJ 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; Local 
Reaction 

MW5109
507 

4/10/2022 
4:00 Injury 

DEXCOM, 
INC. 

5/3/2022 
4:00 QBJ 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; Local 
Reaction 

MW5109
166 

4/15/2022 
4:00 Injury 

DEXCOM, 
INC. 

4/19/2022 
4:00 QDK DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Rash; 
Skin Tears 

MW5109
180 

4/2/2022 
4:00 Malfunction 

DEXCOM, 
INC. 

4/19/2022 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device 
Markings/Labellin
g Problem  Hyperglycemia 

MW5108
611  Malfunction 

DEXCOM, 
INC. 

3/29/2022 
4:00 MDS DEXCOM G6 

 Low Test 
Results; Material 
Integrity Problem 

 Insufficient 
Information 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ 

DEXCOM 
CONTINOUS 
GLUCOSE 
MONITORIN
G SYSTEM 
TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ 

DEXCOM 
CONTINOUS 
GLUCOSE 
MONITORIN
G SYSTEM 
TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ 

DEXCOM 
CONTINOUS 
GLUCOSE 
MONITORIN
G SYSTEM 
TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5107
031  Injury 

DEXCOM, 
INC. 

1/26/2022 
5:00 QBJ SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Communication 
or Transmission 
Problem 

 Hypoglycemia; 
Visual Impairment; 
Dizziness; Cognitive 
Changes; Confusion/ 
Disorientation 

MW5106
846 

1/17/2022 
5:00 Injury 

DEXCOM, 
INC. 

1/20/2022 
5:00 QBJ DEXCOM G6 

 Product Quality 
Problem; Patient 
Device 
Interaction 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5106
846 

1/17/2022 
5:00 Injury 

DEXCOM, 
INC. 

1/20/2022 
5:00 QBJ SENSOR 

 Product Quality 
Problem; Patient 
Device 
Interaction 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5106
533 

1/1/2022 
5:00 Malfunction 

DEXCOM, 
INC. 

1/7/2022 
5:00 QBJ 

DEXCOM G6 
TRANSMITT
ERS 

 Defective 
Device; Device 
Markings/Labellin
g Problem 

 Insufficient 
Information 

MW5106
533 

1/1/2022 
5:00 Malfunction 

DEXCOM, 
INC. 

1/7/2022 
5:00 QBJ 

DEXCOM G6 
TRANSMITT
ERS 

 Defective 
Device; Device 
Markings/Labellin
g Problem 

 Insufficient 
Information 

MW5106
534 

1/5/2022 
5:00 Malfunction 

DEXCOM, 
INC. 

1/7/2022 
5:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 

 Product Quality 
Problem; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Output Problem 

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5106
453 

12/30/2021 
5:00 Injury 

DEXCOM, 
INC. 

1/4/2022 
5:00 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility 

 Rash; 
Caustic/Chemical 
Burns 

MW5106
223 

12/18/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/21/2021 
5:00 MDS DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5106
223 

12/18/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/21/2021 
5:00 MDS DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5106
223 

12/18/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/21/2021 
5:00 MDS DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5106
223 

12/18/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/21/2021 
5:00 MDS DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW5106
187 

12/16/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/20/2021 
5:00 QBJ 

DEXCOM G6 
CGM 

 Device 
Markings/Labellin
g Problem 

 Insufficient 
Information 

MW5106
187 

12/16/2021 
5:00 Injury 

DEXCOM, 
INC. 

12/20/2021 
5:00 QBJ SENSOR 

 Device 
Markings/Labellin
g Problem 

 Insufficient 
Information 



WA – Health Technology Assessment January 9, 2025 
 

 
Continuous Glucose Monitors: Draft Evidence Report  M20 

Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5106
133 

11/1/2020 
4:00 Injury 

DEXCOM 
INC 

12/16/2021 
5:00 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; Rash; 
Blister 

MW5106
145 

12/15/2021 
5:00 Malfunction 

DEXCOM, 
INC 

12/16/2021 
5:00 QBJ 

DEXCOM G6 
CGM 10 DAY 
ON BODY 
CONTINIOU
S GLUCOSE 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5106
145 

12/15/2021 
5:00 Malfunction 

DEXCOM, 
INC 

12/16/2021 
5:00 QBJ 

TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5105
309 

11/9/2021 
5:00 Injury 

DEXCOM, 
INC. 

11/12/2021 
5:00 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash 

MW5105
309 

11/9/2021 
5:00 Injury 

DEXCOM, 
INC. 

11/12/2021 
5:00 QBJ SENSOR 

 Patient-Device 
Incompatibility  Rash 

MW5105
241 

11/2/2021 
4:00 Injury 

DEXCOM, 
INC. 

11/9/2021 
5:00 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Bruise/Contusion; 
Purulent Discharge; 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Peeling; 
Skin Discoloration; 
Skin Inflammation/ 
Irritation 

MW5105
247 

11/6/2021 
4:00 Injury 

DEXCOM, 
INC. 

11/9/2021 
5:00 QBJ DEXCOM G6 

 Patient Device 
Interaction 
Problem  Hypoglycemia 

MW5105
095 

10/1/2021 
4:00 Injury 

DEXCOM, 
INC.  

11/2/2021 
4:00 QBJ 

DEXCOM G6 
APP FOR 
ANDROID 

 Labelling, 
Instructions for 
Use or Training 
Problem; Product 
Quality Problem 

 Insufficient 
Information 
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Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5104
943 10/15/2021 Injury 

DEXCOM, 
INC.  10/25/2021 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITORIN
G SYSTEM 

 Defective Alarm; 
Computer 
Software 
Problem; Device 
Sensing Problem  Hyperglycemia 

MW5104
775 10/15/2021 Malfunction 

DEXCOM, 
INC.  10/19/2021 MDS 

DEXCOM G6 
GLUCOSE 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5104
775 10/15/2021 Malfunction 

DEXCOM, 
INC.  10/19/2021 MDS 

DEXCOM G6 
GLUCOSE 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5104
775 10/15/2021 Malfunction 

DEXCOM, 
INC.  10/19/2021 MDS 

DEXCOM G6 
GLUCOSE 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5104
775 10/15/2021 Malfunction 

DEXCOM, 
INC.  10/19/2021 QBJ 

TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW5104
732 1/1/2021 Injury 

DEXCOM, 
INC.  10/18/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility; 
Therapeutic or 
Diagnostic 
Output Failure 

 Scar Tissue; Skin 
Disorders; Skin 
Inflammation/ 
Irritation 

MW5104
311 9/21/2021 Malfunction 

DEXCOM 
INC. 9/30/2021 QBJ 

DEXCOM G6 
CGM 

 Communication 
or Transmission 
Problem; Device-
Device 
Incompatibility; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5104
208 9/23/2021 Injury 

DEXCOM, 
INC.  9/24/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Component 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5104
208 9/23/2021 Injury 

DEXCOM, 
INC.  9/24/2021 QBJ 

TRANSMITT
ER 

 Defective 
Component 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5103
803 8/31/2021 Injury 

DEXCOM, 
INC.  9/8/2021 MDS 

DEXCOM G6 
SENSOR 

 Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
803 8/31/2021 Injury 

DEXCOM, 
INC.  9/8/2021 MDS 

DEXCOM G6 
SENSOR 

 Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
803 8/31/2021 Injury 

DEXCOM, 
INC.  9/8/2021 MDS 

DEXCOM G6 
SENSOR 

 Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
716 8/31/2021 Injury 

DEXCOM, 
INC.  9/2/2021 MDS DEXCOM G6 

 Defective 
Component  Emotional Changes 

MW5103
674 8/19/2021 Injury 

DEXCOM, 
INC.  9/1/2021 QBJ DEXCOM G6 

 Product Quality 
Problem; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective Device; 
Calibration 
Problem 

 Apnea; Cardiac 
Arrest; Loss of 
consciousness; 
Hypoglycemic Shock 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
457  Malfunction DEXCOM G6 8/23/2021 QBJ 

DEXCOM G6 
TRANSMITE
R 

 Use of Device 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5103
185 5/19/2021 Injury 

DEXCOM, 
INC.  8/11/2021 MDS DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hypoglycemia 
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Date 
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Code 

Brand Name Device Problem Patient Problem 

MW5103
054 8/4/2021 Malfunction 

DEXCOM, 
INC.  8/5/2021 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5103
054 8/4/2021 Malfunction 

DEXCOM, 
INC.  8/5/2021 MDS SENSORS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW5102
993 8/1/2021 Injury 

DEXCOM, 
INC.  8/3/2021 MDS 

DEXCOM G6 
CONTINUAL 
GLUCOSE 
MONITOR 

 False Alarm; Low 
Readings; 
Therapeutic or 
Diagnostic 
Output Failure  Hyperglycemia 

MW5102
502 7/8/2021 Injury 

DEXCOM, 
INC.  7/12/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Component; 
Separation 
Failure; Physical 
Resistance/Sticki
ng 

 Insufficient 
Information 

MW5102
052 6/19/2021 Malfunction 

DEXCOM, 
INC.  6/22/2021 QBJ 

DEXCOM G6 
TRANSMITT
ER 

 Expiration Date 
Error; Device 
Markings/Labellin
g Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5102
052 6/19/2021 Malfunction 

DEXCOM, 
INC.  6/22/2021 QBJ 

DEXCOM G6 
TRANSMITT
ER 

 Expiration Date 
Error; Device 
Markings/Labellin
g Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5102
052 6/19/2021 Malfunction 

DEXCOM, 
INC.  6/22/2021 QBJ 

DEXCOM G6 
TRANSMITT
ER 

 Expiration Date 
Error; Device 
Markings/Labellin
g Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5102
052 6/19/2021 Malfunction 

DEXCOM, 
INC.  6/22/2021 MDS SENSORS 

 Expiration Date 
Error; Device 
Markings/Labellin
g Problem; 
Therapeutic or 
Diagnostic 
Output Failure 

 Insufficient 
Information 

MW5102
054 6/22/2021 Injury 

DEXCOM, 
INC. 6/22/2021 QBJ 

DEXCOM 
CGM 

 Retraction 
Problem 

 Insufficient 
Information 

MW5102
054 6/22/2021 Injury 

DEXCOM, 
INC.  6/22/2021 QBJ 

DEXCOM 
CGM 

 Retraction 
Problem 

 Insufficient 
Information 

MW5101
707  Malfunction 

DEXCOM, 
INC.  6/3/2021 QBJ DEXCOM G6  Defective Device 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5101
707  Malfunction 

DEXCOM, 
INC.  6/3/2021 MDS SENSOR  Defective Device 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW5101
606 5/25/2021 Injury 

DEXCOM, 
INC.  5/27/2021 QBJ DEXCOM G6 

 Device 
Ingredient or 
Reagent Problem 

 Partial thickness 
(Second Degree) 
Burn 

MW5101
606 5/25/2021 Injury 

DEXCOM, 
INC.  5/27/2021 MDS DEXCOM G6 

 Device 
Ingredient or 
Reagent Problem 

 Partial thickness 
(Second Degree) 
Burn 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5101
373 5/12/2021 Malfunction 

