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SMLOUVA 0 DODAVCE SOFTWARE
uzavfena dle § 1746 odst. 2 zakona é. 89/2012 81)., obéanského zakoniku, v platném zném',

kterou nifie uvedeného dne, mésice a roku uzavfely smluvni strany:

1. Fakultm’ nemocnice Hradec Kralové

se sidlem: Sokolska 581, 500 05 Hradec Kralové — NOV)" Hradec Krélové

zastoupena: prof. MUDr. Vladimirem Paliékou, CSc., dr. h. 0., feditelem

16:: 00179906 1

1316:; CZ 00179906
'

bank. spojeni: Ceska nérodni banka
éislo fiétu: 24639511/0710

jako objednatel (dale jen ,,0bjednatel“) ‘

na strané jedné

a

2. Becton Dickinson Austria GmbH

56 sidlem: Handelskai 94-96, 1200 Videfi, Rakousko

zastoupené: Mag. Christian Hanke

16:: ATU 46732102
DIC: .......................................................................
bank. spojeni: BNP Paribas Fortis SA/NV Austria Branch

éislo 05m: IBAN AT3O 1810 0101 3421 0100 SWIFT: GEBAATWW

zapsana v ORIZR: PM 179907
jako zhotovitel (dale jen ,,zhotovitel“)

na strané druhé.

, (”3151mm 1
Uéel smlouvy

1.1 Smluvni strany uzaviraji tuto smlouvu za fiéelem dodani a implementace sofiwarového

feéeni pro podporu preskripce, plénovéni a pfipravy parenteralni V3721“! (dale jen PV)

pro specifikované éinnosti objednatele, pfiméfené integrovaného s ostatnimi systémy IT

objednatele. Sofiwarové feéeni musi byt uiivatelsky komfor’mi a automatizované,

bezpeéné, s kontrolou véech relevantnich procesfi.

1.2 S ohledem na shora uvedené bore zhotovitel na védomi, 2'56 objednatel je nejvétéim

poskytovatelem zdravotnich sluieb V Krélovéhradeckém kraji, pfiéemi fédny chod jeho

systému PV pfedstavuj e kliéovou sloZku pro fizeni jeho provozu, majici podstatny vliv

na poskytovani zdravotnich sluieb objednatele.

élénekz
Pi‘edmét smlouvy

2.1 Pfedmétem této smlouvy je zévazek zhotovitele dodat a implementovat softwarové

feéeni PV systém objednatele (dale jen ,,dilo“), v§e bliZe specifikovéno vélanku 3,

a zévazek objednatele za fédné a véas poskytnuté plnéni zaplatit smluvenou odménu.



2.2 Tato smlouva se uzaviré v souladu se zadzivaci dokumentaci objednatele 26 due

D) F_.

3.2

3.3

2.10.2018, a to na zékladé vysledku vefejné zakézky malého rozsahu snézvem
,,Software pro parenterélni vyiivu FN HK“ zadané dle intemi smérnice 6. 2 o
zadévéni vefejnych zakézek v souladu s ustanovenim § 31 zékona é.134/2016 8b., 0
zadévéni vei‘ejnjrch zakézek, V platném znéni (déle jen ”vefejné zakézka“), pod
evidenénim éislem vef'ejné zakézky: P18V00146397 a nabidkou zhotovitele 26 due
9. 10.2018, které je spoleéné se zadévaci dokumentaci vefejné zakézky nedflnou
souéésti této smlouvy.

élfinek 3
Specifikace pfedmétu smlouvy

Pfedmétem smlouvy je dodéni a implementace soflwarového fe§eni PV systému
objednatele s podporou udriitelnosti minimélné po dobu 4 let, ato vrozsahu a’ s
Vlastnostmi vymezenymi vzadévaci dokumentaci objednatele 26 due 2.10.2018,
nabidce zhotovitele 26 due 9. 10. 2018 a pfilohy 5. 1 této smlouvy.

Dilem se rozumi véestranné moderni systém, ktery bude bez vyznamnéjéich zmén
provozuschopnjr p0 fadu let, zaloien)? na modemich, vécobecné uznévanjrch a praxi
ovéfenych technologiich a standardech véetné platfonny pro v5/voj systému, typ a verze
vyuiivané databéze, bezpeénost systému apod. Systém musi umoifiovat budouci rozvoj
podle poiadavkfi objednatele napf'. formou akvizici nové vytvofenych SW modulfi nebo
rozéii‘ovéni na daléi pracoviété.

V rémci implementace softwarového feéeni je déle souéésti pfedmétu smlouvy:

- instalace dila na zaf‘izeni obj ednatele,
- inicializace databéze,
- pfepoj em’ modalit,
- realizace integraénich vazeb dodéwaného dfla s ostatnimi systémy V rémci

IT infrastruktury objednatele,
- ékoleni zaméstnancfi objednatele rozdélené pro uiivatele systému a pro

sprévu systému,
- instalace testovaci prostfedi dle poiadavkfi objednatele a V rozsahu

stanovenym v zadévaci dokumentaci vefejné zakézky,
- provedeni testfi,
- zkuéebm’ provoz.

3.4 Nedilnou souéésti pfedmétu smlouvy je dale:

4.1

dode’wka éasové a mistné neomezeny’rch licenci potfebnych pro provozovéni
a uiivéni dodaného dila objednatelem v rozsahu specifikovaném V nabidce
zhotovitele a zadévaci dokumentaci vefejné zakézky,
uiivatelské dokumentace v rozsahu potfcbném pro béin}? provoz systému
apro béinou sprévu systému, Véetné popisu databézového modelu
a struktury tabulek.

(Ilének 4
Doba a misto plnéni

Zhotovitel se zavazuje realizovat dilo V nésledujicich terminech:

:.|
1'!
P.

1'



4.2

4.3

4.4

4.5

4.6

4.7

4.8

4.9

Zhotovitel uvede plnéni do zkuéebniho provozu do "I mésice od podpisu smlouvy.
Pfedpoklédané délka zkuéebniho provozu je 1 mésic.

o Dokonéeni celého dila provede zhotovitel nejpozdéji do 2 mésicfi 0d podpisu
smlouvy.

Objednatel si vyhrazuje prévo z provoznich dfivodfi pfiméfené posunout vy§e uvedené
terminy, pfiéemi v tomto pfipadé zhotoviteli nevzniké nérok na pfipadné da1§i néklady
s tim souvisejici.

V pfipadé konektivity do datové sité objednatele je nutné bezodkladné p0 podpisu
smlouvy, nejdéle véak 4 tydny pied plénovanou instalaci, informovat IT oddélem’
objednatele na adrese m 3desk(i1'):f11111<.cz. Oznémeni o skuteéném datu instalace je nutné
provést nejdéle 3 pracovni dny piedem.

Pro vzdéleny pf‘istup zadavatel poiaduje vyuiit stévajici infrastrukturu FN HK —

zaloienou na pfistupech pies VPN koncentrétory, které jsou Vlastnény zadavatelem.
Pfis’tup na server(y) bude realizovén pomoci sIqy ,,Vzdélené plooha“ (RDP - protokol'
TCP/‘3389, nebo SSH — protokol TCP/ZZ).

Zhotovitel je povinen prfibéiné informovat objednatele o realizaci plném' dfia na
kontrolnich dnech a pfedklédat informace o stavu rozpracovanosti. Terminy
kontrolnich dnfi uréi objednatel. Objednatel je oprévnén na zékladé informaoi ziskanj/ch
0d zhotovitele pfedklédat pfipominky k rozpracovanému feéeni a névrhy na jeho fipravy
(déle jen ”pfipominky“). Zhotovitel je povinen vynaloiit maximélni moZné fisili pi‘i
zapracovéni téchto pfipominek do dila, pf‘ipadné objednateli fédné v pisemné formé
odfwodnit, proé nemohou b3’It pf‘ipominky akceptovziny.

Zhotovitel je povinen pfipravit plnéni do testovaciho provozu v kompletm’ podobé
a obsahujici testovaci data, nejpozdéji 2 pracovni dny pfed protokolérnim zahéjenim
zkuéebniho provozu. To proto, aby objednatel by] schopen prove’st prvni testovéni dila
zhlediska splnéni podminek dle této smlouvy pro zaji§téni provozu PV systému
v prostfedi objednatele a zhotovitel by] nésledné schopen upravit a zapracovat
pfipominky. Zkuéebni provoz bude zahéjen po podpisu protokolu o pfedéni dila do
zkuéebm’ho provozu oprzivnénjrmi zéstupci smluvnich stran.

V pfipadé, is Vprfibéhu zkuéebnl'ho provozu budou ze strany objednatele
identifikovény vady dila anebo nedodélky, je objednatel oprévnén prodlouéit délku
zkuéebniho provozu tak, aby dilo bez vad a nedodélkfi bylo ve zku§ebnim provozu
minimélné po dobu 14 dnl'.

V rémci zkuéebniho provozu bude provédéno, za nezbytné souéinnosti zhotovitele,
testovéni a ovéi‘eni funkénosti dila na zafizeni objednatele, a to s ohledem 11a podminky
a poiadavky stanovené objednatelem na zékladé této smlouvy.

Veékeré vady dfla anebo nedodélky zji§téné vprfibéhu zku§ebniho provozu je
objednatel povinen oznémit zhotoviteli pisemné. Zkuéebru’ provoz bude ukonéen
podpisem akceptaéniho protokolu povéfenymi zéstupci smluvnich stran, a to V pfipadé,
Ze dflo bude V rémci zkuéebniho provozu bez vad a nedodélkfi nebo bude vykazovat
nepodstatné vady 6i nedodélky (napf. chybové hlé§ky, které nemaji Vliv na
fimkcionalitu sofiwaru). Pf‘i ukonéeni zkuéebm’ho provozu budou tyto vady 5i
nedodélky pisemné specifikovény a bude stanovena lhfita k jejich odstranéni.

Mistem plném’ je Fakultni nemocnice Hradec Krélové, se sidlem Sokolské 581, 500 OS
Hradec Krélové — NOV}? Hradec Krélové.



4.10

4.11

4.12

4.13

4.14

4.15

4.16

5.1

5.2

5.3

5.4

Zévazek zhotovitele buds splnén pisemnfzm pfedénim fédné a véas provedeného dfia -

V odpovidajici kvalité objednateli p0 L’lspééném ukonéeni zku§ebniho provozu podpisem

akceptaéniho protokolu a pfevzetim dila povéfenymi zéstupci smluvnich stran. Souéésti
pfedévaného dila je i veékeré pfedepsané (:1 nezbytné dokumentace a povinné doklady

kc zhotovitelem pouiitjnn Vyrobkfim a protokol o pro§koleni pfisluénSIch zaméstnancfi
objednatele.

Zhotovitel vyzve pisemné obj ednatele k pfedéni a pfevzeti dfia nejméné pét pracovm’ch

dni pfedem.

Vlastnické prévo k dilu pfechézi na objednatele okamiikem protokolérniho plném', tzn.

p0 akceptaci.

Prévo uiiti té éésti dila, které podléhé ochrané podle zékonfi upravujicich préva

duéevniho vlas‘mictvi, pi‘echézi na objednatele okaméikem pfedéni dila.

Nebezpeéi ékody zpfisobené pfi provédéni dila nese Zhotovitel, a to a2 do okamiiku

akceptace dané etapy povéfenymi zéstupci smluvnich stran.

Kontaktni osobou, kterou objednatel povéfil k pfevzetl’ dila a k jednéni jménem

objednatele pf‘i zajiét’ovéni plnéni pfedmétu smlouvy jc Mgr. Jifi Kotléf, 495 832 127,
fii'i . 1:01] a {(313 fnhk . cz.

Kontaktm' osobou, kterou zhotovitel povéfil kpfedéni dila a k jednéni jménem
zhotovitele pfi zajiét’ovéni plném' pfedmétu smlouvy je Renata Petiicz, tel.:+43660

4626593, e-mail: mnata. 3etoeczfz§113d.c01n.

élének 5
Cena dila a licenéni poplatky

Cena dila byla sjednéna dohodou smluvnich stran a éini 1.964.750,- K6 bez DPH. Bliéél’

specifikace ceny dila je uvedena v pfiloze ('3. 3 této smlouvy.

Cena dila se sjedna'wé jako koneéné a maximélné pfipustné, V této cené jsou zahmuty

veékeré néklady zhotovitele spjaté s realizaci dila, exportern dat ze souéasného systému
do nového, a to véetné licenénich poplatkfi a nékladfi spjatych s pracemi souvisejicimi
s realizaci dila, které zhotovitel mél nebo mohl pfedpoklédat. K cené dila bude

pfipoétena DPH podle aktuélné platné sazby.

Uhrada ceny dila bude provedena akceptaci. Zhotovitel doruéi faktury p0 akceptaci.

Kromé néleZitosti uvedenych V zékoné (”3. 235/2004 8b., 0 dani z pf'idané hodnoty, ve

znéni pozdéjéich pfedpisfi, je zhotovitel na faktui‘e — daflovém dokladu - povinen uvést

tyto fidaje:

a) oznaéeni dokladu jako faktury,

b) éislo smlouvy dle éislovéni objednatele,

c) den vystavem', den odesléni a den (lhfita) splatnosti faktury,

d) koneény pf'ijemce a misto plnéni,

e) 1610 a D163 smluvnich stran,

f) oznaéeni penéiniho fistavu a éisla 116m, na ktery mé bYt placeno,
g) poéet pfiloh a kontaktni fidaje osoby, které dafiovy doklad vystavila,

h) nézev a evideném’ éislo vefejné zakézky,

i) prohlééeni zhotovitele, ie ke dni vystaveni faktury neni veden v registru

nespolehlivych plétcfi dané z pf‘idané hodnoty.
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5.6

5.7

5.8

5.9

5.10

5.11

6.1

6.2

6.3

Na faktufe — dafiovérn dokladu je zhotovitel povinen uvést poloiky rozdéIené na typ
investiénich nékladfi a provoznich nékladfi. Zvléét’ poiadujeme poloiku samostatné

vyélenénou pro licence.

Pokud faktura pfedloiené zhotovitelem neobsahuje véechny zékonem a smlouvou

stanovené nélefiitosti, je objednatel oprévnén ji do data splatnosti vrétit s tim, fie
zhotovitel je poté povinen vystavit novou fakturu s novym terminem splatnosti.
V takovém pfipadé neni objednatel V prodleni s L'lhradou faktury. Nové lhfita splatnosti,

co do poétu dnfi nikoli kratéi nez lhfita pfivodm’, zapoéne béiet dnem fédného doruéeni
opravené 6i nové vystavené faktury objednateli.

Splatnost faktur je 30 dni ode dne jejich prokazatelného doruéem’ objednateli. Platebm’
povinnost objednatele se povarZ'uje za splnénou dnem, kdy je pf‘isluéné ééstka odepséna
z bankovniho fiétu objednatele.

Veékeré platby mezi smluvnimi stranami so uskuteéfiuji prostfednictvim bankovniho
spojeni uvedeného v zéhlavi této smlouvy. Zhotovitel prohlaéuje, Ze uvedené éislo jeho‘
bankovnfho fiétu Splr‘iuje poiadavky dle § 109 zékona é. 235l2004 $13., 0 dani z pfidané

hodnoty, v platném znéni, a jedna’. se 0 zvefejnéné éislo fiétu registrovaného plétce dané

z pi’idané hodnoty.

Zhotovitel prohlaéuje, fie ke dni uzavfeni této smlouvy neni veden v registru
nespolehlivjlch plétcfi dané z pfidané hodnoty a ani mu nejsou znémy iédné skuteénosti,
na zékladé kterjrch by s nim sprévce dané mohl zahéjit fizeni o prohlééeni za

nespolehlivého plétce dané dle §106a zékona é. 235/2004 81)., o dani zpfidané
hodnoty, V platném znéni.

Objednatel, jako pfijemce zdanitelného plném’, je oprévnén, v pfipadé, i6 zhotovitel je
vokamiiku uskuteénéni zdanitelného plnéni veden vregistru nespolehlivjrch plétci’l
dané z pfidané hodnoty, uhradit ééstku odpovidajici vyéi dané z pfidané hodnoty na fiéet
sprévce dané za zhotovitele. Uhrazeni ééstky odpovidajici vyéi dané z pfidané hodnoty
na fiéet sprévce dané za zhotovitele bude povaZovéno v tomto rozsahu za splnéni
zévazku objednatele uhradit sjednanou cenu zhotoviteli.

Objednatel neposkytuje zélohové platby.

Clz’mek 6

Préva a povinnosti smluvm’ch stran

Zhotovitel je povinen provést dilo podle této smlouvy, tj. veékeré dodévky
aimplementaci kompletné 3 ve vysoké kvalité, v rozsahu dle této smlouvy, zadévaci
dokumentace vefejné zakézky a nabidky zhotovitclc. Stejné ustanoveni plati i pro
éinnosti, Vyrobky, zafizeni a dodévky Véech dodavatelfl zhotovitele. Zhotovitel mé
prévo vykonat veékeré préce zpfisobem, ktery povaZuje za nejWhodnéjéi kfédnému

provedeni dila pfi respektovéni fiéelu této smlouvy, dohodnutého éasového postupu,
smluvnich terminfi a daléich prév a povinnosti dle této smlouvy. Postup praci musi
odpovidat v tomto rémci zéjmfim objednatele.

Zhotovitel je povinen pfi provédéni pfedmétu plnéni dodriovat veékeré platné normy,
zékony, provédéci vyhlééky a metodiky tykajici se jeho éinnosti pro objednatele. Pokud

poruéenim téchto pfedpisfi vznikne ékoda, nese veékeré vzniklé néklady zhotovitel.

Zhotovitel se zavazuje pfi poskytovéni plnéni v prostoréch objednatele (:1 jeho

smluvnich partnerfi dodriovat veékcré intemi pfedpisy a pravidla objednatele 6i jeho



6.4

6.5

6.6

6.7

6.8

6.9

7.1

7.2

7.3

srnluvniho partnera, jei mu budou ze strany objednatele pisemné oznémeny. Zhotovitel
nesmi zasahovat do obsahu dat zpracovévanich v ramci plnéni, jakychkoliv dat
objednatele éi jeho smluvnich partnerfi ani provést zésah, kterji by ovlivnil 6i mohl
ovlivm't funkcionalitu hardware objednatele éi jiného sofiware provozovaného na
hardware objednatele, Véetné pracovnich stanic, pokud nebude s objednatelem
dohodnuto jinak.

Zhotovitel a objednatel se zavazuj 1' vzéjemné se neprodlené informovat o skuteénostech,

které znemoifiuji, resp. podstatné omezuji, plnéni jejich povinnosti z této smlouvy, a to
do 7 pracovnich dnfi ode dne vzniku takové skuteénosti. V opaéném pf‘ipadé odpovida
ta smluvni strana, ktera svou informaéni povinnost fadné nesplnila, druhé smluvni
strané za ékodu, vzniklou v pfiéinné souvislosti s poruéenim informaém' povinnosti dle

tohoto odstavce.

Zhotovitel so dale zavazuje uchovavat Véechny doklady, dokumenty a data po dobu

azpfisobem stanovenjrm platnymi préwnimi pfedpisy CR, napf‘. zékonem (E. 563! 1991
ofiéetnictvi, v platném zném’, a zékonem é. 499/2004 Sb., 0 archivnictvi a spisovév
sluibé a o zméné nékterych zakonfi, v platnérn znéni.

Zhotovitel prohlaéuje, is je srozumén 3 firm, ie je podle ustanoveni § 2 pism. e) zékona

é. 320/2001 8b., 0 finanéni kontrole ve vefejné sprz'wé a o zrnéné nékterf/ch Zakonfi,
v platnérn zném’, osobou povinnou spolupfisobit pfi Vikonu finanéni kontroly provédéné
v souvislosti s fihradou zboii nebo sluieb z vef'ejnj/ch vidajfi.

Smluvni strany jsou povinny dodriovat pravnimi pfedpisy stanovené povinnosti
kochrané prav prfimyslového a jiného duéevniho vlastnictvi, jakoi i chranit prava

spadajici do autorske'ho prava, ochrany obchodniho, hospodéfského a statniho taj emstvi.

Zhotovitel je povinen zajistit, aby objednatel nabyl pfisluéna oprévnéni z prév
duéevniho Vlastnictvi, ktera so tSIkaji pfedmétu této smlouvy a jsou nezby’tna pro fédné
plnéni této smlouvy.

V ramci poskytovani souéinnosti nesmi dochézet k nadmémému zatéiovém’ objednatele
aktivitami, které dodavatel jakoZto odbornik na dodani dila by mél byt schopen vyfeéit

Vlastnimi silami. Objednatel poskytne zhotoviteli nezbytnou souéinnost spoéivajici

zejména vpfipravé informaci, dokumentfi a dat, které jsou ze strany objednatele
nezby’mé poskytnout pro fédné dokonéem’ dila nebo dfivodné a véas zhotovitelem

poiadovany. Objednatel poskytne zhotoviteli souéinnost do 5 pracovnich dni ode dne
pisemného vyzvéni k poskytnuti souéinnosti, nedohodnou—li se smluvni strany jinak.

élének 7
Odpovédnost za vady

Zéruéni doba poéina béiet od fadného protokolémiho predani plnéni prostého vad

a nedodélkfi a éini 24 mésicfi.
Zhotovitel so zavazuje, fie plnéni bude mit Vlastnosti stanovené zadévaci dokumentaci

vefejné zakazky, obsahem nabidky zhotovitele, touto smlouvou a technicky’mi normami
vztahujicimi se na dflo, a to p0 dobu poskytnuté zaruky bez ohledu na skuteénost, zda se
jedna o vadu skrytou nebo zjevnou, které mohla byt ze strany objednatele

identifikovéna pfed datem protokolarniho pfedéni.

Zhotovitel se zavazuje v rérnci realizace obou etap odstranit ve§keré vady a nedostatky,

a to ve lhfitéch niie uvedenjrch. Zhotovitel je povinen nastoupit na odstranéni vady
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oznaéené jako porucha d0 dvou hodin 0d jejich nahlé§eni a tuto zévadu odstranit do

12 hodin 0d nahlééeni, nedohodnou—li se smluvni strany jinak. Zhotovitel je povinen

nastoupit na odstranéni vady oznaéené jako zévada do étyf hodin 0d jejich nahlz’léeni

objednatelem a tuto vadu odstranit do 24 hodin 0d jejiho nahlééeni, nedohodnou—li se

smluvni strany jinak.

7.4 Zhotovitel poskytuje objednateli zéruku 2a to, 2e:
poskytnuté plnéni bude od okamiiku jeho dodéni do konce zéruéni lhfity bez vad

a bude fungovat v souladu se specifikacemi uvedenj/mi ve smlouvé (véetné

specifikaci rozhranj a spolupréce s moduly a systémy 0d jinjich softwarovych

Vyrobcfi),
zrealizované plném’ sprévnjlm, nezkreslenym a fiplnjrm zpfisobem zpracovévé

veékeré data,

plnéni ve své dodané nebo dodavatelem implementované podobé nebude

obsahovat viry nebo jiné dysfunkce, které by zabrénily objednateli uiivat pi‘edmét

plnéni nebo které by zpfisobily, if: pf‘edmét plnéni pfestane fungovat nebo jeho

fungovéni bude omezeno nebo jinak negativné ovlivnéno,
'

zrealizované plnéni bude fédné fungovat v prostfedi objednatele, zejména ie bude

filngovat na jeho IT infrastruktuf‘e, bude zajiét’ovat pfebiréni a pfedévémi dat z/do

stévajicich infomaénich systémfi Objednatele,
jakékoli plnéni dodavatele dle smlouvy ani uiivéni pfedmétu plnéni ze strany

objednatele dle této smlouvy neporuéuje a ani nebude mit za nésledek poru§eni

jakéhokoliv préva duéevm’ho Vlastnictvi tfetl’ch osob. V pfipadé, ie zhotovitel

poruéi tento zévazek, je zhotovitel odpovédny” 2a veékeré dfisledky z toho

plynouci, zejména je povinen neprodlené zajistit objednateli prévo uiivat plnéni,

jei nebude naruéovat préva duéevniho Vlastnictvi tfetich osob a nahradit

objednateli ve§kerou §kodu, které tim byla objednateli zpfisobena. Zhotovitel

prohla§uje, fie je oprévnén poskytnout objednateli licenci na poskytnuté plnéni.

instalaci a implementaci plnéni bude ze strany zhotovitele poskytovéna s odbornou

pééi V souladu s touto smlouvou a prostfednictvim prac-ovnikfi zhotovitele

disponujicich dostateénj’m vzdélz'mim a zkuéenostmi s poskytove’mim daného

plnéni,

funkcionalita plnéni bude po celou dobu ode dne pfijeti pfedmétu plnéni do

okamiiku ukonéeni poskytova’mi Podpory plnéni v souladu s touto Smlouvou

a v souladu s V té dobé platnjrmi prévni pfedpisy Ceské republiky, metodikami

a daléimi normami, které se vztahuji k dané problematice a éinnosti obj ednatele.

7.5 Objednatel ma vfiéi zhotoviteli tato préva z odpovédnosti za vady:
a) pre’wo na bezplatné odstranéni reklamovanych vad,

b) pra’wo 11a posky’muti pfiméfené slevy z ceny odpovidajici rozsahu

reklamovanjlch vad éi nedodélkfi,
c) prévo na odstoupeni 0d smlouvy, kdy vady 6i nedodélky jsou takového

charakteru, is podstatné ztéiuji 6i dokonce bréni vui'ivéni dila. Za vady

podstatné ztéiujici (“:i dokonce brénici v uiivéni dila se povaiuji i vady, které

jsou opakovaného charakteru.

élének 8

Mléenlivost
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Zhotovitel se zavazuje zachovévat pi‘isnou mléenlivost a bez pfedchoziho pisemného

souhlasu objednatele nezvefejnjt éi jinjrm zpfisobem nezpfistupnit, at’ ui zémémé 6i

nevédomé, tfetim osobém informace tykajici se plnéni pfedmétu této smlouvy, a to i po

skonéeni éi zéniku platnosti této smlouvy.

Zhotovitel neni oprévnén jakkoliv naklédat s daty obdrienjmi 0d objednatele, pfenééet

je, zélohovat éi kopirovat jakoukoliv jejich éést bez Védomi objednatele.

Zhotovitel se zavazuje udriovat v tajnosti pfedané podklady, technickou dokumentaci

i da1§i informace, které se dozvédél v souvislosti s touto smlouvou a provédénim dila.

Zhotovitel je povinen k ochrané tohoto obchodniho tajemstvi zavézat i osoby, které

pouiije k provedem’ dila.

élfinek 9

Smluvni sankce

V pfipadé, ie 56 z dfivodfi na strané zhotovitcle dostane zhotovitel do prodlem’ se

splnénim 1hf1t stanovenj/ch v (:1. 4.1, 4.2 a 4.5 této smlouvy, zaplati zhotovitel

objednateli smluvni pokutu ve léi 2.000,- Kc": za kaidy i zapoéatf/ den prodleni.

JestliZe se zhotovitel dostane do prodleni s néstupem 11a fe§eni poiadavku sprioritou

poruchy dle (:1. 7 odst. 7.3 této smlouvy, je objednatel oprévnén uplatnit smluvni pokutu

1.000; Kc”: za kaédou zapoéatou hodinu prodleni.

Jestliie so zhotovitel dostane do prodleni s néstupem na feéeni poiadavku s prioritou

zévady dle él. 7 odst. 7.3 této smlouvy, je objednatel oprévnén uplatnit smluvni pokutu

1.000,- Ké za kaidou zapoéatou hodinu prodleni.

Jestliie se zhotovitel dostane do prodleni s odstranénim poiadavku s prioritou poruchy

dle (":l. 7 bodu 7.3 této smlouvy, je objednatel oprévnén uplatnit smluvni pokutu 1.000,—

Kc‘: za kaidou hodinu nefunkéniho systému.

Jestliie se zhotovitel dostane do prodleni s odstranénim poZadaVku s prioritou zéwady

dle El. 7 bodu 7.3 te'to smlouvy, je objednatel oprévnén uplatnit smluvni pokutu 10.000,-

Ké za kaZdy den prodleni.

Jestliie zhotovitel poruéi svfij zévazek uvedenj/ V 61. 8 této smlouvy, je objednatel

oprévnén uplatnit vfiéi zhotoviteli smluvni pokutu ve vyéi 100.000,- Kt": za kaidé

takovéto poruéeni zvléété, a to i opakované.

V pfipadé, ie objednatel bude v prodlem’ se zaplacenim pfcdloiené faktury zhotovitele,

zaplati zhotoviteli smluvni firok z prodleni ve vjréi 0,025 % 2 (111121163 ééstky za kaidjr

den prodleni.

Zaplacenim smluvni pokuty neni dotéeno prévo objednatele na néhradu ékody vzniklé

poruéenim smluvni povinnosti, které se smluvni pokuta tyké.

Clének 10

Zévéreénzi ujednz’mi

Tato smlouva nabyvé platnosti dnem jejiho podpisu oprévnénjzmi zéstupci obou

smluvnich stran a fiéinnosti dnem jejiho uvefejnéni V registru smluv.

Tato smlouva a v§echny prévni vztahy 5 mi souvisejici se fidi éeskym prévnim fédem,

zejména zékonem 6. 89/2012 8b., obéanskjrm zékonikem, V platném znéni.

W11
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10.6

10.7
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Objednatcl je oprévnén 0d smlouvy odstoupit zejména v pfipadé, is:

zhotovitel neuvede dilo, obsahujici testovaci data, do testovaciho provozu v kompletni
podobé, a to alespofi 1 tyden pfed plénovanf/m zahéjenim zkuéebniho provozu dle

harmonogramu,

Provédi-li zhotovitel dilo v rozporu se zadénim, popf. pfedmétem této smlouvy nebo
Vkvalité nesplfiujici obecné technické poiadavky, a to i pfes pisemné upozornéni

objednatele, anebo kdy vady éi nedodélky jsou takove'ho charakteru, Ze podstatné

ztéiuji éi dokonce brém’ v uZivém' dila ke stanovenému fléelu.

Zhotovitel neni oprévnén postoupit pohledévku plynouci z této smlouvy tfeti osobé bez
pisemného souhlasu objednatele.

Odstoupeni 0d smlouvy musi by: provedeno pisemné, jinak je neplatné. Smluvni strany
dohodly, Ze odstoupeni 0d smlouvy je fiéinné uplynutim tfi dnfi ode dne jeho doruéeni

zhotoviteli.

Jestliie bude platnost smlouvy ukonéena dohodou, éi odstoupem’m zhotovitele pfed'

dokonéenim dila, smluvni strany protokolémé provedou inventarizaci plnéni veékerjxch

éinnosti provedenych k datu, kdy byla ukonéena platnost smlouvy, a na tomto zékladé
provedou vyrovnéni vzéjemnych zévazkfi z toho pro né vyplyvajicich.

Veékeré zmény smlouvy lze provést pouze formou pisemnych vzestupné éislovanych
dodatkfi podepsanych oprévnénymi zéstupci obou smluvnich stran.

Ffedmét smlouvy poskytnut)? na zékladé této smlouvy, resp. préva a povinnosti 2 této
smlouvy vypljwajici, pfechézi pfi za’miku objednatele na jeho prévniho néstupce.

Véechny spory, které vyplynou ztéto smlouvy nebo v souvislosti sni, se strany

pi‘edevfsim pokusi f'eéit vzéjemnou dohodou. Nedojde-li ke smiru, budou véechny spory,
vzniklé z této smlouvy nebo V souvislosti 3 mi, feéeny u vécné a mistné pf‘isluéného
soudu v Ceské republice.

OTato smlouva je vyhotovena ve dvou stejnopisech s platnosti originélfi, z nichz kaidé ze

smluvnich stran obdrii jedno vyhotoveni.

1 Smluvni strany prohlaéuji, is je jim zném obsah smlouvy a is tuto smlouvu uzavfely na

zékladé svobodné a VéZné wile. Na dfikaz této skuteénosti pfipojuji své podpisy.

Pfilohy:

I) podrobné Specifikace pfedmétu dila

2) specifikace ceny dila
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V .14/‘64" ......... dne .067???” . 79. V Hradci Krélové due .../.7...‘]..12).! H? . .

-----

FAKULTNI NEWEGCNECE
HRADEC KRALQVE

fadisclsni
50H ()5 Hmdcu Krz‘dm‘é'

'[C 051179901'7‘ m: 505 .932 3.x;

. ................................................
1 ‘ . ,

'sfilfia‘fic’filéjfileéson Austria GmbH . ., dr. h. c.
1

I
r

‘
Q .. 1!? . ' ,

.‘ 01383331““1* 9 " I300 Wren“ 19!. +43 7 7895177 .0

Fax +5.31 7939511717
cato_ofi'1ce@bd.=:om 9

IFWHW fill



Fakuflm’ nemocnice Hr. KrélovéDominant): -{34 E33 28%} Ire 4f

FNHK/88l375r/2
GI:

I pfflohy:

poceLlprlJes'loh

II IIIII IIIIIII IIIIIIIIIIIIIIIIIIIIIIII IIIIIII



BD CatoT'V' TPN

Medication Workflow Solutions

User Manual

Version 2.38

2017

Becton Dickinson Austria GmbH

July 2017

MWS-SW-USRMAN-BD CatoTM TPN-2‘38—EN

BD, BD Logo and BD Cato are trademarks of Becton, Dickinson and Company‘ © 2017 ED





© 2017

Becton Dickinson Austria GmbH

Medication Workflow Solutions

part of Becton Dickinson, Medical Surgical Systems

Millennium Tower, Handelskai 94-96

A-1200 Vienna

Status: July 2017

Internet: www.cato.eu

All rights reserved. No part of this user manual may be reproduced in any form (print, photocopy or any

other process) or processed, copied or distributed using electronic systems withoutthe consent of Becton

Dickinson Austria GmbH. The statements and data contained in this user manual may be subject to

change without prior notice.



