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Foreword 
 
CLSI document POCT1—Point-of-Care Connectivity was developed and recently updated to provide the 
framework for engineers to design devices, work stations, and interfaces that allow multiple types and 
brands of point-of-care devices to communicate bidirectionally with access points, data managers, and 
laboratory information systems from a variety of vendors. POCT1 is an excellent document but is also 
very technical. This particularly applies to the annexes that comprise the bulk of the document. The 
document, as the name implies, presents information regarding the development of the interfaces 
necessary for the universal connectivity of point-of-care testing devices. The purpose of this connectivity 
standard, by reducing manual information entry and transfer, is to permit error-free point-of-care testing 
and result reporting along with optimal data capture for quality assurance purposes.  
 
Because the document is very technical, there is some lack of understanding, even confusion, as to its 
practicality. The present guideline addresses this problem and is intended for use by healthcare providers 
and end users responsible for point-of-care testing. It will present some background on the rationale 
behind POCT1 and will describe the practical manner in which application of the standard to the POCT 
device/system should permit the flow of data between the testing system, the data manager and the 
LIS/HIS. In other words, it will define the practical features that the end user (healthcare provider) should 
expect to find and to be able to use for smooth capture and transfer of information between the device and 
the LIS/HIS. A separate guideline, intended to assist device manufacturers, will also be available. 
 
The document defines the characteristics and features that should be expected in a connectivity-compliant 
device. Problems related to the availability or applicability of these features may occur and should be 
addressed in relation to the particular situation (hardware, environment, institutional information system, 
specific end use of the test/device, etc.). 
 
Invitation for Participation in the Consensus Process 
 
An important aspect of the development of this and all Clinical and Laboratory Standards Institute (CLSI) 
documents should be emphasized, and that is the consensus process. Within the context and operation of 
CLSI, the term “consensus” means more than agreement. In the context of document development, 
“consensus” is a process by which CLSI, its members, and interested parties 1) have the opportunity to 
review and to comment on any CLSI publication; and 2) are assured that their comments will be given 
serious, competent consideration. Any CLSI document will evolve, as will technology affecting 
laboratory or healthcare procedures, methods, and protocols; therefore, it is expected to undergo cycles of 
evaluation and modification. 
 
The Area Committee on Point-of-Care Testing has attempted to engage the broadest possible worldwide 
representation in committee deliberations. Consequently, it is reasonable to expect that issues remain 
unresolved at the time of publication at the proposed level. The review and comment process is the 
mechanism for resolving such issues. 
 
The CLSI voluntary consensus process is dependent upon the expertise of worldwide reviewers whose 
comments add value to the effort. At the end of a 60-day comment period, each subcommittee is obligated 
to review all comments and to respond in writing to all that are substantive. Where appropriate, 
modifications will be made to the document, and all comments along with the subcommittee’s responses 
will be included as an appendix to the document when it is published at the next consensus level.  
 
 
Key Words 
 
Connectivity, compliant device, interfaces, point-of-care testing, wireless 
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Implementation Guide of POCT1 for Healthcare Providers;  
Proposed Guideline 

 
1 Scope  
 
This guideline will provide the healthcare provider or end user with clear, concise information on what 
features to expect in a connectivity-compliant device and practical advice on how to optimally apply these 
features to their daily operation/practice. It will also address possible pitfalls identified by the committee 
and its advisors. Where necessary or useful, it will define and explain, in nontechnical language, terms 
used in the POCT1 standard. 
 
This guideline will not address manufacturer’s requirements. It is intended that healthcare providers, by 
taking into account the information in this document, will be able to develop a list of questions, specific 
to the particular test and their site, which need to be addressed by potential vendors. This list of questions 
would be based on the features that a compliant device should have and that are described in this 
document. Given continuous changes in the area of POCT, as well as continuing technological advances, 
healthcare providers are encouraged to ask questions or request modifications that reflect these advances. 
 
Some sections in this document provide an overview of desirable features in a compliant device and an 
example set of questions that may be put to potential vendors. 
 
2 Introduction 
 
Widespread concern among healthcare providers about the lack of standard, low-cost point-of-care 
connectivity solutions drove the formation of the Connectivity Industry Consortium (CIC). Prior to the 
CIC, each vendor developed their own proprietary means of communicating data from POCT devices. 
The physical connections, the wiring, even the language and communication format or protocol were 
different between devices and between manufacturers. For point-of-care programs utilizing devices from 
two or more vendors, transfer of data often required separate computer systems (called “data managers” 
by some manufacturers), with different functions and applications, separate docking stations, and 
sometimes even different wiring. Implementation of new POC devices was expensive and problematic, 
often requiring expensive institutional renovations that both limited the conversion of hospitals to new 
technologies and prevented the routine reporting and billing of POCT results. Management of the quality 
of POCT results and documentation for compliance with regulatory agencies was also complicated, 
because many hospitals continued with manual logs and reporting systems due to the cost of installing 
electronic networks that functioned only for a single device.  
 
The first clear expression of the lack of POC-compliant devices/systems came from a 1998 survey 
conducted by the American Association of Clinical Chemistry (AACC) Point-of-Care Testing Division. 
In this survey, point-of-care customers highlighted the lack of acceptable connectivity and information 
management solutions as the most significant problem with point-of-care product offerings. In July 1999, 
at a day-long focus group hosted by Agilent Technologies, clinicians and clinical laboratorians from 
leading healthcare institutions developed and prioritized a list of connectivity requirements. Over the 
lifetime of the Consortium, the Provider Review Committee (PRC) refined and elaborated on these 
requirements in order to help guide the technical development efforts of the POCT1 standard. The end 
result of this process is that the objectives and design of POCT1 have been driven by requirements 
provided by leading users of point-of-care products.  
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