DEXCOM 
INC.  5/14/2021 QBJ 

DEXCOM G6 
SENSOR 
INSERTER 

 Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 MDS SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 MDS SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 MDS SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 MDS SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5101
154 4/30/2021 Malfunction 

DEXCOM, 
INC. 5/4/2021 MDS SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 Insufficient 
Information 

MW5101
103 4/28/2021 Malfunction 

DEXCOM, 
INC.  4/30/2021 QBJ 

DEXCOM G6 
TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective Device  Hypoglycemia 

MW5101
103 4/28/2021 Malfunction 

DEXCOM, 
INC. 4/30/2021 QBJ 

DEXCOM G6 
TRANSMITT
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective Device  Hypoglycemia 

MW5101
021 8/24/2020 Injury 

DEXCOM, 
INC.  4/27/2021 QBJ 

DEXCOM G6 
CGM 

 Detachment of 
Device or Device 
Component 

 Foreign Body In 
Patient 

MW5101
021 8/24/2020 Injury 

DEXCOM, 
INC.  4/27/2021 MDS SENSOR 

 Detachment of 
Device or Device 
Component 

 Foreign Body In 
Patient 

MW5101
049 4/1/2020 Injury 

DEXCOM, 
INC.  4/27/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Unspecified 
Infection 

MW5100
898 4/11/2021 Injury 

DEXCOM, 
INC.  4/20/2021 QBJ DEXCOM G6 

 Use of Device 
Problem; Battery 
Problem; 
Complete Loss of 
Power  Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5100
853 4/14/2021 Malfunction 

DEXCOM, 
INC. 4/19/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Device; Data 
Problem 

 Insufficient 
Information 

MW5100
853 4/14/2021 Malfunction 

DEXCOM, 
INC. 4/19/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Device; Data 
Problem 

 Insufficient 
Information 

MW5100
853 4/14/2021 Malfunction 

DEXCOM, 
INC. 4/19/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Device; Data 
Problem 

 Insufficient 
Information 

MW5100
853 4/14/2021 Malfunction 

DEXCOM, 
INC. 4/19/2021 MDS 

DEXCOM G6 
SENSOR 

 Defective 
Device; Data 
Problem 

 Insufficient 
Information 

MW5100
696 4/7/2021 Injury 

DEXCOM, 
INC 4/9/2021 MDS 

DEXCOM G6 
CGM 
SENSOR 

 Patient Device 
Interaction 
Problem 

 
Hypersensitivity/All
ergic reaction; Rash 

MW5100
649 4/2/2021 Injury 

DEXCOM 
INC  4/7/2021 QBJ DEXCOM G6 

 Use of Device 
Problem; 
Improper or 
Incorrect 
Procedure or 
Method; 
Separation 
Failure 

 Insufficient 
Information 

MW5100
046 1/1/2021 Injury 

DEXCOM, 
INC.  3/16/2021 QBJ DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Caustic/Chemical 
Burns 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5100
007 2/19/2021 Injury 

DEXCOM, 
INC.  3/15/2021 MDS 

DEXCOM G6 
SENSOR 

 Loss of or Failure 
to Bond; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Patient-Device 
Incompatibility; 
Device Fell 

 Itching Sensation; 
Pain; Rash; Scar 
Tissue; Skin 
Inflammation/ 
Irritation 

MW5100
007 2/19/2021 Injury 

DEXCOM, 
INC.  3/15/2021 MDS 

DEXCOM G6 
SENSOR 

 Loss of or Failure 
to Bond; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Patient-Device 
Incompatibility; 
Device Fell 

 Itching Sensation; 
Pain; Rash; Scar 
Tissue; Skin 
Inflammation/ 
Irritation 

MW5100
007 2/19/2021 Injury 

DEXCOM, 
INC.  3/15/2021 MDS 

DEXCOM G6 
SENSOR 

 Loss of or Failure 
to Bond; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Patient-Device 
Incompatibility; 
Device Fell 

 Itching Sensation; 
Pain; Rash; Scar 
Tissue; Skin 
Inflammation/ 
Irritation 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5100
007 2/19/2021 Injury 

DEXCOM, 
INC.  3/15/2021 MDS 

DEXCOM G6 
SENSOR 

 Loss of or Failure 
to Bond; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Patient-Device 
Incompatibility; 
Device Fell 

 Itching Sensation; 
Pain; Rash; Scar 
Tissue; Skin 
Inflammation/ 
Irritation 

MW5100
008 3/1/2021 Injury 

DEXCOM, 
INC.  3/15/2021 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; 
Superficial (First 
Degree) Burn 

MW5099
926 3/8/2021 Injury 

DEXCOM, 
INC.  3/10/2021 QBJ 

DEXCOM G6 
CGM 

 Entrapment of 
Device; 
Separation 
Failure; Physical 
Resistance/Sticki
ng  Pain 

MW5099
926 3/8/2021 Injury 

DEXCOM, 
INC.  3/10/2021 MDS SENSOR 

 Entrapment of 
Device; 
Separation 
Failure; Physical 
Resistance/Sticki
ng  Pain 

MW5099
769 3/1/2021 Injury 

DEXCOM, 
INC.  3/3/2021 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Rash 

MW5099
774 2/15/2021 Injury 

DEXCOM, 
INC 3/3/2021 QBJ DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Itching 
Sensation; Swelling 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5099
774 2/15/2021 Injury 

DEXCOM, 
INC.  3/3/2021 MDS SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Itching 
Sensation; Swelling 

MW5099
749 2/24/2021 Injury 

DEXCOM 
INC. 3/2/2021 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Reaction 

MW5099
721 2/25/2021 Injury 

DEXCOM, 
INC.  3/1/2021 MDS 

DEXCOM G6 
CGM 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Burning 
Sensation; Blister 

MW5099
627 2/1/2021 Injury 

DEXCOM 
INC.  2/24/2021 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation; 
Swelling 

MW5099
627 2/1/2021 Injury 

DEXCOM 
INC.  2/24/2021 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation; 
Swelling 

MW5099
627 2/1/2021 Injury 

DEXCOM 
INC.  2/24/2021 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation; 
Swelling 

MW5099
627 2/1/2021 Injury 

DEXCOM 
INC.  2/24/2021 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation; 
Swelling 

MW5099
574 

11/2/2022 
4:00 Injury 

DEXCOM, 
INC. 

2/23/2021 
5:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 

 Inaccurate 
Delivery; 
Unexpected 
Shutdown 

 Hypoglycemia; 
Overdose; Diabetic 
Ketoacidosis 

MW5099
574 

11/2/2022 
4:00 Injury 

DEXCOM, 
INC. 

2/23/2021 
5:00 QBJ 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITOR 

 Inaccurate 
Delivery; 
Unexpected 
Shutdown 

 Hypoglycemia; 
Overdose; Diabetic 
Ketoacidosis 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5099
574 

11/2/2022 
4:00 Injury 

DEXCOM, 
INC. 

2/23/2021 
5:00 QBJ 

DEXCOM 
SENSOR 

 Inaccurate 
Delivery; 
Unexpected 
Shutdown 

 Hypoglycemia; 
Overdose; Diabetic 
Ketoacidosis 

MW5099
574 

11/2/2022 
4:00 Injury 

DEXCOM, 
INC. 

2/23/2021 
5:00 QBJ 

DEXCOM 
SENSOR 

 Inaccurate 
Delivery; 
Unexpected 
Shutdown 

 Hypoglycemia; 
Overdose; Diabetic 
Ketoacidosis 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 
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Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
578 2/21/2021 Injury 

DEXCOM, 
INC.  2/23/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
METER 

 Device Displays 
Incorrect 
Message; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW5099
534 2/17/2021 Malfunction 

DEXCOM, 
INC.  2/22/2021 QBJ 

DEXCOM G6 
CGM 

 Separation 
Failure 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Event Date Event Type Manufacturer 
Date 
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Brand Name Device Problem Patient Problem 

MW5099
497 2/16/2021 Malfunction 

DEXCOM, 
INC.  2/18/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITORIN
G SYSTEM 
SENSOR 

 Activation 
Failure 

 Rash; Local 
Reaction 

MW5099
497 2/16/2021 Malfunction 

DEXCOM, 
INC.  2/18/2021 MDS 

DEXCOM G6 
CONTINUO
US GLUCOSE 
MONITORIN
G SYSTEM 
SENSOR 

 Activation 
Failure 

 Rash; Local 
Reaction 

MW5099
459  Injury 

DEXCOM, 
INC.  2/17/2021 MDS DEXCOM G6 

 Difficult or 
Delayed 
Separation; 
Erratic Results  Rash 

MW5099
311 2/6/2021 Injury 

DEXCOM, 
INC. 2/9/2021 MDS 

DEXCOM G6 
CGM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Hyperglycemia; 
Diabetic 
Ketoacidosis 

MW5099
311 2/6/2021 Injury 

DEXCOM, 
INC. 2/9/2021 QBJ 

DEXCOM G6 
CGM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Hyperglycemia; 
Diabetic 
Ketoacidosis 

MW5099
325 2/8/2021 Malfunction 

DEXCOM, 
INC.  2/9/2021 MDS 

DEXCOM G-
6 SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Itching 
Sensation; Rash 

MW5099
325 2/8/2021 Malfunction 

DEXCOM, 
INC.  2/9/2021 MDS 

DEXCOM G-
6 SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Itching 
Sensation; Rash 
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Brand Name Device Problem Patient Problem 

MW5099
325 2/8/2021 Malfunction 

DEXCOM, 
INC.  2/9/2021 MDS 

DEXCOM G-
6 SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; Itching 
Sensation; Rash 

MW5099
210 1/31/2021 Injury 

DEXCOM, 
INC.  2/3/2021 MDS DEXCOM G6 

 Difficult to 
Remove 

 Blister; Skin 
Inflammation/ 
Irritation 

MW5099
159 12/16/2020 Injury 

DEXCOM, 
INC.  2/2/2021 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash 

MW5099
159 12/16/2020 Injury 

DEXCOM, 
INC.  2/2/2021 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash 

MW5099
160 10/12/2020 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Patient-Device 
Incompatibility  Rash 

MW5099
160 10/12/2020 Injury 

DEXCOM, 
INC.  2/2/2021 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash 

MW5099
165 1/15/2021 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Unspecified 
Infection; Burn, 
Thermal 

MW5099
166 12/30/2020 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash 

MW5099
166 12/30/2020 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash 

MW5099
166 12/30/2020 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash 
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MW5099
170 7/17/2020 Injury 

DEXCOM, 
INC.  2/2/2021 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Erythema; 
Inflammation; 
Itching Sensation; 
Skin Irritation 