Change History

Revision Description Release Date

01—01EN Initial version 31 July 2017

If you have any questions about BD CatoTM TPN outside of the information found in this

manual, contact our support team:

. by e-mail at: cato support@europe.bd.com

. by telephone:

. by mail:

0 Austria: +43 (0)1 7895117—33

Germany: +49 (0)6221305672

Switzerland: +41 (0)43—5004158

France: +33— 1—70819622

Belgium: +32—28081648

Luxembourg: +352-20880241

Denmark: +45—69918160

Estonia: +372—668— 1379

The Netherlands: +31—85—8880492

Poland: +48—662—169—688

Czech Republic: +42—0246019679

Hungary: +36— 1—3914030

Slovenia: +386—1—6003 100

Sweden: +46—31-3011860

Becton Dickinson Austria GmbH

Medication Workflow Solutions

Millennium Tower, Handelskai 94—96

A—1200 Vienna 0 Austria



Table of Contents

1. INTRODUCTION ____________________________________________________________________________ l

1.1 Intended Use .................................................................................. 1

1.2 Using the Manual ............................................................................ 2

1.3 Basic Operating Instructions .............................................................. 2
1.3.1 Shortcuts and Toolbar _____________________________________________________________________ 2
1.3.2 Different Font Colors and Modes ________________________________________________________ 4

1.3.3 Barcodes ____________________________________________________________________________________ 5

1.4 Start Program and License Administration ____________________________________________ 5
1.4.1 First Start ___________________________________________________________________________________ 5

1.4.2 Switching Users ____________________________________________________________________________ 5

1.5 Changing Own Password ___________________________________________________________________ 5

2. MASTER DATA ______________________________________________________________________________ 7

2.1 Introduction: the Master Data Sheet "Companies" __________________________________ 7
2.1.1 Searching For a Company ________________________________________________________________ 7
2.1.2 "Display Data" Mode _____________________________________________________________________ 8

2.1.3 Editing Data ________________________________________________________________________________ 8

2.1.4 Printing Master Data ______________________________________________________________________ 8

2.1.5 Event Log ___________________________________________________________________________________ 9

2.1.6 Entering a New Company ________________________________________________________________ 9

2.1.7 Saving or Rejecting the Data of a Company ........................................... 9
2.1.8 Deleting a Company ....................................................................... 9
2.1.9 Additional Remarks Regarding the “Companies” File ________________________________ 10

2.2 Centers and Units (Advanced Introduction) ___________________________________________ 10
2.2.1 Creating Centers and Units _______________________________________________________________ 11

2.2.2 Unit Management __________________________________________________________________________ 11

2.3 Basic Data _____________________________________________________________________________________ 12

2.3.1 (Possible) Medical Results _______________________________________________________________ 12

2.3.2 (Possible) Dosage Forms _________________________________________________________________ 18

2.3.3 (Possible) Container Materials ........................................................... 19
2.3.4 (Possible) Empty Container Types ...................................................... 19
2.3.5 (Possible) Routes of Administration _____________________________________________________20
2.3.6 (Possible) Medical Result Groups _______________________________________________________20
2.3.7 (Possible) Active Ingredient Groups ____________________________________________________ 20

2.3.8 (Possible) IV Lines ________________________________________________________________________20

2.4 Product Master Data ________________________________________________________________________21

2.4.1 Active Ingredients _________________________________________________________________________ 21

2.4.2 Products _____________________________________________________________________________________21

2.4.3 Dosage Forms of a Product ...............................................................23
2.4.4 Strengths of a Product .....................................................................25

2.5 Empty Containers ___________________________________________________________________________ 27



3. REPORTS ______________________________________________________________________________________29

3.1 Master Data Lists ............................................................................29

3.2 Preparation List ______________________________________________________________________________29

3.3 Requirements List ___________________________________________________________________________30

3.4 Lot Tracking __________________________________________________________________________________30

3.5 Cost Center Accounting ____________________________________________________________________30
3.5.1 Establishing Product Consumption _______________________________________________________31

3.5.2 Carrying Out Cost Center Accounting .................................................. 32

3.6 Patient List ____________________________________________________________________________________34

4. ADMINISTRATION ________________________________________________________________________35

4.1 Users and Permissions ______________________________________________________________________35
4.1.1 Special Password __________________________________________________________________________ 35
4.1.2 User Groups ________________________________________________________________________________35

4.1.3 Creating and Maintaining Users _________________________________________________________ 36
4.1.4 Event Log for Users _______________________________________________________________________38

4.2 Settings .........................................................................................39
4.2.1 Basic Settings .............................................................................. 39
4.2.2 Preparation / Dispense .................................................................... 40
4.2.3 Printers ______________________________________________________________________________________42
4.2.4 IT Settings __________________________________________________________________________________ 42
4.2.5 BD CatoTM TPN Basic Settings _________________________________________________________ 45
4.2.6 BD ___________________________________________________________________________________________46

4.3 Dosing Rules .................................................................................. 49

4.4 Preparation Site Administration __________________________________________________________49

4.5 Manage Statuses/Flags ______________________________________________________________________ 49

4.6 Determine Layout of Labels _______________________________________________________________ 50

4.7 Compounder Configuration ................................................................50
4.7.1 ExactaMiX 2400® (TPN Compounder from Baxter) .................................. 50

4.7.2 Neocare medOC® _________________________________________________________________________51
4.7.3 medOC VMC ______________________________________________________________________________ 52
4.7.4 IMF __________________________________________________________________________________________ 53

4.8 Hardware Configuration ___________________________________________________________________ 54

4.9 Internal Billing Prices ______________________________________________________________________ 54

5. TEMPLATES _________________________________________________________________________________ 57

5.1 24h Medication Templates ................................................................. 57

—ii—



5.1.1 Creating New 24h Medication Template ............................................... 57
5.1.2 Editing 24h Medication Template ....................................................... 58
5.1.3 Deleting 24h Medication Template ......................................................58

5.2 Standard Bag Templates ................................................................... 58
5.2.1 Displaying and Editing Standard Bags __________________________________________________ 58
5.2.2 Creating New Standard Bag _____________________________________________________________ 59
5.2.3 Deleting Standard Bags ___________________________________________________________________60

5.3 Therapy Day Template _____________________________________________________________________ 60

5.3.1 Creating New Therapy Day Template ..................................................60
5.3.2 Displaying and Editing Therapy Day Templates ...................................... 64
5.3.3 Deleting a Template _______________________________________________________________________64

6. PATIENTS _____________________________________________________________________________________65

6.1 Maintaining Patient Data ___________________________________________________________________65
6.1.1 Unit Assignment ___________________________________________________________________________ 66

6.1.2 Cost Unit Assignment _____________________________________________________________________66

6.1.3 Case Assignment __________________________________________________________________________ 66

6.1.4 Address _____________________________________________________________________________________ 66

6.1.5 Comments __________________________________________________________________________________ 67

6.2 Medical Results .............................................................................. 67
6.2.1 Current and Expired Medical Results ...................................................68
6.2.2 Entering and Editing Medical Results ___________________________________________________68
6.2.3 Medical Result Graph _____________________________________________________________________68
6.2.4 Canceling a Medical Result ______________________________________________________________69

6.2.5 Preliminary Medical Result Data ________________________________________________________69

6.3 Merging Patient Data _______________________________________________________________________ 69

6.4 Report Patient List __________________________________________________________________________ 70

7. THERAPY DAYS ___________________________________________________________________________ 71

7.1 Overview ______________________________________________________________________________________ 71

7.2 Prescribing a Therapy Day ________________________________________________________________ 72
7.2.1 Planning the Therapy Day ________________________________________________________________ 73

7.3 Editing a Therapy Day ______________________________________________________________________79

7.4 Setting Statuses via the Context Menu .................................................. 79

7.5 Deleting and Canceling Therapy Days ...................................................79

7.6 Reorders .......................................................................................80

7.7 Printing Therapy Days ______________________________________________________________________80

7.7.1 Creating Templates for Printout ......................................................... 80

—iii—



8. SET UP PREPARATION _________________________________________________________________ 83

8.1 Individual Parenteral Solutions ........................................................... 83
8.1.1 Creating a Parts List ______________________________________________________________________ 84
8.1.2 Buttons ______________________________________________________________________________________ 85

8.2 Setting Up Standard Preparation _________________________________________________________86

8.3 Setting Up Preparation for a Compounder ............................................. 87
8.3.1 ExactaMiX 2400® (EM2400, Baxa Compounder) ..................................... 87

8.3.2 Other Compounder Systems ..............................................................88
8.3.3 Confirming Preparation ___________________________________________________________________ 88

9. PERFORMING PREPARATION ______________________________________________________ 89

9.1 Manual Preparation without Gravimetric Check _____________________________________ 89

9.2 Preparation with Gravimetric Check ____________________________________________________90

9.3 Neocare Compounders (Serial Interface) _______________________________________________91

9.3.1 Equipment .................................................................................. 91
9.3.2 Filling Process _____________________________________________________________________________ 92

9.3.3 Manual Injection ___________________________________________________________________________92

9.3.4 Gravimetric Check ........................................................................ 93
9.3.5 Printing Labels ............................................................................. 94

9.3.6 Conclusion __________________________________________________________________________________94

9.4 Treatment of Remainders From Preparation __________________________________________94

10. DISPENSE ....................................................................................97

11. LOT MANAGEMENT ___________________________________________________________________ 99

11.1 Lot Management of Products ............................................................ 99
11.1.1 Creating a New Lot ______________________________________________________________________99
11.1.2 Determining a Vial‘s Average Weight ________________________________________________ 99
11.1.3 Lot Status ________________________________________________________________________________ 100

11.1.4 Editing an Existing Lot _________________________________________________________________ 100

11.2 Lot Management of Empty Containers ............................................... 101

11.3 Lot Management of Standard Bags ____________________________________________________ 101

11.4 Event Log for Lot Management ________________________________________________________ 101

12. REMAINDER MANAGEMENT ____________________________________________________ 103

12.1 Printing a Remainder List ______________________________________________________________ 105

13. LABELS ..................................................................................... 107

—iv—



13.1 Entry Form _________________________________________________________________________________107

13.1.1 Showing and Hiding Label Information .............................................. 107
13.1.2 Assigning a Label Layout .............................................................. 108

INDEX _____________________________________________________________________________________________ 109





BD CatoTM TPN User Manual, Version: 2.38 1. Introduction

1. INTRODUCTION

|1.1 Intended Use

Functions

(1) Planning and prescription of TPNs, mixed bags, and associated 24h medications.

The software fimctions in the area of planning and prescription of TPNs, mixed bags, and asso—

ciated 24h medications are exclusively for professional use by physicians, care personnel, and

clinical pharmacists in hospitals and neonatologic centers.

Doctors can plan and continually edit individualized daily medications for patients with the aid

of BD CatoTM TPN. These daily medications are usually created on the basis of therapy tem—

plates and pharmaceutical master data which must be entered into the database by physicians

or pharmacists before initial use. In addition, it is also possible to enter ad hoc medications that

are not based on the therapy templates.

Therapy templates (and the daily medications based on these templates) specify which infusion

components shall be administered on a particular day and define for each infusion and com—

ponent the volume or the active ingredient amount, respectively, the form of administration, and

the administration route. Therapy templates and daily medications can contain parenteral and

enteral administrations, standard bags, and 24h medications.

The dosages are usually not defined as absolute doses, but instead with reference to a meas—

ured or calculated parameter (defined by a qualified user), generally the body height.

Limit values for maximum osmolarity and maximum glucose concentration can be defined by

qualified users based on the catheter and are monitored during the entire daily therapy. In addi—

tion, a total volume per day can be defined. Limit values for the ratios of certain ingredients to

other ingredients can be defined with the aid of dosage rules in the master data.

(2) Preparation of TPNs, mixed bags, and associated 24h medications.

The software functions in the area of preparation are intended exclusively for professional use

by clinical pharmacists and PTAs in hospitals, public pharmacies, or compounding sites.

BD CatoTM TPN supports clinical pharmacists and PTAs both during individualized preparation

of TPNs, mixed bags, and associated 24h medications as well as during batch preparation of

standard mixed bags. When physicians and pharmacists work together with the software, the

medications are entered by the physicians and checked and released by the pharmacists.

Should BD CatoTM TPN only be used in a pharmacy or a preparation site, the medications can

directly be entered by the pharmacist based on a written prescription by a physician.

Preparation occurs either volumetrically (guided by written preparation instructions) or with the

aid of a compounder that is controlled by the software. Optionally, the final product can also be

subjected to gravimetric verification.

(3) Other Functions

BD CatoTM TPN offers functions for providing non—medical individual and cumulative data con—

cerning material consumption, cost statistics, billing data and the like. Concerning these func—

tions BD CatoTM TPN is intended for use by suitably trained professional staff in hospitals,

public pharmacies or preparation sites.

General Information
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There is no limitation on certain patient groups with respect to age, gender, weight, nationality,

ethnicity, or patient state, provided that the therapy regimens and calculation bases entered by

qualified personnel correspond to the respective individual patient parameters.

The above mentioned users must have education corresponding to their position, must have

appropriate knowledge of the language in which the software has been delivered, and must

have been provably trained in the use of the software (at least for those parts in which access

has been granted by means of user access administration). There is no restriction with respect

to age, weight or gender of the users.

Product lifetime: BD CatoTM TPN may only be used as long as the system environment of the

system operator meets the system requirements as defined by BD.

'12 Using the Manual

This user manual contains gmides and explanations about the individual functions of BD CatoTM

TPN as well as numerous examples of the screens — known as screenshots — that will help you

understand the modules more quickly.

Additionally, throughout the whole manual, attention has been devoted to using imagery con—

sistently in describing recurring tasks or situations.

If, for example, individual buttons or icons are described, these are represented as follows:

This button stands for the Save changes function. The user can now click this button,

select the corresponding menu item from the menu File or use the Ctrl+S shortcut.

Other symbols used:

I" A text box with this symbol contains practical information and hints for using the soft—

J" ware.

A text box with this symbol contains warnings which are important to minimize the

risk of harming a patient.

Next to this symbol you find brief instructions guiding you through previously given

explanations using step—by—step directions.

There are likewise places where the text is highlighted, identifying particular sections of text:

- italic: Italic script is used to highlight particular words and phrases in the text, for

example functionalities, buttons or icons (for example the Save icon).

- bold: Paths, forms and menus are shown in bold, for example menu Therapy > Ther-

apy plans > window Therapy Plan Data.

1.3 Basic Operating Instructions

1.3.1 Shortcuts and Toolbar

As an application for Windows, BD CatoTM TPN generally follows the common user interface

of Windows programs.
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On the upper part of the screen you will see a menu bar you can use to call up the various pro—

gram modules of BD CatoTM TPN. Only those menu items are displayed for which you have

permissions (see Users and Permissions on page 35).

The symbols used are probably familiar to you from Microsoft Office® programs, including the

shortcuts usually employed there, which have largely been adopted for ED CatoTM TPN:

. Ctrl+S: Save

. Ctrl+N: Create new record(s) in the current context

. Ctrl+0: Open files

. Ctrl+F: Search data

. Ctrl+P: Print

Windows users should be familiar with ED CatoTM TPN‘s toolbar as well:

D is it ‘i‘ Jr a": 551

The symbols shown and the ability to use them depend on the context.

In addition to the common icons for New, Search, Open, Save, Cancel, etc., there are also

some special icons in BD CatoTM TPN:

«1- IF With the left/right arrow buttons shown on the left, you can quickly and easily

switch between program items you are currently using and the one you used just

before that without losing data in the meantime. The form you leave will remain

unchanged while you switch back to your previous task.

4 Jr Therefore, you do not need to worry that the data that have not yet been saved will

disappear while you are working on another entry form. Within a screen form, you

can use the up/down arrow buttons as shown on the left or press the Page Up or

Page Down keys of your keyboard (PgUp or PgDn) to call up the next or previous

record. Please note that this function is only available in the Display Data mode

(see Different Font Colors and Modes on page 4).

Selection Lists

A special feature are the selection lists developed especially for ED CatoTM TPN. Selection

lists enable quick searches to be made, including among large amounts of data (for example

patient data).

Entering the first letter of the search criterion (for example patient’s last name) and then press—

ing Enter (‘-‘key) or clicking the arrow button in the upper right comer of the input field limits

the selection to the relevant data records. Provided that only one record is available, this record

is retrieved; otherwise a short-list appears where you can select the desired record.

Use the mouse or the "Tab" key ('17: key) to navigate from one input field to the next. Pressing

the "Tab" key while holding "Shift" (ll key) returns to the previous input field.

For a quick, context—related navigation, BD CatoTM TPN offers an additional button with

some short lists, displaying the relevant form without having to search for the right menu

item.

For example, if you want to enter the manufacturer linked to an infusion, then the former

has to be entered into a company file. If this is not yet the case, click the B button in
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the entry field for the manufacturer and the corresponding form is displayed.

After entering and saving the manufacturer’s data, you can return to the form "Infusion

solutions" using the left/right arrow buttons.

Date Fields

This icon appears next to date fields. When you click this icon, a calendar opens in

which you can select a certain date which is then inserted into the field by BD CatoTM

TPN.

-- In each date field in BD CatoTM TPN, you can enter today's date by pressing the short—

; cut Ctrl+Alt+T and tomorrow's date by pressing Ctrl+Alt+M. It is also possible, by

pressing the combination of Ctrl+Alt+ 0 (...1, 2,...9), to enter the date of a day ahead

(for example Ctrl+Alt+5 is the date in 5 days).

Tabs

In some forms, (especially master data with a great deal of information), the data are divided

into several sub—forms. In these cases, "tabs" are shown. To switch to a particular tab, simply

click it.

I 1.3.2 Different Font Colors and Modes

To show clearly whether you are working with saved or unsaved data, the font color will

change depending on the mode you are currently in.

Saved data that you have called up to observe or edit are shown in black. As soon as you

change anything in the present data record, the color of the font changes from black to blue,

which indicates to you that the data have not yet been saved. Once you have saved edited

and/or new data, or rejected your changes, the font color will turn black again, notifying you

that the data have been saved in the displayed form.

Search Mode

To be able to search in forms, you must be in Search Data mode. You access this mode by

clicking the Magnifier icon or by changing to the menu item under File > Search or by pressing

the shortcut Ctrl+F (for Find).

Only those entry fields are active in Search Data mode that represent a search criterion, that

is, searches can be undertaken according to them. You can now, for example, enter the name

or first few letters of the company which you want to have displayed into the designation field

of the Company form (see Searching For a Company on page 7).

Display Mode

In Display Data mode, the entry fields are filled in with the corresponding saved information of

the data record selected.

.. ATTENTION! To search for another data record in Display Data mode, for example

J another company, you must in all cases first change to the Search Data mode (Magnifier
"j

icon or shortcut Ctrl+F). It is a common mistake for novice users to try to search in dis—

play mode by entering search criteria, for example, in the Company designation field.

This will not, however, display a list of the matching companies, but changes the des—

ignation of the company currently displayed.

See chapter ”Display Data " Mode on page 8.
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I 1.3.3 Barcodes

In BD CatoTM TPN, checks and working steps in various program modules can be facilitated

using a barcode scanner. Before using a barcode scanner, it is necessary to add corresponding

barcodes to the different data records. The code type is irrelevant; however, it is impossible to

process more than 400 characters.

l1.4 Start Program and License Administration

You must have valid licenses to use BD CatoTM TPN. There are various user groups for dif—

ferent license types, each of which authorizes the user to use certain or all program modules.

Add—on licenses are also available that expand the scope of the program and are not tied to par—

ticular users. For more information, see the BD CatoTM TPN installation plan.

I1.4.1 First Start

In the course of the installation process, licenses should have already been installed and at

least one user should have been created. When you start the program, a login screen is dis-

played. Depending on the installation settings, login and password now have to be entered

and/or a user barcode has to be scanned.

According to license and permissions of the user, specific program modules will be displayed.

In all descriptions of the manual it is presumed that an administrator with all permissions is

logged on. Should different main menus or program items not be displayed on your screen, you

either do not have the necessary license or you are not authorized to use this function.

See chapter Users and Permissions on page 35 in this manual.

I 1.4.2 Switching Users

All actions in BD CatoTM TPN are saved for the currently logged on user for monitoring pur—

poses. However, you must make sure that:

. You are always correctly logged on and do not work with the login of a previously

logged on user.

. You always log off when you finish working or leave your work station temporarily.

It is not imperative to close the program. To enable a quick change or to lock the program for a

break, you can select the Close and Log In with Another Account filnction in the File main

menu. The login screen is displayed again and another login is required to continue working.

J This function may not be available if you start BD CatoTM TPN using an interface mod—

4" ule.

'15 Changing Own Password

In most cases, a system administrator will have assigned you a password for the first time you

start BD CatoTM TPN. You should replace this assigned password with one that is known only

to you. In addition, system settings may require you to change your password after a certain

length of time.

To change your own password, click the menu item File > Change own password.

After entering the old password, a new password can be entered.
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To avoid typing errors, the new password must be entered a second time in the Confirm new

password line. Uppercase and lowercase letters are irrelevant for the password. However, the

system administrator can set various other requirements for the password in the settings (see

Security on page 43).
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l2.1 Introduction: the Master Data Sheet "Companies"

This chapter deals with the maintenance of master data stored in BD CatoTM TPN. Since the

basic handling is identical with all master data, we will demonstrate how to search for records,

create new records, edit current records or delete them with the less complex file Companies.

Name: BDCatu

Abbrev.: BDC

Supplier:

Street: Handelskai 94-96

Country/ZlP/Cily: A 1200| Wien

Contact pers.: Mr. Support

Phone 1: +431 7895 117-0

Phone 2:

Fax: +431 7895 117-11

Email: :cato_support@europe.bd.cum

VAT-ID-No.:

Comment:

G0 to the Companies form Via the Master data menu item. All manufacturers and suppliers of

the various medical products (products, infusion solutions, etc.) are stored in this file.

After calling up the menu item, the empty Companies form is displayed and you will be in

Search Data mode (see Diflerent Font Colors and Modes on page 4).

l2.1.1 Searching For a Company

To be able to search for a specific company, you must be in Search Data mode.

I; How to look for a company:

‘34:. 1. Click the Magnifier icon. Alternatively, the menu item File > Search or the

shortcut Ctrl+F (for Find) can be used.

2. You are now in Search Data mode.

3. Enter the first letter or the first few letters of the company you are looking for. If

you enter more than just the first letter, this will result in a shorter list.

4. Press "Enter" (‘-'key) or click the arrow button on the right corner of the input

field. A list of all companies matching your filter criteria is displayed.

5. Select a company by just marking it in the list: use the cursor keys and press

"Enter” again. (Alternatively, you may use the mouse to select an entry from the

list.) If there is only one company matching the initial letter(s) you have entered,

then that company record will be opened immediately.

6. Once a company has been selected, the form will be automatically in Display

Data mode.

Only those entry fields are active in Search Data mode that represent a search criterion, that

is, searches can be undertaken according to them.

-7-
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I2.1.2 "Display Data" Mode

In the Display data mode, the entry fields are completed with the information that has been

saved for the selected company. In addition to the ability to change the displayed data (see Edit-

ing Data on page 8) the following options are also offered:

a Allows the entry of a new company

.54" Switches back to the Search for data mode (see Searching For a Company on page

7).

'91 Irrevocably deletes the displayed company from the database after a query (see Delet-

ing a Company on page 9).

‘i‘ .5, Displays the next or previous company in alphabetical order. These arrow but—

tons allow the user to scroll through the company file. Instead of the arrow but—

tons, you can also used the Page Up or Page Down buttons on your keyboard.

.. ATTENTION! To search for another company in Display Data mode, you must in all

3 cases first change to the Search Data mode (Magnifier icon or shortcut Ctrl+F). It is a

common mistake for novice users to try to search in display mode by entering search cri—

teria, for example, in the Company designation field. This will not, however, display a

list of the matching companies, but changes the designation of the company currently dis—

played.

|2.1.3 Editing Data

To change data, simply edit the associated fields of the company that is currently displayed To

do this, you must be in the Display data mode. After a change is made, the font color changes

to blue, which signals that the changes have been adopted but not yet saved.

To move from one field to the next, you do not necessarily have to use the mouse. You can also

use the tab key (57: key) to move to the next field or use Shift+tab (‘9 key) to move to the pre—

vious field.

.J The input fields will have different color backgrounds depending on their status:

Green Currently active field, i.e. the field where the cursor is currently located and which

contains the correct entries. The entries can be checked for logical errors only; actual

content is not checked. An entry may be incorrect if an entry is missing (but not man—

datory), for example if the company designation is missing.

Red Incorrect entry in the active field: The field is active, but the entry is not correct (for

example incomplete postal code).

Yellow Incorrect entry: Saving was attempted but not all entries were correct. Those fields

that contain incorrect entries have a yellow background.

l2.1.4 Printing Master Data

Entered master data can be printed directly from the form at any time and is not visible in the

Reports menu due to space reasons (Exception: Patient List and Product List which can be

opened as well in the form and using the Report menu item).

.4; To print the company data, use the corresponding icon in the menu bar. This icon is act—

ive for all master data and opens directly either a preview pane or a form with the cor—

responding selection options.
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I2.1.5 Event Log

The changes to the master data can have a large—scale effect on other parts of the program.

Therefore it is not only possible to permit only certain persons to make such changes through

the assignment of permissions, but also to trace who made which changes when. For that pur—

pose the Event log menu item in the File menu can be selected.

Any changes to the master data will be shown here in table format. This makes it easy to trace

who made which entries to the system on which work station.

l2.1.6 Entering a New Company

a To create a new company, switch to the New data mode (by clicking the button

shown at the left, by using the Ctrl+N key combination, or by clicking File >

New.

This will give you an empty form into which the data for the new company can be

entered.

l2.1.7 Saving or Rejecting the Data of a Company

H Click this icon in the menu bar or use the key combination CTRL+S to save the changes

and switch to the Display data mode. The font color switches back to black and indicates

that the company data have been saved as shown.

If essential data have been entered incorrectly or incompletely, BD CatoTM TPN will

reject saving and indicate the reason:

If certain information, which appears important but is not mandatory, was omitted, BD

CatoTM TPN will display a warning. In this case, the data record can be saved despite the

missing information.

Companies

Name:

Abbrev;

Supplier: .-
Saving not possible!

Street:

Country/ZIP/City: GB 8 Unable to save data for the following reasons:

Contact pers.: - Name of company is missing
- Abbreviation is missing

Phone 1:

You should also check the following entries again:
Phone 2:

- Street is missing
- ZIP-code is missing

Email: - City is missing

VAT-lD-No.:

Comment:

Fax:

x Discards the changes made after a query and switches to the Display data mode. The font

color changes to black and the data are displayed again in the original (saved) version.

BD CatoTM TPN shows another security query asking if you really want to discard the

entered data.

l2.1.8 Deleting a Company

E; To delete a particular company from the file, call up the file (see Searching For a Com-

pany on page 7). Then click the Recycle bin icon.

After a confirmation the current company will be irrevocably removed from the data—

base.
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J In many cases it will not be possible to remove master data (for example a company)

i from the file. This is always the case when the data are needed by other master data.

Erro r!

‘8‘ Deleting 'Cato Software Solutions' failed.

7 This supplier has been assigned to at least one infusion solution type.

In this case, the data record of the company cannot be deleted because one or more of this com—

pany's products is still in the database. Therefore, to delete this company, you must first delete

the product. However, for documentation reasons, a product can be deleted only if it has not

yet been prescribed to a patient. If it has already been prescribed, it will no longer be possible

to delete the product and the associated company.

Despite this, the data, including the company designation, can be edited at any time.

l2.l.9 Additional Remarks Regarding the “Companies” File

General data can be entered not only on the manufacturer companies but also on the supplier

companies. Before a supplier can be used, it must be saved under Master data > Companies.

As a result, manufacturers and suppliers are saved in the same file.

'22 Centers and Units (Advanced Introduction)

In the Centers and Units form, all departments that send requests to the pharmacy or are sup—

plied with cytotoxics or co—medications by the pharmacy, are maintained. For a better overview

and/or a more detailed cost allocation, each center can be listed with a different number of

units.

J This chapter requires knowledge about the general handling of master data forms. There-

3 fore, please read the previous chapters.

Prior to registering units you have to register at least one center in the database first.

Several tabs are available below the basic data set as an enhancement to the master data

forms. In such tabs separate lists can be found (to manage such lists more information below)

or certain data groups are saved.

Basic data

. Designation: Mandatory field for the hospital designation (two lines of text are option—

ally available).

. Abbreviation: The short code is mandatory as well, as it is displayed at several places

for which usually not much space is available (labels, part of the unit designation, etc.).

Unit assignment tab

See below in chapter Um't Management on page 11.

Master data tab

. Database number: Field for data matching with external systems.

. Address data: Input fields for street, country, zip code and hospital location. This data

-10-
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can be printed for example on invoices.

0 Comment: Field for free text.

l2.2.1 Creating Centers and Units

I;- How to create a (new) center:

1. Select Master data > Centers and units.

2 Click the New center icon or press Ctrl+N or select the menu File > New center.

3. Enter all required data (designation and short designation).

4 In the Unit assignment tab click the New button. You can save all relevant data con—

cerning the unit. If you click the Add button, you save the entered data in the tab.

5. Save all entries by clicking the Save center icon or by pressing Ctrl+S or by selecting

the menu File > Save center.

l2.2.2 Unit Management

A section with tabs for managing units is located in the lower half of the screen. These func—

tions can be used to assign units to a center or to change or delete the assigned units. The list

contains all currently assigned units as well as separate buttons for managing the list.

-gnment
New H Edit Delete l

Master data

. Chief . . Preparation Place at Cost
Unlt name

physician
Cost unlt Unlt no.

site no.
Type LTPN Phone

delivery Centre

TestUnit name Test Chief phys. Test Cost center TestUnitnc. Test Prep. site no. Unit Test LANR Test Phone#

_
" These Lists are located in many other places in the program whenever one or more

J detail data must be assigned to a higher level entity (several units per center, several

dose limits for an active ingredient, etc.).

I New I Use the buttons for example to assign a new unit to the current center. Click to

open the available input fields:

Unit name. Test Unit name eniel phys.’ Test enlel phys.

cost center Test Cost center Unit no.’ Test Unlt no.

Preparation slte no: Test Prep. slte no. LANR: Test LANR

Type: - Unlt outpatlent unlt oncologlcal practloe Phone: Test Pnonex

Perrrlltted as: .1 Place or delivery .1 cost center

Blocked tor assignment,

Add I In addition to some fundamental data, you can also set whether it is a unit, an out—

patient department, or an oncological practice. This is particularly important for the

Cost unit accounting supplemental module. The remaining fields can be used option—

ally, but designations are required.

To add the data record to the list, click the Add button. Only then is the entry truly

saved.

I Edit Use the Edit and Change buttons to modify existing data. To change an entry,
— double—click the corres ondin en in the list or click the Edit button. Then the

lfll data of the desired unit 1:ivill begreatdZnto the input fields, where they can be edited.

To update the selected list entry with your changes, click the Change button.

Delete To remove (delete) the selected unit from the list of the center's units, click the

Delete button.

i A unit may be deleted only if no single patient has an assignment for this unit.

-11-
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'23 Basic Data

BD CatoTM TPN provides a high degree of flexibility. For example, a medication is entered in

the master data and the infiision containers are not entered as additional text entry, but selected

from a master data list of possible containers. In the case of the medications, the infusion con—

tainer is not entered as simple text, but is selected from a list ofpossible containers. The basic

data set is often used in conjunction with the word possible (Possible infusions, possible con—

tainers, etc.) to make clear that any selection deviating from the data entered is not possible.

This feature makes sure that identical containers are labelled identically (for example not at

one time infusion container and the next time inf. container).

In this section you will learn how the basic data set is maintained. BD CatoTM TPN provides a

basic data set so the time required to maintain the data is insignificant. All basic data can be

found in the Master data menu.

As master data forms are used for ED CatoTM TPN and BD CatoTM, some entries have no

effect in BD CatoTM TPN. This is specifically mentioned in the text.

l2.3.1 (Possible) Medical Results

When in BD CatoTM TPN medical result data shall be assigned to a patient, the user selects

the medical results from a list of Possible medical results. This list is formed from all medical

results stored in this form.

Thereby, BD CatoTM TPN distinguishes between

. measured numerical results (for example height, weight)

. calculated numerical results (for example body surface — "body surface" is also con—

sidered a medical result with respect to BD CatoTM TPN) and

. selected text results (for example HIV positive and HIV negative).

In addition to the medical results already contained in the database, authorized users can also

create additional medical results, which can then serve as a basis for dosing.

Field designations for (possible) medical results

The following are descriptions of the individual fields of the (possible) medical results.

. Designation: Name of the medical result as it appears when prescribing a medication.

. Medical result UID: A unique medical result identifier can be saved here (for

example: a unique medical result number). Such a clear definition is necessary to trans-

fer medical result data from other software systems via an interface.

. Permissible age ofmedical result in days: Establishes the period for which the medical

result remains valid. After expiration of the time period assigned to a medical result,

the medical result can no longer be referred to as a basis for dosage or calculation of

other medical results. For security reasons, an entry is mandatory, but it can have up to

4 digits. Example: A measured body weight has a maximum permitted validity of 10

days. After these 10 days, the body weight has to be measured (verified) again in order

to be able to continue to calculate doses on the basis of body surface. This field is not

active for the numerically (calculated) type of medical result, as in this case the per—

mitted medical result age of the medical results used in the formula is relevant.

. Medical result group: Category of the medical result. You may choose from a list of

-12-
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medical result groups. To adapt this list, select the menu item Master data > Medical

result groups or click the El button. The list of medical result groups can be adjusted

to individual requirements by adding, changing or deleting entries in the list. However,

the deletion of a medical result group is only possible if no medical result has been

assigned to it yet.

Remark: You can save any explanatory text regarding the medical result here.

Tab for (possible) medical results

The individual tabs for (possible) medical results are described in this section. Depending on

the selected type of medical result, these deviate from each other. This is, however, identified

in the subsequent description.

Tab Type ofmedical result:

Type of medical result: Establishes whether a measured numerical, calculated numer—

ical or text selection medical result is involved.

Unit: Unit for the medical result to be stated as a numerical value (for example kg, cm,

m2,..).

Places in front of the decimal point / Places following the decimal point: Establishes

the format of the numerical value of the medical result. The number of places in front

of and behind the decimal point affects the measured numerical data and also the dis—

play with calculated medical result values. Example body weight: Before the decimal

point 3, after the decimal point 0. This means that weights can be entered only in

whole numbers (in kg) with no more than three digits.

Minimum / Maximum possible value: Establishes the smallest and largest possible

value of the medical result. For example, for "body weight," you can limit the max—

imum possible value to 300 kg. As a result, a body weight value of 301 kg cannot be

entered.

Display warning if new value differs more than [x]% from the last entry: A plausibility

check can be established with regard to a change in the value of the medical result.

The percentage value entered states by how much any newly entered value of a med—

ical result may differ from the last entry without triggering a warning message. This

value helps prevent transposed digits or confusion of specific medical results (only

with the numerically measured type of medical result).

Formula: Field for entering the formula for the calculation of a certain value.

Formula aid: Key mathematical operators to provide support (see Calculated Numeric

Medical Results on page 15).

Num. value: Enter the numerical value for the text selection (only with the medical res—

ult type Text selection).

Text selection: Enter the chosen text selection (only with the medical result type Text

selection).

Tab Use for:

Dosage determination in BD CatoTM TPN: Establishes that this medical result can be

referred to as a relative basis for calculation for determining the dose of the med—

ication.

-13-
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. Dosage determination in BD CatoTM TPN: Establishes that this medical result can be

referred to as a relative basis for calculation for determining the dose in BD CatoTM

TPN.

