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Usability Engineering File - Macro-Structure

Sandoz SurePal

The Macro Structure gives an overview of the content of the Usability Engineering File according to DIN EN 62366 and DIN EN 60601 1-6.
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51 Functions Related to Safety
JETZT WlRD‘S KUNKRET' Frequently Used Functions
POF, FRS UND FUF

Related to Frequently Used
Safety Functions

1 Set dose memory X

2 Attach a pre-assembled cartridge

3 Exchange pre-assembled

cartridge

4 Daily injection X

5 Injection with control X

6 Disassembly X X

7 Low drug waste system X
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JETZT WIRD'S KONKRET!
VERIFIZIERUNG

— Expert Reviews von der Anleitung, Kurzanleitung
und Mitbewerber
— Rapid Usability Test mit 10 Teilnehmern in USA
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11 Hold the needle in for
10 seconds after the dose
knob stops turning. The drug is
injected when “0” appears in the
dose display window.

12 Remove the pen needle from the
fold of skin. You may observe some
dripping from the pen needle. This
is normal.

Note: If the dose display
window does not show ,0” the
pre-assembled cartridge held less
than the complete dose. You will
have to give two injections to get
the complete prescribed dose.
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01 ANALYSIS

&
L
o
=
<]
O
o
o

UEF

Usability Engineering File
Overview™

Intented Use*

Medical Purpose
Patient Population m
Part of the Bodg

Intended User Profile Appllcatlon Prlmarg

Intended Conditions of Use Specification Operating
Operating Principle m Functions

Risk Assessment

V|

Use Scenarios

User Interface Requirements [}

Usability Usability
Specification Verification
Plans

Functions Related to Safety
Frequently Used Functions

Usabilit Usability

|
Validation
.« Plan




JETZT WIRD'S KONKRET!

AKZEPTANZKRITERIEN

Objective

Measure the number of subjects that successfully perform the
injection procedure into the injection pad.

POl
Acceptance Criteria: 85% of all subjects have to fulfill this
objective (pass).
Measure the number of subjects that safely perform the disassembly:
A subject has to succeed in performing the disassembly of the Pen
PO2 without getting punctured.

Acceptance Criteria: 85% of all subjects have to fulfill this
objective (pass).
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JETZT WIRD'S KONKRET!
VALIDIERUNGSSTUDIEN

— Validierungsstudie in Deutschland

* 60 Testpersonen insgesamt (30 Kinder, 30
Erwachsene, 50% Laien, 50% mit Pen-Erfahrung)

— Validierungsstudie in USA (gefordert von der FDA)

* 45 Testpersonen insgesamt (Kinder, Caregivers,
erwachsene Patienten)
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JETZT WIRD'S KONKRET!
FAZIT

—All activities helped to continuously
optimize the usability of SurePal and its
IFU.

—The Usability Validation was successful,
all acceptance criteria were met.

—Both children and adults are able to use
the pen safely and effectively.

—SurePal and its IFU are able to fulfill their
intended use.
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