MW5099
171 1/25/2021 Injury 

DEXCOM, 
INC.  2/2/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Rash 

MW5099
114 1/1/2021 Injury 

DEXCOM, 
INC. 1/29/2021 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility  Pain; Rash 

MW5099
021 1/23/2021 Malfunction 

DEXCOM, 
INC.  1/26/2021 QBJ 

DEXCOM G6 
CONTINUO
US 
GLUCOMET
ER 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hypoglycemia 

MW5098
967 11/26/2020 Injury 

DEXCOM 
INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 

MW5098
967 11/26/2020 Injury 

DEXCOM 
INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 

MW5098
967 11/26/2020 Injury 

DEXCOM 
INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 

MW5098
967 11/26/2020 Injury 

DEXCOM 
INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 
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MW50989
67 11/26/2020 Injury DEXCOM INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 

MW50989
67 11/26/2020 Injury DEXCOM INC 1/22/2021 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Itching Sensation; 
Rash; Skin Irritation 

MW50989
15 1/15/2021 Injury DEXCOM INC 1/20/2021 MDS DEXCOM G6 

 Therapeutic or 
Diagnostic 
Output Failure  Erythema 

MW50989
15 1/15/2021 Injury DEXCOM INC 1/20/2021 MDS DEXCOM G6 

 Therapeutic or 
Diagnostic 
Output Failure  Erythema 

MW50989
15 1/15/2021 Injury DEXCOM INC 1/20/2021 MDS DEXCOM G6 

 Therapeutic or 
Diagnostic 
Output Failure  Erythema 

MW50989
16 11/29/2020 Injury 

DEXCOM 
INC. 1/20/2021 QBJ DEXCOM G6   

MW50988
61 1/12/2021 Malfunction 

DEXCOM 
INC.  1/15/2021 QBJ DEXCOM G6 

 Retraction 
Problem; Physical 
Resistance/Sticki
ng  Pain 
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MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 
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MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW50988
73 1/13/2021 Malfunction DEXCOM INC 1/15/2021 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation, 
Positioning or 
Separation 
Problem 

 Insufficient 
Information 

MW50988
27 1/4/2021 Injury 

DEXCOM, 
INC. 1/13/2021 MDS 

DEXCOM G6 
SENSOR 

 Mechanical 
Problem 

 
Hemorrhage/Bleedi
ng; Pain 
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MW50987
19 5/1/2020 Injury DEXCOM INC 1/6/2021 MDS 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Scarring; 
Reaction; 
Caustic/Chemical 
Burns 

MW50986
08 9/9/2020 Injury 

DEXCOM, 
INC.  12/31/2020 MDS 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Hemorrhage/Bleedi
ng; Itching 
Sensation; 
Caustic/Chemical 
Burns 

MW50986
08 9/9/2020 Injury 

DEXCOM, 
INC.  12/31/2020 MDS 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Hemorrhage/Bleedi
ng; Itching 
Sensation; 
Caustic/Chemical 
Burns 

MW50986
14  Injury 

DEXCOM, 
INC.  12/31/2020 QBJ DEXCOM G6 

 Application 
Program 
Problem; Device-
Device 
Incompatibility 

 Insufficient 
Information 

MW50985
67 12/25/2020 Injury 

DEXCOM, 
INC. 12/29/2020 MDS 

DEXCOM G6 
SENSOR 

 Separation 
Failure  Hyperglycemia 

MW50985
67 12/25/2020 Injury 

DEXCOM, 
INC. 12/29/2020 MDS 

DEXCOM G6 
SENSOR 

 Separation 
Failure  Hyperglycemia 

MW50984
57 12/5/2020 Injury DEXCOM  12/18/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Retraction 
Problem; 
Separation 
Failure  Pain 
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MW50983
96 12/12/2020 Malfunction 

DEXCOM 
INC.  12/15/2020 QBJ DEXCOM G6 

 No Audible 
Alarm 

 Insufficient 
Information 

MW50984
07 5/3/2020 Injury 

DEXCOM 
INC. 12/15/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Blister 

MW5098
407 5/3/2020 Injury 

DEXCOM 
INC. 12/15/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Blister 

MW5098
407 5/3/2020 Injury 

DEXCOM 
INC. 12/15/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Blister 

MW5098
407 5/3/2020 Injury 

DEXCOM 
INC. 12/15/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Blister 

MW5098
407 5/3/2020 Injury 

DEXCOM 
INC. 12/15/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 
Hemorrhage/Bleedi
ng; Itching 
Sensation; Rash; 
Blister 
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MW50983
30 11/22/2020 Injury 

DEXCOM, 
INC. 12/11/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITORIN
G (CGM) 
SYSTEM 

 Patient-Device 
Incompatibility 

 Local Reaction; 
Scarring; Burning 
Sensation 

MW50983
30 11/22/2020 Injury 

DEXCOM, 
INC. 12/11/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITORIN
G (CGM) 
SYSTEM 

 Patient-Device 
Incompatibility 

 Local Reaction; 
Scarring; Burning 
Sensation 

MW50981
36 11/23/2020 Injury 

DEXCOM, 
INC. 11/27/2020 QBJ 

DEXCOM G6 
SENSOR (FOR 
CONTINUOU
S GLUCOSE 
MONITOR) 

 Difficult to 
Remove 

 Bruise/Contusion; 
Irritation; Swelling; 
Blood Loss 

MW50977
87 6/1/2020 Injury 

DEXCOM, 
INC.  11/10/2020 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation; Rash 

MW50974
91 10/21/2020 Malfunction 

DEXCOM, 
INC.  10/27/2020 MDS 

DEXCOM G6 
SENSOR 

 Detachment of 
Device or Device 
Component 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50974
97 10/25/2020 Injury 

DEXCOM, 
INC.  10/27/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Erosion; Skin 
Irritation 

MW50974
97 10/25/2020 Injury 

DEXCOM, 
INC.  10/27/2020 MDS SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Erosion; Skin 
Irritation 
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MW50974
97 10/25/2020 Injury 

DEXCOM, 
INC.  10/27/2020 MDS SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Erosion; Skin 
Irritation 

MW50974
69 10/18/2020 Injury 

DEXCOM, 
INC. 10/26/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Reaction 

MW50974
69 10/18/2020 Injury 

DEXCOM, 
INC. 10/26/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Reaction 

MW50974
29  Malfunction 

DEXCOM, 
INC. 10/23/2020 QBJ 

DEXCOM G6 
CONTINOUS 
GLUCOSE 
MONITORIN
G SYSTEM 
(CGM) 

 Product Quality 
Problem; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50973
79 5/1/2020 Injury 

DEXCOM, 
INC.  10/21/2020 QBJ DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; Rash; 
Scarring; Blister 

MW50973
79 5/1/2020 Injury 

DEXCOM, 
INC.  10/21/2020 MDS SENSORS 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; Rash; 
Scarring; Blister 

MW50972
43 10/12/2020 Injury 

DEXCOM, 
INC.  10/14/2020 MDS 

DEXCOM G6 
GLUCOSE 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Irritation; 
Caustic/Chemical 
Burns 
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MW50971
24 10/4/2020 Injury 

DEXCOM, 
INC.  10/6/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Premature 
Discharge of 
Battery; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Diabetic 
Ketoacidosis 

MW50971
30 10/2/2020 Malfunction 

DEXCOM, 
INC.  10/6/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Unable to Obtain 
Readings; Loss of 
Data; Inadequate 
User Interface 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50971
30 10/2/2020 Malfunction 

DEXCOM, 
INC.  10/6/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Unable to Obtain 
Readings; Loss of 
Data; Inadequate 
User Interface 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50970
30 9/29/2020 Injury 

DEXCOM, 
INC.  10/1/2020 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Erythema; Rash 

MW50969
25 9/28/2020 Malfunction 

DEXCOM, 
INC.  9/28/2020 QBJ 

DEXCOM G6 
CGM  Break 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50969
25 9/28/2020 Malfunction 

DEXCOM, 
INC.  9/28/2020 --- 

TRANSMITTE
R WITH 
DECOM CGM  Break 

 No Clinical Signs, 
Symptoms or 
Conditions 
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MW50968
11 9/16/2020 Injury 

DEXCOM, 
INC.  9/22/2020 MDS 

DEXCOM 
CGM G6 

 Retraction 
Problem; 
Activation, 
Positioning or 
Separation 
Problem; 
Material 
Twisted/Bent 

 Insufficient 
Information 

MW50968
11 9/16/2020 Injury 

DEXCOM, 
INC.  9/22/2020 MDS 

DEXCOM 
CGM G6 

 Retraction 
Problem; 
Activation, 
Positioning or 
Separation 
Problem; 
Material 
Twisted/Bent 

 Insufficient 
Information 

MW50967
39 8/25/2020 Injury 

DEXCOM, 
INC.  9/17/2020 QDK 

DEXCOM G6 
SENSOR 

 Output Problem; 
Physical 
Resistance/Sticki
ng 

 
Hemorrhage/Bleedi
ng; Skin 
Discoloration 

MW50967
39 8/25/2020 Injury 

DEXCOM, 
INC.  9/17/2020 QDK 

DEXCOM G6 
SENSOR 

 Output Problem; 
Physical 
Resistance/Sticki
ng 

 
Hemorrhage/Bleedi
ng; Skin 
Discoloration 

MW50964
99 9/4/2020 Injury 

DEXCOM, 
INC.  9/9/2020 MDS DEXCOM 

 Product Quality 
Problem 

 Scarring; Fluid 
Discharge 

MW50965
08 9/5/2020 Injury 

DEXCOM, 
INC.  9/9/2020 MDS 

DEXCOM G6 
SENSOR 

 Break; Product 
Quality Problem; 
Defective Device 

 Foreign Body In 
Patient 
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MW50965
10  Injury 

DEXCOM, 
INC.  9/9/2020 MDS 

DEXCOM G6 
TRANSMITTE
R 

 Product Quality 
Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash; Fluid 
Discharge 

MW50965
10  Injury 

DEXCOM, 
INC.  9/9/2020 MDS 

DEXCOM G6 
TRANSMITTE
R 

 Product Quality 
Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash; Fluid 
Discharge 

MW50965
10  Injury 

DEXCOM, 
INC.  9/9/2020 MDS 

DEXCOM G6 
TRANSMITTE
R 

 Product Quality 
Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash; Fluid 
Discharge 

MW50965
10  Injury 

DEXCOM, 
INC.  9/9/2020 MDS 

DEXCOM G6 
TRANSMITTE
R 

 Product Quality 
Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash; Fluid 
Discharge 

MW50965
11 9/1/2020 Malfunction 

DEXCOM, 
INC.  9/9/2020 QBJ DEXCOM G6 

 Loss of or Failure 
to Bond; Device 
Fell 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW50965
11 9/1/2020 Malfunction 

DEXCOM, 
INC.  9/9/2020 MDS SENSOR 

 Loss of or Failure 
to Bond; Device 
Fell 

 No Clinical Signs, 
Symptoms or 
Conditions 
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MW50964
24 9/1/2020 Injury 