. Dose limitations: Establishes that the value of the medical result can be referred to as

a reference size in calculating a maximum dose to be administered (for example max—

imum of 10 mg/m2 BSA).

. Dose modification and cycle postponement rules: Establishes that the value of the med—

ical result can be used as an operand in rules relating to dose modification as well as

cycle postponements (for example: If the body weight is smaller than 50 kg, then the

dose is to be reduced to 70%).

Tab Miscellaneous:

. Display designation next to the usual dose in therapy plan and regimen: If this field is

activated, the medication bar in regimens and therapy plans shows next to the usual

dose not just the unit but also the designation of the medical result (for example, 50

mg/kg body weight).

. Always display in the ”medical results ” form in the therapy plan (even without value):

Establishes whether this line in the medical result is always displayed in the overview

of the medical result of the patient, even if there is still no value for displaying the line.

In this way, frequently used medical result values can always be edited directly

without first having to be added.

. Display on the therapy plan printout: Establishes whether this medical result value is to

be displayed on the printout or not or only if it is used in the therapy plan for cal—

culating a dose.

. Sequence option: Provides the option of displaying the medical result values on the ther—

apy plan printout in a certain sequence. For example, it can be determined on the basis

of this setting that body weight, size and BSA are to be shown next to each other.

2.3.1.1 Measured Numeric Medical Results

Designation: Korpergewicht (kg) Medical result-UID:

Permissible age oi the medical result in days: 7 Medical result group: Allgemeinbeiunde u

Remark:

-Iilttype numeric (measured) numeric lcalculated) text selection

Use for
Unit: kgl Digits before decimal point: 2 Digits after decimal point: 2

Miscellaneous _ _ _
Minimum possible value: kg

Maximum possible value: kg

Display warning if new Value differs more than % from last entry.

In order to enter a numeric type of result, the numeric (measured) setting has to be activated

for the type of medical result. Then you have to fill out the corresponding fields (see Field des—

ignations for (possible) medical results on page 12) and have to enter the appropriate inform—
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ation and choose the settings in the respective tabs (see Tab for (possible) medical results on

page 13).

2.3.1.2 Calculated Numeric Medical Results

The following chapters will show you the possibilities of BD CatoTM TPN. BD will be glad to

assist you with the creation of additionally required formulas.

Possible medical results

Designation: KOF Dubois Medical result-UID:

Permissible age oi the medical result in days: Medical result group: Allgemeinbefunde

Remark:

-ume
Use for

numeric (measured) . numeric (calculated) text selection

Unit: in2
Miscellaneous _ _. _ _ ..

Formula. 10"(Iog((KorpergeWIcht(kg)))‘0.425+Iog((Korpergrorse))‘0.725+1.8564)I10000

Places belore decimal point: 1 Places after decimal point: 2

Formula aid

Type: u—i ~l search:
Type Designation Info

Exponentialion
Unitarv minus
multiplication
division
addition
subtraction
edual to
between
smaller than
Greater than

Operators

With the result type Numeric (calculated) you can define medical results with values which

are derived from other measured or calculated medical results by means of a formula. To this

end, you first have to enter an appropriate formula in the input field Formula.

The formula shown above for the calculation of body surface refers to the Dubois formula

which depends on body weight and body size. The relevant components are always quoted in

brackets { }. When calculating the body surface area, BD CatoTM TPN first checks the two res—

ults for validity and then calculates the body surface area with the registered formula according

to basic mathematical principles (for example division prior to addition).

3 Please note that in formulas, the point must be used as a decimal sign, differing from

J what is otherwise the case in the German language version of BD CatoTM TPN.

The following mathematical operators are used:

Ay Exponentiation NOT X Logical Not

—X Unitary Minus X AND y Logical And

X * y Multiplication X OR y Logical Or

X / y Division X EQV y Logical Equivalence

Operator

X \ y Integer Division X IMP y Logical Implication

Operator

X MOD y Integer Modulus X XOR y Logical Exclusive Or

X + y Addition =, <>, <, >, Comparative Oper—

<=, >= ators

X — y Subtraction

The following mathematical or BD CatoTM TPN—specific formulas are also available:
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ABS(X) Absolute Value of X

ATN(X) Arc Tangent of X

COS(X) Cosine of X

EXP(X) Exponential of X (to the value raised to the nth power)

FIX(X) Integer part of X (if X is negative, then FIX(X) returns the

next number greater or equal to X)

IIF(x,y,z) (Returns y if X is true), otherwise 2 is returned. (For

example, the expression IFF (x>2,y,z) means: if x is greater

than 2, y is returned. In the case of values which are smaller

than two, 2 is returned)

INT(x) Integer part of x (if X is negative, INT returns the next num—

ber smaller than or equal to x)

LOG(X) Base—10 Logarithm

LN(x) Natural Logarithm of x (Base—e Logarithm)

MAX(x,y) Compares X and y and returns the greater number

MIN(x,y) Compares X and y and returns the smaller number

PI() Returns the value of the constant p (3.1415...)

ROUND(X,y) Returns x rounded to the number of decimal places specified

in y

SNG(X) Returns 1, if X is greater than 0, 0 if x is equal to 0 and —1 if

X is less than 0

SIN(X) Sinus of x

SQR(X) Square Root of x

TAN(X) Tangent of x

AGE() Age of patient in years

ISMALE() Returns 1 ("true"), if patient is male, otherwise 0 ("false")

ISFEMALE() Returns 1 ("true"), if patient is female, otherwise 0 ("false")

fin-.1;

Important note on the rounding of calculated medical result values (for example BSA):

BD CatoTM TPN always calculates the formulas very accurately but displays results

only to 2 decimal places. Due to this fact, some confusion may arise, for example when

the usual dose is converted into an absolute dose. Example: 1000 mg per m2 BSA. A

BSA of 1.876454 m2 is calculated but the value rounded as 1.88 m2 is displayed. When

calculating the absolute dose, the value 1876.45 mg is displayed, instead of 1880 mg as

one would have expected. Should this degree of precision not be desired, then the result

can be rounded by means of the round(x, ) function. If is desired, for example, to round

the result of the body surface calculated to two places following the point, the formula

would need to look like this: round (B SA,2).

fin-.1;

Formula assistance helps with the creation of individual calculated medical results in

BD CatoTM TPN. Depending on the filter setting in the selection field "Type", either all

data records, possible operators, functions or medical results, which have already been

saved in the system, are shown in a list. Using the selection field "Search" one can also

specifically search for certain values.

With calculated medical results it is not possible to determine a Lowest possible value or a

Highestpossible value.
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2.3.1.3 Alternate Medical Results for Numerically Calculated Medical Results

In the previous example the medical result BSA Dubois is derived from the results Body Size

and Body Weight. These results are part of the formula and appear in brackets (for example

{Body Weight}). But it is also possible to enter several medical results within the brackets in

one formula, which have to be separated from each other by a vertical bar. The vertical line

can be found on the German keyboard to the left next to the Y and can be reached by pressing

the AltGr key at the same time.

Example: Though regimens and therapy plans determine medications on the calculated body sur—

face of the patient, the prescribing physician may determine a body surface value which differs

from the calculated value. In the program module Possible Medical Results, in addition to the

formula based result BSA Dubois, another medical result called BSA Physician can be added

without a formula. Subsequently, in the same form a Body Surface result with the formula:

{BSA PhysicianlBSA Dubois} can be added. If the usual dose relates to Body Surface, BD Cato

will choose the values in their order within the brackets, that is, first the value BSA Physician,

and only if this value has not been entered, the next value will be considered for calculation; in

our example, this is the body surface according to the body surface formula.

You can add that for several options. The formula used in BD CatoTM TPN for the medical res—

ult Body Surface is:

{BSA Physician|BSA SelectionlBSA Dubois}

For information on BSA Selection see the following chapters.

Examples for the use of the iif() function

The iif() function can be used to implement conditional instructions (If..., then...) and branches.

It is possible in this way, for example, to limit the body surface to 2 m2. Let us assume there is

already a BSA Dubois medical result which calculates the body surface in m2. In order to max—

imize the calculated body surface to 2m2, the following formula can be created:

if({BSA Dubois }>2.2,{BSA Dubois})

The formula reads as follows: If the medical result value BSA Dubois is greater than 2, BD

CatoTM TPN will show the result 2. If this is not the case, the medical result value is calculated

using the BSA Dubois formula and used, for example, for further calculations. Let us take Vin—

cristin, which is usually dosed at a rate of 1.4mg/m2, as an example. You can also limit the

dosage according to the age of the patient: Assume with product X a usual maximum dosage of

2 mg. However, for patients older than 65 years the maximum dosage is 1 mg only. You can

solve this problem with the following formula:

iif(age()>=65,{BSA (max. 1mg)},{BSA (max. 2mg)})

The formula reads as follows: If the patient's age is greater than 65 years, use the result max

1mg, otherwise the result max 2mg.
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2.3.1.4 Text Selection Results

Possible medical results

Designation: Test Medical result-UID:

Permissible age 01 the medical result in days: 100 Medical result group: Allgerneinbelunde .-

Remark:

-"“type numeric (measured) numeric (calculated) a text selection

Use for
Num value: Selection text:

Miscellaneous
TextSelection List New

Value Selection l2)“

Text selection medical results (medical result type: Text selection) are a special form of numer—

ically measured medical results. In the Text selection list area, under the Medical result type

tab, you can define a list of various text selection options (for example yes and no for the pos—

sible medical result Limit BSA). You must simultaneously assign a unique numerical value (of

your choice) between 0 and 99 to each of these medical result characteristics.

The selection texts will always be shown when entering and displaying text medical result val—

ues. However, the numerical values are also saved in the database. These values can be ref—

erenced in the formulas for calculated medical results.

The example above shows the possible medical result Limit BSA. In this case, the values no, to

Imz, and to 2m2 can be assigned to a patient. Internally, these values are saved as 0, I, and 2 in

the database.

Using the medical results discussed in the previous chapter, the user can, for example, limit the

calculated body surface area for a patient to 1 m2 or 2 m2 due to an overall poor condition (pos—

sible medical result BSA selection in the BD CatoTM TPN database of possible medical results;

discussed above under the medical result Body surface area):

iif({limit BSA}=1,{BSA max lmz},iif({limit BSA}=2,

{BSA max 2m2},{BSA Dubois})

This formula is read as follows: If the medical result is Limit BSA to Imz, then never deliver a

body surface area greater than 1m2. If the value is BSA to 2m2, then use this limit and if it is set

to no or is not present, then calculate the body surface area according to the Dubois formula.

I2.3.2 (Possible) Dosage Forms

Saving can also be viewed as the first step in creating a product. If the dosage form of the

product (for example concentrate for infiision preparation, powder) is not yet in the database, it

can be created as a new dosage form here.

Liquid and non—liquid forms can be created in BD CatoTM TPN. However, currently only liquid

products can be used for internal preparation. Therefore, substances that will later have to be

reconstituted must be entered as reconstituted. Non— liquid products can be prescribed orally

only and shall enable the entry and planning for example of tablets.
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The designation of the possible dosage form later becomes part of the full designation of a

product. It is also possible to depict the same products with different concentrations.

Example: Glucose is often used in varying concentrations. The concentrations 5%, 10%, 50%,

etc. can be stored as a liquid form in the possible dosage forms. As a result, Glucose always

remains the same product for the system and the individual concentrations can be easily

exchanged in the therapy plan or preparation.

Adding, changing, and deleting are performed, as always, with the corresponding buttons.

7 A dosage form can be deleted only if no product has yet been prescribed!

l2.3.3 (Possible) Container Materials

Container materials are recorded in order to enable later identify incompatibilities between

products and materials. The specified material designation is also reflected in the designation

of the infusion container (for example: I00 mL PVC bag), so it should be as short (abbreviated)

as possible. The material designation may be subsequently changed without difficulty and will

affect all infusion containers of this material.

Use Add / Change / Delete to manage the container materials.

Container materials

Designation:

UID:

New Edit Delete

Name UID

J A material may be deleted only if there are no containers (bags, syringes, etc.) of this

'1" material in the database!

l2.3.4 (Possible) Empty Container Types

In this form, the types of containers that can be used are set. The specified designation is

reflected in the designation of the infusion containers (for example 100 mL PVC bag). For pre-

paration with the scale (gravimetric preparation) a specific icon is defined for each container

type; this icon is displayed during the subsequent preparation steps.

The corresponding buttons are used to add, change, and delete container types.

I An empty container type may be deleted only if there are no containers (bags, syringes,

43 etc.) of this type in the database!

Empty containers can be assigned a number of score points. A score point represents a certain

unit of time (for example 1 score point = 1 minute). Using this time specification, BD CatoTM

TPN can calculate the approximate duration of the preparation. This function is used especially

for the preparation planning module and requires an add—on license.
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l2.3.5 (Possible) Routes of Administration

This form compiles the list of possible administration routes from which the physician or phar—

macist can select when prescribing a medication.

Since the administration route will appear in the label of a medication, always choose the

shortest possible designation.

When using a color label printer, a specific color can be assigned to the administration. To do

this, check the box Custom label color. As soon as it is checked, a table of colors appears from

which the desired color can be selected or a new color can be defined.

Administration routes are added, changed, and deleted only with the help of the corresponding

buttons.

I An application route can be deleted only if it has not yet been prescribed for any med—

ication!

l2.3.6 (Possible) Medical Result Groups

As described in the possible medical results, medical results can be assigned to certain groups,

which are saved as a list in BD CatoTM TPN. This makes it possible to filter according to cer—

tain values when using many medical results data.

A list of all medical results present in the system (and for which the patient has entered values)

can be shown in the therapy plan of a patient at any time. This list is in alphabetical order, so it

may be useful to reduce them for example to blood results or to take ensure that only the most

essential values, such as weight, size, and body surface, are shown by default.

l2.3.7 (Possible) Active Ingredient Groups

In this data sheet, active ingredient groups can be defined and saved active ingredients can be

assigned to these groups.

For the use of the supplemental module Cost unit accounting, in this form it is possible to

assign accounting groups to the groups in order to depict the various preparation flat rates.

l2.3.8 (Possible) IV Lines

The set catheter is of critical importance for the administration of the TPN. A list of all options

with the corresponding maximum concentration of the glucose solution and the permitted osmol—

arity can be depicted here.

This information can be

assigned to the patient in the
Possible IV lines

therapy plan.
Name:

Maximum glucose concentration: ”A:
The maximum concentration

Maximum osmolarity mosmol/L .

um; of the glucose solution and the
New A Edit Delete osmolarity are checked for

£235., ”a"°°"?;:.% ”Exoiiéflim ”'D
each TPN therapy plan and

SK peripher 15% 800.00mosmollL
1

. .
1500,00mosmoI/L may I'CSUt 111 a warmng mes—

zentral 33% 1500.00mosmoI/L

sage.
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l2.4 Product Master Data

Creation of a product is a multi—stage process, the first of which is the entry of its active

ingredient(s). The product contains information about the manufacturer as well as the active

ingredients, which may belong to various groups. Each product can then be assigned to one or

more dosage forms, which contain information about energy content and osmolarity. One or

more dosage strengths, which contain data about active ingredients and excipients, can be

stored for each dosage form.

l2.4.1 Active Ingredients

Before a product can be created, its active ingredients must be entered in Master data > Act-

ive ingredients.

In addition to the active ingredient designation with ATC code, dose limits can also be determ—

ined that refer to all products with this active ingredient.

Active ingredients

Designation: Glucose

Short description: Gluc ATC: BDSBAOB UID:

Active ingredient group: Kohlenhydrate Order on label:

Co-medication To be dispensed

-Ilmils Maximum dose:
—

mg E Cumul. dose: mg l: per: .-

List of dose limits Add

max. dosage cum. dosage Relating to

Short description: Affects especially electrolytes and trace elements that shall be displayed

itemized directly in the therapy plan form. To save space (when printing labels as well) we

recommend using abbreviations (for example according to PSE).

ATC: The classification code can be entered here.

Active ingredient group: see (Possible) Active Ingredient Groups on page 20

Order on label: Permits definition of the order of active ingredients on the label.

Dose limits: Can be stated both in absolute terms as well as with reference to a medical result

value. A single dose limit can be defined either as a maximum dose per administration or as a

cumulative total dose.

3" Attention! Ensure that the checkbox Medical result data are usable as basis for dose lim—

i its is selected with the medical result. If this is not the case, then the medical result will

not show up in the list Relating to.

I2.4.2 Products

Basic information about a product is saved in the Master data > Products form. This includes

the trade name and the manufacturer as well as the active ingredients contained and the units
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in which they are prescribed and displayed.

Designation: NATRIUM CHLORID 09% Short desc.: NACL Dosage forms Strengths

Manufacturer: Baxter-Immune VertriebsgmbH Nutrient group: Electrolytes l3

-redients ATTENTION! The active ingredient assignment cannot be changed anymore as strengths already exist for this produc

Miscellaneous Active ingredient: U Dosage in: = mg

List of active ingredient assignments Delete

Pos. Active ingredient

1 Nairium (1 mmol = 22.99mg)

2 Chlorid (1 mmol = 35.45mg)

Designation: Trade name of the product. With similar names of different manufacturers, a com-

pany code should also be integrated in the name.

Short desc.: The short name is displayed in some forms in the program instead of the long

name.

Manufacturer: The manufacturer can be selected from the company list.

Nutrient group: The active ingredients are assigned to certain groups (see above). Since act-

ive ingredients of various groups can be contained in one product (see above), it is also neces-

sary to define which group is critical for the therapy plan so that the product will be listed in

the right nutrient group when prescribed (see Therapy Days on page 71).

2.4.2.1 Active Ingredients

Assigned active ingredients: To assign a new active ingredient to the product, click the New

icon. Select the product's active ingredient and add it to the list of assigned active ingredients.

If the product contains several active ingredients (combination product), you have to pay atten-

tion to the sequence of the assigned active ingredients (primary active ingredient, secondary

active ingredient(s)). The sequence can be revised later by means of the arrow buttons in the

upper right comer of the list.

Dosage in: If the specification of the product's active ingredient is not given in units of mass

(possible are ng, ug, mg, g, kg), the conversion factor should be entered at this point. This is in

any case required if the product is to be prepared or the dosage is to be undertaken in the selec-

ted unit.

For the sake of compatibility, it is necessary to indicate the conversion factor even with volu—

metric preparation. The conversion factor is not required for medications that do not have to be

prepared.

Currently the following units are available:
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. International units

. IU

. Thsd.IU(=1,0001U)

. mil. IU (= million IU)

o UnltS

. U

. Thsd. U(= 1,0001U)

. mil. U (= million IU)

. Additional

. mmol

. umol

. meq

2.4.2.2 Miscellaneous

Most of these selection fields affect other modules, such as medical aids, co—payment waivers

(both cost unit accounting), and trial products.

Do not display primary active ingredient: In principle, it is possible in BD CatoTM TPN to

prescribe each product either with the trade name or with the primary active ingredient that it

contains. If this is not practical with a product (for example if you do not want to prescribe "vit—

amin A" for a vitamin product) check this box to drop the primary active ingredient.

l2.4.3 Dosage Forms of a Product

In the next step, one or more dosage forms will be saved for the product created in the previous

chapter. To do this, switch to Master data > Dosage forms of a product.

If you are in the Products form (see Products on page 21) you can use the Dosage forms but—

ton to switch directly to the dosage forms of the current product:

Designation: NATRIUM CHLORID 09% Short desoz NACL geforms Strengths

Manufacturer: Baxter-Immune VertriebsgmbH Nutrient group: Electrolytes 3

.edients ATTENTION! The active ingredient assignment cannot be changed anymore as strengths already exist for this produ<

Miscellaneous Active ingredient: U ,,, Dosage in: = mg

List of active ingredient assignments Delete

Pos. Active ingredient

R]

l)
1 Natrium (1 mmol = 22.99mg)

2 Chlorid (1 mmol = 35.45mg)

'. .3 Note: For simplification, the term Product is almost always used as a synonym for the

term Dosage forms ofa product.

2.4.3.1 Creating New Dosage Forms (New Product)

D If a new product has been created, there will still not be any dosage forms for this

product in the database. Click the New icon to create a new dosage form.

If you used the Dosage forms button (see above) to switch to this form, then BD CatoTM TPN

will automatically detect that no dosage forms have been saved and suggest that you create a

new one.
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2. 4. 3. 2 Administration ofExisting Dosage Forms

To show data on existing dosage forms, enter the designation of the product in the Find

data mode. The selection list will then show all dosage forms for this product.

2.4.3.3 General Dosage Form Data

Dosage forms of a product

for product: NATRIUM CHLORID 0.9% A. D Form: |nl.lsg. cé Strengths

UID: 1 Strength entry: Volume in mL 3

.alues Dosage in: mmol, mL E related to: .-
Stability

Application

Energy: kJ/L = kCal/L

Osmolariry: 308.00 mosmol/L
Remarks

. Product / Dosage form: The For product field shows the designation of the product to

which the dosage form is to be saved. The dosage form can be selected in the right

input field from the list of Possible dosage forms (see (Possible) Dosage Forms on

page 18). The dosage form then becomes part of the designation of the product: for

example Glucose 6000 1000 mL.

- Side note: The "Dosage form" designation is not necessarily correct here and

was selected only for reasons of compatibility with master data management in

BD CatoTM. Dosage forms of the same product are significant during therapy

planning because they can be exchanged without changing the dose (see Ther—

apy Days on page 71). Therefore, if the various concentrations of glucose are

stored as dosage forms (as in the above example), it will be easy to switch

between these in the therapy plan and achieve an optimal volume.

- Reminder: Non—liquid dosage forms can be prescribed only as oral admin—

istrations at this time. Powders must be stored as if they were already recon—

stituted (see (Possible) Dosage Forms on page 18).

. Strength indication: If more than one active ingredient has been assigned to the

product, you can set here how many active ingredients shall appear in the strength

indication (see Strengths ofa Product on page 25). Suggested is mL (because it is the

regular specification).

2.4.3.4 TPN Values

Here you can set the following parameters:

Dosage in: In which units shall dosing be possible in the therapy plan module? With mixed

products (several active ingredients) dosing is actually possible only in mL. Any data in another

unit will therefore refer only to the primary active ingredient of the product (see Active Ingredi-

ents on page 22). For example: NaCl can be dosed only in mL. If a mmol dosage is permitted

for the dosage form, only the primary active ingredient sodium can be dosed in mmol in the ther—

apy plan; the proportion of Cl will simply be added to it.

Related to: Here you can enter the medical result value on which the calculation shall be

based. A generally valid specification (for example weight) can be saved in the settings (see

Settings on page 39), so that only any deviations from the rule must be entered (for example

kg/rnin for carbohydrates).

Energy: The calorie content of the product is entered here in kJ/l. The overall energy balance

per therapy day is then calculated automatically.
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J.
Please note that in BD CatoTM TPN kcal can also be entered and displayed for the ther—

apy plan (see Settings on page 39). However, the underlying value in the "official" units

of k] must be entered here. In other words, you can also enter the value here in kcal/l,

but in the background the joule value is always used for calculations, which can result

in minimal rounding deviations.

u'i

Osmolarity: Saving the osmolarity of the individual products enables calculation of the the—

oretical overall osmolarity of the TPN preparation. Remember that this value does not rep—

resent the actual osmolarity and is intended only as a planning aid.

2.4.3. 5 Application

Allowed administration routes can be stored here for products that are used for the 24h med—

ications (the general specification can be made in the settings for the TPN).

Only allowed administration routes can be assigned; if there is only one entry, it will always be

suggested.

2.4.3. 6 Remarks

Any remarks concerning the master data can be entered here.

I2.4.4 Strengths of a Product

In the next step, one or more strengths (10 mg, 50 mg, etc.) will be saved for the dosage form

created in the previous chapter. To do this, switch to the form Master data > Strengths of a

product.

If you are in the Dosage forms of a product form (see Dosage Forms of a Product on page

23) you can use the Strengths button to switch directly to the strengths of the current product:

Dosage forms of a product

d-El Form: Inf.lsg. gths

UID: | Strength entry: Volume in mL E

a If a new dosage form has been created, there will still not be any strengths for this

product in the database. Therefore, create a new strength.

If you used the Strengths button (see above) to switch to this form, then BD CatoTM TPN will

automatically detect if no strengths have been saved and suggest that you create a new one.

Q}. To show data on existing strengths, enter the designation of the product (including its

respective dosage form) in the Find data mode. The selection list will then show all

strengths for this product.
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2.4.4.1 General Data

Strengths of a product

Product: NATRIUM CHLORID 0.9% Inl.ls. RUE 1000mL additional strength Lots Prices

Active ingredients: 154.00 mmol E Natrium fl

154.00 mmol fl Chlorid D

Total volume: 1000.00 mL Actual: 1000.00 mL Density: 1.000 gImL Concentration: 154.00 pmol lmL

.lration Product no. 1: Product no. 2:

Diluents UID: Barcode:

Pad‘age Sizes 3 Preferred : Blocked for use

Export in pieces Via CDE interface

Preparation site' I» Reorder level. Max, on stock'

Reorder level Earl Delete

Preparation site Reorder level Max. on stock

Product: Designation of the dosage form.

Button Additional strength: Opens the input form for the same dosage form.

Active ingredients: Defines the active ingredient amount and the unit in which it will be pre—

scribed. The following are possible: kg, g, mg, ug, and ng as well as (if a conversion factor is

provided under Master data > Products in the Active ingredients tab: IE, Tsd.IE, Mio.IE,

mmol, umol, meq, E, Tsd.E, and millions E.

Total volume: Target volume of the strength specified by the manufacturer.

Actual: An average overfill delivered by the manufacturer (referenced during planning of the

preparation).

Density: An entry is required if a gravimetric check will be performed for the preparation (see

Preparation with Gravimetric Check on page 90) or for some compounder interfaces.

2. 4. 4. 2 Administration Tab

Supplementary information can be saved here.

Article number: You can enter a strength's article number derived from a third—party system.

In most interfaces to compounding systems (see Setting Up Preparation for a Compounder on

page 87) the used articles are aligned using this number.

Barcode: If a barcode scanner should be used for the identification of a strength, the barcode

can be entered here. The barcode can be entered using the keyboard or by scanning the

strength's barcode.

UID: This field can also be used for alignment with interfaces.

Preferred: Automatically suggests this strength for the parts list if several strengths are avail—

able for the dosage form.

Blocked for use: Blocks the strength (temporarily) so that it cannot be selected for pre—

paration. The strength is deactivated but not deleted.

Reorder level: Here the amounts can be entered for different preparation sites at which a back—

order needs to be placed for strenghts. At the moment this is for information purposes only. A

corresponding stock printout is being planned.
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2.4.4.3 Package Sizes

Input fields for the planned cost unit accounting module are shown here.

2.4.4.4 Lots and Prices

Purchase prices and lots can be managed for the individual strengths. The links in the top right

comer provide direct transfer to these program modules. As master data is not really involved

here, these program modules are discussed at another part of the manual.

'25 Empty Containers

In the Master data > Empty containers form, all (empty) infusion containers (empty bags,

compounders, etc.), but also all (working) syringes are maintained. An empty container is

defined by its content volume, container type, material and manufacturer. These data should be

saved before selection (see Basic Data on page 12).

Empty containers

Designation: Bag 500mL EVA CSS mam Prices

Nom. volume: mL Max. filling volume: 550.00 mL Average weight: 9 Product no. 1:

Container type: Bag Product no. 2:

Container mat: EVA Barcode:

Manufacturer: Cato Sottware Solutions .- UID:

‘4 B Is the currently used working syringe/bolus tor this volume

Fl Is the currently used perfusor for this volume

i i Preferred Blocked

Nom. volume: Volume as printed on the package. This indication in milliliters becomes part of

the empty container‘s or the syringe's designation.

Maximum filling volume: Determines how many milliliters at the most you can fill (for

example vials) or may fill (for example bags) in the container.

Average weight: When using gravimetric check (of a preparation) this weight is used as basis

for calculations. If no value is entered, the empty container has to be weighed before the pre—

paration.

Container type, container material, manufacturer: Specifies the empty container or the syr—

inge by selecting from the following registered basic data:

. Possible container materials: see (Possible) Container Materials on page 19

. Possible empty container types: see (Possible) Empty Container Types on page 19

0 Manufacturers: see Master Data on page 7 (company file)

Product no.: The article number, for example, (such as the Pharmacy Packing Number) of the

empty container in an external system (for example SAP) can be entered here. This feature is

essential when data are to be exchanged with external systems (via interfaces), as in most

cases, such numbers are used for unique identification of the product.

Barcode: If a barcode scanner is connected to the computer, the empty container‘s barcode can

be entered here. The barcode can be entered via the keyboard or by scanning the empty con—

tainer.

Is the currently used working syringe/bolus for this volume / Is the currently used per-

fusor for this volume: Defines which specific syringes are used as working syringes or bolus

syringes and which as perfusors with perfusor preparations. These checkboxes can only be
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selected with one empty container per target nominal volume. This ensures that, for example,

in the event of three 50 mL syringes being available, it is clearly established which actual syr—

inge ranks as a working or bolus syringe for the volume (for example 50 mL) and which as a

perfusor.

Preferred: As the physician does not have to define the manufacturer of the container when

prescribing a medication in an empty container (100 mL compounder cartridge), BD CatoTM

TPN tries to convert these details into a specific empty container in the process of confirmation

by the pharmacist (for example 100 mL compounder cartridge from test company). If there are

several containers of a similar kind registered in the database, this option tells BD CatoTM TPN

which empty container shall be recommended to the pharmacist.

Blocked: Deactivates the empty container in the system, but without deleting it. Blocked empty

containers cannot be prescribed any more — blocked syringes are no longer recommended for

use. As deleting the empty container cannot be considered any more in many cases, products

which are no longer used cannot be blocked any more. Deleting would only be possible if the

empty container has never been prescribed. Otherwise, this would have to be retained for reas—

ons of seamless documentation in the system.

Lots and prices:

Purchase prices and lots can be administered for the individual strengths. The links above right

provide direct transfer to these program modules. As master data is not really involved here,

these program modules are discussed at another place.
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3. REPORTS

l3.l Master Data Lists

Currently, the following master data lists can be printed:

. Active ingredients

. Products

. Empty containers

. Additional articles

. Companies

. Possible medical results

For the most important lists of master data (administration routes, container materials, etc.)

lists can be printed and CSV files can be created.

The reports and printouts can be called up via the printer icon in the main menu bar when the

corresponding form is open.

l3.2 Preparation List

rfi Preparation List

Preparation List

Period

@ Dispense date / Preparation date it Date of administration

I Period: Today E (from 28/07/2017 to 28/07/2017 I) I

Sorting: Preparation date E m

' I

Printer: WebEx Document Loader '3

-

The preparation list provides an overview of preparations which were carried out and it shall

serve as documentation of all preparations as printed and archived, for example, at the end of

the day. The following parameters can be set:

Period: First and last day of medications to be printed, whereby according to the selection, the

medications are either displayed by the medication’s date of administration or date of pre-

paration.

Sorting: The list can be sorted by different criteria:

. Preparation date

. Administration date

Unit and preparation date

. Unit and administration date
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. Medication number

. Preparation number

Preparation site: When using the add- on module for several individual preparation sites, the

list can be filtered by certain preparation sites.

'33 Requirements List

Creates a list of necessary products (in mL) and materials for a particular time period.

Requirements List

Period: Today E (from 18/05/2017 to 18/05/2017 I)

Consider the following medications:

Status: Planned Physician-verified Pharmacist-verified

Type: parenteral Standard Bags : 24h-medications

Printer: WebEx Document Loader E

The list can be filtered according to the status of the TPN and the type in the therapy plan as

well as by administration day.

I3.4 Lot Tracking

With this report, a list of all patients who have received medications that used a particular lot

can be generated quickly and easily. You can search not only for product lots, but also for lots

of empty containers and standard bags.

Search lots from: Products E

Designation: Test product Lsg. 100mL E]

Lot: LOT1 E

Printer: WebEx Document Loader E

3.5 Cost Center Accounting

With Cost center accounting (formerly Internal Billing), billing for preparations and dispenses

for products and services consumed over a certain period can be carried out on a hospital-

intemal basis. If required, this billing can be carried out after being divided up between various

cost centers (units). Since BD CatoTM TPN is prompted after each preparation as to which act-

ive ingredient has been withdrawn from which vial for a given patient, accounting can be car-

ried out at any time and without further documentation efforts.

The prices to which BD CatoTM TPN refers for cost center accounting are derived from the

(internal) billing prices, which have been entered for every strength, infusion solution, empty

container and additional articles and services (see Internal Billing Prices on page 54). If prices

have, however, been entered for the lots used, this are awarded preferential referral.
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l3.5.1 Establishing Product Consumption

To be able to understand the establishment of actual product consumption in regard to losses or

overfills better, you will find more detailed information and examples in this chapter.

The accounting of active ingredients in the cost center accounting is made on the basis of the

amounts actually used: If there have been 1000 mg prescribed for a patient, but preparation has

been completed with a slight deviation with only 970 mg, then only these 970 mg are accounted

as consumption. The mass actually withdrawn is invoiced, not the amount injected into the bag.

This means the amount accounted does not necessarily have to equal the amount printed on the

label, as there may be (slight) losses between the amount drawn up into the working syringe

and the amount injected into the bag.

3.5.1.1 Losses

In addition to the actually consumed amounts, losses can also be taken into account. This

means the active ingredient amount that is considered to have remained in a discarded vial, that

is, the amount of active ingredient of the strength stated less the withdrawn active ingredient

amounts. If a vial with a nominal amount of 1000 mg was used for the above example, then,

after deduction of the withdrawn active ingredient amounts, 30 mg or 3% loss is reckoned to

remain in the vial (irrespective of whether the vial was overfilled). This loss can only be

determined, when the used vial has been deducted, because it can then be established which

proportion of the vial has been withdrawn. The amount of loss of a vial is divided pro—

portionately between the cost centers, for which withdrawals from the vial have been effected.

The proportion of the amount of loss which is credited to a cost center is the same in this pro—

cess as the proportion of the amount used of the vial which was used for the respective cost

center. If 100 mg was withdrawn from a vial with 1000 mg for a preparation for cost center A

and then 700 mg for a preparation for cost center B, after the loss amount has been discarded,

a loss amount of 200 mg remains. For cost center A, a proportion of 1/8 of the vial was con—

sumed and for cost center B 7/8. This means that the loss amounts to be credited are 25 mg

(1/8 of 200 mg) for cost center A and 175 mg (7/8 of 200 mg) for cost center B respectively.

The loss amount stated can be shown separately from the actual consumption amounts.

