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( 510(k) SUMMARY 

This summary of 5 1 O(k) safety and effectiveness information is being submitted in 
accordance with the requirements of SMDA 1990 and 2 1 CFR 807.92. 

The assigned 5 1 O(k) number is: - -. ,_ 

Submitted By: 

Bob Sage, CEO 
Psyche Systems Corporation 
Ten Laurel Avenue 
Wellesley, MA 0248 1 
Tel: 800 - 345 - 15 14 
Fax: 781- 237 - 6932 

Date Prepared: May 30,200l 

mice Name ) 11 

Proprietary Name: Systematic Blood Bank (SBB) Software 

Common Name: Blood Bank Software 

Classification Name: Software, Blood Bank, Stand Alone Products’(81MMH) 

Intended Use 
The Psyche Systems Corp.‘s SBB software is used for the management of patient 
and unit records in a blood bank system. It does not include a blood donor 
module. 

Device Description 

The Psyche Systems Corp.‘s SBB software is integrated as a module in the 
Laboratory Information System (LIS). It is written in Fortran and runs on Digital 
Corp. VAX/Alpha architectures using the OpenVMS operating system. It is 
designed for patient and unit records management in a blood bank system. It does 
not include a donor module. 

SBB standardizes record keeping for: 
. test result entry 
l patient information 
l product information 
l transaction histories 



SBB provides extensive error checking during: 

0 test result entry 
l patient management 
l product management 

SBB provides routine and on-demand reports covering: 

l patient histories 
l current results 
l product inventory status 

Major features of SBB include: 

Permanent on-line storage of patient and product records. Offline record storage 
on tapes or disks for long-term reporting. 

Product inventory for American Red Cross (ARC), ISBT128, and non-ARC units, 
and directed and/or autologous donations. 

Pooled and split product capability. Workscreens assist in selecting units for 
pooling and in calculating each split volume. 

Product reservation system. Available units are ranked by compatibility, age of 
product, etc. 

Substantial Equivalence Claim 

Psyche Systems Corp.‘s SBB software is similar in indications, design and 
features to various other Blood Bank management software in the market that 
FDA has found to be substantially equivalent to the pre-amendment devices. The 
following are SOme such devices: 

Transfusion System 



The following table compares the use and features of Psyche Systems Corp.‘s 
SBB software with those of an equivalent Blood Bank Transfusion System - SMS 
Blood Bank Transfusion System. 

blood group and type), the 
storage of information 
associated with blood 
components (use in pooled 
units, crossmatches, status 

blood components (use in pooled 
units, crossmatches, status and 
disposition), supplier 
identification, expiration dates, 
patient information, patient 
histories, and reports. 

The determination of substantial equivalence is not based on an assessment of any 
performance data, clinical or non-clinical. 

Date 