DEXCOM, 
INC.  9/3/2020 MDS 

DEXCOM G6 
TRANSMITTE
R ADHESIVE 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Burning 
Sensation 

MW50964
32 8/25/2020 Malfunction 

DEXCOM, 
INC.  9/3/2020 QII 

DEXCOM G6 
PRO 

 Battery Problem: 
Low Impedance 

 No Known Impact 
Or Consequence To 
Patient 

MW50964
39 8/30/2020 Injury 

DEXCOM, 
INC.  9/3/2020 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hypoglycemia 

MW50964
40 8/18/2020 Malfunction 

DEXCOM, 
INC.  9/3/2020 MDS DEXCOM G6 

 Product Quality 
Problem  Rash; Skin Irritation 

MW50964
40 8/18/2020 Malfunction 

DEXCOM, 
INC.  9/3/2020 MDS DEXCOM G6 

 Product Quality 
Problem  Rash; Skin Irritation 

MW50963
72 8/29/2020 Malfunction 

DEXCOM, 
INC.  9/1/2020 QBJ DEXCOM G6 

 Retraction 
Problem 

 
Hemorrhage/Bleedi
ng 

MW50963
16 1/15/2020 Injury 

DEXCOM, 
INC.  8/27/2020 MDS DEXCOMG6 

 Patient-Device 
Incompatibility 

 Unspecified 
Infection; Rash; Skin 
Irritation 

MW50963
16 1/15/2020 Injury 

DEXCOM, 
INC.  8/27/2020 MDS SENSOR 

 Patient-Device 
Incompatibility 

 Unspecified 
Infection; Rash; Skin 
Irritation 

MW50962
62 8/22/2020 Malfunction 

DEXCOM, 
INC.  8/25/2020 QBJ DEXCOM G6 

 Communication 
or Transmission 
Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50962
39 6/21/2020 Injury 

DEXCOM, 
INC.  8/24/2020 QBJ DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Caustic/Chemical 
Burns 
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MW50961
26 8/15/2020 Injury 

DEXCOM, 
INC.  8/18/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility 

 
Hypersensitivity/All
ergic reaction; 
Unspecified 
Infection; Itching 
Sensation; Skin 
Irritation; Fluid 
Discharge 

MW50961
26 8/15/2020 Injury 

DEXCOM, 
INC.  8/18/2020 MDS SENSOR 

 Patient-Device 
Incompatibility 

 
Hypersensitivity/All
ergic reaction; 
Unspecified 
Infection; Itching 
Sensation; Skin 
Irritation; Fluid 
Discharge 

MW50960
94 8/12/2020 Injury 

DEXCOM, 
INC.  8/17/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Abrasion; Itching 
Sensation; Swelling; 
Discharge; Impaired 
Healing; 
Caustic/Chemical 
Burns 

MW50960
27 8/7/2020 Injury 

DEXCOM, 
INC.  8/11/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem  Rash 

MW50959
92 5/17/2020 Injury 

DEXCOM, 
INC. 8/10/2020 MDS 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility  Local Reaction 
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MW50959
93 2/1/2020 Injury 

DEXCOM, 
INC. 8/10/2020 MDS 

DEXCOM G6 
SENSORS 

 Patient-Device 
Incompatibility; 
Detachment of 
Device or Device 
Component 

 Unspecified 
Infection; Itching 
Sensation; Peeling; 
Skin Irritation; 
Discharge; 
Discomfort 

MW50959
68 7/14/2020 Injury 

DEXCOM, 
INC.  8/7/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility 

 Unspecified 
Infection; Local 
Reaction 

MW50959
68 7/14/2020 Injury 

DEXCOM, 
INC.  8/7/2020 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Unspecified 
Infection; Local 
Reaction 

MW50958
03 7/27/2020 Injury 

DEXCOM, 
INC.  7/29/2020 QBJ 

DEXCOM 
SENSOR G6 

 Break; 
Entrapment of 
Device 

 Device Embedded 
In Tissue or Plaque 

MW50957
74 7/24/2020 Injury 

DEXCOM, 
INC.  7/28/2020 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Discharge; 
Discomfort 

MW50957
49 5/27/2020 Injury DEXCOM 7/27/2020 MDS 

DEXCOMG 
G6 SENSOR 

 Patient-Device 
Incompatibility  Rash; Scarring 

MW50955
28 6/30/2020 Injury 

DEXCOM, 
INC. 7/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Rash; 
Caustic/Chemical 
Burns 

MW50955
28 6/30/2020 Injury 

DEXCOM, 
INC. 7/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Rash; 
Caustic/Chemical 
Burns 
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MW50955
28 6/30/2020 Injury 

DEXCOM, 
INC. 7/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Rash; 
Caustic/Chemical 
Burns 

MW50955
13 6/1/2020 Injury 

DEXCOM, 
INC. 7/13/2020 QBJ 

DEXCOM 
SENSOR 

 Patient-Device 
Incompatibility 

 Burn(s); Itching 
Sensation; Skin 
Irritation 

MW50954
33 7/4/2020 Injury 

DEXCOM, 
INC.  7/8/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Skin 
Discoloration 

MW50954
43 6/29/2020 Injury 

DEXCOM, 
INC. 7/8/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Inflammation 

MW50954
43 6/29/2020 Injury 

DEXCOM, 
INC. 7/8/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Inflammation 

MW50954
43 6/29/2020 Injury UNK 7/8/2020 FRO 

DRESSING, 
WOUND, 
DRUG 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Inflammation 

MW50954
06 7/2/2020 Injury 

DEXCOM, 
INC.  7/7/2020 MDS 

DEXCOM G6 
SENSOR 

 Physical 
Resistance/Sticki
ng 

 Needle 
Stick/Puncture 

MW50954
06 7/2/2020 Injury 

DEXCOM, 
INC.  7/7/2020 MDS 

DEXCOM G6 
SENSOR 

 Physical 
Resistance/Sticki
ng 

 Needle 
Stick/Puncture 

MW50954
18 5/18/2020 Injury 

DEXCOM, 
INC. 7/7/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash; Reaction 
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MW50954
18 5/18/2020 Injury 

DEXCOM, 
INC. 7/7/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash; Reaction 

MW50953
88 7/1/2020 Injury 

DEXCOM, 
INC.  7/6/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility 

 Rash; Blood Loss; 
Fluid Discharge 

MW50953
52 5/15/2020 Injury 

DEXCOM, 
INC. 7/2/2020 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Irritation; No 
Code Available 

MW50953
52 5/15/2020 Injury 

DEXCOM, 
INC.  7/2/2020 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Irritation; No 
Code Available 

MW50953
52 5/15/2020 Injury 

DEXCOM, 
INC.  7/2/2020 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Irritation; No 
Code Available 

MW50953
52 5/15/2020 Injury 

DEXCOM, 
INC. 7/2/2020 MDS DEXCOM G6 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Irritation; No 
Code Available 

MW50953
34 6/25/2020 Injury 

DEXCOM, 
INC.  7/1/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Scarring; 
Skin Irritation 

MW50953
34 6/25/2020 Injury 

DEXCOM, 
INC.  7/1/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Scarring; 
Skin Irritation 
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MW50953
34 6/25/2020 Injury 

DEXCOM, 
INC.  7/1/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Scarring; 
Skin Irritation 

MW50953
34 6/25/2020 Injury 

DEXCOM, 
INC.  7/1/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Scarring; 
Skin Irritation 

MW50953
18 5/1/2020 Injury 

DEXCOM, 
INC.  6/30/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITORIN
G SYSTEM 

 Patient-Device 
Incompatibility 

 Reaction; 
Caustic/Chemical 
Burns 

MW50953
18 5/1/2020 Injury 

DEXCOM, 
INC.  6/30/2020 MDS SENSOR  

 Patient-Device 
Incompatibility 

 Reaction; 
Caustic/Chemical 
Burns 

MW50952
43 4/20/2020 Injury 

DEXCOM, 
INC. 6/25/2020 MDS DEXCOM G-6 

 Patient-Device 
Incompatibility 

 Erythema; Itching 
Sensation 

MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 

MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 
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MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 

MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 

MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 

MW50951
66 6/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSORS 

 Product Quality 
Problem 

 Erythema; 
Irritation; Itching 
Sensation; Swelling; 
Reaction 

MW50951
70 5/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Erythema; 
Inflammation; 
Itching Sensation; 
Scarring; Skin 
Irritation; 
Caustic/Chemical 
Burns 
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MW50951
70 5/12/2020 Injury 

DEXCOM, 
INC.  6/23/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Purulent Discharge; 
Erythema; 
Inflammation; 
Itching Sensation; 
Scarring; Skin 
Irritation; 
Caustic/Chemical 
Burns 

MW50951
73 6/1/2020 Injury 

DEXCOM, 
INC.  6/23/2020 QBJ DEXCOM G6 

 Insufficient 
Information 

 No Known Impact 
Or Consequence To 
Patient 

MW50951
79 6/19/2020 Malfunction 

DEXCOM, 
INC.  6/23/2020 QBJ DEXCOM G6 

 Mechanical 
Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50951
85 6/16/2020 Injury 

DEXCOM, 
INC 6/23/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Skin Irritation 

MW50951
85 6/16/2020 Injury 

DEXCOM, 
INC 6/23/2020 MDS SENSOR 

 Patient-Device 
Incompatibility  Skin Irritation 

MW50951
34 6/10/2020 Injury 

DEXCOM, 
INC. 6/19/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation 

MW50951
34 6/10/2020 Injury 

DEXCOM, 
INC. 6/19/2020 MDS SENSORS 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation 

MW50951
34 6/10/2020 Injury 

DEXCOM, 
INC. 6/19/2020 MDS SENSORS 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Skin Irritation 

MW50950
56 6/15/2020 Injury 

DEXCOM, 
INC.  6/17/2020 MDS DEXCOM G6 

 Patient-Device 
Incompatibility 

 Irritation; Itching 
Sensation; Reaction 
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MW50949
53 6/8/2020 Malfunction 

DEXCOM, 
INC.  6/11/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Break 

 No Known Impact 
Or Consequence To 
Patient 

MW50949
53 6/8/2020 Malfunction 

DEXCOM, 
INC.  6/11/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Break 

 No Known Impact 
Or Consequence To 
Patient 

MW50948
89 6/4/2020 Injury 

DEXCOM 
INC.  6/8/2020 QBJ 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Pain; Skin Irritation; 
No Code Available 

MW50948
24 6/1/2020 Injury 

DEXCOM, 
INC.  6/3/2020 QBJ DEXCOM   

 Patient-Device 
Incompatibility  Rash 

MW50948
04 5/29/2020 Injury 

DEXCOM, 
INC. 6/2/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Rash; Skin Irritation 