3.5.1.2 Overfills

It can, however, occur, on the other hand that a vial is overfilled. This means that a larger

quantity of active ingredient is contained in a vial than a vial should contain according to the

amount of active ingredient stated by the manufacturer. If, for example, 1030 mg has been pre—

scribed and this amount of 1030 mg was withdrawn from a vial with a nominal content of

1000 mg, a consumption is calculated of 1030 mg/ 1000 mg = 1.03 pieces. In actual fact, how-

ever, only one vial has been consumed. The amount consumed is therefore always capped in

pieces. If 690 mg have initially been withdrawn from the vial and then 340 mg, for the initial

preparation a consumption of 0.69 pieces has been expended and for the second preparation a

consumption of 0.31 pieces. The overfill is therefore credited to the last preparation, or more

precisely, the withdrawals or proportions of the withdrawals from the overfill are not billed for.

This capping is always used, whenever the number of pieces used is stated. Configurations can

be made for the statement of the amount of active ingredient used as to whether the amounts

consumed have been capped or not. If no capping is effected, then the details of consumption

can vary in terms of pieces and active ingredients. The costs are in any case calculated from

the number of pieces displayed. Note that, due to the loss amount, the consumption cap and the

difference between withdrawn and injected active ingredient in the cost center accounting,

other amounts of active ingredient can be shown than the amounts actually applied.
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Cost center accounting: Delivery date I Preparation datefroln 1I7I201 4 to 31MB“, Vlkirds: (All Wards) printed on 22180014 17:03

(No Centre)

(No Ward)

— Lo- mun-noon 9 Ian
mam lIP rng/irri Pius/s) Ends sun Lass Pleads cmin: row and: rmi cuss
Test produotl solution 100mg 0.00 620m 4.00 0.00 100.00% line 0.00 0.00 4.00 0.00

Med Na, 743'DOEJOM nu, mass 000 160mg 100 000 25.00% on; 0,00 000 1,00 0,00
Med Na, 744' DOE John 11/21:, mass 0 00 16mm 100 0,00 25/1109; arnu 0,00 000 1,00 0,00
Med No. 7451mm dab. 1/4/1033 000 150mg 1.0/2 0.00 2511“ any and 0.00 1,00 0.00
Mail Me. 7461mm duh 1/4/1033 000 150m 1.0/2 0.00 25M“ am: am 0.00 1.00 0.00

Total 0.00 0.00 0.00

ITotal (No Ward) o,oo|

ITotal (No Centre) o,oo|

ITotal Cost center
‘

3 Delivery date I 'r‘ r date from 1I7I201 4 to 3132014. Wards: (All Wards) 0,00I

l3.5.2 Carrying Out Cost Center Accounting

To adapt the Cost center accounting to an individual situation, numerous parameters can be set:

the parameters are saved for each work station as soon as the Cost center accounting is carried

out.

a Cast (enleranzounfing fl‘

Cost center accounting

I Period Calculation options I

9 Dispense date / Preparation date , Date of administration V Consider/calculate losses

Period: Last month E (from 01/06/2017 to 30/06/2017 @) E P'ePa'a‘m" "at rate

Breakdwn L Add sales taxNAT
Center] unit E Display IndIVIdual medications: None El

F Cap mglmL (ignore overflll)

Limita‘i‘m Medication filter
Unit B Nutritional bag '

Unit: (All units) M Standard bag

E Display vehicle TPN 24h medication

a Display empty containers Prepared and dispensed El

7 Display medical services

E Display pharmaceutical services and products Column options

L Display preparation flat rates saved for medications l7 mg I mL M Share of total consumption

I V pieces D Display numbers

E C°St5 Display case numbers

E Loss In separate column
B Display Ul I

Line total .
: Without lot numbers B

E Display manufacturer
Display SSN

Printer: WebEx Document Loader E

Export as HTML Export as csv

t

Period: Determines a selected period which is based on the date of administration or the date

of preparation.

Breakdown: Determines according to which criteria medications will be grouped. Subtotals

are either grouped according to center/unit, patient, product and diagnosis respectively or they

are structured according to the combination of active ingredient/product/patient. If structuring

according to product is undertaken, only consumptions of the type of product selected through

filtering are shown. This type of structuring serves as a replacement for the Consumption stat—

istics report. In the case of grouping according to diagnosis, the first diagnosis assigned to a

therapy plan is referred to first in each case.

Limitation: Allows — according to the structure selected — the limitation of the billing to certain

centers, units (cost centers), patients, articles (product, dosage form, strength, ...) or diagnosis.

It can furthermore be established here — according to the structure selected — which preparation
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site should be considered and whether vehicles, empty containers and/or additional articles and

services are to be shown in the statistics.

Calculation options: The following options can be determined here:

. Consider / calculate losses: Adds losses to consumption statistics. If this option is activ—

ated, losses are also displayed of those vials which have been deducted within the

period selected.

. Preparation flat rate: Here a flat rate per preparation can be entered. The sum of these

flat rates is multiplied by the number of preparations per unit (patient) and is added to

the consumption costs. The services registered under additional articles and services as

preparation flat rate are displayed.

. Add sales tax/VAT: Sales tax is also taken into account in billing as the value added

tax is identified with each group total. The assumption is made in this process that the

prices saved in BD CatoTM TPN are net prices.

. Cap mg/mL (ignore overfill): States whether the amounts used are to be capped in mg.

Medication filter: Filtering conditions allow a filtering of medications according to either main

medications or co—medications (co—medications are marked by the Invoice as co-medication

option in Dosage forms of a product) and, (independently of that) filtering according to To be

prepared medications or Not to be prepared medications (for example: tablets). Every com—

bination of both filters is possible.

Column options: To be able to use the column options, these first have to be shown.

With the assistance of the column options, it can be determined which columns are to be shown

in the cost center accounting.

mg/mL: States whether the amounts used are to be displayed in mg for product consumptions.

Pieces: States whether the amounts used are to be displayed in pieces. Note that, for example,

consumptions of infusion solutions can only be displayed in pieces.

Costs: Determines whether the costs of consumption calculated from the number of pieces and

the lot or product price are to be displayed. If this option is activated, grouping takes place at

the lowest level not only according to product, but also according to price. A product can thus

appear twice if billing is to be made at different prices.

Loss in separate column (To be able to use this option, the calculation option of Consider /

calculate losses must be selected): Shows whether the proportion of loss credited is to be

shown separately from the actual amounts consumed in a column of its own.

Line total: Shows whether, if the loss is to be shown in a column of its own, the total of con—

sumption and loss are also to be shown in a fiirther column.

Display manufacturer: Shows whether the manufacturer is also to be shown with the des—

ignation of products.

Share of total consumption: States whether it should be shown in every line how high the

share of the respective line is in the consumption of the product in the overall evaluation.

Display numbers: Shows whether, for example, article numbers, unit numbers, patient num—

bers etc. are to be displayed.

Display case numbers: If the option of medications break—down is chosen within structuring,

the case number of the patient can be displayed next to the medication number at the admin—

istration time.
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Display UIDs: Shows whether UIDs registered in the master data are to be displayed with the

amounts consumed.

Lot number/invoice number: States whether the amounts consumed are to be divided up

according to product, but in addition also according to lot or details of the lot and/or invoice

number (with the use of two-part lot numbers).

Display SSN: Shows whether, if structure according to patient is to be effected, the social

insurance number is also shown with the name of the patient.

Export as HTML: Offers the option of exporting the cost center accounting in order to display

the report in a web browser.

Export as CSV: Exports the cost center accounting as a CSV file and can for example be

integrated in a table calculation program. The CSV file basically contains the same information

which is also available in the report. Note in particular, however, with regard to automated revi—

sion that output is not effected in a fixed format and the sequence and number of columns can

change in a later BD CatoTM TPN version.

Print: The cost center accounting can be printed with this flinction.

I3.6 Patient List

To get an overview of existing patients, a list of all patients can be printed. The Patient List

form can also be opened directly via the Patients master data form via the Print function.

With a time filter it is possible to limit to therapy plans of a certain period. The list can also be

extended or limited using the flags for blocked and deceased patients, and patients with co—pay—

ment waiver.

Data can be separated or limited by units or cost units.

Waiver of co—payment can also be determined as a criterion.

Furthermore, the following columns can also optionally be displayed:

. Patient‘s address

Case number (if a corresponding interface is available)

. Admission number

Social security number

0 Insurance number (Germany)

0 Diagnosis (all ever assigned diagnoses)

Example patient list:

28.07.201711210202

Patient List
with medications in the administration period 28.01.2013 to 31.01.2015

Filter criteria: alphabetical list, without blocked, without deceased

Name Units Pat. 3 Case no. Adm. No. SSN

DoeJane. 10.003.07.2012 Ki — NICU 9c 160312

DoeJonn. (10.11 23.06.2012 Ki — IMO—Station E12
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4. ADMINISTRATION

l4.1 Users and Permissions

As described in the chapter Start Program and License Administration on page 5, every user

must log in with a user ID (Login) and a password when using BD CatoTM TPN. On the one

hand, this serves recordkeeping purposes because a record is created in the various program

modules that tracks which user has modified the data stock. On the other hand, flexible award-

ing of permissions ensures that the registered user is only allowed to access those program mod-

ules and functions that have been explicitly assigned by the Administrator.

To organize the allocation of permissions, each user may be assigned to a user group (for

example pharmacist, technician) and may obtain further permissions individually as well.

l4.1.1 Special Password

Several areas exist in the application that cannot be changed unless the user has expert know-

ledge about the functionality. If the user changes one of these settings, it could lead to serious

problems with the application. These features were intentionally disabled for use by BD (also

for ED CatoTM TPN Administrators) and secured with a special password which changes

daily. Changes can be made either by our BD employees (at the site or remotely) or (if this is

not possible) through telephone.

If you have questions, contact our support team.

l4.1.2 User Groups

A user group defines what tasks assigned users are authorized to perform. For example, a sys-

tem administrator can define specific permissions for a technician in BD CatoTM TPN. For

example, when adding a technician user, only the Technician user group has to be stated and

not the individual (usually numerous) permissions.

To manage user groups, go to Administration > User groups.

To change an existing user group, select the group from the Designation list in Search data

mode. You can also create a new user group. BD CatoTM TPN comes with the default user

groups Pharmacist, Physician and Technician (or Lab Technician). These have assorted per-

missions for each user group within the program. Before users can log on, authorizations or per-

missions must be checked by the system administrator and then modified if needed.

In addition, this program module features a search function. You can enter keywords to search

for user permissions.

You can use the Print function to create a CSV file that lists either all permissions or all users

of the selected user group.
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Name: W
Authorizations

Authorization Allowed Modify New Delete ‘

Master Data 5

Active ingredient groups 3 D D D
7

Active ingredients 3 D D U

Active ingredients - dose limits D D U

Prod ucts 3 D D D

Products 7 active ingredient assignment D E El

Products 7 change act ingr order D

Products - malenal incompatibilities D E El

Products — dose limits D E El

Dosage forms 3 D D D

Prepamtion exceptions (product/dosage terms) D D U

Aiiawea Veil. (produclldosage lonns) D E El

Rounding limits per produclldosage form D D D

Preparation lnstmctions D E El

Strengths D D U

Strengths diluents D E El

Dosage forms packaging sizes D D D

Strengths - Prices 3 D D U

Infusion solutions 3 D D U

Infusion solution prices 3 D D D

Empty containers J D E El

Empty container prices i D E El

Companies i D D U

Centers ‘i D E El v

Search for authorization:

An administrator is assigned the predefined Administrator user group which contains all per-

missions and cannot be modified.

The permissions shown in the list correspond to the individual functions (or menu items respect-

ively) in BD CatoTM TPN and therefore do not need to be explained separately. According to

the type of filnction, the following four permission levels are available:

Allowed: Allows the user to access the relevant program module and display data. However,

data cannot be modified with this permission selected. For statistics or lists, this permission

allows the user to calculate or print, or both.

Modify: Allows the user to modify existing data. If the Change checkbox is not displayed or

inactive for a program module, the Change permission is either not appropriate (for example,

with statistics) or modifications can only be carried out by the administrator (for example, user

administration or basic settings).

New: Allows the user to create new data. If this permission is assigned, the Change per-

mission is assigned as well.

Delete: Allows the user to delete existing data.

l4.1.3 Creating and Maintaining Users

In the user administration, new users can be added, existing users can be modified or deac-

tivated, or permissions can be assigned or withdrawn by the System Administrator. Go to

Administration > User management.
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User management

« can log on as user Ordering physician Authorizations

LES! name: m
Amhmllalloll Aimed Modify New Delete ‘

Mismr Dill

First name: Active ingredient groups l’ D 3 D

_ _ _ aelngrediems l m J u
AbbreVIatlon. DR Title. “We mmmmm “Ms M J u

UID' Proaucis l Fl 1 Fl
'

Products . active ingredienl assignmenl H ‘l H

physician number. Productsrcnange act ingr order D

Products , material incompatibilities

User Registration Unit Assignment I Personal Data Products . dose limits

’ Dosage ioriiis
GVOUPI Am ‘ " Preparation memions (product/dosage lomis)

L0gin: Am Hama
Aimed veri (proaucimnsage ioinis)

Rounding Ilmlls per product/dosage inim

Password: ,,,,,,,,,,,,,,, nwamm" .nswnms
Strengths

Confirmation:
""""""""""

strengths ailueuls

Dosage loniis packaging Slle’S
Barcode: strengliis , Prices

l:l:DjiEDDiEDDiEDDiED

LLlJJJLLUUJJLLUUJJLLUUJJLLU

l:l:DjiEDDiEDDiEDDiED

l

J Password does not expire lmusioii solininns L

Infusion soliiiinn piica F
l Do not block account when inactive Empty coniairieis l

» Empty container prices l
Free text

Compames ‘

Cenleis l
uniis

Cast units E

Delivering pnamies l
Manulacluiei l

Billing models i
Price Graniiigs i

Price Grading , Entries
Possible Medical Results E

lmusioii solmmn lypes l
containei materials l J

Search [or authorization: >> Continue search

3 ~56. To modify an existing user, retrieve the user data in the Search data mode by his/her

login or identification code or create a new user.

The following data can be entered:

4.1.3.1 General Data

Can log on as user: Only these users need to have data for the user login and can actually

login to the program.

Ordering physician: To these users certain medications can be assigned later on in the ther—

apy plan. This can be users with a login (see above), but also physicians that are only needed

for documentation purposes. If Ordering physician is selected only for a record, NO data for

the user login is required and the person cannot work with ED CatoTM TPN.

1;
If both checkboxes are not selected the account is deactivated. Through this users can

'
be removed from the program without endangering the documentation.

Last name, First name and Title

Abbreviation: The user's initials, as they shall be displayed in the documentation.

UID: For synchronization with external databases.

Physician number: This will appear together with the user initials in therapy plans and regi—

mens.

4.1.3.2 Datafor User Registration

Group: Defines the user group of the user (see User Groups on page 35). An Administrator

user group is inherent to the system even if it has not been created explicitly in User groups.

Permissions: Permissions are basically taken from the defined user group. When creating a

new user, the individual permissions are therefore taken over only after saving. All permissions

of a user that he/she has taken from the user group are displayed with a blue square and cannot

be withdrawn. Permissions that have been assigned to the user in addition to those of the user

group are marked by a selected checkbox. These permissions can be withdrawn, if necessary.
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J It is possible to turn permissions from the group into individual permissions. These will

1 then be kept if they are withdrawn from the group.

Login: Designation by which the user can register in BD CatoTM TPN.

Password / Confirmation: The System Administrator can assign a password to the user or

overwrite the user's existing password if the user has forgotten it. For reasons of con—

fidentiality, the user may change his/her password him/herself after the first login (see

Changing Own Password on page 5).

Barcode: Number that is checked with a barcode scan during login or when changing a status.

Password does not expire: If defined in the settings, passwords can be changed periodically.

Select this checkbox if you do not want the setting to apply to the user.

Do not block account when inactive : If defined in the settings, user accounts are auto—

matically blocked when the user does not login over a long period of time. Select this checkbox

if you do not want the setting to apply to the user.

Free text: Input field for any purpose, for example, for entering additional information trans—

ferred via an interface.

4.1.3.3 Unit Assignmentfor Users

Defines the user's (for example a physician's) "own" units. The user can be assigned to all

units, several different units or just one single unit. This assignment filters the patients and ther—

apy plans as well as the therapy regimens if these are grouped according to units. Certain stat—

istics are also automatically restricted to the user‘s own units.

4.1.3.4 Personal Data

Currently contains only one input field for address information. These are displayed in the ther—

apy plan at the medications that were assigned to the user as Orderingphysician.

The field can be described however desired and may therefore contain data other than just the

address.

l4.1.4 Event Log for Users

If any changes have been undertaken in the user administration, these changes can be tracked.

To call up the change protocol in BD CatoTM TPN, you have to be in Administration > User

management. Then click on File > Event log in the menu bar and you will be presented with

the following overview.
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N am Log - .1. Elm
I

Chronology Hierarchical

Events: E

From date: 18/05/2017 To date: 18I05I2017 User: <Any> : Workstation: <Any> E

Date v Evert Carmen User Workstation

18I05I2017 Patient data John Doe d.o.b.01/01/1911,111 VMAUTBN7102B
13:25:09 retrieved

18I05I2017 Patient data Jom Doe geb.01.01.1911_111 VMAUTBNTtOZB
12:45:16 rehieved

18I05I2017 Medical result 180cm Korpergrolse (John Doe, 18I05I2017) VMAUTBN71OZB
11:08:16 added

18I05I2017 Medial result 80kg Korpergewicht (kg) (Jam Doe, 18I05I2017) VMAUTBN71OZB
11:08:16 added I
18I05I2017 Medical result 58cm Kopfmiang (John Doe, 18/05l2017) VMAUTBN71023
1 1 :08 :1 6 added
18I05l2017 Patient data John Doe d.o.b. 01/01/1911 , 111 VMAUTBN71OZB
10:44:07 rehieved

Printer: WebEx Document Loader E Preview Print Closel

Events such as login changes, name changes or the deactivation of an account are displayed in

the event log.

I4.2 Settings

To obtain the flexibility needed to adapt BD CatoTM TPN to the varying needs of individual hos-

pitals and pharmacists, there are numerous basic settings that the administrator can adjust. All

of these settings are compiled in the Administration > Settings form. Most settings are global

(affect all computers), but some are only local. This is indicated below and to the right of each

setting.

This section lists the settings and describes them more precisely.

Since new basic settings are added with almost every update, it is highly likely that not all set-

tings are listed. If this is the case, please refer to the documentation for the update.

l4.2.1 Basic Settings

Own preparation site: Assigns a preparation site to the work station.

Own company: Defines own address for invoices.

Designation temperature level 1-4: In BD CatoTM TPN, 4 different temperature levels can be

saved for storage (for example room temperature or 15°—20°).

Four-eyes principle with master data forms: Establishes to the creation of which master

data the four-eyes principle is to apply. In such cases the data entered can only be saved with

the entry being made by two users. The following master data are affected:

. Patient data

. Company data

. Centers and units
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. Lot management

. Other master data

Position of center's abbreviation in unit designation: Determines if and at which position the

center abbreviation is inserted in the unit designation.

Security query prior to ending BD CatoTM TPN: Determines whether a security query is to

be displayed regarding non—saved data when closing BD CatoTM TPN.

Certificate number: Determines whether the certificate number is displayed in the patient's

unit assignment.

4.2.1.1 Patient Master Data

Patient search: In order not to open patient data by mistake in large databases, a minimum

number of letters to be entered can be given here, so as to have at least a corresponding filter

for the data records.

Mandatory data: This establishes which data must be entered in addition to the patient name.

Address, date of birth, SSN, insurance number and patient number can be selected.

First character of last name: Establishes whether the first letter of the last name is to be writ-

ten automatically as a capital letter when entering or not.

Number Assignment Patient

Check patient's SSN: Establishes whether the social security number is to be checked for

plausibility when entering.

SSN format: Establishes the format for entering the social security number.

Prevent multiple SS numbers: Establishes whether multiple entry of the same social security

number is to be prevented.

Patient number format: The format of the patient number is entered in this setting.

l4.2.2 Preparation / Dispense

4.2.2. 1 Set Up Preparation /Dispense

Maximum number of vials per prep.: Provides the maximum number of Vials for a pre—

paration. In this way, BD CatoTM TPN can be forced to select not necessarily the combination

with the least remainder (normal setting) for several strengths, but larger and therefore fewer

Vials.

Documentation of vehicle lots: Activates the maintenance and display of vehicle lots.

Documentation of diluent lots: Activates the maintenance and display of diluent lots.

Additional services and articles documentation: Determines whether the lots of additional

articles and services are to be recorded.

Preparation date in "Set up preparation": Activates a corresponding entry field in the pro—

gram module mentioned.

Warning when the preparation date is in the past: Automatic warning, if a medication is

selected with a corresponding deviation in terms of time for the preparation.

Warning when the preparation date is in the future: Automatic warning, if a medication is

selected with a corresponding deviation in terms of time for the preparation.
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Label printing in "Set up preparation/dispense": Should the possibility of a preliminary

label print be displayed in Set up preparation/dispense or not.

Gravimetric final check: Here you can select whether a connected electronic scale should

also be used during preparation. The weighing procedure can be made optional or mandatory

and will trigger a check weigh of the finished product (see Preparation with Gravimetric

Check on page 90).

Documentation of empty container lots: Defines whether the lots of empty containers are to

be recorded.

Preparation instructions: Defines the information that will be printed on the preparation

instructions.

Activate printer selection: Determines in Set up preparation whether printing will always

run immediately on the selected default printer (for example because only this printer is access—

ible anyway) when the Print button is pressed or a query will appear that permits selection of a

printer in a network, for example.

Settings Medication List

Display release date by the pharmacist: Defines whether in the Set up preparation/dispense

program module in the medication list the Approval date column should be displayed.

Display patient number column: Defines whether in the Set up preparation/dispense program

module in the medication list the Patient number column should be displayed.

Signal with new medications: Activates a signal field and an acoustic signal by means of

which it is displayed in Set up preparation/dispense if a medication has been pharmacist—veri—

fied.

Font size selection lists: The font size in the forms for setup can be changed here.

4.2.2.2 Remainders and Stabilities

Microb. sterility of prepared products: Establish here the generally valid microbiological

sterility for products prepared by you. This value is a standard value which is applied every

time when no deviating value has been stated with the dosage form of the product. For stability,

the shorter value of microbiological and chemical—physical stability is always referred to.

Microb. sterility of remainders: Establish here the microbiological sterility for remainders

which derive from the preparation conditions at the preparation site (clean room). As already

mentioned under microb. sterility ofprepared products, this value is a standard value that is

always used if no deviating value is given with the dosage form of the product. For stability,

the shorter value of microbiological and chemical—physical stability is always referred to. If a

deviating microbiological sterility is supposed to be used for a remainder of a particular product

(for example because a preservative has been added), then a deviating value can be entered for

this product in Dosage forms of a product.

Highest remainder number: For each (recorded) remainder, a number is assigned by BD

CatoTM TPN, based on which the preparer can identify the remainder. To avoid this number

becoming "infinitely" big over time, it can be determined here from which number on the num—

bering is to start with "1" again. A value of 999 is recommended because even with long stor—

age times there can be no mix—ups.

Usable remainder in vials: Since BD CatoTM TPN knows at all times during gravimetric pre-

paration how much active ingredient is still left in the Vials, the assessment as to whether a Vial

is empty or not is made automatically. As long as there is still an active ingredient left in the

Vial, BD CatoTM TPN assumes that this, too, should still be withdrawn. With this value, a
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substance quantity can be set in mL, below which it is no longer justifiable to pierce the vial

once more. In other words: this is the substance quantity in mL, which may remain in the vial

and it will still be considered empty. Since in most cases (regardless of overfill with active

ingredients), the entire quantity of active ingredient is not or cannot be withdrawn, this value

represents an important prerequisite for an expeditious working process.

Notice: The value entered here is merely a standard value, because for each dosage form of a

product a remainder quantity of its own can be stated. If nothing else has been entered for this

dosage form, then this value applies.

Time of administration: Establishes a value which is to be used for calculation if no time is

stated with the medication.

Consider stability of remainders: Establishes whether the stability of the remainder should be

taken into account in calculating the stability of finished preparations.

Save all vials as remainders: Here it can be determined if vials selected for a preparation

shall be automatically considered as a remainder (for example because it is customary in your

company to provide all vials with a spike before the beginning of preparation), or if not yet

reconstituted powders or solutions from which nothing was withdrawn during the preparation

shall be posted back into inventory.

I4.2.3 Printers

Make sure that all users who are working with ED CatoTM TPN and want to print reports have

a printer available in Windows.

Printer for reports: Local setting that determines on which printer statistics, audit trails, and

reports are going to be printed on.

Label printer: Local setting that determines which printer labels are going to be printed on.

I4.2.4 IT Settings

4.2.4.1 General Settings

Network path for auto update: If BD CatoTM TPN is installed on several work stations, it is

recommended that a directory within the intranet is set up on the intranet that everybody is

authorized to access and that shall be entered here. A unique path should be used here, which

contains the name of the server, and not a linked network drive. If such a directory has been

entered and an update is made by BD CatoTM TPN on one computer, then the update program

checks if such a directory has been entered. If this is the case, then all program files of the

new version will be copied by the update program into this directory automatically. If BD

CatoTM TPN is subsequently started on a computer on which no update has been carried out

yet, then BD CatoTM TPN will check if there are new program files in this directory and will

update itself if need be. Therefore it will not be necessary to perform an update on each com—

puter individually.

BD Cato standard proxy: Defines the standard proxy for all BD CatoTM TPN program mod—

ules.

GSl GTIN for medication barcode: Determines which GTIN is to be referred to for the med—

ication barcode. Selection in this process can be made from the GTIN of the center (which has

been defined in the master data), in which the administration is being conducted or the use of

the global GTIN, which you can define individually via this form.
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4.2.4.2 Number Assignment

Mandatory patient number: This setting determines whether the entry of a patient number in

the patient master file is mandatory or not.

Patient number format: Here a format for the patient number can be entered. A "0" is a place—

holder for a digit, an "X" for an alphabetical character and any other character (such as / or —)

will be used as a fixed separator. A format of "0000—0000/00/000000" would determine that, for

example,

"1234—5678/02/564567" would be a valid number; however, "1234—5678/02— 5645AB" would be

an invalid patient number.

Mandatory therapy plan numbers: Here it is determined whether the entry of a therapy plan

number shall be mandatory or not.

4.2.4.3 Security

Password expiration: Regulates the duration of validity of the passwords. The user receives a

warning if the password expires in the next 30 days. A new password must be different from

the last four passwords previously used by the user.

Password definitions: A minimum length and minimum number of numeric and non— numeric

characters which can be used to form a password can be saved. In addition, it is established

whether the password is allowed to contain the user name or the first and last name of the user.

Maximum number of user identification attempts: A number which can be configured

(standard value: 10, no entry deactivates the function) of wrong login or authentication

attempts. If this number is exceeded, then the user account is automatically blocked (Intrusion

prevention).

. Successful and failed login attempts as well as logout attempts are recorded in the event

log (Intrusion detection). In the user’s event log it is possible at any time to see the suc—

cessfiil as well as the failed login attempts.

. The last successful or unsuccessful login is displayed on the splash screen for the user

after logging in.

User account inactivity block: Accounts that have not been used for longer than a certain

period (standard value: unlimited, an entry range between 14 — 999 days is possible) are set to

Account deactivated. If necessary this block can be canceled in the User management.

. In the User management it can be determined that the inactivity block does not apply for

individual users. IT staff, for example, who only rarely access the system to provide sup—

port of interface adjustments, can be exempted from the block.

Inactivity check: Defines after how many minutes of inactivity BD CatoTM TPN is to log off

the current user.

Preparation inactivity check: This setting has an effect both in volumetric and in gravimetric

preparations and is particularly intended to enable an inactivity check during this to be

switched off.

Close and log-on under different name: As mentioned under Allow cancel on user change, it

is possible in BD CatoTM TPN to change users without closing the program. This setting determ—

ines whether this function should be available.
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4.2.4.4 Data viewing log

Individual patient data: Determines whether, for data privacy reasons, a log should be kept of

when a user Views the master data, diagnoses, medical results, or therapy plans of a patient.

These access events can then be retrieved in the event log.

4.2.4.5 Optimization

Database Connection Parameters

Determines the transaction security with which the connection to the database is established.

These values may be changed only in consultation with ED.

Resource Management

Unload therapy plan and regimen dialogs: Used to adapt to limited system resources (for

example in certain Citrix environments).

Screen resolution adjustment: Indicates whether the screen resolution shall be stored when

adjusting the input form.

Caching times: To increase the working speed of BD CatoTM TPN in large databases, here

you can set the intervals at which

. rarely changing Basic master data (for example possible containers, infusion solutions),

. master data (for example products, dosage forms),

. and settings

will be reconciled with the database. These data are stored locally during the intervening time.

Cache Cleaner

Cache cleaner settings: Here you can choose settings (interval and minimum age of an object)

for removing "old" objects from the cache.

4.2.4. 6 File Export (CSV)

With BD CatoTM TPN, many evaluations and statistics can be exported to comma separated

value (CSV) files. You can adjust this data export using the following settings:

Separator for values: Sets the ASCII code for the character which separates the values (for

example 44 for comma, 59 for semicolon, 9 for tabulator, and 13 for CR).

Record separator: Sets the ASCII code for the character which separates the data records

(for example 44 for comma, 59 for semicolon, 9 for tabulator, and 13 for CR).

Decimal separator: Determines whether a decimal point or a comma is used as a separator of

decimals.

4. 2. 4. 7 File Export (Fixed Field Length)

Users of the consumption export add—on module can adjust the export file:

Decimal separator: Determines whether a decimal point or a comma is used as a separator of

decimals.

File type: Determines the file type of the export file.

File header: Determines which file header is to be used.

4.2. 4. 8 Export Files

Users of export interfaces can set the directory name where the export files can be copied.
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4.2.4.9 User Verification

Multiple user verification: States if during (1) a user check at login and (2) during the status

change of a medication one successful check suffices, or if all configured checks have to be

carried out successfully.

Barcode for login: States if during login, the authentication is possible using a barcode.

l4.2.5 BD CatoTM TPN Basic Settings

BD CatoTM TPN basic settings: The following settings can be made here:

Energy unit: Specifies whether energy values are displayed in kcal or k] in the program.

Check dose limits: Specifies whether the dose limits that are stored with active ingredients will

lead to warning messages or not.

Glucose active ingredient for the therapy plan: Specifies which active ingredient will be ref—

erenced for the calculation of the total glucose concentration. In the therapy plan of parenteral

solutions, the maximum glucose concentration will be monitored, based on the catheter that is

used. To give the users as much freedom as possible when naming the products (after all, BD

CatoTM TPN is used in many countries), it is necessary to specify which active ingredient shall

be referenced for the calculation.

Aqua dosage form for dilution of the glucose in the therapy plan: For a parenteral bag, the gluc—

ose that is used can be automatically diluted with Aqua up to the prescribed nominal volume.

Here you can define the product (or dosage form of a particular product) with which this shall

occur.

Preferred underlying medical result: Specifies which medical result under Possible medical

results will be used as the basis of calculation for the overall overview. In addition, this med—

ical result is automatically suggested for dose calculations (see also Preferred dose determ—

ination below). Since changing this value would change all existing templates and therapy

plans, this value may be modified only by an employee of BD. The medical result Weight,

which permits entry of kilograms or grams as the body weight, is entered here by default.

Standard administration route: Automatically fills the field Administration route of parenteral

medications and standard bags with the entered value. However, this can still be changed

there.

Ionogram: A list of the electrolytes and trace elements that are displayed in the therapy day

form (and which must be checked) can be compiled here.

Fill up with Aqua: Specifies whether this function is set automatically with new therapy days

or must always be called up manually.

Minimum volume for 24h medications: For 24h medications, BD CatoTM TPN will only per-

mit therapy plans with at least this volume.

Optional required fields: Defines which data must be entered for a therapy day in order to

save the day. The following values can be set:

. Nominal volume

. Administration route

. Administration duration

. IV line (main IV line)
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Display of medication number: The medication number unambigmously defines each med—

ication in BD CatoTM TPN. However, many users do not wish to see this number in the list of

therapy days because the many numbers can be confusing. Of course, the user can still search

for these numbers in the system and also print them on labels, for example.

Preferred dose determination: Determines for new medication entries whether an absolute

value or a calculation according to the underlying medical result (see above) shall be ref—

erenced as the calculation of the dose.

Warning when nominal values are exceeded: Permits switching off of this warning, which is

irrelevant for many users.

l4.2.6 BD

These settings are predefined and must only be changed under specific circumstances. They

can substantially impact the behavior of the software and are only relevant for specific install—

ations. For security reasons, changing these settings can only be effected by BD support rep—

resentatives and are locked with a special password. However, it is possible to print the

settings for documentation purposes. For further information, contact our support team. You

can see these settings under Administration > Settings > BD.

4.2.6.1 Basic Settings

ICD code: Here you may enter if you want to use the ICD—9 or ICD—10 diagnosis catalog.

Density for ready-made solutions mandatory: Here you can define if the entry of a density

should be mandatory for ready—made solutions in Strengths of a product or not.

Final verification by inspecting physician: Replaces the term pharmacist with inspecting

physician in the entire program.

Medication List

Medication list: status change: Determines if the possibility of a change of status should be

shown in the Medication list.

Medication list: automatic refresh: Determines if the list of medications should be updated

automatically in case of a change to the Medication list.

Medication list: automatic refresh when inactive: Determines if the list of medications in

the Medication list should also be updated if BD CatoTM TPN is not currently active.

Dose calculation for relative dosages: Determines whether in the list of medications in the

Medication list the currently resulting final dose should be displayed for planned medications

which are dosed in relation to a medical result.

4.2. 6.2 Regimens and Therapy Plans

Dose left of product designation: Determines if the dosage entry in mg for medications in ther—

apy plans and regimens shall be shown before or after the product designation.

Cycle number: Defines whether it should be possible to edit the cycle number in the Therapy

Plans program module.

4. 2. 6.3 Therapy Plans

Linking product-specific documents: If a path to a document is entered under Products, then

it can be set here whether this document should be available through the link in the therapy

plan and also possibly be printed automatically.
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Paste copied medications as planned medications: Defines if a copied medication should nor—

mally be pasted as planned or if the current status should be adopted (depends on the per—

mission of the user).

Display "initially planned cycle interval": Defines whether after a cycle postponement the

original distance to the previous cycle should be displayed in the therapy plan or not.

Display administration approval: Determines whether an available or unavailable admin-

istration approval should be shown in the title bar of medications or not.

Default value administration approval: Determines which status new medications should ini-

tially have by default.

Preselection regimen checkbox: Determines whether BD CatoTM TPN should assume that

normally therapies are applied according to an existing regimen or if therapy plans should be

entered rather freely.

Warning upon change of regimen: Defines if BD CatoTM TPN should display a warning if

inserting a cycle into a therapy plan would also involve a change of regimen.

Display profitability index: Determines if upon the creation of a therapy plan from a regimen

the profitability index of the selected regimen should be shown or not.

