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[The OPO must do the following:] (2) Ensure that screening and testing of the
potential donor (including point-of-care testing and blood typing) are conducted by a
laboratory that is certified in the appropriate specialty or subspecialty of servicein
accordance with part 493 of this chapter.

This STANDARD is not met as evidenced by:

Based on record review and interview, the OPO did not ensure that testing and
screening of the potential donor including blood-typing, was conducted by a
laboratory that is certified. Finding includes: In two of 10 donation cases, review of
the donor records revealed that one of two ABO results did not identify the name of
the hospital or laboratory where the test was performed. Without the identifier,
determining whether the hospital or laboratory was certified could not readily be
made. During an interview on 4/27/10, an OPO staff stated that while the ABO results
when printed noted the potential donor&#x27;s name, the medical record number, and
date and time the sample was tested, it did not however, include the name of the
hospital and/or any other information. (Reference Donors 2 and 10.)