MW50948
04 5/29/2020 Injury 

DEXCOM, 
INC. 6/2/2020 MDS 

DEXCOM 
SENSOR  

 Patient-Device 
Incompatibility  Rash; Skin Irritation 

MW50948
04 5/29/2020 Injury 

DEXCOM, 
INC. 6/2/2020 MDS 

DEXCOM 
SENSOR  

 Patient-Device 
Incompatibility  Rash; Skin Irritation 

MW50948
04 5/29/2020 Injury 

DEXCOM, 
INC. 6/2/2020 MDS 

DEXCOM 
SENSOR 

 Patient-Device 
Incompatibility  Rash; Skin Irritation 

MW50948
08 5/29/2020 Injury 

DEXCOM, 
INC. 6/2/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Local 
Reaction; Skin 
Irritation; Blood 
Loss 

MW50948
08 5/29/2020 Injury 

DEXCOM, 
INC.  6/2/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash; Local 
Reaction; Skin 
Irritation; Blood 
Loss 
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MW50947
18 5/22/2020 Injury 

DEXCOM, 
INC.  5/27/2020 MDS 

DEXCOM 
CGM 

 Product Quality 
Problem 

 Erythema; 
Hemorrhage/Bleedi
ng; Pain; Swelling; 
Complaint, Ill-
Defined 

MW50947
18 5/22/2020 Injury 

DEXCOM, 
INC.  5/27/2020 MDS 

DEXCOM 
CGM 

 Product Quality 
Problem 

 Erythema; 
Hemorrhage/Bleedi
ng; Pain; Swelling; 
Complaint, Ill-
Defined 

MW50947
18 5/22/2020 Injury 

DEXCOM, 
INC.  5/27/2020 MDS 

DEXCOM 
CGM 

 Product Quality 
Problem 

 Erythema; 
Hemorrhage/Bleedi
ng; Pain; Swelling; 
Complaint, Ill-
Defined 

MW50947
20 5/25/2020 Malfunction 

DEXCOM, 
INC.  5/27/2020 QBJ 

DEXCOM G6 
SENSOR 

 Separation 
Failure 

 No Known Impact 
Or Consequence To 
Patient 

MW50947
21 1/21/2020 Injury 

DEXCOM, 
INC.  5/27/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR  

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Rash 

MW50947
28 5/19/2020 Injury 

DEXCOM, 
INC.  5/27/2020 MDS 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Patient-Device 
Incompatibility 

 Irritation; Itching 
Sensation; Burning 
Sensation 

MW50945
78 3/1/2020 Injury 

DEXCOM, 
INC.  5/19/2020 QBJ DEXCOM G6  

 Patient-Device 
Incompatibility  Reaction 
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MW50945
39 5/1/2020 Injury 

DEXCOM, 
INC.  5/18/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Impaired Healing; 
Caustic/Chemical 
Burns 

MW50945
00 5/2/2020 Injury 

DEXCOM, 
INC.  5/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash 

MW50945
00 5/2/2020 Injury 

DEXCOM, 
INC.  5/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 
Hypersensitivity/All
ergic reaction; 
Itching Sensation; 
Rash 

MW50945
02 2/20/2020 Injury 

DEXCOM, 
INC.  5/14/2020 MDS 

DEXCOM G6 
SENSOR 

 Patient-Device 
Incompatibility 

 Itching Sensation; 
Pain; Rash; Scar 
Tissue; Discharge; 
Caustic/Chemical 
Burns 

MW50945
06 4/1/2020 Injury 

DEXCOM, 
INC.  5/14/2020 QBJ DEXCOM G6 

 Patient-Device 
Incompatibility  Reaction 

MW50944
64 5/8/2020 Injury 

DEXCOM, 
INC.  5/12/2020 QDK DEXCOM G6 

 Patient-Device 
Incompatibility  Rash; Blood Loss 

MW50944
65 4/6/2020 Injury 

DEXCOM, 
INC.  5/12/2020 QBJ 

DEXCOM G6 
CGM 

 Patient-Device 
Incompatibility 

 Skin Irritation; 
Blood Loss 

MW50943
90 5/1/2020 Injury 

DEXCOM, 
INC.  5/5/2020 QBJ DEXCOM G6 

 Product Quality 
Problem 

 Erythema; Itching 
Sensation; Rash; 
Reaction 
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MW50943
90 5/1/2020 Injury 

DEXCOM, 
INC.  5/5/2020 QBJ DEXCOM G6 

 Product Quality 
Problem 

 Erythema; Itching 
Sensation; Rash; 
Reaction 

MW50943
90 5/1/2020 Injury 

DEXCOM, 
INC.  5/5/2020 QBJ DEXCOM G6 

 Product Quality 
Problem 

 Erythema; Itching 
Sensation; Rash; 
Reaction 

MW50943
91 5/1/2020 Injury 

DEXCOM, 
INC.  5/5/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR 

 Product Quality 
Problem 

 Rash; Swelling; 
Reaction 

MW50942
35 4/19/2020 Injury 

DEXCOM, 
INC. 4/22/2020 QBJ 

DEXCOM G6 
CONSTANT 
GLUCOSE 
MONITOR 

 Difficult to 
Insert; Device 
Dislodged or 
Dislocated; 
Output Problem  Pain 

MW50939
25 3/24/2020 Malfunction 

DEXCOM, 
INC.  3/25/2020 QBJ 

DEXCOM G6 
CGM SENSOR 

 Device Alarm 
System; Battery 
Problem  Hyperglycemia 

MW50939
25 3/24/2020 Malfunction 

DEXCOM, 
INC.  3/25/2020 QBJ 

DEXCOM G6 
CGM SENSOR 

 Device Alarm 
System; Battery 
Problem  Hyperglycemia 

MW50939
25 3/24/2020 Malfunction 

DEXCOM, 
INC.  3/25/2020 QBJ 

DEXCOM G6 
CGM SENSOR 

 Device Alarm 
System; Battery 
Problem  Hyperglycemia 

MW50934
87 12/28/2019 Injury 

DEXCOM, 
INC.  3/2/2020 QBJ 

DEXCOM G6 
CGM 

 Retraction 
Problem; 
Manufacturing, 
Packaging or 
Shipping Problem 

 
Hemorrhage/Bleedi
ng; Pain 
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MW50934
87 12/28/2019 Injury 

DEXCOM, 
INC.  3/2/2020 QBJ 

DEXCOM G6 
CGM 

 Retraction 
Problem; 
Manufacturing, 
Packaging or 
Shipping Problem 

 
Hemorrhage/Bleedi
ng; Pain 

MW50932
47 2/12/2020 Injury 

DEXCOM, 
INC.  2/24/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Device Fell 

 No Known Impact 
Or Consequence To 
Patient 

MW50930
55 2/13/2020 Injury 

DEXCOM, 
INC.  2/18/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITORIN
G DEVICE  Defective Device 

 No Known Impact 
Or Consequence To 
Patient 

MW50929
36 2/7/2020 Injury 

DEXCOM, 
INC.  2/11/2020 QBJ DEXCOM G6 

 Difficult to 
Remove 

 No Known Impact 
Or Consequence To 
Patient 

MW50927
67 1/11/2020 Malfunction 

DEXCOM, 
INC.  2/4/2020 QBJ DEXCOM G6  

 Connection 
Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50926
01 1/24/2020 Malfunction 

DEXCOM, 
INC.  1/28/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  

 Electrical 
/Electronic 
Property 
Problem; 
Communication 
or Transmission 
Problem; Device 
Sensing Problem 

 No Known Impact 
Or Consequence To 
Patient 
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MW50926
01 1/24/2020 Malfunction 

DEXCOM, 
INC.  1/28/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  

 Electrical 
/Electronic 
Property 
Problem; 
Communication 
or Transmission 
Problem; Device 
Sensing Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50926
01 1/24/2020 Malfunction 

DEXCOM, 
INC.  1/28/2020 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  

 Electrical 
/Electronic 
Property 
Problem; 
Communication 
or Transmission 
Problem; Device 
Sensing Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50925
55 1/24/2020 Injury 

DEXCOM, 
INC.  1/27/2020 QBJ DEXCOM G6 

 Mechanical 
Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50924
55 1/17/2020 Injury 

DEXCOM, 
INC. 1/22/2020 QDK 

DEXCOM 
G6CONTINU
OUS 
GLUCOSE 
MONITORIN
G DEVICE 

 Computer 
Software 
Problem; Loss of 
Data  Hypoglycemia 

MW50924
57 1/11/2020 Injury 

DEXCOM, 
INC. 1/22/2020 QDK 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Retraction 
Problem; Physical 
Resistance/Sticki
ng  Pain 
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MW50924
57 1/11/2020 Injury 

DEXCOM, 
INC. 1/22/2020 QDK 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Retraction 
Problem; Physical 
Resistance/Sticki
ng  Pain 

MW50924
57 1/11/2020 Injury 

DEXCOM, 
INC. 1/22/2020 QDK 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Retraction 
Problem; Physical 
Resistance/Sticki
ng  Pain 

MW50919
38 12/26/2019 Malfunction 

DEXCOM, 
INC.  12/30/2019 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  

 Unable to Obtain 
Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50913
96 11/30/2019 Injury 

DEXCOM, 
INC.  12/3/2019 QBJ DEXCOM G6 

 Disconnection; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; Low 
Test Results; 
Device Displays 
Incorrect 
Message  Hyperglycemia 

MW50913
97 12/1/2019 Injury 

DEXCOM, 
INC.  12/3/2019 QBJ DEXCOM G6 

 Wireless 
Communication 
Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW50914
40 11/30/2019 Malfunction 

DEXCOM, 
INC.  12/3/2019 QBJ DEXCOM G6 

 Application 
Program Problem 

 Hypoglycemia; 
Cognitive Changes 
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MW50905
42 3/10/2011 Injury 

DEXCOM, 
INC.  10/21/2019 QBJ DEXCOM G6  

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective 
Component; High 
Readings  Hypoglycemia 

MW50905
42 3/10/2011 Injury 

DEXCOM, 
INC. 10/21/2019 QBJ DEXCOM G6  

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective 
Component; High 
Readings  Hypoglycemia 

MW50905
42 3/10/2011 Injury 

DEXCOM, 
INC. 10/21/2019 QBJ DEXCOM G6  

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective 
Component; High 
Readings  Hypoglycemia 

MW50905
42 3/10/2011 Injury 

DEXCOM, 
INC. 10/21/2019 QBJ DEXCOM G6  

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective 
Component; High 
Readings  Hypoglycemia 
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MW50905
42 3/10/2011 Injury 

DEXCOM, 
INC.  10/21/2019 QBJ DEXCOM G6  

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective 
Component; High 
Readings  Hypoglycemia 

MW50904
23 10/13/2019 Malfunction 

DEXCOM, 
INC.  10/15/2019 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50897
29 9/9/2019 Malfunction 

