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Submitter’s Name, Address, Telephﬂone Number, Contact
Person, and Date Summary Was Prepared - &

Misys Healthcare Systems i
4801 E. Broadway e i
Tucson, Arizona 85711 Ve
(520) 570-2000

Questions or requests for further information should be addressed to either:
Elinore Craig

Acting 510(k) Coordinator

Telephone: 520-570-2295

or

Thomas E. Goelz

Vice President, Regulatory Affairs

Telephone: 520-570-2408

Date summary was prepared: 8/5/04

Name of Device
Proprietary name: Misys Laboratory™ Blood Bank apd Blood Donor, version 6.0.1

Common name: Blood Establishment Computer §oﬁware
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Abbreviated 510(k)

Identification of Legally Marketed Predicate Devices

The Misys Blood Bank and Blood Donor product is substantially equivalent to the following

systems:

Predicate Device 1:

Manufacturer:

Common Name:

Trade Name:

510(k) Number:

Predicate Device 2:

Manufacturer:

Common Name:

Trade Name:

510(k) Number:

Misys Healthcare Systems, formérly Sunquest
Information Systems, Inc.,

Blood Bank System
FlexiLab® Blood Bank and Blood Donor, Version 5.2

BK990002 (August 16, 1999)
BK990034 (Novémber 17, 1999)

Wyndgate Techpologies
Transfusion Service Management Information System

SafeTrace Tix™, Version 1.0

BK980023 (January 29, 1999)
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Abbreviated 510(k)

510(k) Summary
Device Description "
The blood bank and blood donor software operates on general-purpose hardware:supplied by
commercial manufacturers and is composed of functions written in standard Microsoft Visual
Basic, Microsoft Visual C++, and Caché languages. Data is stored in Caché globals. Users define
database tables during a process of planning and data entry known as “system fnaintenance,”
which is part of system implementation and ongoing malntenance T

The Misys Blood Bank and Blood Donor software is divided lnto subsectlons or “functlons” Each
function requires a user-defined security level, which allows th& user 'to control data security and
integrity. The system is marketed as a subsystem to the Misys Laboratory software product as
well as a stand-alone product. This product is only intended to be used by professionals who
have received extensive training in the use of the software.

The Blood Donor application includes the following capabilities:

Donor registration

Donor evaluation record (results from donor testmg and questionnaire responses)
Donor prescreen record

Combined functions that are available to streamllne individual site operations
Miscellaneous user-defined prompts and response validations

Suppressed display of confidential deferrals

Automatic status change for the units from confidential deferrals

Duplicate donor checking and merge capabilities

Updating of permanent donor records from unit testing results (such as blood type)
Specific identification and requirements for directed and autologous donors
Autologous and directed unit assignment

User-defined donor cards and letters !

Phiebotomy data

Inquiry :

The Blood Bank application includes the followirlg capabilities:
Inventory control .

Patient history «

Product history - .
Autologous/directed unit tracking '
Patient testing

Product testing

Patient and product testing transmitted from bIood bank analyzers
Component preparation , Y

Electronic crossmatching oY
Product dispensing data evaluation
User-defined unit tags

Inquiry

Misys clients are configured with hardware components based on the specific needs of their
laboratory, such as number of interactive users, the software modules they purchase, and their
overall workload. Depending on th<=|r existing mfrastructure sites can choose from the hardware

configurations.




Abbreviated 510(k)

Intended Use

The Blood Bank and Blood Donor system is intended for use by trained healthcare professionals
responsible for donor and transfusion services in the following ways:

Display data that assists healthcare professionals make dec;smns regardmg the
suitability of donors

Generate deferrals to the donor record and maintain donor records %

Maintain phlebotomy records -

Store records of manufactured and blood product: component preparatlon

Record the release of manufactured and blood producfs for infusion

Maintain manufactured and blood product inventory in&uding the tracking of autologous
and directed blood products

Maintain a historical record of the patient's blood bank and transfusion related data
Record testing results of patient specimens and biood products either manually or
through instrument interfaces

Maintain a product history from time received until final disposition

Display data required to assist healthcare professnonals when qualifying patients for -
electronic crossmatch

Perform quality assurance checks and maIntaln quahty assurance records




"siapinold pue ‘saoiniaes

‘sjonpoud ‘sjsa) Jo adueUS URW YY)
104 suooUN} aAlBNSIUIWPE SUIBILOY
'SJUSU0D S)I pue algel yoes Jo Bunsy
>Qoo-9m: 'S9PIAOI "S9jge} paulap
-13sn plinq o} AJ|BUOIIOUN} SBPIAOIY
"Blep alepino Jo ‘sjepdn ‘ppe 0)
uonezuoyine AINdas Ym Jasn SMOJyY

"SJUBJU0D SY PUE 8jge) Yyoes Jo
Bunsij Adoo-piey sjuld ‘so|qe} pauysp
-13sSN pjing 0} Alljeuonouny SapIncid
‘Elep 3lepino Jo ‘sjepdn ‘ppe 0}
uoflezuouine AJN23s UM 1asn SMO|Y

