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Legal Disclaimer

Use of the information contained herein shall be governed solely by the terms and conditions of the
Continua Health Alliance Bylaws. The document and information contained herein is not a license,
either expressly or impliedly, to any intellectual property owned or controlled by any of the authors
or developers of this specification. The information contained herein is provided on an "AS IS" basis,
and, to the maximum extent permitted by applicable law, the authors and developers of this
specification as well as the Continua Health Alliance hereby disclaim all other warranties and
conditions, either express, implied or statutory, including but not limited to, any (if any) implied
warranties, duties or conditions of merchantability, of fitness for a particular purpose, of accuracy or
completeness of responses, of results, of workmanlike effort, of lack of viruses, of lack of

negligence or on non-infringement.

Continua is trademark of Continua Health Alliance and CONTINUA HEALTH ALLIANCE and the
CONTINUA HEALTH ALLIANCE logo are registered service marks of Continua Health Alliance.

IEEE is a registered trademark of the Institute of Electrical and Electronics Engineers, Inc., (IEEE).
This publication is not endorsed or approved by the IEEE.

BLUETOOTH, the Bluetooth Figure Mark and the Bluetooth Combination Mark are registered
trademarks owned by Bluetooth SIG, Inc.

ISO and the ISO logo are registered trademarks of the International Organization for Standardization.

HL7 is a registered trademark of Health Level Seven (HL7), Inc., the non-profit standards developing
organization that is accredited by the American National Standards Institute (ANSI).

SMOMED CT is a registered trademark of the International Health Terminology Standards
Development Organisation (IHTSDO).

*Other names and brands may be claimed as the property of others.

Copying or other form of reproduction or redistribution of these works to unauthorized entities is
strictly prohibited.

Copyright © 2009 Continua Health Alliance. All rights reserved.
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Scope

This document describes the certification process for the Continua Health Alliance.
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Introduction

1.1 Overview

Continua is a non profit organization formed to foster independence through establishing a
system of interoperable personal telehealth solutions that empower people and organizations
to better manage health and wellness.

The Continua Certification program provides a high level of assurance that a device displaying
the Continua Logo has been designed to meet the requirements of the Continua Design
Guidelines and its underlying Standards.

This document contains an overview of the Continua Certification process for both Continua
member companies as well as the general public.

Testing Scope and Approach

2.1 Overview

This section defines what will be tested within the scope of the Continua Test and Certification
effort. It also defines what is out of scope for the Continua Test and Certification effort. It
also defines Continua’s approach to Test and Certification.

2.2 Continua Testing Scope

Qut of Scope

Hon-functional testing -
Testing not associated
with a specification (i.e.,
performance, stress,
scalability, availability,
reliability, usability, etc.}

User Interface testing -
Yerifving the user
interface is well designed
and reliable,

Regulatory testing - Tests
to assist vendors with
regulatory compliance,
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2.3 Approach

2.3.1 Overview

This section defines the approach to Test and Certification for Continua v1. It is broken down
into PAN interface testing as well as xHR interface testing. These two interfaces are shown in

Figure 2-1.
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Figure 2-1 - V1 Interfaces to Be Tested

2.3.2 PAN Interface Testing

2.3.2.1 Testing Areas

Testing for the PAN interface involves:
v Compliance Testing
- Includes:

o Compliance test suite against ISO/IEEE Std 11073-20601 and
applicable ISO/IEEE Std 11073-104** device specializations.

o Compliance test suite against applicable Continua Design Guidelines.

- Continua also verifies that Bluetooth® Health Device Profile/Multichannel
Adaptation Protocol (HDP/MCAP) qualification or USB Personal Healthcare
Device Class (PHDC) certification was obtained.

v' Interoperability Testing

- Includes interoperability tests against Continua Vendor Assisted Source Code.
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2.3.2.2 Transport Certification Process
The USB PHDC Certification Options are described in Figure 2-2.

USB-IF Test Labs

;/comphancel labs/.

Figure 2-2 USB PHDC Certification Options

Bluetooth HDP/MCAP qualification options are described in Figure 2-3.

BT HDP/MCAP Test Labs

Charoe a fee,
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+« Available on demand.

« None exist right now until the
BT HDP /MCAP Test Suite is
fully automated.
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from www.bluetooth.org.
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Figure 2-3 Bluetooth HDP/MCAP Certification Options

2.3.3 xHR Services Interface Testing

The xHR Interface in Figure 2-1 involves the exporting of remotely monitored personal health
information from the WAN device client to the health record device (for example a server for a
Disease Management Service which collects data from chronic disease management patients
to Electronic Health Record (EHR)). This information is transmitted in a personal health

message.

An xHR Test Tool will be created which will allow vendors to self-certify xHR Senders. This

tool is still in process.
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3 Certification Process

The certification process consists of the Product Vendor, Certification Administrator and the
Test Lab working together to document and verify that a product has met the requirements for
certification described in a Certification Specification. Figure 3-1 illustrates the process a
Continua member shall follow to certify a device.

Failed

Passed

Product Vendor

Certification Admin

Test Lab

Figure 3-1 Certification Work Flow
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