DEXCOM, 
INC. 9/11/2019 QBJ 

DEXCOM 
TRANSMITTE
R 

 Electromagnetic 
Interference 

 No Known Impact 
Or Consequence To 
Patient 

MW50896
88 9/8/2019 Injury 

DEXCOM, 
INC.  9/10/2019 QBJ 

DEXCOM G6 
SENSOR 

 Defective 
Component 

 No Known Impact 
Or Consequence To 
Patient 

MW50894
21 8/26/2019 Injury 

DEXCOM, 
INC. 8/28/2019 QBJ DEXCOM G6  High Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50891
91 8/15/2019 Malfunction 

DEXCOM, 
INC. 8/19/2019 QBJ 

DEXCOM G6 
CGM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 
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MW50887
68 10/29/2019 Malfunction 

DEXCOM, 
INC.  8/5/2019 QBJ 

DEXCOM G6 
CGM SENSOR 

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50887
68 10/29/2019 Malfunction 

TANDEM 
DIABETES 
CARE, INC.  8/5/2019 PQF T:SLIMX2 

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50887
68 10/29/2019 Malfunction 

DEXCOM 
INC.  8/5/2019 --- 

DEXCOM G6 
CGM SENSOR 

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50887
68 10/29/2019 Malfunction 

DEXCOM, 
INC.  8/5/2019 --- 

DEXCOM G6 
CGM SENSOR 

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 
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MW50887
68 10/29/2019 Malfunction 

DEXCOM, 
INC.  8/5/2019 --- 

DEXCOM G6 
CGM SENSOR  

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50887
68 10/29/2019 Malfunction 

DEXCOM, 
INC.  8/5/2019 --- 

DEXCOM G6 
CGM SENSOR  

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50887
68 10/29/2019 Malfunction 

DEXCOM, 
INC.  8/5/2019 --- 

DEXCOM G6 
CGM SENSOR  

 Device Difficult 
to Program or 
Calibrate; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Known Impact 
Or Consequence To 
Patient 

MW50885
41 7/25/2019 Injury 

DEXCOM, 
INC.  7/29/2019 QBJ 

DEXCOM G6 
SENSOR 

 Break; Sensing 
Intermittently 

 No Known Impact 
Or Consequence To 
Patient 

MW50855
74 3/31/2019 Injury 

DEXCOM, 
INC 4/3/2019 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Defective Device  Pain; Blood Loss 
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MW50855
74 3/31/2019 Injury 

DEXCOM, 
INC 4/3/2019 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Defective Device  Pain; Blood Loss 

MW50855
74 3/31/2019 Injury 

DEXCOM, 
INC 4/3/2019 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR  Defective Device  Pain; Blood Loss 

MW50849
88 3/14/2019 Malfunction 

DEXCOM 
INC.  3/18/2019 QDK DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Detachment of 
Device or Device 
Component; 
Material 
Deformation 

 No Known Impact 
Or Consequence To 
Patient 

MW50844
87 2/18/2019 NA 

DEXCOM 
INC. 2/27/2019 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Display or Visual 
Feedback 
Problem; 
Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

MW50831
30 1/10/2019 Injury 

DEXCOM, 
INC. 1/15/2019 QBJ DEXCOM G6 

 False Alarm; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Protective 
Measures 
Problem  Hypoglycemia 
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MW50831
30 1/10/2019 Injury 

DEXCOM, 
INC. 1/15/2019 QBJ DEXCOM G6 

 False Alarm; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Protective 
Measures 
Problem  Hypoglycemia 

MW50831
30 1/10/2019 Injury 

DEXCOM, 
INC. 1/15/2019 QBJ DEXCOM G6 

 False Alarm; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Protective 
Measures 
Problem  Hypoglycemia 

MW50831
30 1/10/2019 Injury 

DEXCOM, 
INC. 1/15/2019 QBJ DEXCOM G6 

 False Alarm; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Protective 
Measures 
Problem  Hypoglycemia 

MW50829
36 1/4/2019 Malfunction 

DEXCOM 
INC.  1/7/2019 QDK 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 

 Material 
Integrity Problem 

 No Known Impact 
Or Consequence To 
Patient 

MW51617
50 

2024/10/19 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/10/28 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 
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MW51608
49 

2024/06/20 
4:00:00 Malfunction 

DEXCOM, 
INC 

2024/10/08 
4:00:00 QBJ DEXCOM G7  

 Device Embedded 
In Tissue or Plaque 

MW51604
31 

2024/07/26 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/30 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51604
32 

2024/07/31 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/30 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51604
33 

2024/08/10 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/30 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51604
34 

2024/09/22 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/30 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51596
60 

2024/09/14 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/17 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
SENSOR  

 Insufficient 
Information 

MW51596
61 

2024/09/14 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/17 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51596
62 

2024/09/14 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/17 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51595
53 

2024/09/06 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/09/11 
4:00:00 QBJ DEXCOM G7  

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51594
59 

2024/08/23 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/09/09 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 Insufficient 
Information 

MW51592
32 

2024/08/13 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/05 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51592
33 

2024/08/13 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/05 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51592
34 

2024/08/13 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/05 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51592
70 

2024/09/03 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/09/05 
4:00:00 QBJ DEXCOM G7  

 Insufficient 
Information 

MW51587
20 

2024/08/16 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/08/21 
4:00:00 QBJ DEXCOM G7  

 Insufficient 
Information 

MW51587
42 

2024/08/09 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/08/21 
4:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51587
43 

2024/08/09 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/08/21 
4:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51587
44 

2024/08/09 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/08/21 
4:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51579
23 

2024/07/27 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/08/01 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51577
52 

2024/04/17 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/07/26 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51570
05 

2024/06/30 
4:00:00 Malfunction 

DEXCOM 
INC 

2024/07/03 
4:00:00 QBJ 

DEXCOM G7 
SENSOR  

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51570
06 

2024/06/30 
4:00:00 Malfunction 

DEXCOM 
INC. 

2024/07/03 
4:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51570
07 

2024/06/30 
4:00:00 Malfunction 

DEXCOM 
INC. 

2024/07/03 
4:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51570
08 

2024/06/30 
4:00:00 Malfunction 

DEXCOM 
INC. 

2024/07/03 
4:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51570
39 

2024/06/29 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/07/03 
4:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51568
87 

2024/06/27 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/07/01 
4:00:00 QBJ 

DEXCOM G7 
SENSORS  

 Insufficient 
Information 

MW51568
88 

2024/06/27 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/07/01 
4:00:00 QBJ 

DEXCOM G7 
SENSORS  

 Insufficient 
Information 

MW51568
89 

2024/06/27 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/07/01 
4:00:00 QBJ 

DEXCOM G7 
SENSORS  

 Insufficient 
Information 

MW51569
12 

2024/06/26 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/07/01 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51567
44 

2024/06/18 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/27 
4:00:00 QBJ DEXCOM G7  

 
Hemorrhage/Bleedin
g 

MW51567
45 

2024/06/18 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/27 
4:00:00 QBJ DEXCOM G7  

 
Hemorrhage/Bleedin
g 

MW51566
99 

2024/06/03 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/26 
4:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51565
72 

2024/06/21 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/25 
4:00:00 QBJ 

DEXCOM G7 
CGM   Hyperglycemia 

MW51565
73 

2024/06/21 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/25 
4:00:00 QBJ 

DEXCOM G7 
CGM   Hyperglycemia 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51565
74 

2024/06/21 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/25 
4:00:00 QBJ 

DEXCOM G7 
CGM   Hyperglycemia 

MW51565
75 

2024/06/21 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/25 
4:00:00 QBJ 

DEXCOM G7 
CGM   Hyperglycemia 

MW51565
76 

2024/06/21 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/06/25 
4:00:00 QBJ 

DEXCOM G7 
CGM   Hyperglycemia 

MW51533
70 

2024/03/13 
4:00:00 Injury 

DEXCOM, 
INC. 

2024/03/28 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITORIN
G SYSTEM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51528
22 

2024/03/11 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/13 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
86 

2024/02/23 
5:00:00 Injury 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
87 

2024/02/23 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
88 

2024/02/23 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
89 

2024/02/23 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
90 

2024/02/23 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51522
91 

2024/02/23 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/03/04 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51521
77 

2024/02/01 
5:00:00 Injury 

DEXCOM, 
INC. 

2024/02/27 
5:00:00 QBJ 

DEXCOM G7 
SENSOR   Rash; Blister 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51518
24 

2024/02/15 
5:00:00 Injury 

DEXCOM, 
INC. 

2024/02/21 
5:00:00 QBJ DEXCOM G7   Hypoglycemia 

MW51510
08 

2024/01/30 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/02/02 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51510
09 

2024/01/30 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/02/02 
5:00:00 QBJ 

DEXCOM G7 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51508
44 

2024/01/13 
5:00:00 Injury 

DEXCOM, 
INC. 

2024/01/26 
5:00:00 QBJ DEXCOM G7  

 Insufficient 
Information 

MW51507
87 

2024/01/17 
5:00:00 Injury 

DEXCOM, 
INC 

2024/01/25 
5:00:00 QBJ DEXCOM G7  

 Itching Sensation; 
Skin Inflammation/ 
Irritation 

MW51506
79 

2024/01/11 
5:00:00 Injury 

DEXCOM, 
INC. 

2024/01/23 
5:00:00 QBJ DEXCOM  

 Hyperglycemia; 
Diabetic 
Ketoacidosis 

MW51500
80 

2023/12/30 
5:00:00 Malfunction 

DEXCOM, 
INC. 

2024/01/09 
5:00:00 QBJ DEXCOM G7   Sleep Dysfunction 

MW51497
73 

2023/12/27 
5:00:00 Injury 

DEXCOM 
INC. 

2024/01/03 
5:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51493
65 

2023/12/08 
5:00:00 Injury 

DEXCOM, 
INC. 

2023/12/18 
5:00:00 QBJ DEXCOM G7  

 Bacterial Infection; 
Septic Shock 

MW51491
67 

2023/12/07 
5:00:00 Injury 

DEXCOM, 
INC. 

2023/12/12 
5:00:00 QBJ DEXCOM G7  

 Needle 
Stick/Puncture 

MW51491
68 

2023/12/07 
5:00:00 Injury 

DEXCOM, 
INC. 

2023/12/12 
5:00:00 QBJ DEXCOM G7  

 Needle 
Stick/Puncture 

MW51479
80 

2023/10/18 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/11/08 
5:00:00 QBJ 

DEXCOM G7 
CGM 
SYSTEM  

 Anxiety; Sleep 
Dysfunction 

MW51466
55 

2023/09/29 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/10/05 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITOR  

 Foreign Body In 
Patient 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51462
55 

2023/09/23 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/09/27 
4:00:00 QBJ 

DEXCOM G7 
SENSOR  

 Insufficient 
Information 

MW51459
72 

2023/09/17 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/09/20 
4:00:00 QBJ 

DEXCOM G7 
CONTINUOU
S GLUCOSE 
MONITORIN
G  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
11 

2023/08/04 
4:00:00 Malfunction 

DEXCOM 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
17 

2023/08/22 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Defective Device 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
18 

2023/08/30 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Calibration 
Problem; Device 
Sensing Problem; 
Data Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
20 

2023/08/15 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM 

 Low Readings; 
Device Sensing 
Problem; Data 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
21 

2023/08/30 
4:00:00 Malfunction 

DEXCOM 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51456
22 

2023/09/07 
4:00:00 Malfunction 

DEXCOM 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51456
23 

2023/09/07 
4:00:00 Malfunction 

DEXCOM 
INC. 