"SJUSJUOD )i pUB 3jge) Yoes jo
Bunsi| Adoo-piey sjulid "sa|qe) paulyap
-1asN pjing O} AJijBuoljoun) SepIAld
"BJEP 9)EPINO 10 ‘sjepdn ‘ppe 0)
uonezuoyine AJLnNoss Yiim Jasn smolly

syuawnysul m:ﬁ:&m ROOIq UM
S90BpB)UI ‘pirOgASY ‘JeLuBOS apooieg

pieogAay pue isuueds apoaieg

. sjuawnisul
Buidnoib poojg yim saoepsiul
pue ‘pieogAsy ‘Isuueds apooleg

e e,

0% ‘udieg

SANNIN: SUSBD ‘440 |ENSIA ‘OISeg [BNSIA
. : .‘ (Juswiuosaua _
. . S Buissaoaid juald) [euolssajoid
LN SMOPUIM JOSOIOIN - o : dX 10 0007 SMOPUIA Tiosoioy  »
: ‘swalshs C - Tl _

‘SWwR)sAS
BuijessadQ LN smopuipy pue XINN

"€, UoISIan ‘waysAg Juswabeuepy
aseqgeje( |euone|ay speIO ¢

Bunesado (z'g uoisiap) SINA uado
piexoed }JamaH pue ,Aw.v UOISIaA)
XI¥ N8I (0% UOISISA) O3A XINN  *

¥Li-7'9 UOISIaA
‘aseqelep SJINNIN swalsAglaiul

) (1onias co_“..mo.m_mn,m
pue asegelep) swaishs Buresado
, (L'g uoisisp) Xiv NGl XINN *

»
3

91’} ¥ pue
211 ¥ uoisian aseqgelep |[guone|sl
1s0d ayoe) swaisAgiajul e

solsiiajoeiey) jearbojouyosa] jo uosedwon
Arewwing (%)oL5

(M)oLs pejelnaiqqy




i

splogal
IPne malney ‘sabueyo ejep ypny

‘us319s Alinbui suil-uo eiA mainal 1oy
3jqissadoe ejeq ejep Jonpoid poojq 0}
sabueyo |je jo Aiojsiy aaisusyaidwon

"Hodai Aiolsiy Jonpoidpoo|q pue
,u219s Asinbuj 8ull-Uo BIA M3IABY 10}
8]qissadoe ejeq "ejep Jonpord poojq o)
sabueyo |ie jo A10isiy aAIsuaualduion

‘S$aIjioey) ||e SSoJoe
soyoid Ajundass Jasn jje oy Kioyisoday
‘sauolsly uibo| surejuiepy ‘wajshs

0} $s920€ sabeueyy "suoneuiqwod
psomssed pue qj Jasn sabeuepy

'sau0)siy uibol suiejuiepy

"SSIYI[IOR} UIYIM pue SSOIoE Wa)sAs
0} ss8008 sabeuejy ‘suoijeuquod
pJomssed pue (| Jasn sabeuepy

4

"sauojsiy uibo| suiejulepy

"S3MYI|198) UIYHM pue SS0Ioe LLUB)SAS
0} $$990€ sabeuej "SuoeuIqWOod
piomssed pue q| 1osn sabeuepy

dnyjoeq ejeq

(M)oLg pajeirsiqqy

‘sdnyjoeq |ans)
Wa)sAs eln |easu)al pue [ealyole ejeq

‘sdnyoeq |joAg)
walsAs eIA [eASLI}BI puB [BAIYDIE BlE(Q




Abbreviated 510(k)

Description and Conclusions of Testing

The Misys 6.0.1 software was developed and validated using established procedures for software development.
As such, it is anticipated that this system is as safe and effective as, and will perform as well as or better than the
identified predicate devices when utilized within its intended use, as verified by the clinical and non-clinical testing
that was performed. ‘

Non-Clinical Testing A &

The Misys 6.0.1 software was developed and validated using estébliéhed procedures for software
development. As such, it is anticipated that this system is as stfe and effective. and will perform
as well as the identified predicate devices when utilized within.its intended use, as demonstrated
by the clinical and non-clinical testing performed. C

Unit, functional (including integration) and regression testing was performed internally by Misys
Development and Quality Control Personnel. Misys Healthcare’s unit testing focuses on
structural tests constructed by analysis of portions of the code related to safety critical functions
and defining tests to verify each identified line of code executes properly. Misys Healthcare's
functional testing focuses on ensuring the application under test meets the requirements set forth
in the requirements document(s) and ensures all functiohs can be executed without any patient
risk or hazard. Misys Healthcare's regression testing focuses on retesting software to ensure that
modifications have no adverse affect on non-related functionality.

The assessment of this testing verified that the Misys Blood Bank and Blood Donor software,
Version 6.0.1 design input requirements were met.

Clinical Testing

Misys 6.0.1 software Beta testing was performed in a user environment against a user database.
The Misys 6.0.1 general testing guideline was the basis for executing this client testing. The
assessment of this testing verified that the Misys Blood Bank and Blood Donor software, Version
6.0.1 met the required specifications and functioned as intended.

In addition, Misys ensures that all safety critical items are thoroughly tested and can demonstrate
that all methods of control for intended use and general implementation hazards have been

tested. !
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