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21. Summary of Operating Sequence
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FDA Guidance, 6.3.1 Task Analysis, Table 1. A simple task analysis for a hand-held blood glucose meter. %
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# Task #27

1 User places the test strip into the strip port of the meter
P IR A 2L E OB — M E <,

2 User lances a finger with a lancing device
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3 User applies the blood sample to the tip of the test strip
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4 The user waits for the meter to return a result
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5 The user reads the displayed value
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6 The user interprets the displayed value
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7 The user decides what action to take next
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« FDA’s Manufacturer and User Facility Device Experience (MAUDE) database;

* FDA’s MedSun: Medical Product Safety Network;

+ CDRH Medical Device Recalls;

* FDA Safety Communications;

+ ECRI's Medical Device Safety Reports;

* The Institute of Safe Medical Practices ISMP's) Medication Safety Alert Newsletters; and

* The Joint Commission’s Sentinel Events.
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Demographics Description Number of Participants Participant ID
FHEY ok /X 5 RERE #ERE 1D
A Average = Std 0000
22 - 35 5 P01, P02, P06, P09, P12
36 - 45 5 P03, P05, P08, P10, P13
46 - 60 5 P04, P07, P11, P14, P15
PER Female 10 P01, P02, P04, P05, P07, P09, P10,
P13, P14, P15
Male 5 P03, P06, P08, P11, P12
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