2023/09/13 
4:00:00 QBJ 

DEXCOM G7 
CGM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51448
29 

2023/08/17 
4:00:00 Injury 

DEXCOM,  
INC. 

2023/08/21 
4:00:00 QBJ DEXCOM G7  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51187
42 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 QBJ 

DEXCOM G7 
READER 

 Defective Alarm; 
Product Quality 
Problem; Device 
Sensing Problem; 
Wireless 
Communication 
Problem  Hypoglycemia 

MW51187
43 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 Defective Alarm; 
Product Quality 
Problem; Device 
Sensing Problem; 
Wireless 
Communication 
Problem  Hypoglycemia 

MW51187
44 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 Defective Alarm; 
Product Quality 
Problem; Device 
Sensing Problem; 
Wireless 
Communication 
Problem  Hypoglycemia 

MW51187
45 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 No Audible 
Alarm; Product 
Quality Problem; 
Activation 
Failure; Wireless 
Communication 
Problem  Hypoglycemia 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51187
46 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 Defective Alarm; 
Product Quality 
Problem; Device 
Sensing Problem; 
Wireless 
Communication 
Problem  Hypoglycemia 

MW51187
47 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 No Audible 
Alarm; Product 
Quality Problem; 
Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Activation 
Failure; Wireless 
Communication 
Problem  Hypoglycemia 

MW51187
48 

2023/06/20 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/06/23 
4:00:00 MDS 

DEXCOM G7 
SENSORS 

 Defective Alarm; 
Product Quality 
Problem; Device 
Sensing Problem; 
Wireless 
Communication 
Problem  Hypoglycemia 

MW51176
16 

2023/05/01 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/05/17 
4:00:00 QBJ DEXCOMG7 

 Use of Device 
Problem; Difficult 
to Open or 
Remove 
Packaging 
Material 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51176
17 

2023/05/01 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/05/17 
4:00:00 QBJ DEXCOMG7 

 Use of Device 
Problem 

 Insufficient 
Information 
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Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51176
18 

2023/05/01 
4:00:00 Malfunction 

DEXCOM, 
INC. 

2023/05/17 
4:00:00 QBJ DEXCOMG7 

 Product Quality 
Problem; 
Defective 
Component 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51171
42 

2023/04/26 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/04/28 
4:00:00 QBJ DEXCOM G7 

 Use of Device 
Problem; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW51171
43 

2023/04/26 
4:00:00 Injury 

DEXCOM, 
INC. 

2023/04/28 
4:00:00 MDS 

DEXCOM G7 
SENSOR 

 Use of Device 
Problem; 
Communication 
or Transmission 
Problem  Hypoglycemia 

MW51594
27 

8/30/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

9/9/2024 
4:00 SAF 

DEXCOM 
STELO CGM  

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
43124 

2024/10/30 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/31 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS  Low Readings 

 Loss of 
consciousness; 
Confusion/ 
Disorientation 

2954323-
2024-
43147 

2024/10/23 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/31 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness 

2954323-
2024-
42804 

2024/10/15 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/30 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
42665 

2024/10/16 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/29 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
42685 

2024/10/21 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/29 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
42774 

2024/10/22 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/29 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness 

2954323-
2024-
42470 

2024/10/21 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/28 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
42410 

2024/09/28 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/26 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Device Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
42101 

2024/10/15 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/24 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41953 

2024/10/09 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/23 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Diabetic 
Ketoacidosis 

2954323-
2024-
41652 

2024/09/23 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/22 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS  High Readings 

 Hypoglycemia; Loss 
of consciousness 

2954323-
2024-
41718 

2024/10/18 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/22 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 



WA – Health Technology Assessment January 9, 2025 
 

 
Continuous Glucose Monitors: Draft Evidence Report  M78 

Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
41720 

2024/10/02 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/22 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41726 

2024/10/10 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/22 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41738 

2024/10/09 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/22 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41397 

2024/10/08 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/21 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41590 

2024/10/18 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/21 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Loss of 
consciousness 

2954323-
2024-
41326 

2024/10/17 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/18 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings 

 Loss of 
consciousness 

2954323-
2024-
40975 

2024/10/11 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
40986 

2024/10/03 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
41022 

2024/10/11 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
41105 

2024/10/14 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
41128 

2024/10/08 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS  Low Readings 

 Loss of 
consciousness 

2954323-
2024-
41131 

2024/09/27 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Headache 

2954323-
2024-
40443 

2024/09/30 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/14 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
40379 

2024/09/30 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/13 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS  Low Readings  Hyperglycemia 

2954323-
2024-
40091 

2024/10/06 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/09 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Hyperglycemia 

2954323-
2024-
39716 

2024/09/13 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/08 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
39781 

2024/09/11 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/08 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
39850 

2024/09/12 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/08 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Detachment of 
Device or Device 
Component  Hyperglycemia 

2954323-
2024-
39864 

2024/09/11 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/08 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Device Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
39865 

2024/09/10 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/08 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Device Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
39621 

2024/09/09 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/07 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS  Low Readings 

 Hyperglycemia; 
Loss of 
consciousness; 
Diaphoresis 

2954323-
2024-
39385 

2024/09/11 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/04 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38962 

2024/09/26 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/02 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38696 

2024/09/17 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/01 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38725 

2024/10/16 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/01 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
38356 

2024/09/24 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/30 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38385 

2024/09/14 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/30 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38071 

2024/09/16 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/27 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
38177 

2024/09/24 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/27 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
37819 

2024/09/16 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/25 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
37836 

2024/08/28 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/25 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Fatigue; Loss of 
consciousness 

2954323-
2024-
37452 

2024/09/12 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/24 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
37556 

2024/07/28 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/24 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 High Readings; 
Low Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 



WA – Health Technology Assessment January 9, 2025 
 

 
Continuous Glucose Monitors: Draft Evidence Report  M82 

Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
37602 

2024/08/27 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/24 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness 

2954323-
2024-
37199 

2024/09/11 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/23 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
37312 

2024/09/16 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/23 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
37384 

2024/09/09 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/23 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
37068 

2024/09/06 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/20 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
36432 

2024/08/27 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/18 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
36119 

2024/08/29 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
36282 

2024/08/08 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/17 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; 
Detachment of 
Device or Device 
Component 

 Fatigue; Headache; 
Vomiting; Dizziness; 
Discomfort; Diabetic 
Ketoacidosis; Loss 
of consciousness; 
Cognitive Changes 

2954323-
2024-
35875 

2024/09/01 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/16 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message  Hypoglycemia 

2954323-
2024-
35555 

2024/09/09 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/13 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
35464 

2024/09/05 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/12 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
35298 

2024/08/14 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/11 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Adverse Event 
Without Identified 
Device or Use 
Problem  Pain; Skin Infection 

2954323-
2024-
35302 

2024/08/29 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/11 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS  High Readings  Hypoglycemia 

2954323-
2024-
34458 

2024/08/08 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/09/05 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

2954323-
2024-
34164 

2024/08/26 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/04 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
33175 

2024/08/21 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/08/29 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
32833 

2024/08/16 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/08/28 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
32980 

2024/08/12 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/08/28 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
32298 

2024/08/15 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/08/26 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
31811 

2024/06/25 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/08/23 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Hypoglycemia; 
Confusion/ 
Disorientation 

2954323-
2024-
31398 

2024/08/10 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/08/21 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
29693 

2024/07/12 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/08/11 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Insufficient 
Information 

2954323-
2024-
29653 

2024/07/12 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/08/09 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Detachment of 
Device or Device 
Component 

 Hyperglycemia; 
Loss of 
consciousness 
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Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 
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2954323-
2024-
25655 

2024/07/13 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/07/17 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
24171 

2024/06/22 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/07/08 
4:00:00 QBJ 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness; 
Diaphoresis 

2954323-
2024-
21061 

2024/05/23 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/06/18 
4:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; 
Dizziness; 
Confusion/ 
Disorientation 

2954323-
2023-
49376 

2023/10/09 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2023/11/09 
5:00:00 QLG 

FREESTYLE 
LIBRE 2 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness; 
Diaphoresis 

2954323-
2024-
42946 

2024/10/07 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/30 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 

 Adverse Event 
Without Identified 
Device or Use 
Problem 

 Erythema; Pain; 
Skin Infection 

2954323-
2024-
42379 

2024/10/17 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/25 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays 
Incorrect 
Message 

 Hypoglycemia; Loss 
of consciousness; 
Shaking/Tremors 

2954323-
2024-
41256 

2024/09/25 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/18 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

2954323-
2024-
40546 

2024/09/28 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/10/15 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
40525 

2024/09/24 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/10/14 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays Incorrect 
Message 

 Hyperglycemia; 
Dizziness 

2954323-
2024-
38072 

2024/09/02 
4:00:00 Malfunction 

ABBOTT 
DIABETES 
CARE INC 

2024/09/27 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

2954323-
2024-
33024 

2024/08/02 
4:00:00 Injury 

ABBOTT 
DIABETES 
CARE INC 

2024/08/28 
4:00:00 QBJ 

FREESTYLE 
LIBRE 3 
PLUS 

 Unable to Obtain 
Readings; Device 
Displays Incorrect 
Message 

 Hypoglycemia; 
Dizziness; 
Diaphoresis 

MW5086
448 

5/2/2019 
0:00 Malfunction 

MEDTRONIC
, INC.  

5/7/2019 
0:00 MDS 

MEDTRONIC 
GUARDIAN 3 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; Low 
Test Results 

 Abdominal Pain; 
Hyperglycemia; 
Diabetic 
Ketoacidosis 

30098627
00-2024-
00899 

2024/08/05 
4:00:00 Injury 

SENSEONICS 
INC. 

2024/09/10 
4:00:00 QHJ 

EVERSENSE 
E3 SENSOR 

 Adverse Event 
Without 
Identified Device 
or Use Problem 

 Skin Infection; Skin 
Inflammation/ 
Irritation 

Report 
Number Event Date Event Type Manufacturer 

Date 
Received 

Product 
Code  Brand Name  Device Problem Patient Problem 

Column1 Column2 Column3 Column4 Column5 
Column
6 Column7 Column8 Column9 

MW51611
55 

10/6/2024 
4:00 Injury 

DEXCOM, 
INC. 

10/16/2024 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51605
63  Death 

DEXCOM, 
INC. 