Suggestion new therapy plan: Determines whether the creation of a new therapy plan should

automatically be suggested for a patient who does not have an assigned therapy plan yet in

case of a change to Therapy plans.

Direct dispense and administration: Determines if medications that have not been verified by

a pharmacist, but are to be dispensed may be dispensed and administered by users with appro—

priate permission.

Prefill administration time: Regulates whether during administration the time is to be pre—

filled with the current time or not.

Display beginning of cycle: Regulates the display of the cycles in the therapy plan at the begin—

ning of the cycle.

Display medication order number: Determines if the medication order number should be dis—

played. This entry can be mandatory or optional.

Pre-selection for diagnosis filter: Determines whether the Diagnosis filter checkbox should

be preselected when creating a therapy plan from a regimen. This means that only regimens

with the same assigned diagnosis as the patient are displayed.

4.2.6.4 Medications

Veh. volume mandatory in regimen med.: Determines whether a vehicle volume has to be

established in the regimens or not.

Veh. volume mandatory for medication selections: Determines whether a vehicle volume

has to be entered already as mandatory with a medication selection.

Veh. volume mandatory in planned med.: Must a vehicle volume be entered mandatory

already in the planned status?

Veh. volume mandatory in phys. med.: Determines whether a vehicle volume must already

be entered as mandatory during verification by the physician.

Additional Warnings

Time of administration before cycle start: Defines whether a warning message should be dis-

played if the time of administration is before the beginning of the cycle.
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Administration time in the past: Defines whether a warning message should be displayed if

the time of administration is in the past.

Warn of cycle overlap: Determines whether a warning is to be given when cycles overlap.

Administration warning for linked medications: Defines whether a warning should be dis—

played for relative linked medications if the order is not kept during administration.

4.2. 6. 5 Preparation /Dispense

Lot management: Here the following settings can be adjusted:

Lot barcodes: Defines which barcodes for products or product lots, infusion solutions or infil—
sion solution lots as well as for empty containers or empty container lots should be used.

Behavior when scanning: Defines how the lot management shall react upon scanning of a bar—

code.

Barcode search: Defines how a search is supposed to be carried out after a barcode has been

scanned.

Preparation site selection during preparation: Determines whether the selection list for the

preparation site should be shown in Gravimetric preparation and Volumetric preparation.

Error message for administration times in the past: Determines whether an error message

should be displayed in Set up preparation and Gravimetric preparation if the time of admin—

istration of the medication is in the past.

Preparation barcode: Defines which number should be used as preparation barcode (the bar—

code saved during the preparation or the preparation number can be selected).

Confirmation with volumetric remainders: Enables the assignment of volumetrically created

remainders in the parts list. A volumetrically reconstituted powder cannot be used for a gra—

vimetric preparation. A respective parts list is therefore provided with the note Volumetric pre—

paration only.

Volumetric remainders for gravimetric preparation: Enables the use of volumetrically pre—

pared remainders for gravimetric preparation. This applies only to remainders of ready—made

solutions, since BD CatoTM TPN can carry out a check of the amount of active ingredient

based on the master data. Reconstituted powders, however, cannot be re—used gravimetrically

(during the selection of such remainders a notice will appear — Prepare only volumetrically — or

the medication will no longer be displayed in the form for gravimetric preparation).

Multiple assignment of strength barcode: Determines whether it should be possible to assign

the same barcode to several strengths.

4. 2. 6. 6 Reports

Different fields can be changed for the listed reports and printouts.

Furthermore, there is the possibility to use a different browser (for example "Opera"), for

example to define page breaks (this is not possible with Internet Explorer). This way it can be

avoided for therapy plan reports that the details of a medication are printed on different pages.

The browser must be installed on the computer and the path must be saved here. That way it

can be achieved that only BD CatoTM TPN uses it, but otherwise Internet Explorer will still be

used as default browser.

Group parts lists: Defines whether for parts lists one report should be printed per preparation

set or a grouped report for several preparation sets.
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General Settings

External browser: A path to an external browser can be defined here.

Header on reports: Determines the text that should appear in the header of reports that have

no context—specific header.

Multiple printout: Determines whether an attempt should be made to print several labels at

once.

Header on lot register report: Determines the text which should be shown in the header of

the lot register report.

Sale Sheets (CSSl

Different layouts can be assigned to different reports here and they can be adjusted upon

request (for example color print). Reports for billing, preparation summary and therapy plan

can be selected. Contact BD directly if required.

4. 2. 6. 7 IT Settings

Process monitoring: Activates trace logging.

Process monitoring for label and report printing: Activates trace logging for label and

report printers.

l4.3 Dosing Rules

Various dosing rules, for example rules based on certain mixing ratios of various active ingredi—

ents, can be saved in BD CatoTM TPN. This module requires an experienced user, so speak to

our support team before using it.

I4.4 Preparation Site Administration

With an add— on license, various preparation sites and stock sites can be managed in BD

CatoTM TPN.

Preparation Sites

Name: I

Abbreviation: I

B Is only storage location without preparation E with safety cabinet assignment

Belongs to main stock: I

Shipping settings:

The user can define whether a stock site is a main stock (storage only, without preparation) or

stock with a preparation site (sub—stock). Various sub—stocks can also be assigned to one main

stock. In addition, a manufacturer (for example another external pharmacy), for which the med—

ications are prepared, can be specified.

'45 Manage Statuses/Flags

This module is also protected with a special password. Additional control steps can be set up

for lot management. Please contact our support team if you are interested.
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I4.6 Determine Layout of Labels

See chapter Labels on page 107.

I4.7 Compounder Configuration

In BD CatoTM TPN it is possible to simultaneously operate as many compounders as desired,

even from different manufacturers. Data records must be created for the individual devices in

the Compounder configuration menu item. In Set up preparation, the user can define the

compounder for which the preparation shall apply. Different data will be necessary depending

on the generator.

l4.7.1 ExactaMiX 2400® (TPN Compounder from Baxter)

This unit is not activated directly through BD CatoTM TPN. The compounder has its own con—

trol software that performs the preparation. However, files can be created in BD CatoTM TPN

with the required quantities and transferred to this software (see also the section on pre—

paration).

Compounder configuration

Name: EM24OO , Blocked for use

Compounder type: Baxa E

Network share: C:\compounderfiles Print labels automatically when sending to the compounder: Nu m

Database flle path: C:\TPN DB test

Channel FV Preferred products

‘

The following parameters must be defined:

Designation: Give the compounder a name that uniquely defines it. This designation will then

be shown under Set up preparation.

Compounder type: As compounder type, select Baxa.

Preparation site: A supplemental module from BD CatoTM TPN permits operations at geo—

graphically distinct preparation sites that also have separate stock keeping. If this module is

activated, you will have the option here to tell the system where the compounder should work.

Blocked: Prevents assignment under Set up preparation or permits no additional preparation

on this compounder.

Network share: A network path in which BD CatoTM TPN places a directory with activation

files for the control software (PAT files). These files are imported by the compounder control

software and used for filling.

Database file path: The path to the BD CatoTM TPN database where the compounder can

place a preparation report following preparation. This report can then be retrieved from BD

CatoTM TPN and printed.

Automatically print labels: If set to yes labels for the affected preparations will be auto—

matically printed when the compounder files are sent (see Setting Up Preparation for a Com—

pounder on page 87). A barcode can also be printed onto the labels. This barcode can be read

by the compounder's barcode scanner to start the preparation.
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l4.7.2 Neocare medOC®

The medOC machines connected through a serial interface can be controlled directly through a

preparation module in BD CatoTM TPN.

Emmm:mumm ‘ D ‘“
‘

Compounder configuration

Name: : Blocked for use

Compounder type: Neocare medOC (Serial interface) E Define compounder order

Number of channels: 12 Print labels after preparation: No B

Channel FV Preferred products
1 2mL NATRIUM CHLORID 03% Inf.lsg., NATRIUM CHLORID FRES.1M Amp. fl
2 4mL KALIUM-L-MALAT 1M |nf.zus.Amp.. KALIUMCHLORID 1M FRES Amp. m

3 4mL CALCIUM FRESENIUS Amp., CALCIUM GLUCONAT 10% B.BRAUN lniq. @

4 3mL MAGNESIUM GLUCONICUM LH Amp. m
5 3mL PEDITRACE In1.lsg. fl
6 3mL PRIMENE10%|nf.Isg. m

_-INTRALIPID 20% Emulsion z.|nf.
8 3mL VITALIPID l. KINDER Konzzlnf. fl
9 4mL SOLUVIT Tr.subst. (11) m

10 4mL AQUAAD INJ. L59. m

11 3mL GLUCOSE -1-PHOSPHAT 1M Amll @

12 5mL GLUCOSE 60% lni.bt|., GLUCOSE 50%, GLUCOSE 15% fl

The following parameters must be defined:

Designation: Give the compounder a name that uniquely defines it. This designation will then

be shown under Set up preparation.

Compounder type: In this case, select Neocare med0C®.

Preparation site: A supplemental module from BD CatoTM TPN permits operations at geo—

graphically distinct preparation sites that also have separate stock keeping. If this module is

activated, you will have the option here to tell the system where the compounder should work.

Number of channels: Number of channels of the connected medOC® compounder.

Print labels after preparation: Labels can be printed always, never, or when requested by the

user.

Blocked: Prevents assignment under Set up preparation or permits no additional preparation

on this compounder.

4. 7.2.1 List of Channels

In the Set up preparation program module, BD CatoTM TPN automatically calculates a quant—

ity suggestion for the preparation and distributes the substances to the existing channels. This is

initially done "randomly", whereby the channel assignments can vary from one preparation set

to another. While the channel assignment can be modified as desired, it is useful for the assign—

ment to be performed right away, at least in large part, to keep the workflow as fast as pos—

sible.

Preferred dosage forms can be saved in the compounder configuration for each channel and

will be taken into consideration as such when creating the parts list. For example, glucose shall

always be pumped on channel 1, while water will be pumped to channel 3.
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z "aim" WWW“ lo- . -ma. g
Maintain pump channel 1

Flushing volume: mL

I Preferred dosage forms: E

I
Pos. Preferred dosage forms El

1 1 NATRIUM CHLORID 0.9% Inflsq, El
2 NATRIUM CHLORID FRESJ M Amp.

,

I

Multiple dosage forms can be stored as alternatives (if both appear in the parts list, BD CatoTM

TPN will select the one that is first in the list).

Flushing volume per channel: A flushing volume can also be defined for each channel

(volume used to flush the channel after an equipment change). When Flush is pressed at the

compounder, this volume specification is forwarded to the compounder.

I4.7.3 medOC VMC

The more modern compounders from medOC have a file- based interface, i.e. they inde-

pendently work through the preparations and a file is created in BD CatoTM TPN and sent to

the compounder as an order. But in contrast to the EM2400 described above, the channel assign—

ments from BD CatoTM TPN are adopted and must therefore be adjusted. Unlike the series com-

pounder described above, these assignments cannot be modified at a later time.

ifl Cumpoullderamfigurafion El--

Name: Medoc_Pump D Blocked for use

Compounder type: medoc VMC (File-based interface) E : Define compounder order

Number of channels: 8 Print labels alter preparation: No B

Network share: C:\compounder

History network share: C:\cornpounder\history1

Channel Prelerred products

1 GLUCOSE 10%, GLUCOSE 15%
2 AQUAAD INJ. L59.
3 NATRIUM CHLORID 0.9% InUSSL NATRIUM CHLORID FRES.1MAmD.
4 PEDITRACE Inf.lsq.
5
6
7

m‘mlmnan. :3:

I11 a.=
rn Q-KALIUMBYPASS 0,5M |ni.|s_q.

CALCIUM FRESENIUS Ampl
VITALIPID 1, KINDER KDaJnf.

8 INTRALIPID 20% Emulsion Z.|nl.

lmln
‘3

rn9

Designation: Give the compounder a name that uniquely defines it. This designation will then

be shown under Set up preparation.

Compounder type: In this case, select medOC VMC.

Preparation site: A supplemental module from BD CatoTM TPN permits operations at geo-

graphically distinct preparation sites that also have separate stock keeping. If this module is

activated, you will have the option here to tell the system where the compounder should work.

Number of channels: Number of channels of the connected compounder.
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Print labels after preparation: Labels can be printed always, never, or when requested by the

user.

Network share: A network path in which BD CatoTM TPN places a directory with activation

files for the compounder's software. These files are imported by the control software and used

for filling.

Network share history: Currently has no function and is implemented as preparation for

return transmission of data.

Blocked: Prevents assignment under Set up preparation or permits no additional preparation

on this compounder.

4. 7.3.1 List of Channels

In the Set up preparation program module, BD CatoTM TPN automatically calculates a quant—

ity suggestion for the preparation and distributes the substances to the existing channels. This

requires assigning the existing products to certain channels.

'3 Attention: Products not included in the list will not be assigned in the preparation.

As many products as desired can be assigned to each channel (for example glucose from vari-

ous manufacturers), but each product may appear in the list only once.

[4.7.4 IMF

Compounders from the company IMF also work through the preparations independently. A file
is likewise created in BD CatoTM TPN and sent to the compounder as an order. But in contrast

to the EM2400 described above, the channel assignments from BD CatoTM TPN are adopted

and must therefore be adjusted. Unlike the compounder described above, these assignments

cannot be modified at a later time.

Zeompmndmmfigumlim
‘

1: WE.
‘

Name: IMF
7

Blocked for use

Compounder type: IMF :l Ll Define compounder order

Number of channels: 12 Print labels after preparation: No B

Network share: C:\compounder

History network share: Czwompounded

Channel Preterred products

GLUCOSE 60% |nl.btl.. GLUCOSE 15%, GLUCOSE 5%
PEDITRACE Inf.lsg.
PRIMENE 10% Int.lso.
NATRIUM CHLORID FRES.1M Amp.
KALIUMCHLORID 1M FRES Amp.
CALCIUM GLUCONAT 10% B.BRAUN Ini.Iso.
GLUCOSE -1-PHOSPHAT 1MAmp.
MAGNESIUM GLUCONICUM LH Amp.
VITALIPID f. KINDER Konz.z.lnf.

10 OMEGAVEN FRESENIUS 10% Emulsion Llnf.
11 PROPOFOL FRESENIUS 1% Emulsion z.|ni.od.lnf.
12 AQUAAD INJ. L59.

m9-
I112

"1E
m L1
I'TlE-
m E-
"1E

unaware-aim.-
mm9&-
mE.

.

mE-

Designation: Give the compounder a name that uniquely defines it. This designation will then

be shown under Set up preparation.

Compounder type: In this case, select IMF.
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Preparation site: A supplemental module from BD CatoTM TPN permits operations at geo—

graphically distinct preparation sites that also have separate stock keeping. If this module is

activated, you will have the option here to tell the system where the compounder should work.

Number of channels: Number of channels of the connected compounder.

Print labels after preparation: Labels can be printed always, never, or when requested by the

user.

Network share: A network path in which BD CatoTM TPN places a directory with activation

files for the compounder‘s software. These files are imported by the control software and used

for filling.

Network share history: Currently has no function and is implemented as preparation for

return transmission of data.

Blocked: Prevents assignment under Set up preparation or permits no additional preparation

on this compounder.

4. 7.4.1 List of Channels

In the Set up preparation program module, BD CatoTM TPN automatically calculates a quant—

ity suggestion for the preparation and distributes the substances to the existing channels. This

requires assigning the existing products to certain channels.

.1. Attention: Products not included in the list will not be assigned in the preparation.
I.

As many products as desired can be assigned to each channel (for example glucose from vari—

ous manufacturers), but each product may appear in the list only once.

I4.8 Hardware Configuration

Here special hardware can be defined, for example scales for gravimetric preparation, barcode

scanners, and compounders.

See BD CatoTM TPN Installation Plan.

I4.9 Internal Billing Prices

As already mentioned in the master data, BD CatoTM TPN provides an option of recording

internal billing prices and of referring to these for various accounting purposes.

Internal prices can be entered for products, infusion solutions, empty containers and for addi—

tional articles and services. Registration of these prices can be undertaken in BD CatoTM TPN

in various ways. The internal billing prices module can be reached directly via the master data

forms or this module can be accessed via the Administration > Internal billing prices menu.

It is possible to create new internal billing prices, then they can be edited and deleted.

Display prices of: Filtering can be undertaken here according to products, infiision solutions,

empty containers and additional articles and services.

Display blocked products: Determines whether blocked products are to be displayed as well

or not.

Designation: Filtering for certain products can be undertaken in this field.

VAT/sales tax: The sales tax can be stated here and applies to all strengths of the product.
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From: Is a mandatory field and determines the date from which the price applies. Via the Cal—

endar icon, you can conveniently select a certain date in the calendar, which is then auto—

matically adopted in the From field.

Price: Is a mandatory field and determines the price of a certain product.
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5. TEMPLATES

a File Preparations Therapy MasterData

mAdminisiration

2

. . . a £1 Templates Therapy days Set Up Preparation Set up dispense Perform preparation

Click the Templates button in the header or use the Therapy menu.

In BD CatoTM TPN, three different types of templates can be created.

Therapy days: Here you can store medical result-dependent templates for entire therapy days

which can then be prescribed to the patients. These templates can be modified as needed when

making a prescription.

In the therapy day templates, templates for standard bags and 24h medications (see below) as

well as enteral administrations can also be stored for the planning.

Standard bags: For the documentation of many standardized products that are held in stock

and are assigned to the patients as needed. These mixed bags can then be either prepared

internally or purchased ready to use.

24h medications: Co-medications that, although they have nothing to do with the actual nutri-

tion, are still considered in the total volume of a therapy. On the other hand, they may also con-

tain nutrition-relevant parts (for example dilution with glucose or NaCl).

I5.1 24h Medication Templates

These medications can be viewed as a type of pool for the individual therapy plan. This can

ensure, for example, that an unsuitable diluent is not mistakenly assigned. To make it easier to

work in the actual therapy plan, you can also enter a designation that can be used for search

purposes in the therapy day.

If the corresponding tab is marked, a list of the existing templates will be displayed. Buttons

for the following functions are located below the list:

. Create new template

. Edit and change existing template

. Delete template from the list

l5.1.1 Creating New 24h Medication Template

This input form appears:

'24....nedmummpm . . nor-3.! -. w; . -‘ or."

24h-medication template

Designation:

Product Quantity per Quantity abs. Vol abs.

E Elkg Gewicht @111: = mL
Still with: I} q.s.to mL = mL

Container Overflow Gluc. Osmol. Add. IV line

1(0mL) E 6‘ abs. orel. % .I‘ 100.00% <MainIVIine> 1} open app.

Designation: As previously mentioned, any desired designation can be entered. If nothing is

entered, the designation displayed in the search lists will be comprised of the components of

the medication. Therefore, entry of a designation is not mandatory.
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Product: Here a selection can be made from the list of all saved liquid products and dosage

forms. Dosages can be either in milliliters or in the units saved for the product. The amount can

be stored as an absolute value or as a reference to a medical result value (for example weight

of the patient), since the medication can ultimately be prepared for individual patients.

Of course, only an absolute final volume can be prescribed.

‘T‘ ‘Y‘
Use the Plus key to add more lines for additional products; use the red X to

— — remove lines.

As a result, as many products as desired can be mixed.

The indicated vehicle (fill up with) is always assumed to be a q.s. to—filling. If, for example,

glucose or NaCl is used, the nutrition—relevant data will be added to the overall view of the ther—

apy day (see Therapy days section).

Container: Here you define the container into which the mixture will be filled. In the list, con—

tainer designations alone (Bag), with material (Bag PVC), and as a specific product (Bag

1000mL PVC Baxter) are available for selection. Depending on this, a specific bag will be sug—

gested (or not) when a preparation is set up.

Overfill: To cover for the possibility of greater needs and/or account for long feed hoses for

the required amount, it is possible to specify an overfill amount (as absolute amount or in per—

cent). This makes it easy to have amounts that are ready for preparation or administration on

hand at all times. A minimum volume can also be saved for these medications under Admin-

istration > Settings, so that a warning will be triggered if the amount is not met.

The additional catheter can be defined only in the therapy day and is explained there.

Route and duration of the administration as well as a guaranteed stability of the final product,

which will be printed onto the preparation label, can be entered under the link for the admin—

istration specifications.

Click the OK button to save the template in the database.

l5.1.2 Editing 24h Medication Template

Re—open the entry form by double clicking a template in the list or by pressing the 24h med—

ication template button.

All fields are available for changes because once the medication is prescribed, it is no longer

connected to the template.

I 5.1.3 Deleting 24h Medication Template

If a template is no longer needed, it can be easily deleted from the list. Use the corresponding

button for this.

5.2 Standard Bag Templates

5.2.1 Displaying and Editing Standard Bags

After selecting the corresponding tab, the existing templates are shown in a list. Similar to the

24h medication templates, double click or use the Edit standard bags button to open and edit the

template.
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Unlike the medications, these can no longer be modified once a therapy plan has been com—

pleted through the use of this template because otherwise the prescribed amount may deviate

from the actual amount.

l5.2.2 Creating New Standard Bag

A new template can be added using the New standard bag button. First a form appears that

gives the user the option of basing the new template on an existing one. For example, if a

product already in use is switched, this makes it very easy to create a template that is oth—

erwise the same.

Then an input form will open:

Shndawbwww—
Standard bag template

Name:

Barcode: expected final weight: 9 Energy: 0.00 kcal D Blocked

Product Quantity per Quantity abs. Vol abs.

El E abs. {L /d= = mL fl
Container Overflow Gluc. Osmol. Add. IV line

(0mL) E ‘9 rel. "/n x 100.00%m<MainIVIine> 41. ogen agg.

This form corresponds to the entries for 24h medications so the user's procedures are as much

the same as possible. However, some fields have no function. The description takes this into

account.

Designation: Enter the desired designation for the template.

Barcode: Used for barcode identification, if present.

Anticipated weight: When using a gravimetric check at the end of the preparation, it can be

compared to this weight. The specification is shown on the preparation instructions.

Energy: Displays the calculated energy value.

Block: Removes the template from the selection list for therapy plans.

Product: Here a selection can be made from the list of all saved liquid products and dosage

forms. Dosages can be either in milliliters or in the units saved for the product. This amount

can be saved only in absolute values and not with reference to a medical result, since the bag

is not prepared for an individual patient. In other words, it does not matter whether the dose is

entered into the Amountper or Amount abs field.

Use the Plus key to add more lines for additional products; use the red X to

remove lines.

Container: Here you define the container into which the mixture will be filled. In the list, con—

tainer designations alone (Bag), with material (Bag PVC), and as a specific product (Bag

1000mL PVC Baxter) are available for selection. Depending on this, a specific bag will be sug—

gested (or not) when a preparation is set up.

If necessary, an overfill and a stability can also be specified for the standard bag. In contrast,

the additional catheter and the administration specifications can be defined only when planning

a specific therapy.
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l5.2.3 Deleting Standard Bags

A template can be removed from the list with the Delete standard bag button. A security query

will be performed:

Do you really want toMetal fl

/
'

‘

(0} Do you really wish to delete the selected templates?

Here as well, if the template has already been used for a therapy, it can no longer be deleted

(this time for documentation reasons).

'53 Therapy Day Template

A therapy day template is a plan for what is ultimately a complete therapy day for an individual

patient with parenteral and enteral nutrition portions as well as oral and other medications. For

example, special templates can be created for premature infants in various stages of devel-

opment and then prescribed to patients with these needs. This greatly simplifies entries for ther-

apy cases (see Therapy Days on page 71).

I 5.3.1 Creating New Therapy Day Template

Use the New template button to create a new template. The following input form will open:

Name: \

Vol.: Nam: mL/kgld : ld m: u no "nld : a no nl osmolarity: alum:

Energy: unknown carbohydrate: unknown Protein: unknown Fat: unknown
Edit

Na: unknown K: unknown ca: unknown P04: unknown Mg: unknown
—

Parenteral ‘Standard bag | Emeral | fill-medications \ om \ Remarksi

[i r‘

F Proteins

E Trace

I:
E Vitamins

E Fats

E Other

Container Overflow Gluc. Osmol. Add. IV line Hide container

1(OmL) m nabs. rel. a, J mm<Main|V|ine> tr open agp. T] 7]

cancel

Planning the Therapy Day:

To make as much information as possible available when it is needed yet remain well-organ-

ized, the form is divided into several parts which show or hide various additional information

as necessary.
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5.3.1.1 General Information

Designation: Name the template whatever you prefer. This designation will later be shown for

selection in the therapy plan, so it should be as clear as possible for users who will later

encounter it (for example premature infant <1000g, growth phase).

Nominal volume: Enter the value for the nominal volume (this is mandatory!). In the individual

therapy day a check will see if this volume has been exceeded or not reached. In the template

itself, the value can be checked only if all dosages are specified the same (meaning all per kg

or all absolute). Accordingly, the actual value can also be calculated or not.

Whether or not osmolarity and glucose concentration can be checked or not also depends on

this. All of these fields are then also displayed for a therapy day and are filled there, since the

medical result data for the patient will also have to be present.

5.3.1.2 Check Values

In addition, standard values for energy, carbohydrates, proteins, fats, and the electrolytes

defined in the Settings can also be stored. These values will be checked at a later time when

the template is used for a patient. In other words, unlike the maximum values in the master

data of the products, special values for certain groups of patients can be stored here.

To enter the values, click the blue link Edit at the right in the light gray line.

Enter the target values in the following units:

. Volume: mL/kg/day

0 Energy: kcal or kJ (depending on the setting)/kg/day

o Carbohydrates: mg/kg/minute

. Protein and fat: g/kg/day

o Electrolytes/trace elements: depending on the setting

5.3.1.3 Parenteral

In the center section, the individual products can be selected and dosed. Unlike the standard

bags, it is possible to set dosages not only in absolute values, but also based on a medical res—

ult, such as body weight. Depending on this, a final volume may be displayed, or not.

The corresponding target values of the template can be displayed here only if all components

are dosed according to body weight. The concentration of glucose does not yet have an effect

because no catheter has yet been assigned (see the planned therapy day for information).

The nutrient groups known from the master data are displayed initially. To assign products to

this group, click the Plus in front of the group designation to open an input field:

Parenteral ‘standard bag l Enteral ‘ 24h~medications ‘ Oral ‘ Remarks

Quantity per Quantity abs. vol. abs. 1 ext.

E F
GIucose(GLUCOSE50%) E 5.00 -:|Ikg/min kglmin EMF rnL = mL I: 1‘ .

Entry proceeds in the same manner as with the medication templates, although the products are

filtered to show only members of the respective group.

;I fl
To assign more than one product or to delete an unnecessary entry, use

the buttons located to the right of the line or the "+" in front of the nutri—

E‘ Carbohydrates — em group heading.

In this way, the template can be filled with all planned products.
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3.
To calculate the volume or calculate the active ingredient amount from the volume, you

i.
must always work with unambiguous products in BD CatoTM TPN. In other words, even

if an active ingredient is prescribed (for example calcium in mmol), the specific product

with which it shall be added must also be clear. For this reason, the product des—

ignations are always given in parentheses.

In the lower section of the form, the solution can now be divided into as many containers as

desired in order to avoid stability problems, for example.

1 2 ext. Depending on the quantity of final containers used, numbered

E
. columns with radio buttons will appear on the side. To assign indi—

7. Vidual components to the desired containers, activate the radio button

in the corresponding column.

Furthermore, after opening the link Open adm. the following parameters can be entered: Admin—

istration route (from the list of Possible administration routes), administration duration, flow

rate and stability of the end product.

Overfill: To cover for the possibility of greater needs and/or account for long feed hoses for

the required amount, it is possible to specify an overflll amount (as absolute amount or in per—

cent). When there are different starting amounts, this makes it easy to have amounts that are

ready for preparation or administration on hand at all times.

5.3.1.4 Standard Bags

Ready—made standard bags (purchased or prepared in—house) can also be used for planning of

the therapy days. Use the green link Add new standard bag for this purpose. The corresponding

content will be displayed under the input form and adopted into the overall calculation.

The amount can be entered as units, per mL, and with or without reference to medical results:

Parenteral Standard bag Enteral ‘ 24h-medications ‘ Oral ‘ Remarks

Add new standard bag

Standard Bags val. abs. Number

Standard1i W pc. 1 abs. tabs) {7 Id = mL = pc.

Container Overflow Gluc. Osmol. Add. IV line

Bag ¢ 20.00 “/0 13.3% 1155mosmollL <Main IV Iine> 4 open am.

Add additional products Remove standard bag

Several such administrations can be stored for planning of the day. The products contained

therein are listed below.

_
"

Make sure that the appropriate templates are actually stored here (see above). This is

J- the reason why, once assigned, they may no longer be changed because something

would change here without being seen.

Use the red link Remove standard bag to delete a mistakenly inserted entry.

5.3.1.5 Enteral

One of the special characteristics of BD CatoTM TPN is that even enteral administrations are

taken into consideration to enable the most precise nutritional planning possible. Enteral admin—

istrations are planned in this section of the input form. Of course, this is only a suggestion that

can be later deactivated in the therapy plan as desired.

Nevertheless, it makes sense to save plans here for example for 50% enteral nutrition because

the corresponding limit values can also be entered, which will vary depending on the proportion

of enteral administrations.
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Parenteral Standard bag Enteml 24mnsdicationsi0ral lRemarks Mil" lVIine: unknown Medical results

Product Quantity per Quantity abs. val. abs. Administrations

MM+FM 05 2.5% E 1.00 mLE abs. (absj Eld= 1.00 mL = 1.00 mL x E El

Enteral administration can be planned for several times each day.

Only those products that are marked as enteral in the master data are available for this pur-

pose.

5.3.1. 6 24h Medications

The concomitant medication can also be included in the template. But since it is usually

assigned Within a patient context, there is a separate template manager (see above), which can

also be accessed here. Either templates or individual medications can be entered.

.. .1 Unlike the standard bags, the medication's template is assigned here, but stored as anI
independent medication. Therefore, any change to the 24h medication template will

have no effect on medications in the therapy day templates or even in planned therapy

days.

5.3.1. 7 Oral

Oral medications can be planned here:

Parenteral i Standard bag i Enteral i 24h-medications Oral Remarks Main IV “"9: UHkHOW" i MEdical TESUI'S

add oral medication

Product Quantity per Quantity abs.

E pc. l: (abs) Bid = pc, close app.

Morn. Noon Evening Night

Administration: PC- remove oral medication

The entry is not different in principle, but there are differences:

0 Oral products can be prescribed in units.

. In the administration data, dispenses for morning/afternoon/evening and night can be

entered.

. Oral medications are not considered for the total energy value, since this value is cal-

culated by volume.

5.3.1. 8 Remarks

Finally, free text of any length can be entered here.

5.3.1. 9 Saving a Template

To save a template, use the buttons at the lower right of the screen:

Click OK to save the template in the database or Cancel to discard all previously made entries.
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l5.3.2 Displaying and Editing Therapy Day Templates

All existing templates are displayed in the overview. They can be opened and modified by

double-clicking or by using the Edit template button.

Tern plates
__

7‘

Standard bag

— _ J

24lHnedIeaflon urn-plane

J mem-

I 5.3.3 Deleting a Template

A template can be removed from the list with the Delete template button. A security query will

be performed.

-64-



BD CatoTM TPN User Manual, Version: 2.38 6. Patients

6. PATIENTS

Patient data compilation is the first step in commencing every new therapy. To do this, change

to the Therapy > Patient Data form.

Searches can be made not only according to name but also according to social insurance num-

ber and patient number. There is also the option of simplifying searches by using barcodes.

To simplify searching for data records or difficult patient names, there is also the option of fil-
tering by entering a date of birth.

l6.1 Maintaining Patient Data

Due to the technological progress, in most hospitals patient data is maintained using a central

system. In this case all relevant data is transferred to BD CatoTM TPN via an interface (in most

cases HL7) and can then only be edited to a limited extent.

However, there is always data that is not maintained or the users want to create additional test

patients who are not saved in the HIS. For these cases go to the Patient data form in the Ther-

apy menu.

The master data form corresponds to the usual structure in BD CatoTM TPN (see Master Data

on page 7) and has general data fields and several tabs for data entry.

As opposed to other data records, patient data cannot only be scrolled in alphabetic order, but

also by social security number or patient number.

Depending on the settings (see Settings on page 39) it is mandatory to fill different fields (last

name and first name are always mandatory):

. Date of birth

. Social security number

. Insurance number

. Address

Sorting: w Name ‘. Soc. Sec): . Pant Medical results Therapy days

Sex: Male F Title: Baroode:

Last name: m Snc.Sec:

First name: John Patient rt: 111

Maiden name: Ins. no;

D.o.b: 01/01/1911 [E ‘i Deceased on: F‘ 7 Blocked

-9""‘°"" From' T- Until: F Unit/Outpatientdept.‘ I} .
Case assignment Case no.: Admission number:

Address
List of unit assi nments

CommenB
g Edil Deiete

From Until Unli case ““55”"
no. no.

-65-



BD CatoTM TPN User Manual, Version: 2.38 6. Patients

For patient data it is even more relevant than for other master data that treatments are con—

cluded at some point, but need to remain in the system due to documentation reasons. To

reduce the content displayed in search lists, two checkboxes can be used that are available for

most search lists of patient names:

Deceased on: Can be entered including a date.

Blocked: Only removes the patient from search lists.

I 6.1.1 Unit Assignment

Unit name: Test Unit name Chief phys.: Test Chief phys.

Cost center: Test Cost center Unit no.: Test Unit no.

Preparation site no.: Test Prep. site no. LANR: Test LANR

Type: - Unit Outpatient unit Oncological practice Phone: Test Phone#

Permitted as: L Place ofdeliveiy M Cost center

T
Blocked for assignment,

All unit assignments of the patient to date and currently in place appear in this list. Especially

with accounting it is essential that not only the patient’s current unit assignment is saved, but

also all other previous assignments. If the patient changes the unit, a new list entry must be

added. By entering the assignment period, the patient should be attributable to a unit at any

point of administration. Determining the time of day is not essential .

If required, it is also possible to determine the place of delivery or the cost center of a med—

ication directly with the medication and therefore to skip the unit assignment.

If a new entry is added, BD CatoTM TPN automatically adds the Until column of the preceding

entry.

l6.1.2 Cost Unit Assignment

Only displayed for users of the Cost Unit Accounting module and described in the respective

manual.

l6.1.3 Case Assignment

This table can only be filled via an interface.

Patient data are very often transferred from a leading HIS to BD CatoTM TPN via an interface

(for example HL7). BD has a lot of experience with integration into existing software solutions

and would be happy to advise you with regard to an individual solution, for example trans—

ferring

. Patient data

. Unit assignment

. Cases

. Diagnoses

. Laboratory data

l6.1.4 Address

As mentioned above, filling these fields may be mandatory.

