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General Executive Summary

Trends

· POCT implementation and laboratory involvement varies by country.  In the majority of European Countries, POCT is under the control of the medical doctors, who determine treatment rather than the responsibility of the laboratory.

· Connectivity of POCT is virtually nonexistent.

· General sense of need for improved quality, operator training and supervision of POCT.

· Laws and regulations are beginning to appear in some countries, regulating POCT quality.

CIC recommendations

· Need to get the real users of POCT in Europe involved, the GPs, and hear their opinions.
· More involvement of LIS/HIS vendors is needed in the CIC efforts.
· The CIC should be cognizant of the variable definitions that the term “standards” carries in different European countries.  CEN and ISO is offended that a separate, nonsanctioned body like the CIC has been created to develop “standards” that they already have committees addressing (TC215 committee for instance).  It has been suggested that we use the word, “recommendation” or “consensus” as the final product will be more widely accepted if it is presented as a consensus document rather than a “standard”.
· The CIC needs to focus more of their efforts on the home market and communication standards in that area, since this is the majority of the IVD market.  Integration of monitoring systems is also seen as an important area of focus.
· The CIC needs to appreciate other perspectives in the world.  The effort is very US slanted.  While this is not necessarily seen as “bad” since the US is ahead of the world in POCT connectivity, more input should be provided from other world-wide POCT users, in particular the European GPs and the Asians (Japan).  Asia is particularly problematic due to their unique communication standards and should be approached for input. A meeting is recommended for Asia, Australia, India, and this portion of the world.
· The CIC “standard” needs to be internet compatible (XML) and browser capable.  This is definitely viewed by the informatics experts as the future of the electronic patient record and lab data.
· When the CIC does not incorporate existing standards, the CIC should justify why.  For instance the ASTM standards, why are they not being incorporated and ASTM being approached? (This was asked after my presentation at the CCL conference)