10/3/2024 
4:00 QBJ 

DEXCOM 
CONTINUOU
S GLUCOSE 
MONITOR  

 Insufficient 
Information 

MW51605
67 

9/27/2024 
4:00 Injury 

DEXCOM, 
INC. 

10/3/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Hyperglycemia; 
Hypoglycemia 

MW51604
67  Injury 

DEXCOM, 
INC. 

10/2/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51604
72  Injury 

DEXCOM, 
INC. 

10/2/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51603
33  Death 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW51603
84  Malfunction 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ 

DEXCOM 
CONTINUOU
S GLUCOSE 
MONITOR 
SYSTEM   Rash 

MW51604
20  Injury 

DEXCOM, 
INC. 

9/30/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW51601
91  Injury 

DEXCOM, 
INC. 

9/26/2024 
4:00 QBJ 

DEXCOM 
CONTINUOU
S GLUCOSE 
MONITOR   Hyperglycemia 

MW51600
99 

9/19/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Insufficient 
Information 

MW51601
03  Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51601
04  Malfunction 

DEXCOM, 
INC. 

9/25/2024 
4:00 QBJ DEXCOM  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51600
13 

9/16/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/24/2024 
4:00 QBJ 

DEXCOM 
SENSOR  

 Insufficient 
Information 

MW51600
23 

9/17/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/24/2024 
4:00 QBJ 

DEXCOM 
CONTINUOU
S GLUCOSE 
MONITOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51597
08 

9/16/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/17/2024 
4:00 QBJ 

DEXCOM 
BLOOD 
GLUCOSE 
MONITOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51594
46 

9/5/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/9/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  High Test Results 

 Insufficient 
Information 

MW51594
55 

8/2/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/9/2024 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW51593
11 

8/31/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/6/2024 
4:00 QBJ 

DEXCOM 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51593
49 

9/4/2024 
4:00 Injury 

DEXCOM, 
INC. 

9/6/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51590
56 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51590
57 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51590
58 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51590
81 

8/26/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ DEXCOM G6 

 High Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW51591
37 

8/27/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

8/29/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR  

 Insufficient 
Information 

MW51587
10  Injury 

DEXCOM, 
INC. 

8/21/2024 
4:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW51585
75 

8/14/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/16/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51583
02  Injury 

DEXCOM, 
INC. 

8/9/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW51582
57 

8/5/2024 
4:00 Injury 

DEXCOM, 
INC. 

8/7/2024 
4:00 QBJ DEXCOM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW51578
64  Injury 

DEXCOM, 
INC. 

7/30/2024 
4:00 QBJ DEXCOM   Hypoglycemia 

MW51577
37 

7/22/2024 
4:00 Injury 

DEXCOM, 
INC. 

7/26/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR   Discomfort 

MW51569
11 

6/26/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

7/1/2024 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51565
05 

6/17/2024 
4:00 Injury 

DEXCOM, 
INC. 

6/21/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information; No 
Clinical Signs, 
Symptoms or 
Conditions 

MW51564
59  Injury 

DEXCOM, 
INC. 

6/20/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW51564
71  Injury 

DEXCOM, 
INC. 

6/20/2024 
4:00 QBJ DEXCOM  

 Insufficient 
Information 

MW51559
88  Injury 

DEXCOM, 
INC. 

6/7/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW51557
68 

6/3/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

6/4/2024 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW51538
78 

4/11/2024 
4:00 Malfunction 

DEXCOM, 
INC. 

4/15/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW51535
13 

4/3/2024 
4:00 Injury 

DEXCOM, 
INC. 

4/3/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 

MW51532
15 

3/23/2024 
4:00 Injury 

DEXCOM, 
INC. 

3/26/2024 
4:00 QBJ 

DEXCOM 
SENSOR  High Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51530
27 

3/18/2024 
4:00 Injury 

DEXCOM, 
INC. 

3/20/2024 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51530
05 

2/20/2024 
5:00 Malfunction 

DEXCOM, 
INC. 

3/19/2024 
4:00 QBJ 

DEXCOM G6 
CONTINUEO
US GLUCOSE 
MONITOR 
SYSTEM  

 Foreign Body In 
Patient 

MW51524
44  Injury 

DEXCOM, 
INC. 

3/6/2024 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51518
01 

2/11/2024 
5:00 Injury 

DEXCOM, 
INC. 

2/21/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51518
25  Injury 

DEXCOM, 
INC. 

2/21/2024 
5:00 QBJ DEXCOM 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW51511
67 

2/5/2024 
5:00 Injury 

DEXCOM, 
INC. 

2/7/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51506
60 

1/20/2024 
5:00 Injury 

DEXCOM, 
INC. 

1/23/2024 
5:00 QBJ 

DEXCOM G6 
SENSOR  High Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51506
81 

1/21/2024 
5:00 Malfunction 

DEXCOM, 
INC. 

1/23/2024 
5:00 QBJ 

DEXCOM G6 
TRANSMITTE
R  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51504
90  Injury 

DEXCOM, 
INC. 

1/17/2024 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 Insufficient 
Information 

MW51501
01  Injury 

DEXCOM, 
INC. 

1/9/2024 
5:00 QBJ DEXCOM G6 

 High Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW51494
14  Injury 

DEXCOM, 
INC. 

12/19/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 

MW51486
79  Injury 

DEXCOM, 
INC. 

12/1/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51485
59  Injury 

DEXCOM, 
INC. 

11/29/2023 
5:00 QBJ DEXCOM G6 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Failure to Sense  Hyperglycemia 

MW51485
69 

11/23/2023 
5:00 Injury 

DEXCOM, 
INC. 

11/29/2023 
5:00 QBJ 

DEXCOM G6 
CGM SENSOR  

 Unspecified 
Infection; Rash 

MW51484
48  Injury 

DEXCOM, 
INC. 

11/22/2023 
5:00 QBJ DEXCOM G6 

 High Readings; 
Calibration 
Problem 

 Insufficient 
Information 

MW51484
55 

11/18/2023 
5:00 Malfunction 

DEXCOM, 
INC. 

11/22/2023 
5:00 QBJ 

DEXCOM G6 
CGM SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51483
68  Injury 

DEXCOM, 
INC. 

11/21/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51481
45  Injury 

DEXCOM, 
INC. 

11/14/2023 
5:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51481
48  Injury 

DEXCOM, 
INC. 

11/14/2023 
5:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51481
01  Injury 

DEXCOM, 
INC. 

11/13/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings 

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51480
22  Injury 

DEXCOM, 
INC. 

11/9/2023 
5:00 QBJ DEXCOM G6   Hyperglycemia 

MW51478
44  Injury 

DEXCOM, 
INC. 

11/6/2023 
5:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings  Hypoglycemia 

MW51478
01  Injury 

DEXCOM, 
INC. 

11/3/2023 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Device Sensing 
Problem  Hyperglycemia 

MW51477
58  Injury 

DEXCOM, 
INC. 

11/2/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51476
54  Injury 

DEXCOM, 
INC. 

11/1/2023 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW51470
85 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
SENSOR  

 Insufficient 
Information 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51470
86 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
SENSOR  

 Insufficient 
Information 

MW51470
87 

10/12/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

10/18/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
SENSOR  Defective Device 

 Insufficient 
Information 

MW51469
30 

10/8/2023 
4:00 Injury 

DEXCOM, 
INC. 

10/12/2023 
4:00 QBJ DEXCOM G6  

 Hyperglycemia; 
Hypoglycemia; 
Diabetic 
Ketoacidosis 

MW51469
31  Injury 

DEXCOM, 
INC. 

10/12/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51468
71  Injury 

DEXCOM, 
INC. 

10/11/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW51465
05  Injury 

DEXCOM, 
INC. 

10/3/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW51463
40  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51463
55  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51463
62  Injury 

DEXCOM. 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51463
70  Injury 

DEXCOM, 
INC. 

9/29/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51462
23 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51462
24 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
SENSOR  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51462
25 

9/25/2023 
4:00 Malfunction 

DEXCOM, 
INC. 

9/27/2023 
4:00 QBJ 

DEXCOM G6 
CONTINUOU
S GLUCOSE 
MONITOR 
TRANSMITTE
R  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51462
03  Injury 

DEXCOM, 
INC. 

9/26/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51461
44 

9/20/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/25/2023 
4:00 QBJ DEXCOM G6  

 Insufficient 
Information 

MW51461
50  Injury 

DEXCOM, 
INC. 

9/25/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51461
10  Injury 

DEXCOM, 
INC. 

9/22/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51459
80  Injury 

DEXCOM, 
INC. 

9/20/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51459
22  Injury 

DEXCOM, 
INC. 

9/19/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51456
30 

9/9/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/13/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51456
34 

9/9/2023 
4:00 Injury 

DEXCOM, 
INC. 

9/13/2023 
4:00 QBJ DEXCOM  

 Skin Inflammation/ 
Irritation 

MW51453
81  Injury 

DEXCOM, 
INC. 

9/7/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51453
86  Injury 

DEXCOM, 
INC. 

9/7/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51452
75  Injury 

DEXCOM, 
INC. 

9/6/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51449
51  Injury 

DEXCOM, 
INC. 

8/24/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW51449
52  Injury 

DEXCOM, 
INC. 

8/24/2023 
4:00 QBJ DEXCOM G6   Hypoglycemia 

MW51446
52  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51446
56  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51446
57  Injury 

DEXCOM, 
INC. 

8/15/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 
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Report 
Number 

Event Date Event Type Manufacturer 
Date 
Received 

Product 
Code 

Brand Name Device Problem Patient Problem 

MW51228
81 

7/25/2023 
4:00 Injury 

DEXCOM, 
INC. 

8/9/2023 
4:00 QBJ DEXCOM G6  

 Dehydration; 
Diarrhea; Fatigue; 
Hyperglycemia; 
Vomiting; Diabetic 
Ketoacidosis 

MW51206
29  Injury 

DEXCOM, 
INC. 

8/4/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51203
50  Injury 

DEXCOM, 
INC. 

7/28/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51202
17  Injury 

DEXCOM, 
INC. 

7/26/2023 
4:00 QBJ DEXCOM G6   Hyperglycemia 

MW51199
83  Injury 

DEXCOM, 
INC. 

7/21/2023 
4:00 QBJ DEXCOM G6  

 No Clinical Signs, 
Symptoms or 
Conditions 

MW51192
29 

7/5/2023 
4:00 Injury 

DEXCOM, 
INC. 

7/7/2023 
4:00 QBJ 

DEXCOM G6 
SENSOR 

 Pumping 
Stopped; Low 
Readings  Hyperglycemia 

MW51188
23 

6/21/2023 
4:00 Injury 

DEXCOM, 
INC. 

6/23/2023 
4:00 MDS 

DEXCOM G6 
SENSOR 

 Incorrect, 
Inadequate or 
Imprecise Result 
or Readings; 
Therapeutic or 
Diagnostic 
Output Failure  Hypoglycemia 

Abbreviations.  


