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510M

D5429 493.1254(a)(1) MAINTENANCE AND FUNCTION 

CHECKS

For unmodified manufacturer's equipment, 

instruments, or test systems, the laboratory must 

perform and document maintenance as defined 

by the manufacturer and with at least the 

frequency specified by the manufacturer.

This STANDARD  is not met as evidenced by:

D5429 12/15/11

 Based on direct observation and interview with 

the technical consultant on 12/14/11, the 

laboratory did not perform and document 

maintenance as defined by the manufacturer of 

the timer used for Rh blood testing.  Findings 

revealed:

On 12/14/11 the surveyor examined the timer 

used during the performance of Rh typing.  The 

manufacturer had stamped an expiration date of 

9/24/11 on the back of the timer.  This date 

indicated that the timer must be recalibrated.  The 

technical consultant stated that she was unaware 

that the calibration of the timer had expired.
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Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excused from correcting providing it is determined that 

other safeguards provide sufficient protection to the patients . (See instructions.)  Except for nursing homes, the findings stated above are disclosable 90 days 

following the date of survey whether or not a plan of correction is provided.  For nursing homes, the above findings and plans of correction are disclosable 14 

days following the date these documents are made available to the facility.  If deficiencies are cited, an approved plan of correction is requisite to continued 

program participation.
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