Appointment reminder: BD CatoTM TPN offers the possibility to remind patients of appoint—

ments via e—mail. To be able to utilize this function, special add—on licenses and interfaces are

necessary.
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Send appointment reminder to: Activates or deactivates the appointment reminder.

l6.1.5 Comments

Internal comments can be entered in this field regarding the patient concerned.

l6.2 Medical Results

Medical results can be assigned to a patient in various ways in BD CatoTM TPN:

o Directly via a link in the patient form

0 In the therapy plan via a corresponding tab

. In the medication form via a link

That way it is possible to access the medical results at any time for verification.

On the basis of the values entered (body weight, body surface area, etc.) and the calculated

medical results derived from this (for example body surface), subsequently

o usual dosages can be undertaken

0 maximum dosages can be checked for each result (for example body surface)

0 cycle postponements can be suggested (for example due to problems with the leuk-

ocytes)

. dose adjustments can be suggested (for example blood readings or also due to age)

0 warnings can be generated if any deviation from the marginal values is detected.

As described in chapter (Possible) Medical Results on page 12, BD CatoTM TPN differentiates

between measured medical results (body weight, body height, etc.) and calculated medical res-

ults (for example, body surface).

Current medical result values for John Doe

Period: one week El (from 12/05/2017 to 19/05/2017 I) Medical reenllgreup: General Medical re- E display dele1ed values

16105I2017 19/05I2017

Body size 181 New 181

Enter medical result value ] I I" medical results Hide medical result value curve

group ldentlcal units

Prim

194
100%

183

1112
3
3

1 81

:3 11m

179

178

15/05/2017 16/05/2011 17/05/2017 18/05/2017 19/05/2017 20/05/2017

The values of the measured medical results can now be displayed, entered and edited in this

form. Calculated medical results that are used in the therapy plan are all automatically
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displayed in the list. Additionally, you can enter all those values of the patient that you want to

keep constantly in View for dose calculation. It is however not necessary to enter any medical

results here in order to be used for dose calculations!

To limit the displayed data and gain a better overview of them, some filters can be used:

Period: By entering a certain period, the values displayed can be filtered according to the

dates they were entered. The default setting for the period for displaying medical results is one

week. This default setting can be changed in the settings of BD CatoTM TPN.

Medical result group: This filter enables limiting the data displayed to a certain group of med—

ical results.

I 6.2.1 Current and Expired Medical Results

When saving a Possible medical result (see (Possible) Medical Results on page 12) a Per—

missible age of medical result in days (from measuring or date of entry) can be determined for

measured medical results. After the expiration of this period, the measured medical result is no

longer valid. Expired medical results remain available as a history, but no value will be shown

in the Current column.

current 16/05/2017 1 9705/:

—lE-1—_
Body weight N_ew 79

KOF Dubois @ 2m2

Calculated medical results can only be determined on the basis of current (valid) measured

medical results. Therefore, if not all measured medical results that are required for calculation

are available with current values (as shown in the example above with body weight), then no

results are displayed.

After adding a current value for body weight, the calculated medical results are automatically

updated. If a calculated value shows up in the list, which is of no interest, it can be hidden to

maintain good visibility. Use the Del link for that.

KOF Dubois (93)

I 6.2.2 Entering and Editing Medical Results

If you click New in the row, a window opens for entering a further value of the selected result,

while additional medical results can be entered in the list by using the buttons for Enter med—

ical result value or Calculated medical results.

Double—clicking an existing value allows this to be edited further and canceled (see further

below).

l6.2.3 Medical Result Graph

In the lower part of the form the corresponding development of the values is shown as a graph.

If several values are selected, then several graphs can be shown concurrently for comparison

purposes.
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group identical units

~67 Bo SlZE &k Bud wel-M

80 184 ,

79.8
_

79 6

79 178 7
/

1510512017 16/059017 17/05/2017 1810512017 19/052017 20/05I2017

Bodywoigm
Endyillo

a;

36

a?

a;

o

—b

w

a

11‘Lo

If many different medical results are shown in the list, then the graph can also be hidden, so

that all entries can be seen. It is possible by using the mouse (by drawing a square over a cer—

tain area) to enlarge certain parts. By clicking the I00% button on the right side next to the

graph, you will be redirected back to the original graph overview. There is also the option of

printing the graph so as, for example, to include it with a medical record.

l6.2.4 Canceling a Medical Result

By double—clicking a value in the list, a m'
Refresh measured medical result valueseparate form will be opened in which a

result value can be overwritten. If you
Medical result group: General Medical results

‘ Medical result: Body weight r: I

wish to overwrite a result value, then Dam. 16,05,201, 3 Valuela:
enter the new value and click OK. If Now;

you wish to cancel the result value and flTemporary

do not wish to enter a new value, then
[Cancelmedicalresult OK i Cancel l

click the Cancel button.

To display canceled values in the overview of med—
'

1 results the Dis la canceled values checkbox84 84 5k ”a ’ P y
[ ] ’ 9

must be selected. These are then identified as can-

celed values in the list by square brackets.

I 6.2.5 Preliminary Medical Result Data

Especially when using interfaces it can often happen that a medical result is available, but that

a definite confirmation is still expected. In such cases, these values can be identified as Pre-

liminary (or this identification is automatically set with the interface). The corresponding value

will be displayed in gray color and in italics; a point in the chart will be marked with a red X.

The appropriate marking can be removed again in the Edit form (double—click the entry).

'63 Merging Patient Data

For various reasons it can occur that a patient is unintentionally entered into BD CatoTM TPN

several times and that these data have to be summarized into one data record.

To carry out this step, you must open the File > Merge With Another Patient menu item or

use the 5' icon.

You will then see the following form, in which you can search for the data record with which

you can merge the already opened patient record.
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a Merge patient data a

Select a patient record with which the data of patient John DOE should be merged.

Test test, d.o.b. 29/06/201ZI E

Confirm this step with OK. A warning will appear asking if you are really sure that you wish to

carry out this step.

The data of the merging patient (including all diagnoses, therapy plans, medical results, etc.)

are transferred to and merged with the other patient’s data. The therapy plan sheets will, how-

ever, not be compiled into one, but both assigned.

I6.4 Report Patient List

A report of patient data can be called up Via the printer icon. For additional information about

this report please refer to the chapter Patient List on page 34.
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7. THERAPY DAYS

I 7.1 Overview

Now that we have learned how patients and therapy templates can be created, we turn to cre—

ating actual therapies that are adapted to specific patients. In this program module, therapy

days for 24h can be planned, edited, and released for preparation. Once created, these plans

can no longer be modified.

i;
BD CatoTM TPN is therefore a tool for planning and preparing TPNs and is not designed

‘
for documenting the administration of these therapies.

Click the Therapy days button in the header or select the corresponding entry in the Therapy

menu.

You will first see an overview in which all entered therapy days are displayed according to the

search criteria. When the form is opened for the first time in a day, all therapies planned for

this day Will be listed, but the list can also be filtered or expanded according to the following

criteria:

Name (or Social sec. no. or Pat. no.): Selects a specific patient and sets the time filter to

<unlimited> to display all the patient's therapy days.

Unit: Only the patients of a particular unit or all accepted outpatients or inpatients will be dis—

played. For users who may only see their "own" patients, this filter can be set to display only

"own units" (see Creating and Maintaining Users on page 36).

Status: The medications can be entered planned and then (depending on permission) be phys—

ician— and/or pharmacist—verified at a later time. Finally, they are prepared. The currently set

status is displayed at the right in its own column (additional information on the various statuses

can be found in chapter Planning the Therapy Day on page 73). The filter limits the results to

one of the statuses, for example you can choose to see only planned to determine how many

therapies must still be verified.

Period: Time period within which prescribed therapy days shall be displayed. You can choose

from a selection list (for example this week), or enter any desired time period.

i;
Once a filter option has been changed, the Refresh button will turn orange and must be

‘
confirmed to reload the list.

The list itself shows in each line:

- the name of the patient (last name in all uppercase letters, first name below

last name)

. the planned date of administration

- the individual medications that are contained therein (each on one line). These

may be:

0 enteral administrations

o parenteral administrations to be prepared individually

0 standard bags
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0 24h medications

o oral medications

the total volume prescribed with these products

the total energy prescribed with these products

0 the momentary status

. an Edit icon: 3

Therapy days

Pallem

Patient Doe John 1911-01-01 D.o.b.:W.

Patient a: 111 E Snc.Sec.#:—|§|

Unll: (All units) E Deceased Blocked

Mm:w—Bpm:m(mmW.-mm) [m

Pafiem Date v R0 Day Volume Energy Shins

D°E NUMETAG 13% E (20mL= 0.07 pcs.) (18.2KCaI) zommL 13.2mm Planned 1?
3x Muttermflch OraHosung tmL g0 semen .
aag- 8815 92mm“ 14mm 583193s 7100 42mm Manned IE
24 hr 'lEPARIN \MMU‘JO 1000 IE mt DFL xfl w3840\‘~JTL units GLJCOSE 51w! 16mL

é PrinlWday

l7.2 Prescribing a Therapy Day

To create a new therapy day, you can

0 activate the New therapy day button

0 click the icon for New (compare to Master data)

0 open the File menu and select New from there

. use the shortcut Ctrl+N

An input form with the medical result data of the patient and several options for prescribing

therapy days will open (the current date is always pre—populated as the therapy date):

0 as a copy of the patient's most recent therapy day

0 create from scratch

0 based on a template

0 based on one or more standard bags

0 as a mixture of the above options

Only one therapy day is possible for any date. If the patient will be prescribed different

products, they all must be included in one planning to maintain control over the overall View for

the day. Another plamiing can be entered only if a therapy has been canceled (see Deleting and
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Canceling Therapy Days on page 79). However, it is possible to reorder individual products

(see Reorders on page 80).

In the lower section of the form, the patient's medical results that were marked for dosage

determination in BD CatoTM TPN are displayed. If no value is present or if the allowed age of

the medical result is exceeded (see (Possible) Medical Results on page 12), no value will be

displayed and a new entry can be made directly into the entry field.

However, it is also possible to change medical result data directly in this form. To do this,

select Re-measurea’ at the corresponding value. BD CatoTM TPN now allows an entry into the

corresponding field; the value is automatically saved in the database.

New therapy day

1 Patient

i

Patient Doe John 19114)1-o1| D.o.b.: 01/01/1911 1.:

‘
Patient #: 111 Soc.Sec.#: l:

Unit: (All units) U Deceased , Blocked

I

Date: 19/05/2017 $1

1 Same as last therapy day of this patient (No. 149 of 20/05/2017)

Based on template: <Empty form> ‘3

Based on Standard Bag: E 1 times

Medl Results

Kopfumfang 58.0 cm measured on 18/05/2017 7 L Measured again

Kfirpergewicht (g) g measured on 19/05/2017 E] W Measured again

Kfirpergewicht (kg) 80.00 kg measured on 18/05/2017 7 L Measured again

Kiirpergrfilse 130.0 cm measured on 18/05/2017 -_- 1 MBaSured again

Schwangerschaflswoche Woche measured on 19/05/2017 E W Measured again

Clicking 0K confirms the data and then BD CatoTM TPN generates a therapy day based on this

data. The form is largely the same as the form that we know from creation of templates. But

now patient data are available, so all fields can be filled appropriately.

J The description focuses on the differences from the template. Therefore, it is essential

3 that you work through this chapter first.

If a medication shall be generated without a template, this form will be empty and you can

enter the desired parameters similar to chapter Creating New Therapy Day Template on page

60.

l7.2.1 Planning the Therapy Day

To make as much information as possible available when it is needed yet remain well—organ—

ized, the form is divided into several parts which show or hide various additional information

as necessary.

7.2.1.] General Information

Mr. Doe John d.u.b. 01/01/1911 (106.3 Years) - No current unit assignment

Clea/ted hm on: Numeta Fluhgebolene

Vol.: Mom: 160 00 mLIkg/d : 12800 00 mm! 10.1.: 112 90 mL/kg/d : 9031 92 ld (70.6%) Osmolarily:

Patient information: The patient's name, age, and unit association are shown in the header

bar.

Template used: If the therapy plan is based on a template, its designation will be shown here.

Nominal volume: Enter the value for the nominal volume. The actually prescribed volume will

be shown next to it and adjusted with each entry. This way it is checked to see if this amount
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would be exceeded, or not reached. The data is augmented by a percentage that turns red if the

permitted volume is exceeded. The entry can be in mL/kg or as a total volume.

The values for osmolarity and glucose concentration are always based on an administration of

all correspondingly marked liquids simultaneously through the specified main catheter (see Tab

Line on page 74) and likewise change the color if the limit values of access are exceeded (see

master data).

7.2.1.2 Check Values

The following total values are also calculated immediately with each entry and (if associated

data are available) percentage deviations from the standard values:

. energy

0 carbohydrates, proteins, and fats

o the electrolytes defined in the Settings

In addition, a tooltip that separates the data for parenteral and enteral administrations, and also

contains the concentration per liter, is displayed. To change the values or jointly compare them,

click the blue link Edit at the right in the light gray line:

Energy: 5103 kcal/kgld Carbohydrate: 9.30 mglkglmin Protein: 3.08 glkg/d Fat: 2.49 glkgld

parenteral: 90.96 kCallkg/d 9.30 mglkg/min 3.08 g/kg/d 2.48 g/kg/d

enteral: 0.07 kcal/kg/d 0.01 mglkg/min 0.00 g/kgld 0.00 g/kg/d

Guideline values: kcal/kgld mg/kglmin g/kgld g/kg/d

Dilference: unknown unknown unknown unknown

lonogram:

Na: 4.18 mmollkg/d K: 2.08 mmollkgld Ca: 2.29 mmollkgld P04: 2.29 mmollkg/d Mg: 040 mmnI/kgld

Guideline values: mmullkgld mmol/kg/d mmollkgld mmullkgld mmollkgld

Difference: unknown unknown unknown unknown unknown
Close

The values will be checked in the following units:

0 Energy: kcal or k] (depending on the setting)/kg/day

o Carbohydrates: mg/kg/minute in 24h

. Protein and fat: g/kg/day

. Electrolytes/trace elements: depends on the setting (here mmol/kg/day).

7.2.1.3 Tab Line

Here you can switch between the various forms described below.

In addition, there are two input or information fields:

. Main catheter

Use the blue link to set or edit a main catheter.

BD CatoTM TPN considers a main catheter to be the access point into which all parenteral solu—

tions connected for example by T-pieces will ultimately be delivered. If there are separate

access points, they can still be separated at the individual containers (see further below).

You can choose from the list of catheters stored in the master data. The calculation fields for

osmolarity and glucose concentration will then be checked with respect to the data stored there

(see above).

. Medical results

Use this button to switch to the medical result data of the patient whenever needed.
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7.2.1.4 Parenteral Tab

Entries are made similar to the template.

However, medical result data must be present if a calculation must be performed.

Another difference from the template: In a specific therapy, the function for filling up the daily

volume to 100% with Aqua can be activated. This is always displayed in the group of car—

bohydrates because in most cases the glucose shall be diluted as much as possible:

Parenteral Standard baglEnterallZathwnedicalions Oml lRemarks Main 'V “"9: 19""5' Medical results

Quantity per Quantity abs. vol. abs. 1 ext.

1: F
Glucose (GLUCOSE 50%) F 10 mg F/kglmin kg/min mm: 115200000 mg = 2304.00 mL T] H-

« fill with: Aqua (AQUAAD INJ. Leg.) 1 ,0; mifio'meiwdim = 1m.00 mL30-» w

?:

Since the products may contain, in addition to the primary active ingredient, other active

ingredients (for example glucose phosphate with P0 but also Na and glucose) the dose

input fields always have a tooltip that will display the hidden values.

In the lower section of the form, the solution can be divided into as many containers as desired

in order to avoid stability problems, for example.

The user can also decide whether all solutions will be administered through the main catheter

(see Tab Line on page 74) or through several individual access points. In this case, glucose con—

centration and osmolarity are calculated per container and deducted from the main catheter.
Contalner Ovenlow Gluc. Osmnl. Add. IVIIne M

1 (12584mL) Bag 3 - abs. rel. 2516.80 mL ‘ 74a 4mosmoll. SKzentral fl close egg. [+ x]

Administmtion: i.v. Fl 1 days 0 h 0 min 524.33 mL/h Stability: days hrs

2(0mL) Penusur - abs. rel. 20.00% zentrall El ogen agg. E E

TPN no.: 148 Date: 19/05/2017 j Status: Planned l: OK Cancel

A warning may appear, as with the main catheter.

1 2 ext. Depending on the quantity of final containers used, numbered

: g :1
A columns with radio buttons will appear on the side. To assign indi—

m m vidual components to the desired containers, activate the radio button

in the corresponding column.

It is also possible to mark individual components within a container as ext. (external). This

means that these components shall be injected only at the unit and are skipped during pre—

paration. For this reason, they also do not appear in the preparation instructions.

However, deviating labels are printed automatically which note the absence of the components

or are intended for the external product:

Sample, John (1,34kg) Pat “98°39
d___ob 20l11l1965 Soc. Sec_# _ _

1116280678 KI - lm-Sta00n E12

Glucose 10%: 70.00.1191 105.00mg Aqua d) 'nj: 15.00.11 1225011
Iniect: 40m (Prescribed 20ml)

Prescribed energy vdue: 123410.11

Administration: ADM: 23.04.2011, i.V. over 2411 (22,3mllh)

IV line: peripher

Inject into med. no. 3 priorto adminislrmion

Best before: Prep. : 21.12.2012
22122012
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Furthermore, after opening the link Open adm. the following parameters can be entered: Admin—

istration route (from the list of Possible administration routes), administration duration, flow

rate and stability of the end product.

Overfill: To cover for the possibility of greater needs and/or account for long feed hoses for

the required amount, it is possible to specify an overfill amount (as absolute amount or in per—

cent). When there are different starting amounts, this makes it easy to have amounts that are

ready for preparation or administration on hand at all times.

g In case of relative overfllling, a form can also be called up through this icon in which

the overfilled values required during preparation can be viewed and adjusted.

Dosages will then be recalculated as appropriate.

fl Edit final volume ‘ _ LEE'

Edit final volume

currently prescribed volumes in container 1: Adjust volumes to:

I Glucose (GLUCOSE 50%): 1152000mg = 2304mL + 22.63% = 2825.47mL 2825.471 mL I

I Aminosaure (NUMETA 613% E): 2409 = 7741.94mL + 22.63% = 9494.19mL 9494.19 mL I

I Spurenelemente (PEDITRACE |nf.lsg.): 80mL = 80mL + 22.63% = 98.11mL 98.11 mL I

I Calcium (CALCIUM GLUCONAT 10% B.BRAUN |nj.|sg.): 80mmol = 353.98mL + 22.63% = 434.1mL 434.10 mL I

I Phosphal (GLUCOSE -1-PHOSPHAT 1M Amp): BOmmol = BOmL + 22.63% = 98,11mL 98.11 mL I

I Vitamine (SOLUVIT Tr.subst. (ll)): 160mL = 160mL + 22.63% = 196.21mL 196.21 mL I

|
I Vitamine (VITALIPID f. KINDER Konz.z.lnf.): 320mL = 320mL + 22.63% = 392.43mL 392.43 mL I

I Aqua (AQUA AD INJ. Lsg.): 80mL = BOmL + 22.63% = 98.11mL 98.11 mL I

(l) Recalculate dosage

7.2.1. 5 Standard Bags

Ready—made (purchased or made in—house) standard bags can also be used for planning of the

therapy days. Use the green link Add new standard bag for this purpose. The corresponding con—

tent will be displayed under the input form and adopted into the overall calculation.

The amount can be entered as units, per mL, and with or without reference to medical results:

Parenteral Standard bag IEnteralI'”" ' ' Ioral IReniarksI MaiaIine: zentral Medical results i

Add new standard bag

Standard Bags vol. abs. Number

Standard 1 100 pc. E abs. (abs) 1; Id = 300.00 mL = 1.00 pc.

Container Overllow Glue. Osrnol. Add. IV line

Bag i W% 2‘ SK zentral E open app.

WMW9

Standard 1 (300mL = 1 pc.) contain: Quantity abs. vol. abs.

r

Proteins

Aminosfiure (NUMETA 613% E) 30000 mL = 300.00 mL

Tmce

Vitamins

Fats

Other

Use the red link Remove standard bag to delete a mistakenly inserted entry.

Prescribed standard bags are further documented with the Dispense module.

7.2.1. 6 Standard Bag Extentions

In the therapy plan, additional products can be assigned or the contained amounts of individual

products can be increased for a selected standard bag. If this is the case, during the preparation
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the standard bag will be displayed as the container, appropriately filled, and its own labels prin-

ted.

Click the link Add additionalproducts to open a corresponding input form:

Add additional products

Add additional products

Standard 1 [extended] (330m = 1 pc.) Quantity abs. vol. abs.

Aminosaure(NUMETAG13%E U 300,00 mL abs. (abs.) 8 /d= 300.00 mL = 300.00 mL + X

| Add additional products Quantity abs. vol. abs.
l

1 Glucose (GLUCOSE 50%) @ 5.00 g E abs. (abs) 0 /d= 5,009 = 1000 mL .

Kalium (KALIUMBYPASS 0,5Minj.i@ 4.00 mmolE‘ abs. (abs) .2 /d= 4.00 mmol = 5.00 mL

Magnesium (MAGNESIUM GLUCCE 3.00 mmolE‘ abs. (abs) :, /d= 3.00 mmol = 1250 mL
i @ E abs. (abs) 0 ld= = mL

All products, with the contained amounts, of the selected part of the standard bag will be dis-

played. If, for example, only a half bag is prescribed, only the amounts of a half bag will be dis-

played. These can now be increased up to the nominal value (also valid for one half bag). This

eliminates the need to laboriously calculate the required amounts if only one portion of the total

solution shall be administered.

Below this list the user has the ability to add any desired products. Here as well, the desired

final amount, calculated according to the total amount that will ultimately be administered,

shall be entered as the dose.

Continuing with our example, if only half the bag shall be administered in total, but the amount

of calcium (therefore only 1 mmol) remains the same, it will be sufficient to enter the required

2 mmol. BD CatoTM TPN then independently calculates how much solution must be added to

obtain the desired amount while administering only half of the total solution.

After clicking OK to save, the increased volume will be calculated and referenced for the over-

all view.

The added amounts will be printed on additional labels after preparation.

In the therapy day view, these bags are specially identified with the entry [extended]:

Patient Date v R0 Day

DOE
John

20/05/2017 NUMETA G 13% E (20mL = 0.07 pcs.) (18.2kCal)

8x Muttermilch Orallésung: 1mL (0.58kCal)

Bag: 11119.92mL(7100.19kCa|)
19/05/2017 NUMETAG 13% E [extended] (158.97mL = 0.5 pcs.) (136.5kCal)

24 hr.: HEPARIN IMMUNO 1000 IE/ml DFL. (11.) 3840|NTL units, GLUCOSE 5% 4.16mL

7.2.1. 7 Enteral Administrations

One of the special characteristics of BD CatoTM TPN is that even enteral administrations are

taken into consideration to enable the most precise nutritional planning possible. Enteral admin-

istrations are planned in this section of the input form.

Pamnteral I Standard bag‘ Enteral Mir-medications I Oval [Remarks‘ "'3'" IV ""91 zentral Medical results

Product Quantity per Quantity abs. vol. abs. Administrations

MM+FM as 5% E] 1 mLE abs. (abs) EM: 100 mL = 1.00 mL x

Enteral administration can be planned for several times each day.

Only those products that are marked as enteral in the master data are available for this pur—

pose.
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7.2.1.8 24h Medications

The 24h medications are entered following the same procedure as for the templates.

7.2.1.9 Oral Medications

Oral medications can be entered here. Use the green link Add oral medication for this purpose.

Parenteral Standard bag Emerali24h—medications Oral Remarks Malallne:zentral i Medical results

add oral medication

Product Quantity per Quantity abs.

Testproductl. g 4.00 pc. j (abs) j/d: 41x1 pc.=4mg closeapp.

Morn. Noon Evening Night

Administration: 1.00 1.00 2.00 0.00 pc. removeoralmedication

Please note:

0 Oral products can be prescribed in units.

. In the administration data, dispenses for morning/aftemoon/evening and night can be

entered (of course, the two entries must correspond with each other).

. Oral medications are not considered for the total energy value, since this value is cal—

culated by volume.

7.2.1. 10 Remarks

Here a free text with any amount of characters can be entered.

7.2.1.11 Administration Dates

There are additional input fields for the planned date of administration at the bottom of the

form. This day was actually entered previously, but can be changed here. Or, prescribe the

same therapy for several days by making an entry into the Until date field. Of course, these

later therapy days can still be edited individually.

7.2.1. 12 Statuses

As previously mentioned, the therapy days pass through several statuses. It is not always neces—

sary to actually pass through all of them, but here is a brief overview of the options:

. Planned: The therapy day has been created, but has not been checked by a physician

or pharmacist or current medical result values are still expected. Flamed therapies can—

not be prepared or dispensed.

o Physician-verified: An authorized physician has checked the therapy and released it

for further processing. The preparations are "ordered". Nevertheless, even physician—

verified therapies can be neither prepared nor dispensed.

o Pharmacist-verified: The therapy has been released from a pharmaceutical per—

spective as well. The status can be set alone, or together with:

. Preparation/dispense approved: The final approval for preparation or dispense.

When there are several preparation sites, this must also be set.

As mentioned at the beginning, if a therapy day is appropriately authorized, it can be entered

directly as pharmacist—verified and released for preparation.

7.2.1.13 Saving a Therapy

To save a template, use the buttons at the lower right of the screen:

Click OK to save the therapy or Cancel to discard all previously made entries.
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If the planning shall be saved, all parameters will be checked. Depending on the settings and

any special rules, warnings may appear that either prevent saving (for example overwriting of

the nominal volume) or can be skipped (exceeding the nominal value of carbohydrates). To cre—

ate such rules, please contact BD directly.
, .
E Attention L-J

i
7

t Attention!

Problems have been detected while saving the therapy day.

lContainer no. 1

lThelapy day no. 148

I lThe glucose concentration exceeds the maximum permissible IV line concentration. I

lThe prescribed volume exceeds the nominal volume.

Once all entries have been confirmed, the therapy plan will appear in the medication list in the

selected status.

'73 Editing a Therapy Day

To edit a therapy, you can click the Edit therapy day button or double—click the line in the list.

You can also right click to open the context menu and then select the appropriate function.

1?
However, a therapy day that has already been marked for preparation or has even been

prepared already can no longer be edited.

An input form for the medical results will again open and then the form (possibly recalculated

with new values). Editing then proceeds similar to Create new.

If a product is overridden by another product, BD CatoTM TPN will automatically delete the

dosage of the old entry. But if only the dosage form is changed (for example from glucose 10%

to glucose 60%) the dosage remains intact, although the calculated volume may change.

l7.4 Setting Statuses via the Context Menu

The status of a therapy can also be set through the context menu, without opening the therapy

day form. You can also select several days at once and confirm them together.

All of the checks that are performed when saving the therapy day will be performed on them.

Therefore, all warning messages (overdose, special rules) will be repeated.

'75 Deleting and Canceling Therapy Days

To delete a therapy day, right click to open the context menu and then select the appropriate

function. Or click the Edit icon at the far right. The common Windows keyboard shortcut

Shift+Delete works here as well.

Once prepared, a therapy day cannot be deleted so the documentation of the preparation

remains intact. However, you can cancel it at any time.

A canceled therapy remains in the program for documentation and will be identified as such.

Days with a "canceled" therapy plan can have a second therapy plan assigned to them (for
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example if the patient's values deteriorate and a new therapy must be considered), otherwise

BD CatoTM TPN prevents two plans for the same day.

'7.6 Reorders

If (even only a portion of) a therapy day has already been prepared, nothing else can be

changed in the original prescription because the overview calculations can then no longer be

adjusted.

In addition, for security reasons a second therapy plan can also not be created for a therapy day

for the same reason of the overall view.

However, if it is necessary to request something else for a "started" calendar day, use the

Reorder function. This can be called up through the context menu (active only if a preparation

has been started).

A normal input form will open in which everything can be prescribed in the same way as under

New therapy day. However, the prescription date cannot be changed. A new line is saved to

the therapy day overview, with the R0 column highlighted.

Patient Date R0 Day

LEE” 27107/2017 Bag: 5000mL (223.32kCal)

8x Muttennilch Orallbsung: 1mL (0.68kCal)

TEST Bag: 779mL (3.54kCal)
test 27mm“ 7 Perfusor: 5mL (0kCal)

24 hr.: HEPARIN IMMUNO 1000 IEImI DFL.

3 Please note that the data of the two therapy plans will not be added. There will not be

3 any warning messages, for example due to joint overdosing.

I7.7 Printing Therapy Days

The Print therapy day button is below the list of therapy days.

A form opens in which a template (see below) and a printer can be selected. There is also a

blue link that shows or hides the configuration options.

l7.7.1 Creating Templates for Printout

Considering that a variety of user groups work with ED CatoTM TPN and individual operators

have widely varying needs for printouts, we attempted to keep the therapy plan printouts as flex—

ible as possible by providing the ability to show and hide various information.

Several different templates can be created for this purpose, with default settings for the logged

in user (default only for me) or the work station (default for this computer), with names freely

set.
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7
Therapy plan printout

Therapy plan printout

Options from template: Default settings for this computer

. Display group

; enteral parenteral Standard bag 24h medications

: display additionally

: Template lonogram

l Medical results

Medication number

enteral - parenteral

' Status medication Energy per administration

Template name: Default settings for this computer

Printer: WebEx Document Loader

l
i

l
I
J
t

7. 7.1.1 Printout

Physician/pharmacistladministering person:

7. Therapy Days

fl‘

EFL“ 8'.El:E‘ De -

Hide advanced configuration settings

oral

Z Address of hospital

E Physician or pharmacist|

2 Remarks

2 Relative dose

Save Settings in Template

3
Close

This printout is also intended to be an aid when inspecting the administration of individual nutri-

tion parts and contains certain fields for manual documentation as well as information on med-

ical results of the patient, set catheters, and the ingredients of the bags:

TPN m: 143 {my

Patien: Daneurbim rage):

DoeJollI {file}: Sly 29.06.2012 {5,1 Years)
mm: mm: mm: mmn‘rznm

“image-mung): flufll’flififlfi] WWW: mmmmm
Wig]: 5mm (2107mm ice-perm: mmmmm

KCF Dlhois: 024m‘ KOFM
'

. l]

Mn'lislatim die: Lh't: To‘lfl Mme: paramili-
27372017 Ki — IIICII E10 1m,DOlflJlg = MARINE. 1WD

Ma'INiE: Glunnainlvhe: DsnnlJrn'hNile:
peripher (llnlrnom) [llnlrlmfi
Nmiinrnl calalaims:

Tulane-g: “margin mm: rnsungrgm Prue-r: mgrgu F1 :1.n
mu: “margin pm 7:541:19t plllllal mgtgu mat dummy:

urinal: annuity: m :Laaugtgm gm Omngtg'll meat dummy:
Na:— K'— G:— Pul:— IQ—

Phys'u‘an-leriied b; r" ...........:by

WWIM SK periphu
humeral; m.mr1mmmi.uu1 hwmmm hummus Fhmai
Tartar I'm: 501nm rm. mum. on.) Enelw «.mm: 2233M: Gun: 1.1-5.
Product my mush; Main
AHMAD INJ. I59. 391]].[I11'IL WML

GLUCOSE 5's 11.1mm 55m; 1100a
WWW IPImnaa‘st—amm-nd by. IMrrhisnemed by.

If Remarks have been entered for the therapy day, (see Editing a Therapy Day on page 79),

these will be printed at the end of the printout.
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8. SET UP PREPARATION

This program module is used to plan preparations, create parts lists and work instructions.

Also, users who do not have a special preparation computer directly in the clean room can con-

firm finished preparations and print labels.

If compounder systems are connected to BD CatoTM TPN, interface files can be generated and

sent for them in this program module.

Select the menu item in the main menu Preparations or click the Set up preparation button in

the header. The following selection form will open:

Set Up Preparation

Period: <Cuslom> (from 2010512017 to 22/05/2017 I)

Unit; (All centers and units) E Setup: Apprv. 81 not upprv. E‘

Pat. no.: 111 El Patient Doe John 191101-01 E

1 mmmns In the llst [W]

Maine. Mmin‘smmon , \Cmna‘ma \Paiun \Unn
2010512017 parenteral Bag DOE Juhn

GLUCOSE 50%: 2825.47mL. NWETA 613% E 9494.191'1, PEDITRME Int.lsg.:98.11mL, CMOIUM GLUCONAT 10% BBRAUN "1|n 434.1mL, GLUCOSE r1rPHOSPHAT 1M NM); 98.11mL. SOLUVIT Tr.subst.(ll):196.21mL, VITALIPiD l NNDER
KmLafi 392.43mL. MUAN) INJ. Lsg.: 98.11mL
:11 Bag
John Doe 11.0 n, 0110111911 (100 3 veasp

Set up standard preparation Set-up manual preparation

Set up compounder preparation

1 pnpaflllani In 1m 1151. mum ny pnplnflon sm "1-.

Prep.No. Hype Com wear-o. \‘Admlriwafion \Panems
manual ZXEag Medmauonsz mapanenu

1 Unit(s)

1! Confirm prapantinn

Pam List 3: undo 5.1 Up n! Edit Pam um

The upper list contains all medications (that is those matching the filter criteria above) verified

by the pharmacist. The lower list shows all medications already set up for preparation.

Click a column's heading to sort the entries; another click will invert the sorting order. The

columns can also be dragged to another position using the mouse and can thereby be cus-

tomized.

Medications displayed in white background have already been approved and can be set up for

preparation. Medications that are displayed in gray color in the list are still waiting for

approval.

If a medication is clicked the detailed data of the selected medication are displayed in the

lower (yellow) part of the window:

GLUCOSE 50%: 2825.47WIL, NUMEfA 613% E: 9494,19mL, PEDITRME "11159.: 98.11mL, CALCIUM GLUOONAT 10% BBRAUN In].lsg.: 434.1mL, GLUCOSE r1rPHOSPHAT 1Ma: 98.11mL, SOLUVIT Trsmst. (0): 19121111. VITALIPID f. NNDER
Kmlz.z.ll11.:392.43lllL. AQUAAD INJ. Lsg . 98.11mL
:1 any
John Doe a 01:. 0111111911 (106 3 Years)

l8.1 Individual Parenteral Solutions

[ Setup manual preparation I

[ Set up compounder preparation I
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One or more medications can be highlighted in the list. Then click the corresponding button,

based on whether you will prepare manually or with a TPN compounder.

The particular characteristics of the various compounders are explained later in the description

of each device. However, the general procedure is always as close as possible to the manual

preparation.

For our example, three bags were compiled to create one preparation set. This means that the

calculation of the required material for all three medications is performed and we assume that

these medications will also be later prepared together.

