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Foreword 

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 
technical committees. Each member body interested in a subject for which a technical committee has been 
established has the right to be represented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the 
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 

ISO 11073-90101 was prepared by the Clinical and Laboratory Standards Institute (as POCT1-A2) and was 
adopted, under a special “fast-track procedure”, by Technical Committee ISO/TC 215, Health informatics, in 
parallel with its approval by the ISO member bodies. 
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Foreword 
 
Over the last decade, advances in microfluidic and other miniaturization technologies have enabled a new 
class of diagnostic device. This new device class—point-of-care diagnostic—supports a wide diversity of 
diagnostic testing directly at the point of care. Tests that had been previously limited to the domain of 
central laboratory analyzers are now available in a variety of care settings. Sophisticated tests are possible 
at the hospital bedside, during patient encounters in primary- and secondary-care clinics, and even in the 
home. This new point-of-care diagnostic device class offers the advantages of fast turnaround time for test 
results and quite possibly cost reduction for some types of tests. 
 
In general, from a regulatory perspective, a diagnostic test is not differentiated based on where the test is 
performed. Someone in the institution must be able to show that the test was performed in compliance 
with the policies of an overall diagnostic testing quality system for the institution. It is thus incumbent 
upon point-of-care diagnostic device vendors to offer mechanisms by which their devices may be 
integrated into an institution’s diagnostic information management system. It is this requirement for 
integration that drives the need for standardization. 
 
To date, point-of-care diagnostic vendors and partners have faced this integration problem individually 
and have derived unique solutions. Any institution embarking on incorporating multivendor point-of-care 
diagnostic devices into their diagnostic testing facilities has had to face the equipment and management 
costs of multiple integration solutions. In fact, the cost and disjointedness of multivendor point-of-care 
diagnostic integration is seen as a significant barrier to the adoption of this new and exciting class of 
diagnostic device.  
 
For the purposes of this specification, point-of-care testing is defined as all testing conducted near the site 
of patient care. This encompasses many different environments, including hospital-based testing, near- 
patient testing, physician’s-office testing, and patient self-testing. A point-of-care connectivity 
specification must be applicable to all of these settings. 
 
In February 2000, 49 healthcare institutions, point-of-care diagnostic vendors, diagnostic test system 
vendors, and system integrators formed the Connectivity Industry Consortium (CIC) to address this point-
of-care diagnostic integration problem. The CIC Board of Directors created the following statement to 
guide the CIC work teams: 
 

“The vision of the CIC is to expeditiously develop, pilot, and transfer the foundation for a 
set of seamless ‘plug-and-play’ POC communication standards ensuring fulfillment of the 
critical user requirements of bidirectionality, device connection commonality, 
commercial software interoperability, security, and QC / regulatory compliance.”  

 
The result is a set of standards that will become the foundation for POC connectivity across the healthcare 
continuum. To meet this vision, the resulting standards are self-sustaining and utilize practical, cost-
effective, user-focused solutions. The desired outcome of this vision is broad-based vendor and provider 
adoption of the CIC standards.a 
 
Sections 1 through 4 of this document introduce and explain the technical aspects of point-of-care 
connectivity specifications. Appendixes A through C are the specifications for constructing a connectivity 
system; Appendixes D and E describe the basic concepts CIC employed to develop this standard. 
 
                                                      
a The governing principles, guidelines, timeline, and other information about the CIC can be found at the CIC’s website: 
www.poct.fraunhofer.de/about/index.html.  The CIC development process emulated the standards-development processes of 
ANSI-approved standards organizations.  
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