Click the Set up manual preparation button.

l8.1.1 Creating 3 Parts List

A list of all required products will appear with a suggestion suitable for the demanded amount.

Set up manual preparation

Planned preparation time: 28107l2017 10:42

Products

GLUCOSE 5%: 31.66mL 1x100mL(GHERUT12345)

Remainder 63.34mL

HEPARIN IMMUNO 1000 IEImI DFL. (fl): 0.09mL 1x 10mL (ZTWi 2H)

Remainder 9.91mL

IN TRALIPID 20% Emulsion z.lnf.: 18.9mL 1x 100mL (9874152X)

Remainder al.1mL

SEDACORON 150mg KonzalbeL: 0.26mL 1x 3mL (457U715)

Remainder 2.14mL
liiil@

Each line displays a product with the required amount and the remainders resulting from selec—

tion of the strengths. These strengths or their required quantity and the selected lot will be dis—

played for this purpose.

To change the suggestion, click the Edit icon. A corresponding form will open:

7E GlUOOSESO‘JS — . - g]

GLUCOSE 50% required quantity: 14.9mL Required stability: 27/07/2017 13:00

achieved: 100mL (Remainder: 35.1mL)

pcs. Strength Lot

1 pc. E E 1oomL(500mg/mL) GLUC5D (Use bef. 27/07/2017. tree: 99 pcs.)

I
0 pcs. E L

l

You can use this form to assign a different strength and/or a different lot for this preparation. If

too little of a substance has been assigned, the missing amount will be shown in red (both in

this form as well as in the list after closing the form). In addition, it will not be possible to save

the incomplete list.

The required containers and additional articles for each medication are displayed below the list

of products. Here as well, you can use the Edit icon to change the selected container. You can

also use the icon in the header list to set the same container for several or all medications.

Here you can switch all medications with the same container at once:
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Edit combined parts list of these medications

-ntainer E (No empty container selected)
Med. no. 892

\: Bag 500mL EVA (:55

I I

Bag 500mL EVA 085 I: Lot #1 - {L

J 0K X Cancel

l8.1.2 Buttons

The following buttons are located below the products:

, lS'H cm a Conflnnpreparaflon

v Save parslist ‘ ‘ x Reject parts list
‘

. Print instructions

Creates a printout with preparation instructions for the set up products. All required products

are listed as well as the total volumes required for the preparation or the amount of the primary

active ingredient in the prescribed unit, as well as the volume to be withdrawn per vial. In addi-

tion, check fields to be written by hand can be displayed (see Settings on page 39):

Preparation instmcion .' preparation protocol no. 140 Pill‘t mi
mmmfll: 15:14?9e: J'

Med. no.: 8-82

eJulm, duhm'lzrrm 141mm m.: 881mm Lhil: Ki- rowan
Hanna: sorrLWGfrei (:33 Ass'startrnu
mama]. L59. I 50mL| 5m lam fromu-hl: 1DDITLI[Ch:A1flJ)

an a El: Fifi); En:

0 Print parts list

Generates a printout of the required materials for the entire set.

. Print labels

Prints a label for all medications contained in the set.

. Save parts list

Saves the completed parts list. After preparation is complete, any deviations that may have

appeared can still be documented.

. Reject parts list
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Resets the entire list and discards the completed product assignments. The medications must be

set up again later.

0 Confirm preparation

Conclusively confirms the completed preparation and saves all materials as consumed. This is

intended for installations whose preparation occurs without access to the software in the clean

room. A list of all contained medications is displayed and the user has the following options to

mark preparations:

0 Preparation OK: The materials are booked, the medication is considered prepared.

0 Not prepared: The medication is removed from the list, the materials are booked back

into stock, and preparation must be repeated.

0 Waste: The preparation was performed and the consumptions were therefore booked.

However, there was an error and the medication must be set up and prepared again.

Preparation dale: 22/052017 E] Time: 16:23 Preparedlm Admin E

Confinn preparations
I

Result

OK

OK NUMETAG 13% E

Print label alter oonfinnalion E]

Once the parts list has been saved, the buttons for the printouts and for Confirm preparation

will be available also in the overview list:

1 pnpanuom In me let. mm by pupa-anon m “r.

mm mun-m

The parts list can also be re—edited or discarded completely.

l8.2 Setting Up Standard Preparation

Standard preparations are prepared for stock. In other words, we do not wait for these bags to

be ordered by a patient (the finished bag is therefore not assigned here, but instead in the Dis-

pense program module).

To do this, click the corresponding button in the Set up preparation form. You will then be

asked which template shall be prepared and in what amount.
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WWW...—
Amount: 10 Standard Bag: Standard 1 E]

|PrepareWith Pump‘ | Prepare Manually I |Canoell .

The parts list is created in a way similar to an individual preparation. Only the instructions are

different since of course the same amount must be drawn up for all medications. Instead, the

individual preparations can be checked off:

Preparation instruction .' preparation protocol no. 150 Filmed on:
MM-Ififlghfifiage: .I'

Med. #1 895, 896, 89?, 893, 899, 90D, 901, 902, 903, 904

Standard Bags: Stanthrd 1 qzudbnfmm 1Dpos-

BagSDOmLI-IVACSS

NUMETAGtS‘iBE |101360mL |12xNUMETAG13%E EDDmL @113]:

Alreadyprepamcl: |EIEIEIEIEIEIEIEIEID

on: at: 5C: P rep; E nr.:

'83 Setting Up Preparation for a Compounder

There are various products on the market, which must also be triggered differently. Therefore,

there are various interfaces in BD CatoTM TPN and these are regularly expanded. Please do

not hesitate to contact our support team if you have any questions.

Please read chapter Compounder Configuration on page 50 for more information on the con—

figuration of the different models.

l8.3.1 ExactaMix 2400® (EM2400, Baxa Compounder)

Compounders from Baxter Healthcare (formerly Baxa) use their own, integrated software for

preparation. In other words, preparation is not managed in BD CatoTM TPN. Instead, only the

utilized articles and the required quantities are forwarded to the compounder software. For this

to work, the utilized article numbers must be reconciled in the two databases, since recon—

ciliation occurs through them.

In other words, the process in Set up preparation remains essentially unchanged. But there is

one additional button for sending the data to the compounder:

*; Instructions ‘ Confirm prop-ration

a Parts List ‘ ‘ Solid mcompoundor I v sum Pm: Lin 1: RejectParts List

When this button is pressed, the individual files are sent to the compounder's database. At the

same time, labels can be printed with a barcode, which the compounder can read and then use

to start the corresponding preparation.

The system will retract the compounder file if something is changed in the therapy after print—

ing. In other words, if a label is printed with the 01d (incorrect) quantity, preparation will be

rejected.

The parts list can then be saved as always and will wait for later confirmation of the pre—

paration (see there).
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l8.3.2 Other Compounder Systems

With most other systems, a channel assignment occurs in addition to the transfer of articles and

volumes. In other words, a compounder file is generated, but the channels to be assigned are

predetermined by BD CatoTM TPN. This requires predefining certain products for the individual

channels (see Compounder Configuration on page 50). The selected channels are displayed in

the list for Set up preparation. Depending on the compounder used, it may be possible to

change these manually as well.

Set-up preparation by pump (Pump IMF)

Planned preparation time: 23/05/2011 09:12

Products \M
HEFARIN IMMUNO 1000 IEImI DFL. (fl.): 0.05mL 1x10mL (L23) Channel

4 .7
Remainder 3.95mi.

LIDOCORIT 2% 20mqlml Amp; 0.25mL 1x 10mL (L45) Channel

Remainder 0.75mi. 5
'

NATRIUM CHLORID 0.9% lnfilsu: £9,7mL 1x1000mL (L56) Channel

Remainder 550.3711 2

Contalners and addlflonal artlcles (per medlcatlon)

Med :t sag Doe John, for Sat, 2010512011 1x Perfusnr 50mL PVC-[lei ass (7)

Perfusor 50mL PVC-frei, I v

I 8.3.3 Confirming Preparation

Of course, BD CatoTM TPN cannot determine whether or not a preparation has been completed

with an external device. Therefore, preparations with a compounder must ultimately be con—

firmed. This can be done in the same way as manual preparations. Only then are the med—

ications considered actually prepared and all data are booked. In other words, changes may

still be made to the parts list after the actual preparation.
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9. PERFORMING PREPARATION

This program module is intended for users who use a separate work station in the clean room;

it enables on-site preparations with simultaneous documentation. Of course, it is then no longer

necessary to confirm the preparation in Set up preparation.

A gravimetric check of the final product can also be performed under this menu item if an elec-

tronic scale is connected to the system.

Start the program module as usual through the preparation menu or the button in the header.

l9.1 Manual Preparation without Gravimetric Check

When the appropriate button is clicked, a window with a list of all set up medications will open

(see Set Up Preparation on page 83):

Perform preparation

Preparation slte I I:I

No. Type Details Status

151 Preparation
'

in advance. 2x NUMETAG 13% E Set up

150 Preparation Preparation in advance, 10x Standard 1 Set up
149 r

'
r

'
in advance, 2x NUMETAG 13% E Set up

144 Preparation Med}: 886: John Doe (20I05I2017) In preparation

A set up preparation can now be selected and the preparation started. A

screen appears. It displays the corresponding information and offers the

following options for concluding the preparations:

_

Preparation 1 011
if 909, Patlentdohn Doe

I
Pertusor PVC—frei

0.3mL LIDOCORIT 2% 20mglm| Amp. 0.25mLfr0m vial: 10mL (Ch: L45)

0.1mL HEPARIN IMMUNO 1000 lElml DFL. ('l.) 0.05mLtrom vlal: 10mL(Ch: L23)

49.7mL NACL Iasg. 49.7mLfr0m vial: 1000mL (Ch: L56)

I Preparation OK <ENTER> I I DO NOT PERFORM preparation <ESC> I I Preparation FAILED <o> I

Preparations already completed

State Time Prepamtion

Interrupt preparatlon <F4> cancel preparation <F5>

0 Confirm with Preparation 0K : The corresponding lots are booked, a label is

created and printed. The medication is shown accordingly in the lower portion

of the form (see further below).

0 Do not perform: The medication requiring preparation at the moment will be

reset and a new parts list must be created. If several medications were com-

piled into one preparation procedure, you can continue with preparation of the

remaining medications.
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. Failed: Resets the medication and discards the bag as damaged goods. The

products selected in the parts list are booked. The medication is shown accord—

ingly in the lower portion of the form (see below).

- Interrupt preparation: Enables a break and intermediate preparation of a dif—

ferent medication. An interrupted preparation will be marked appropriately in

the list of set up preparations. Preparation can be continued at any time or can—

celed.

- Cancel preparation: Ends all preparations of a shared parts list and resets the

medications. New parts lists must be created.

If several medications were compiled into one preparation procedure, the completed pre—

parations will be shown appropriately in the lower portion of the preparation form.

Prepamtions already completed

State Time Preparation

failed 09:39 it 898. Standard 1

OK 09239 # 897. Standard 1

0K 09:39 it 896, Standard 1

| Interrupt preparation <F4> I | Cancel preparation <F5>

Once the final preparation is confirmed, BD CatoTM TPN returns to the selection form and a

new preparation can be started.

I9.2 Preparation with Gravimetric Check

In the settings it is possible to define whether a gravimetric final check should be performed.

The check can be optional or the preparer can be forced to perform this step.

To perform a check at all, it is essential for a density to be entered in the master data of the util—

ized strengths. Otherwise, a warning will appear at the beginning of the preparation. A ref—

erence weight can be entered into the master data of the empty containers. If this is done,

weighing of the empty container at the beginning of the preparation will be skipped.

In addition, a scale must be connected directly to a preparation computer and BD CatoTM TPN.

To do this, use the menu item Hardware configuration.

After preparation starts, BD CatoTM TPN switches to a separate screen:

Preparation 1 of 1
it 832, Patient John Doe

I
Penusor PVC-irei

On the scale:

Perfusor PVC-frei

Determined weight: h0.00 g

CONFIRM weighing <ENTER> ‘ l SKIP weighing <o>

Preparations already completed

State Time Preparation

Interrupt preparation <F4> i ‘ cancel preparation <F5>
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Depending on the setting, a weight can be confirmed here (external scale) or the empty con—

tainer can be placed on the scale (integrated scale). If weighing is optional, this step can also

be skipped. If a reference weight is stored in the master data of the empty container, then this

step is eliminated completely.

The individual components are confirmed as described above; after Preparation 0K, a new

input form opens that displays the calculated, expected weight. The filled container can now be

weighed and the difference is indicated:

_
’

Preparation 1 of1
it 882, Patient John Doe

I
Perfusor PVC-frei

0n the scale:

Pre-filled container

Determined weight: m 9

Expected weight: 159

Difference: (No! set)

CONFIRM weighing <ENTER> SKIP weighing <0>

Preparations already completed

State Time Pneparation

Interrupt preparation <F4> Cancel preparation <F5>

Depending on the results, the preparation can now be confirmed or canceled if necessary. The

determined weights are documented in the preparation 10g.

-, _: Unlike preparation of the cytotoxics in BD CatoTM, in BD CatoTM TPN confirmation of

the preparation will not be blocked if the determined weight is different, since a true

check would require weighing of all steps.

l9.3 Neocare Compounders (Serial Interface)

When preparing with Neocare compounders, it is not essential to have a PC in or next to the

safety cabinet; preparation can be controlled entirely with the touch display of the Neocare

compounder. Reciprocally, all preparation instructions are shown in BD CatoTM TPN and the

preparation can be controlled from the PC.

The same procedure will run for all medications that are compiled in a preparation.

l9.3.1 Equipment

When it is necessary to change the equipment of a channel, a prompt is shown on the screen.

-91-



BD CatoTM TPN User Manual, Version: 2.38 9. Performing Preparation

E Me dOC Herstellu ng IXI

<F1> Jelzt Spulen
—;

<F2> Nicht Spfllen

<F3> Abbrechen
—;

Bitte beStUCken Sie folgende Kanéle:

Kanal 1: Glucose 10%, 3m| spulen

Kanal 2: NaCI [19%, 4m| spulen

Status: Verbindung hergestellt

Information about the current medication is shown in the upper section, for example unique

number, patient name, and container information.

In the middle section, equipment information for the individual channels is shown.

After changing equipment, flushing can occur automatically; the desired flushing volumes can

be defined for each channel in the settings. Press the F1 button to start flushing; press F2 to

skip over this.

l9.3.2 Filling Process

E Me dOC Herstellu ng IXI

<F1> Abfullung

starten
—;

<F2> Zubereitung

flberspringen
—;

<F3> Abbrechen

—;

Folgende Kanéle werden abgefflllt.

Kana|1:25,0m| Glucose 10%

Kanal2:17,0m| NaCID,9%

Status: Betriebsbereit, kein Auftrag in Arbeit

Before filling is performed, the components to be filled and the associated volumes are listed.

Press the F1 button to start filling; press F2 to skip over the entire medication.

l9.3.3 Manual Injection

After successful automatic filling, any remaining components that require manual injection will

be displayed to the user.
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<F1> Zuspritzung

OK

Spriuen Sie noch folgende Komponenten zu: <F2> ZUSPFIIZUI'IQ
FEHLER

248m Testaminosaure Lsg

24,8ml pofundin Lsg. <F3> Abbrechen

Status Betnebsbereit, kein Auftrag in Arbeit

The user can confirm manual injection with F1 or mark it as faulty with F2.

l9.3.4 Gravimetric Check

In the settings it is possible to define whether a gravimetric final check should be performed.

The check can either be optional or the preparer can be compelled to do it.

To perform a check, it is essential that the user enter a density into the master data of the util-

ized strengths (Master data > Strengths of a product). Otherwise, a warning will appear at

the beginning of the preparation. A reference weight can be entered into the master data of the

empty containers. If this is done, the first step in weighing (see below) will be eliminated.

There are two options: You can either connect the scale directly to BD CatoTM TPN or just con-

firm the external weighing in the program.

After starting the preparation, BD CatoTM TPN switches to its own screen:

_

Preparation 1 of 1

t 914, Patlent John Doe

I

Bag EVA

I

On the scale:
Bag EVA

Determined weight: Imoo g

I CONFIRM welghlng <ENTER> I I SKIP welghlng <o> I

Preparations already completed

Slate Tlme Preparation

I Interrupt preparation <F4> I I Cancel prepamtion <F5> I

Depending on the setting, a weight can simply be confirmed here (external scale) or the empty

container can be placed on the scale (integrated scale). If this step is optional, it can be

skipped. If a reference weight is stored in the master data of the empty container, this step is

eliminated completely.

The two buttons are also shown on the compounder's display and can be confirmed from there.
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The individual components are prepared with the compounder as described above; after Pre—

paration 0K, a new input form opens that displays the calculated, expected weight. The filled

container can now be weighed and the difference is indicated:

Preparation 1 of 1

it 926, Standard 2

Bag EVA (lot —)

On the scale:
Bag EVA

Determined weight: 195.00 9

CONFIRM weighing <ENTER> SKIP weighing <0>

Preparations already completed

State Time Preparation

Interrupt preparation <F4> Cancel preparation <F5> ‘

Depending on the results, the preparation can now be confirmed or canceled if necessary. The

determined weights are documented in the preparation log.

I 9.3.5 Printing Labels

In the settings, you can define how the labels will be printed at the end of a successful pre—

paration. You can define in advance whether no label will be printed, the user must confirm
each printout, or that a label will be printed automatically.

l9.3.6 Conclusion

After successful preparation of a medication, the process continues with the next medication in

the preparation package, i.e. all medications compiled through selection. If no additional med—

ications must be prepared, the preparation will be concluded.

I9.4 Treatment of Remainders From Preparation

If there are remainders in the last vial after preparation, BD CatoTM TPN automatically dis—

plays a dialog for the storage of remainders or their rejection. The preparer can now decide

whether the remainder will be retained for future use.

In case the preparer decides to retain the remainder for future use, the vial needs to be placed

on the scale for checking for any active ingredient loss during gravimetric preparation.

After examination a new remainder number is assigned to the remainder and a label printed.

The remainder is now saved in BD CatoTM TPN and using it will be automatically suggested, if

possible, with future preparations as long as it is not expired.

For calculating the remaining active ingredient amount, any previously recorded overfill is also

taken into account, which allows each Vial to be used to the last drop.

In case the preparer has decided not to keep the remainder, the remaining quantity, including

the average amount of overfill, is posted as a loss and can not be used during future pre—

parations. If a remainder has been deducted erroneously, it can be activated again under

Remainders (see Remainder Management on page 103).
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You can read about the various basic settings regarding remainders in the chapter Set Up Pre—

paration /Dispense on page 40.
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If a previously prepared or purchased standard bag is used as a medication, it will be marked

as Dispense because no preparation is necessary.

These medications are managed in the Set up dispense list. To do this, select the menu item

under Preparations or press the respective button in the header:

Set up dispense

Pallem

Patient Doe John 1911-01-01 El D.o.b.: 01/01/1911

Patlenm: 111 El Soc.5ec.#~. :

Unit: (All units) El Deceased Blocked

Preparation site: I El Time period: <Custorn> El (from 10/05/2017 to 23/05/2017.)

Date A Patlent Type Detalls

18/05/2017 Doe John Dispense NUMETAG13% E (SOOmL =1 pc.)

Selected: 1 of 1 [3 Display already dispensed I Set up selected [or dlepenee

Prepared dlapenees

No. Type Details Slams

177 Dispense John Doe. 20/05/2017: NUMETAG13% E (20mL= 0 07 pcs)

9 Print: Commissioninglist [1 Confirm dispense | [a Edit Parts List] [x Remove trorn Preparation List ]

This list behaves largely as described under Set up preparation. For the parts list for a dis-

pense, BD CatoTM TPN accesses the stock of previously prepared or purchased standard bags

and deducts the corresponding bags.

Double click the medication or click 8 to view and change the lot selection. After selecting

the lots, a commissioning list can also be created and printed to check the dispenses.

The dispense can then either be confirmed immediately or copied like a parts list for a pre-

paration.

The buttons of the individual functions are located on the lower edge of the form, as already

seen in the preparation part:

Print labels: Prints the desired labels for all containers before dispense.

Save preparation: Reserves the selected lots for dispense at a later time.

Confirm dispense: Deducts the respective stocks.

Project preparation: Discards the parts lists again.
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11. LOT MANAGEMENT

In order to prepare with BD CatoTM TPN, it is necessary to save available lots for the created

products. These lots are documented during preparation and enable rapid tracing of their use.

You can switch to lot management either directly from the affected strength or from the empty

container that was just displayed. Or you can also call up the program module through the Pre-

paration > Lot management menu.

In BD CatoTM TPN, documentation of lots is mandatory or possible for the following articles:

. Mandatory: Products and standard bags (purchased or made in—house)

. Optional: Empty containers

|11.1 Lot Management of Products

Before the first preparation, BD CatoTM TPN must be given the information on existing lots and

their stock status.

I 11.1.1 Creating a New Lot

The Lot management form offers the special feature that a dosage form and a certain lot (to

be edited) can be selected in the upper screen area. Once this selection has been made, the

lower screen area behaves in the same way as every other list in BD CatoTM TPN.

First select the desired strength for the medication. Click the appropriate button to create a new

lot. The following data are saved for the lot:

Lot number, barcode, expiration date, number of vials to be added, internal billing price.

The weight is not relevant in BD CatoTM TPN.

Preferred: Defines this lot as the current one (that is, currently used) in the event of several

lots being registered (at one dosage form strength). That way it is determined which lot should

automatically be suggested in BD CatoTM TPN.

Blocked: (Temporarily) blocks the lot for use. Lots marked as Blocked can no longer be selec—

ted in other program modules. Additionally, the lot can be blocked from release and be set in

quarantine below the list to enforce another check prior to its first use.

I 11.1.2 Determining a Vial's Average Weight

If you wish to use the gravimetric preparation module, you have the ability to determine a vial's

average weight. During the preparation process, the average weight serves as an identification

feature and allows (in most cases) to check if the correct product vial is being used.

You can either enter a weight previously determined externally or click the Determine Weight

button to establish the average weight. Before completing this step, make sure that the scale is

working correctly (see BD CatoTM TPN Installation Plan).

To establish an average value, it is recommended that more than one vial be weighed. The num—

ber of vials used for determining the average weight must be set before weighing. Weigh the

vials the way you will use them in the safety cabinet, which means remove possible closing

caps or similar if they have a relevant effect on the Vial's weight.

Place the vials on the scale and wait until the scale has stabilized (weight is displayed in

green). Now click the Determine Average Weight button to send the weight to BD CatoTM
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TPN. Alternatively, you can also press the Enter key (‘-'key). Close the form after the pro-

cedure has been completed.

This value is now used automatically when creating a new lot for this strength, which means

that the average weight does not need to be determined for new lots, unless the vial‘s weight

has changed (due to a change of its size or material).

' 11.1.3 Lot Status

Lots can receive two different kinds of statuses in BD CatoTM TPN: Approved and Quarantine.

Which of these statuses is awarded automatically can be established in the settings. According

to this, a newly entered lot appears either straight away as Approved or as in Quarantine:

Lot no. A X Status S Type Expiry Total |

> GHERUT34857 Quarantine Purchase 23/07/2015 50

L12 Approved Purchase 22/05/2020 100

. Quarantine: The lot still has to be checked and approved. This lot cannot be used in the

preparation parts.

. Approved: This lot can be used without restriction.

Additionally, the Blocked flag can be used. The idea behind this is to be able to differentiate

between "do not use because not yet checked (= Quarantine)" and "this lot must not be used

due to a warning by the manufacturer (= blocked)".

Blocked overwrites the respective status in the corresponding column. An "X" is also displayed

in the column provided for this. If Blocked is removed again, the lot is once again in the respect-

ive status in which the block was imposed.

To make the flinctionalities available only for certain users, the user groups can be adapted to

establish who can enter, approve, and block/unblock lots.

-- It is also possible to introduce additional statuses before the actual approval or to create

ii electronic questionnaires with a add-on module that have to reveal positive outcomes

before approval. Contact our support team if you would like any further information

about this.

I 11.1.4 Editing an Existing Lot

The lots saved are displayed in the Lot management form according to the selection of a cer-

tain strength:

Lot Management

Show lots from: Products E

Designation: eLucosE 5% 100mL a. , Show blocked aflicles

Lot no: Internal: Expiry: T- Number: pcs.

Price: Barcode: Weight: g I e e _ e e . =4

Prelerred Blocked Trial product

New Edit

Lot no. - X Status 5 Type Expiry Total In prep. Used In use Remainder Avail. Price

> GHERUWST Approved Purchase 23/07/201 5 50 0 3 0 0 47

Approved Purchase 22/05/2020 100

In addition to the lot number and the expiration date, the consumption status of the lot is dis-

played:

Total: Overall number (original number) of vials in the lot
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In prep.: Number of stock batch productions and stock solutions that still must be released

after preparation through status administration

Used: Number of the vials used

In use: Number of the vials that are currently in use (that are currently being used for pre—

paration)

Remainders: Number of the vials that are currently stored as remainders

Avail.: Number of vials still available

Price: Display of the registered price

Vials can be added to or deducted from the lot by selecting a line and clicking [E]

the corresponding button. Moreover, it is possible to move vials between stock

locations.

All other information can still be changed by means of the Edit button.

3 If vials of a lot have already been used for a preparation, the Lot no. and Expiry fields

1" can no longer be edited (exception: marked trial product).

|11.2 Lot Management of Empty Containers

In BD CatoTM TPN, lots of empty containers can be managed in addition to product lots. Unlike

the products, though, use of this is optional and must be activated in the Settings.

Which product group should be displayed can be determined in the list of selections at the top

part of the form. In addition, this group is automatically reconciled when switching from the

corresponding master data form directly to lot management.

Unlike the products, neither expiry date nor quantity are documented for the empty containers.

Only the batch number and (if appropriate) price and barcodes are entered.

|11.3 Lot Management of Standard Bags

For standard bags, there are basically two options:

0 The standard bag is prepared in BD CatoTM TPN.

o The standard bag is purchased like a product.

However, in both cases it is necessary to first create the bags under Therapy > Templates

(see Templates on page 57).

If the bag itself is prepared, BD CatoTM TPN automatically assigns a unique lot number and

independently enters the lot into the list after confirmation of the preparation. The lot will be

identified in a separate column Type as Stock solution.

Purchased bags are entered as described for the products. "Purchase" is shown in the Type

column.

The lots are then deducted through dispense (see Dispense on page 97).

|11.4 Event Log for Lot Management

Since repeated entries have to be made for lots and the possibility of an erroneous entry is espe—

cially large (complicated lot numbers, expiration dates, etc.), checks on the persons inputting
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are particularly important at this stage. BD therefore would like to particularly point out the

event log function in the File menu.
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12. REMAINDER MANAGEMENT

To display a list of all current remainders, select the Remainders menu item from the Pre-

parations menu.

The following information is listed for the vials:

No.1 A unique number automatically assigned by BD CatoTM TPN after usage that will

be printed on the label of the remainder (optionally also as barcode). During preparation

and setup of a preparation this number is used for identification. For the barcode an

encrypted number is used, not the remainder number.

Product (lot): The used strength and its lot number are listed here.

Remainder: Information in unit and volume concerning the remaining amount of active

ingredient or solution in the vial.

Expiry: Information concerning the expiration (if stabilities have been saved in the mas-

ter data).

.3}

The expiration is calculated as minimum value of the following information: expiration

date of the lot, microbiological sterility for remainders according to the setting (under

Preparation / dispense > Remainders and stabilites > Microb. sterility remainders)

or time of administration.

Different colors indicate different conditions of the remainders (a key of these colors can be

accessed at any time via a link in the upper right corner of the form):

Black: “Normal,” meaning not expired, and not blocked remainders (additionally dis-

played inE if they were used today)

Green: Remainders currently in use

Red: Expired remainders

Orange: Blocked vials that currently may not be used

Blue: Remainders already deducted that are displayed for the Reactivate remainders

function (see below)

Olive: Blocked and expired remainders where deducting seems to have been forgotten
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Remainder management

Preparation site: I F II Display rejected remainders (past 2 weeks) K_ey

3' Relresh data

# Product (lot) Remainder Expiry
‘

1 NACL Inf.lsg. 1000mL (L56) 1BBmmol 23/05/2020 23:57

0 Test product Lsg. 100mL (LOT1) 0mg

0 Test product Lsg. 100mL (LOT1) 4mg

0 NUMETAG13% E 300mL(N13) Og .

[I NUMETAG13% E 300mL(N13) 7.449 _
0 NUMETA (313% E 300mL (N13) 09 -

0 NUMETA G13% E 300mL (N13) 1.86g

0 NUMETA 613% E 300mL (N13) 09

0 NUMETA G13% E 300mL (N13) 5.589

0 GLUCOSE 5% 100mL (L12) 4.589

0 GLUCOSE 5% 100mL (L12) 09 -

2 GLUCOSE 5% 100mL (L12) 09 22/05/2020 23:53

0 GLUCOSE 5% 100mL (L12) 09 -

0 GLUCOSE 5% 100mL (L12) 09

0 GLUCOSE 5% 100mL (L12) 09

0 GLUCOSE 5% 100mL (L12) 1.5g

0 GLUCOSE 5% 100mL (L12) 09

o GLUCOSE 5°. 100mL (L12) 09
0 GLUCOSE 5% 100mL (L12) 09

0 GLUCOSE 5% 100mL (L12) 09

0 GLUCOSE 5% 100mL (L12) 09

Details Withdrawals

Expires in . Med.no. 892. 22/05/2017 16:23: 11533.23mg _
Remaindervolume 240mL 3 Reactlvate
Diluent -

First use 22/05/201716223
Last use 22/05/2017 16:23

Select a remainder to display details concerning the vial below the list. These are:

. Indication in days/hours/minutes until or since expiry

. Remainder as volume (in mL)

. The used diluent

. Date of the first and last use of the vial

. Information concerning the medications for which withdrawals were effected (med—

ication number, date and time of the withdrawal, withdrawn amount).

To the right side of the details there is a bar of buttons that enable different actions:

. Printing labels: It is possible to reprint a remainder label. If for any reason a remainder

was not assigned a number (for example, this can happen due to the cancellation of a

preparation), now a number is assigned (the button then reads Assign 110.).

. Reactivate: By selecting the corresponding checkbox above the list, the remainders

deducted during the past two weeks can be displayed in the list (these are displayed in

blue fonts). Use the button to include a remainder deducted by mistake during the pre—

paration in the active list again.

. Block/Unblock: This button can be used to temporarily block certain vials for further

use.

. Deduct/Transfer (in case of several storage locations): Removes expired remainders

from the list (that would otherwise remain in red fonts) or enables a transfer from one

storage location to another. A remainder is kept in the system until the vial's complete

content has been withdrawn or it has been deducted manually here. This means an

expired remainder will not be deducted automatically and is still available in Set Up

Preparation, but such a remainder will not be recommended automatically.

In some cases it is possible that the list may contain a remainder without a number,

3 which is not blocked (that is, not displayed in green). Vials currently in use do not have

a remainder number, if they have been recently reconstituted or opened. If a preparation

is interrupted after the reconstitution of the Vial, there are "temporary remainders" in
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stock, for which no remainder number has yet been assigned (and possibly will never be

assigned a number). In this case, a number is assigned automatically before the label is

printed. It is rarely possible that the above—mentioned remainders displayed in brown are

actually shown. These Vials are considered to be blocked; however, they can be posted

as a loss as they have not been used for a longer period of time. It can be presumed that

no preparation has taken place using these Vials.

Eng;

l12.1 Printing a Remainder List

3'; To print a list of the current remainders, use the Print icon in the toolbar or go to Print

in the File menu.
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Open the entry form for the label layout in the Administration > Define layout of labels

menu.

if . In BD CatoTM TPN, the layout of labels cannot be significantly modified (for example

? the positioning of text fields or font size and type or additional information). The basic

layout of a label can be defined using the included program List & Label. BD can

provide assistance in redesigning or changing label designs.

The provided default labels can be used right away. Certain adjustments of default labels can

also be carried out easily (see below).

l13.l Entry Form

As with a few other program modules, the Define label layout module is used both in BD

CatoTM TPN as well as BD CatoTM. Therefore, entries can be made for both software solu-

tions.

In the main menu, a default printer can be defined for the work station. All labels will be prin-

ted from this printer. However, other printers can be saved for certain labels if for example

labels of varying sizes will be printed for 24h medications.

M mama-n; ?@-

Delault label printer for this workstation: <No printer selected> I3

Label layout

Designation Printer Type
‘

E Import label ‘ fl Export label

pan deliver (Default) v TP\. dispensing

pan products (Default) 7 TP‘\ sorted by active ingredient groups —

pan products (external) (Default) v TP\ stifled by active ingredient groups
‘
i@w]

pan standard (Default) v TP\ sored by active ingredient groups _ I x Delete label ‘ i a Print label I

Title: TPN Hosp. design: Apotheke

Text 1: Text 2:

Patient's name Date format ‘ Dose
' ' '

I Only in BD Cato

l Last name in capital letters 1 Last name first

V Comma between first name and last name
’

Title

E "Mr." or "Ms." if patient is older than 0 years

Labels to be printed

Remainder label A 7 Print labels as set Set number: 1
Patient label
Blank label a Number Label’

=) » standard
TPN parenteml (external components)
TPN 24h medication

'

TPN assigned standard bag
Pre-F'reb. Label: lniection

iAdditionaI label it light protection is required for finished preparation l Additional label if light protection is required for administration No label print at the end of gravimetric preparation

A list of all label templates in the system is located below the printer assignment area. To the

right, there are buttons for exporting or importing layouts as well as for editing, deleting, or

printing them with test or medication data.

The Title field is not used in BD CatoTM TPN, the other fields can be filled with text as desired

(for example emergency numbers in case of further inquiries).

I 13.1.1 Showing and Hiding Label Information

Within the specified label design it is possible to show or hide various medication data on the

label. Although the content of a label is generally dependent on and defined by the layout, the

label can be easily and quickly adapted in this way without having to design a new layout. For
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example: If no field has been provided for the lot number on the label layout, this cannot be

shown or hidden through an option.

These options can be shown or hidden using the checkboxes. The changes are immediately vis—

ible on the printout of a preview label. The options are grouped under several tabs:

13.1.1.1 Patient Name

Last name in upper case letters: This determines whether the patient‘s last name will be prin-

ted in upper case letters on the labels.

Last name first: Sets whether the last name will be printed first.

Comma between last and first names: Sets whether the first and last name (or vice versa,

depending on the setting) will be separated by a comma.

Title: This determines whether the title saved in the patient file will also be printed on the

label.

Title when the patient is older than XX years: BD CatoTM TPN prints the title Mr. or Ms.

before the last name on the label. Using this option, BD CatoTM TPN can be configured so that

this title is not printed for small children.

13.1.1.2 Date Format

Date of administration with weekday: Inserts the abbreviated weekday name onto the label

(Mon, Tues., Wed, etc.).

Time for stability/preparation date: Expands the date specification with a precise time.

Pre arer abbreviation: Writes the re arer's abbreviation next to the date of re aration.P P P P P

13.1.1.3 Dose Information

Defines whether the volume or the prescribed units or both will be printed for the dosage of the

individual active ingredients/products and with or without separately indicated overfill.

13.1.1.4 Miscellaneous

Here you can set which barcode and whether the TPN underlying medical result (for example

weight) shall be printed on the label.

I 13.1.2 Assigning a Label Layout

Select the corresponding medication type (for example TPNparenteral) from the selection list

at the left and enter into the list appearing at the right the desired design (for example pan stand—

ard). The number of labels to be printed can also be defined before the layout.

In individual cases it may be desirable to print different labels (layouts) for certain med—

ications. For example, an additional patient label may be printed for a standard bag. In these

cases, simply enter a second design into the next line.
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Zadévaci dokumentace k vei‘ejné zakézce malého rozsahu zadévané dle interni smérnice

E. 2 o zadévéni vef'ejnych zakézek v souladu s ust. § 31

zékona é. 134/2016 Sb., 0 zadévéni vef‘ejnych zakézek, ve znéni pozdéjéich

pi‘edpisfi (déle jen ,,zékon“)

Nézev vef'ejné zakézky:

Software pro parenterélni Vj/Zivu V6 FN HK

Kéd CPV: 48180000-3 Balik programfi pro zdravotnjctvi,

72212180—4 Vyvoj programového vybavem’ pro zdravotnictvi

Druh vei‘ejné zakfizky: Dodévky

IDENTIFIKAéNi I’JDAJE ZADAVATELE
Nézev zadavatele: Fakultni nemocnice Hradec Krélové

Sidlo zadavatele: Sokolské 581, 500 05 Hradec Krélové — NOV}? Hradec Krélové

1C zadavatele: 00179906

ID datové schrénky: V7zqi84
URL adresa: 13:113. xx ,flzhk L
Adresa profilu zadavatele: grow \\ u .LiL'u-Limgrox nah-éLiiLLLGt'JRmt"l\ 31.191211 \HK,

Zédosti o vysvétlem’ zadévaci dokumentace musi byr doruéeny pisemné V elektronické podobé na 6-

mailovou adresu \ ;:L‘1;:\ 1g;3: 111.113. L nejpozdéji 2 pracovni dny pred koncem lhfity pro podéni nabidek.

Pfipadné da1§i informace k textu zadévaci dokumentace a odpovédi na dotazy k zadévaci dokumentaci

budou uvefejfiovény na profilu zadavatele.

:sPOZORNENi!!!

Nové jsou aviza o uvefejném’ nevi/ch dokumentfi k prisluénému zadévacimu fizeni na profilu zadavatele

zéjemcfim automaticky zasiléna pouze v pi‘ipadé, 26 Si fiéastnik stéhne z profilu zadavatele alespofl

jeden dokument (V rémci pfedmétné vefejné zakézky) jako registrovam’r a sou_é§sné pl‘ihlééeny'

zéjemce. V pfipadé zéjmu o fiéast V daném zadévacim fizeni doporuéuje zadavatel stéhnout dokumentaci

k vefejné zakézce aZ po pfihlééem’ zéj emce do systému.

Vei‘ejné zakézka neni, s ohledem na charakter pf‘edmétu plnéni vei‘ejné zakézky, rozdélena na

éésti.

1. Predmét plnéni vei‘ejné zakézky:

Predmétem plnéni této vefejné zakézky je dodéni a implementace sofiwarového fe§eni pro podporu

preskripce, plénovéni a pfipravy parenterélni vyiivy (déle jen PV) ve Fakultni nemocnici Hradec Krélové

(déle jen FN HK), Véetné jeho integrace do stévajici IT infrastruktury FN HK. Souéésti pfedmétu plnéni

je i pfizpfisobeni nabl’zeného softwarového feéem’ dle poiadavkfi zadavatele (pfizpfisobeni potfebém

zadavatele).

Déle je pfedmétem plnéni této vefejné zakézky softwarové fldrz'rba dodaného informaéniho systému po

dobu neuréitou.



Zadavatel poiaduje postupnou implementaci dodévaného systému véetné zavedeni sofiwarového resem’,

které je pfedmétem této zakézky, a to ve dvou fézich. Zhotovitel uvede pfedmét plnéni do zkusebniho

provozu nejpozdéji do 1 mésice od nabyti fiéinnosti smlouvy o dodévce software. Pfedpoklédané doba

trvéni zkusebm'ho provozu je 1 mésic. Celkové doba trvéni implementace mfiZe byt maximélné 2 mésice.

Zadavatel poiaduje Vsestranné moderni systém, ktery bude bez vYZnamnéjsich zmén provozuschopny po

radu let. Nabizeny systém musi byt V dobé dodévky plné funkéni ve vsech svych deklarovanSIch

Vlastnostech a musi predevsim zvyéit bezpeénost, dokumentovatelnost celého procesu rozpisu, pfipravy a

aplikace parenterélni vyiivy.

Zadavatel poiaduje systém zaloZeny na modernich a V§eobecné uznévanych technologiich a standardech

— véetné platformy pro VS’VOj systému, typ a verze vyuiivané databéze, bezpeénostnich standardfi apod.

Systém musi umoifiovat eventuélni rozvoj dle budoucich poiadavkfi FNHK napr. formou akvizici jiZ

hotovych dalsich sofiwarovych modulfi. Nasim poiadavkem je tedy predevsim co nejsirsi funkénost a

skélovatelnost jii otestovanych a stabilnich sofiwarovych modulfi. (Predmétem poptévky tedy neni VYVoj

software ,,na miru“ dle nasich specifickych poiadavkfi, ktery by byl teprve vyvijen v dobé provozovém’

systému ve FNHK, nevyluéuje se vsak moinost drobnSIch fiprav stévajiciho systému podle specifickych

poiadavkfi zadavatele).

Technickzi a funkéni specifikace softwaru pro vei‘ejnou zakézku:

o Obecné pozadavky

0 System musi poskytovat jednotné grafické uiivatelské prostfedi a jednotné ovlédéni pro

vsechna uZivatelské pracovisté provédéjici plénovém', pfedpis a pfipravu PV.

0 Vsechny éésti systému musi byt navzéjem integrované a modulérné koncipované. Musi

umoir'iovat vyhledévéni souvisejicich dat napi‘ié jednotlivymi moduly.

0 System musi byt kompatibilni se stévajicim plnicim automatem ve Vlastnictvi zadavatele

(tj. ExactaMix 2400).

o Systém mgsi byt kompatibilm’ minimélné se dvéma dalsimi plnicimi automaty od rfiznych

Vyrobcfi. Uéastnik ve své nabidce uvede seznam kompatibilnich plm'cich automatfi v5.

uvedem’ jej ich vjrrobcfi.
o Vsechny éésti systému musi s uZivatelem komunikovat v éeském jazyce. Pf‘i ovléda’mi

funkci vyhrazen37ch administrétorfim a sprévcfim systému se pfipouéti kornunikace

v anglickém jazyce.

o Funkcionalita a ovlédém’ systému musi byt Vhodnou forrnou dokumentovéna. Napf.

Pfiruéka pro uiivatele a Priruéka administrétora.

0 U vstupnich fidajfi, kde je to z logiky Véci moiné, musi system provédét kontrolu

sprévnosti zépisu dat a opticky zvjrrazr'lovat povinné pole.

o Systém musi obsahovat kontextovou népovédu (v éeském jazyce) pro obsluhu

jednotlivjrch funkci a zadéve’mi vstupnich fidajfi.
o Systém musi mit néstroje na logovéni éinnosti uiivatele.

0 Update aplikaéniho SW na klientskjlch stanicich musi probihat automaticky (napf. pri

spusténi aplikace), bez zésahu obsluhy, a to i bez administrétorskych prév k operaénimu

systému (Microsofi Windows).

0 System musi umoifiovat tvorbu Vystupfi (reporting) uloienYch V databézi a tvorbu

definovanych exportfi dat do beinych typfi souborfi (zejména docx, xlsx, xml, rtf, csv, txt,

pdf).

0 Systém musi bit schopen provédét fikony fidriby (zélohovéni a archivace dat, spréva

éiselm’ki’l apod.) za provozu, V automatickém i manuélnim reiimu.

0 System musi umoifiovat pfistup ke vsem datfirn po celou dobu provozu.



o Tiskové vystupy musi obsahovat nalezitosti zdravotnické dokumentace dle platne'

legislativy CR (aktualné vyhlaskac.98/2012 Sb. 0 zdravotnické dokumentaci) a vyhl.

84/2008 Sb. 2 pohledu dokumentace pripravy léciv.

0 Administrator (spravce) zadavatele musi mit primy pristup do databaze na firovni

databazového administratora (moznost zadavat SQL dotazy za ucelem ziskani dat

napf‘iklad fipadé MS SQL Serveru prostfednictvim SQL Management Studia) a

V dokumentaci musi byt popsén datovy model.

0 Poiadavkv na funkéni Vlastnosti

o Planovani a predpis PV

Planovéni a pfiprava PV pro lfiikové pacienty, pacienty v tzv. doméci pééi a pro

externi odbératele PV. Pfitom jedna PV se mfiie skladat z jednoho nebo Vice sterilnich

vakfi.
Moinost pfevést vyrobenou PV 2 reiimu ,,Domac1’ péée“ do reiimu ”Liiikovy

pacient“.

Planovéni a pfedpis PV pfimo z pracovi§té lékafe a zajiét’ovani komunikace mezi

lékafem a Nemocniéni lékarnou.

Definovani Vlastni'ch pfedloh PV, jejich spréva a aktualizace.

Sestavovani individualnich pfedpisfi PV, VSIpoéet dévek pro jednotlivé pacienty, a to

na zakladé uloienych pfedloh nebo individualné.

Vy’tvéu‘eni a ukladani vzorfi pro vypoéet dévek pro jednotlivé pacienty 11a zékladé

individuélnich parametrfi (napf. hmotnosti).

Kontrola na pfekroéeni limitnich hodnot V pfedpisu PV (napf. limitni' hodnoty u kaz'zdé

fiéinné létky, koncentrace, objemu, kumulace apod.) s povinnosti zaruéit vyrazné

upozoméni na poruéem’ limitnich hodnot.

Uloieni diagnoz a nélezfi jednotliVJ'Ich pacientfi s moinosti éasového omezeni

platnosti jednotlivjrch parametrfi (napi‘. hmotnosti pacienta apod.).

Vyuiivéni rfiznych mérnych jednotek v pfedpisu PV (minimélné véak g, mg, ml, pg,

mmol).

Pfipojovéni rfiznych komentéffi a pokynfi k predpisu pro pfipravu a aplikaci PV ze

strany uZivatele.

Dokumentovani PV pacienta Véetné jeji historic a neustélou dostupnost dat

predepisujicimu lékari.

Jmenovité dokumentovani procesfi planovani a pripravy PV — predpis, schvaleni,

predani k pripravé, priprava PV a dostupnost o aktualnim stavu zadanky (,,p1anovano“,

”éeké na schvaleni“, ,,schValeno“, ”éeké na pripravu“, ,,pfipraveno“, ,,expedovano“,

,,aplikace potvrzena“).

Systém musi poskytovat souhrny a sestavy tykajici se PV. Sestavy musi umoifiovat

ziskéni pfehledu o pouiiti PV podle jednotliVJ'Ich pracovi§t’, uZivatelfi, lééivych

pripravkfi apod.

Systém musi umoifiovat zpétnou dohledatelnost Véech dat tj/kajicich se pfedepséni

pfipravy a aplikace PV.

0 Zadanka

Identifikacni cast zadanky musi obsahovat identifikacni udaje o pacientovi (rodné

cislo pacienta, jméno a prijmeni pacienta, diagnéza), identifikaci pojist’ovny, ICP,

identifikaci zadajiciho interniho pracovisté, eventualné identifikaci externiho

odbératele.
Identifikaéni East zadanky musi umoifiovat zadam' nalezfi (hmotnost, vyéka).

Identifikaéni éést iédanky musi umoZfiovat fidaje zadat pfimo a tam, kde to bude

moZné i VSIbérem z éiselniku, napf‘iklad diagnozy ze seznamu diagnoz MKN 10,

pojiét’ovny z éiselniku pojiét’oven pracoviété z éiselniku pracovi§t’ apod.



Na iédance musi byt graficky odliéena povinné a nepovinné pole. Vyplnéni povinnych

fidajfi musi byt systémové vyiadovéno. V pfipadech, kde je to moiné, musi systém pfi

ziskévéni fidajfi provédét kontrolu validity proti éiselnikovym hodnotém (napf.

diagnoza - éiselnik diagnoz, pojiét’ovna — éiselm'k pojiét’oven, variabilnl' symbol

pracovi§té — éiselnik pracovi§t’ apod.)

Prvotné pof‘izené identifikaéni fidaje pacienta musi zfistat uloieny V databézi a musi

byt moiné podle nich pacienta pri opakované név§tévé vyhledat, a to ma zékladé

rodného éisla nebo pfijmeni a jména s automatickym doplnénim ostatnich fidajfi.

Tvorba Zédanky
Systém musi umoifiovat vystaveni elektronicke’ iédanky na pfipraw PV a jeji tisk.

Zédanka musi, krorné identifikaém’ch fidajfi pacienta a Zédajiciho pracoviété,

obsahovat VVéet lééiv a jejich dévek a typfi a objemfi. Zédanka musi obsahovat

informaci 0 tom, kdo ji vystavil a pfl'p. kdo ji schvélil.

Pfijem iédanek

Systém musi umoinit fazeni poiadavkfi dle éasového sledu a s pf‘ipadnym

pfedfazenim lékafem upfednostnénych poiadavkfi.
Systém musi vyiadovat po doruéeni Zédanky jeji kontrolu a schvéleni lékémikem.

Teprve potom mfiie pokraéovat Zédanka do pfipravy.

Systém musi umoifiovat zadéni spotf‘ebovanych lééiv a materiélu k Zédance

s moinosti identifikovat lééiva a materiél pomoci éteéky éérovych kodfi
s respektovénim kusové kontroly (identifikace §arii). Systém musi pfi zadévéni

automaticky nabizet baleni otevfené, s ohroZenou exspiraci a ekonomicky Vyhodnéj éi.

Systém musi poskytovat automaticky tisk étitkfi (volitelného mnoistvi) s moinosti tyto

§titky podle potfeby Vhodné definovat — navolit poiadované fidaje éi napf. barevné

rozli§eni zohledfiujici rfizny zpfisob podéni.

Systém musi poskytovat pfehled plénovanych poiadavkfi - informaci o aktuélnim

stavu Zédanky (,,p1énové.no“, ”661051 na schvéleni“, ,,schvéleno“, ”éeké na pripravu“,

,,pf’ipraveno“, ,,expedovéno“, ,,aplikace potvrzena“).

Pfiprava PV V Nemocniém' lékérné

Sdileni dat pro pfl’pravu PV mezi pfedepisujicim lékaf‘em a Nemocniéni lékérnou.

Zachovéni moinosti manuélni pfipravy vaku.

Podporu pfipravy vakfi jak pro pacienty individuélné tak i podporu pfipravy

standardm’ch vakfi.
Tisk §titkfi s moinosti vytvofeni a pouiiti rfiznych pfedloh.

Dokumentovéni vyroby PV Véetné pouiitych materiélfi, pripravkfi a jejich éarii s

vazbou na konkrétniho pacienta.

Kompletm’ a jmenovité dokumentovéni procesu pfipravy vakfi v Nemocniéni lékérné.

Skladové hospodéfstvi

Systém musi obsahovat éiselnik HVLP a musi umoifiovat jeho aktualizaci ze

Seznamu lééiv a PZLU hrazenych ze zdravotniho poji§téni vydévaného s mésiéni

periodicitou Stétnim fistavem pro kontrolu lééiv.

Systém musi umoifiovat vedeni skladového hospodérstvi pracoviété centralizované

pfipravy Parenterélni vyiivy.

Systém musi umoZnit generovéni objednévek dle zadanych norem pro hlavni sklad V

matefské lékérné.

Systém musi umoinit dle objednévky elektronické pfevedem’ zésob z hlavniho skladu

v materské lékérné (vedeného v lékérenském inforrnaénim systému Mediox) na sklad

pracovi§té centralizované pfipravy Parenterélni vyiivy (vedeny v systému pro

pfipravu Parenterélnl’ vyiivy).



Tok dat o lééivech mezi systémem a lékérenskym informaém’m syste'mem musi byt V

plné §ifi (nézev pflpravku, kod SUKL, cenové informace, kusy, exspirace, éarrZe,

EAN. . ..).

V okamiiku ukonéeni pripravy musi systém odepsat pouZité lééiva a ostatni materiél

ze skladu vedeného V systému pro pi‘ipravu Parenterélm’ vyiivy.

Systém musi umoifiovat jednoduchou kontrolu exspiraci.

o Integraéni vazby

Systém musi byt prokazatelné schopen komum'kovat s okolnimi systémy

prostfednictvim HL7 standardu.

Uéastnik musi zajistit integraéni vazby vytvofenim datovych mfistkfi na ostatni

relevantni systémy vyuZivané ve FN HK, pfipadné vytvofem'm tiskovych vystupfi
V obvyklych formétech (zejména docx; xlsx; rtf, csv, txt, pdf). Uéastm’k mfiie
navrhnout i j in)? zpfisob reéeni vazeb, bude-li zachovén jejich fiéel.

Datovy mfistek IS MEDIOX — IS PV. — vazba @ a G)

Skladové agenda Iééiv a SZM je ve FN HK vedena V IS pro lékérnu ,,MEDIOX“.

Timto datovym mfistkem se pfedpoklédé zajiéténi pfedévéni dat o lééivech a SZM pro

pfipravu parenterélni vyzivy 2 IS MEDIOX do IS PV, a to Véetné fidajfl o nékupni

cené, §ar2i, exspiraci, fakturaéni skupiné, vyéi DPH, identifikaci dodaciho dokladu.

Datovy mfistek IS PV — IS NAVISION. - vazba ®

Timto datovjrm mfistkem se predpoklédé zaji§téni pfedévéni dat o nékladech na PV

V interni spotfebé (lfiZkovi pacienti FN HK), jako cenovy fidaj agregovany za

nékladové stfedisko, fakturaém’ skupinu a obdobi (mésic) do ekonomicke’ho IS

NAVISION.
Datovy mfistek IS PV — IS SOPHIS. Timto datovym mfistkem se pfedpoklédé

predévéni dat o nékladech na lééiva a SZM pro PV V interni spotfebé (lfiikovi pacienti

FN HK) do manaierského IS SOPHIS, jako cenovy fidaj agregovany za pracovni kod

pf‘ipravku, nékladové stfedisko a obdobi (mésic).

Datovy mfistek IS PV — IS SOPHIS + tiskové sestava s pfehledem PV V doméci pééi

za dané obdobi (mésic), jako pfehled NS p0 jednotlivych pacientech s uvedenim poétu

vyiiv (vakfi) a nékladu.

Musi byt zajiéténa moinost zjiéténi/zajiéténi:

a) Stavu denm’ho provozu (pfehled o poétu poiadavkfi z jednotlivych pracovi§t’,

pfehled o rozpracovanosti poéadavkfi na jednotlivych fisecich apod.).

b) Statistiky o poétech a charakteru poiadavkfi za zvolené obdobi pro jednotlivé

pracovi§té.

c) Statistiky Vykonfi nebo reiimfi podle pfedem nastavenych statistickych skupin

(souhrnné statistika za pracoviété, jednotlivé oddélem’, kliniku nebo fiéetni skupinu)

za poiadované obdobi (mésice, roky).

d) Exportu statisticky vybranych dat do souborfi V obvyklych formétech (zejména

docx; xlsx; rtf, csv, txt, pdf.).

Podrobnosti k vazbém Viz. pflloha (3.4.

o Technické poiadavky

o PoZadak na Vlastnosti systému V oblasti bezpeénosti

Nastaveni rfiznych firovni pristupovych prév pro jednotlivé role uiivatelfi. MoZnost

nastavit jednotlivym uiivatelfim povolenou funkcionalitu systému a mnoiinu dat, ke

které mohou pfistupovat. Systém musi obsahovat néstroje na spréwu téchto fimkci.

Povinné identifikace a autentizace kaidého uiivatele pri pristupu k systému.

Logovéni éinnosti uZivatele a zmén dat konkrétnim uiivatelem.



I Moinost nastaveni éasove'ho intervalu, kdy dojde k ukonéeni aplikace pro neéinnost

uiivatele.

o Technologické poiadavky
I Predmétem zakazky neni dodévka HW, ani systémového SW.
I Uéastnik specifikuje technologické prostfedi pro povoz systému (hardware, syste'movjl

software, néroky na sit’ovou komunikaci, bezpeénostm’ a povozni podminky a

opatrem').
I Uéastnik specifikuje sizing serveru, - poéet a typ doporuéenych procesorfi, velikost

RAM, velikost poiadovanych diskovych prostor pro dvoulety provoz a pfedpoklédany

roém’ inkrement. Dale typ a verzi operaéniho systému a databaze pfipadné jiné

poiadované produkty pro provoz systému.
I Uéastnik dale specifikuje poiadovany sizing pracovnich stanic.

o Ostatm’ poiadavky

o Uéastm'k zajisti vrémci implementace systému inicializaci databaze, prvotm’ nastavem’,

zavedem’ éiselm’kfi apod.
o Uéastnik vytvofi testovaci databazi, ktera bude umoifiovat replikaci dat z ostré databéze.

o Uéastm’k provede skoleni uiivatelfi a sprévcfi systému. Uchazeé V nabidce navrhne

pfiméf'eny rozsah §koleni a zakalkuluje do nabidkové ceny.

o Uéastm’k doda uZivatelskou dokumentaci V rozsahu potfebném pro beiny provoz a beinou

sprévu systému (tisténé dokumentace minimélné ve 2 vyhotovenich a dokumentace na CD

nebo jiném Vhodném médiu). Dokumentace pro spravu systému musi zahrnovat popis

datovych struktur(tabu1ek, jednotlivych fidajfi a vazeb). KaZda zména V chovani systému

nebo uloiem' dat musi byt dokumentovéna minimalné vydanim zpravy upozorfiujici na

zménu uiivatele a zménou kontextové napovédy. Zpréva mfiie byt pfedéna V elektronjcké

podobé.

o Uéastm’k navrhne postup implementace systému, hlavm' postupové kroky, jejich névaznost

a éasovou naroénost.

o Zadavatel poiaduje dodém’ éasové a mistné neomezenych licenci potfebnych pro

provozovani a uiivéni dodaného dila V rozsahu:
I 1 x Nemocniéni lékérna — Oddélem' pflpravy lééiv
I 9 x klinicka pracoviété provédéjici preskripci a planovéni PV.

2. Doba a misto plném’

Doba plném’:
Realizace plnéni dle kupni smlougx na dodzivku zboii musi byt dokonéena do 2 mésicfi od data nabyri

fiéinnosti smlouvy o dodavce software.

Pozéruém’ servis dle servisni smloufl bude zajist’ovén prfibéiné po dobu neuréitou od doby nabyti jeji

L'léinnosti.

Realizaci 86 pro tuto vefejnou zakazku mysli dodém' softwarového produktu, ktery je predmétem plnéni

této verejné zakézky, jeho instalace a implementace Véetné provedeni skoleni uZivatelfi, dodani veskerych

vyiadovanych dokladfi a likvidace obalfi a odpadu, které byly souéésti dodavky, éi jakychkoliv materiélfi,
pouiitych fiéastm’kem pfi realizaci této vefejné zakazky. Likvidace vyse uvedenych obalfi a ostatnich

materiélfi, pouiitych fiéastm’kem pfi realizaci této vefejné zakézky, bude uskuteénéna dodavatelem

verejné zakézky plné na jeho néklady.

Za den splném’ zakazky je povaiovén den protokolarm'ho pfedém’ pf‘edmétu vefejné zakazky.

Zépis o pfevzeti potvrdi zodpovédny pracovm’k Nemocniéni lékérny — Mgr. Jifi Kotlar a pracovm’k OVS,

ktery bude k predém' pfizvén.

3. Ostatni obchodni podminky



Obchodni podminky pro dodévku pfedmétu plnéni jsou definovény V kupm’ smlouvé, které je pfflohou

6. 2 této zadévaci dokumentace. Tento névrh smlouvy je pro fiéastnika vefejné zakézky zévazny a neni

moiné jej upravovat V neprospéch zadavatele. V takovém pf‘ipadé bude fiéastnik vylouéen z daléi fiéasti v

zadévacim Hzeni.

Uéastnik musi, jako souéést nabidky, pfedloiit zérovefi névrh serVisni smlouvy. Pfedloieny névrh

servisni smlouvy musi obsahovat minimélné tato ustanoveni:

1.

10.

11.

12.

13.

Uéastnik se smluvné zavéie k poskytovéni da1§iho servisu pfedmétu plnéni p0 akceptaci dila na

dobu neuréitou. Tim je chépéna zejména béZné fidriba systému Véetné aktualizace éiselnikovych

dat, fe§eni zévad poruch a nestandardnich stavfi systému vzdélené i na misté, poradenské sluiba,

poskytove’mi novych verzi systému.

. V smlouvé budou také ujednéni o podminkéch poskytovéni sluieb nad rémec pofizovaci ceny

(cenu za pfip. realizaci 1'1praV aplikaéniho programove’ho vybaveni podle poiadavkfi zadavatele

nezahrnutych do zadéni a nabidky) a za préce a sluiby nad rémec sjednané servisni podpory napf.

cena za hodinu préce specialisty a sankéni uj edném’.

Uéastnik musi garantovat, ie zélohova’mi dat a jejich pf‘ipadné obnova musi byt proveditelné

Vlastm'mi prostfedky zadavatele, bez podpory uchazeée nebo jine’ osoby. Uchazeé dodé jako

souéést dokumentace popis postupu a rozsahu zélohovéni.

. Uéastnik musi garantovat poradenskou servisni linku (helpdesk) v éeske’m jazyce pro poradenstvi

a zajiéténi rychlé pomoci V pfipadé poruch, chyb nebo jinjlch selhéni minimélné V rozsahu beiné

pracovm' doby.

Zadavatelem poiadované maximélm’ doba néstupu dodavatele na reéem’ za’wady, to jest doba, za

kterou zahz'lji fe§eni problému 0d okamiiku, kdy se 0 problému prokazatelné dozvi V pracovni den

V dobé od 08:00 do 16,30 je 4 hodiny. Mimo uvedenou dobu a o sobotéch, nedélich a svétcich, V

nejbliiéi pracovni den dodavatele do 10 hodin. Po néstupu na feéeni zévady odstrani dodavatel

zéwadu neprodlené, to jest V terminu fimémém pfiéiné a podstaté zévady.

Uéastm’k musi garantovat moinost délkové spréwy systému podle zvléétm’ smlouvy, kaZdy vstup

pres délkovou spréwu a provedené zésahy/zéznamy musi b5)”: archivovény.

. Pro vzdéleny pfistup zadavatel poiaduje vyuZit stévajici infrastrukturu FN HK — zaloienou na

pfistupech pfes VPN koncentrétory, které jsou Vlastnény zadavatelem.

Nebude-li ve sjednanych éasovych mezich dostupny helpdesk (web, mail, telefon), zadavatel

oprévnén uplatnit sankci 2000,— K6 za hodinu.

Nebude—li zahéjeno feéeni poiadavku ve stanoveném limitu, je zadavatel oprévnén uplatnit sankci

2.000,—Ké za hodinu.

Sankce Vfiéi zadavateli: Pokud bude vfiéi zadavateli uplatfiovéna uchazeéem sankce, tak pouze

V pf‘ipadé prodleni s 1’1hradou ceny — fuck 2 prodleni ve vyéi 0,025 % z dluiné ééstky za kaidy den

prodleni.

Uéastnik musi garantovat V rémci pauéélm' servisni péée nasazeni novych verzi SW feéeni a jeho

instalaci v rémci pau§é1né placené podpory, a to za podminek vyée stanovenych.

Kaédé Vyznamné zména systému musi byt dokumentovéna a to minimélné vydénim zprévy o

zméné systému a zménou kontextové népovédy, kaidé zména systému musi byt pfed instalaci

vyzkouéena (zkouéky nesméji probihat na ostré databézi), kaZdé nainstalované zména musi byt

akceptovéna. Akceptace musi bit souéésti kaidé zmény SW (napf. zéznam v helpdesku,

akceptaéni protokol apod.).

Po dobu placené podpory mé zadavatel prévo na nOVé verze systému.



Porucha
je stav, kdy j e pfedmét plnéni zcela nefunkéni. Uchazeé se zavazuje zahéjit préce bezodkladné po

jeho nahlé§eni a jeho odstranéni V nejkrat§i moiné dobé.

Zévada
je stav, kdy nefunguje nékteré éést pfedmétu plnéni, ale systém je omezené pouZitelny. Uchazeé

zajisti adekvétni reakci na hlééeni Zadavatele. Adekvétm’ reakce na hlé§eni znamené névrh

postupu fe§eni proble'mu, 6i poiadavku s odhadem terminu vyfeéeni.

4. Poiadavky zadavatele na prokézéni kvalifikace:

V nabidce musi fiéastnik doloiit prosté kopie dokladfi, které prokazuji splném' kvalifikace, resp.

zpfisobilosti.

1. Splnéni zékladni zpfisobilosti

Splnéni zékladni zpfisobilosti prokéie fiéastnik, ktery pfedloii:

o Cestné prohlé§eni prokazujici splnéni zékladm’ zpfisobilosti. Uéastnik mfiie vyuiit vzor éestného

prohlééeni, ktery je pfilohou E. 3 této zadévaci dokumentace.

2. Splném’ profesni zpfisobilosti

Splnéni profesm' zpfisobilosti prokéée fiéastnik, ktery pfedloii:

o Vypis z obchodm’ho rejstf‘iku, pokud je V ném zapsén, éi Vypis z jiné obdobné evidence, pokud je

v ni zapsén.

3. Splnéni technické kvalifikace

Splnéni technické kvalifikace prokéie fiéastnik, ktery pfedloZi:

o Seznam mjm'mélné 1 vyznamné dodévky poskytnuté za posledni 3 roky pi‘ed zahéjenim

zadévaciho fizem’, kterymi se pro 1’16e této vefejné zakézky mysli doda’wka software pro pf‘ipravu

parenterélni vyiivy minimélné se stejnjlmi parametry, jako jsou poiadovény V této ZD nebo servis

jim dodaného feéem’ za posledni 3 roky pfed zahéjem’m zadévaciho fizem'. Z pfedloieného

seznamu musi vypljivat alespofi:
' obecné specifikace — nézev a druh,
- typ plniciho automatu
' rozsah dodévek (uved’te v K6 bez DPH),
' doba plnéni,
" kontaktni fidaje na oprévnéné osoby odbératelfi za fiéelem pfipadného ovéfeni

pfedloienych informaci (alespofi V rozsahu jméno, telefonm’ éislo a e-mail).

Seznam musi by: podepsany osobou oprévnénou jednat jménem éi za fiéastnika.

o Popis nabizeného produktu musi byt alespofi v takovém rozsahu, aby byl zadavatel schopen

posoudit splném’ minimélm’ch poiadavkfi uvedenych v bode 1. této zadévaci dokumentace.

5. Poiadavky zadavatele na zpfisob zpracovz'mi nabidkové ceny:

Pf'edpoklédané hodnota za dodévku a instalaci software pro parenterélni vyiivu, Véetné

implementace za§koleni a servisni péée na 48 mésicfi p0 skonéeni zéruky, Eini 2.000.000,— Ké bez

DPH. Tato ééstka je zérover‘i maximélné pi‘ipustnou cenou. Pfekroéeni maximélni pf'ipustné ceny

vede k vylouéeni fiéastnika z dal§i I’léasti v zadévacim fizeni.

Souéésti nabidkové ceny musi bit ve§keré néklady fiéastnika nezbytné pro fédnou a fiplnou realizaci

pfedmétu vef'ejné zakézky. Souéésti nabidkové ceny musi byt i préce 6i éinnosti, které v této zadévaci
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dokumentaci nejsou explicitné uvedeny, ale které fiéastnik musi s ohledem na jim nabizeni pfedmét

vefejné zakézky a jeho fédnou a fiplnou realizaci provést k dosaieni zadavatelem pOZadovaného cilového

stavu.

Nabidkové ceny uvede fiéastnik v élenéni dle kryciho listu (Pfiloha 6. 1 této zadévaci dokumentace).

Celkové nabidkové cena musi bit uvedena v Ké bez DPH.

UPOZORNENi:
Zadavatel nepfipou§ti nulové poloZky, které tvofi celkovou nabidkovou cenu. V pfipadé uvedeni nulové

ceny bude nabidka fiéastnika vylouéena z daléi fiéasti V zadévacim fizeni.

6. Dal§i podminky a poiadavky zadavatele:

Z pf'edloiené nabidky musi bit zf‘ejmé, ie liéastnik svoji nabidkou plnl' v§echny body zadéni.

Uéastnik podénim nabidky udéluje zadavateli souhlas k ovéfeni a provéfeni fidajfi uvedenich

v nabidkéch.

Zadavatel si vyhrazuje niie uvedené préva a podminky:

0 V kterékoli fézi zru§it Vibérové fizenl’ bez udéni dfivodfi; a to do okamiiku podpisu smlouvy

s vybranim fiéastm'kem,

o vylouéit fiéastnika v pfipadé nesplnéni podminek uvedenich V zade’waci dokumentaci éi uvedeni

nepravdivich fidajfi,
o zadavatel nepf‘ipouéti varianty feéeni,

o fiéastnik sém ponese ve§keré své néklady spojené s fiéasti ve Vibérovém fizem’, zadavatel nehradi

jakékoli néhrady nebo Vidaje vynaloiené fiéastniky V souvislosti s jejich I'léasti V fizem',

o zadavatel nebude fiéastnikfim vracet nabidky.

PODMiNKY A POZADAVKY NA ZPRACOVANi NABiDKY

Uéastnik ve své nabidce uvede své identifikaéni fidaje, a to V krycim listu, kteri je pfilohou 6. 1 této

zadévaci dokumentace.

Uéastm'k ve své nabidce pfedloii vyplnéni névrh smlouvy kupm’ a névrh smlouvy servisni. Tyto smlouvy

musi bit podepsané osobou oprévnénou jednat jménem 6i za fiéastnika. Pokud névrhy smluv podepl'ée

zmocnéné osoba, musi bit souéésti nabidky fiéastm’ka téZ pfisluéné platné plné moc.

Souéésti nabidky musi bit rovnéZ daléi dokumenty poiadované zadavatelem V této zadévaci

dokumentaci.

Nabidka musi bit pfedloiena V éeském jazyce V jednom vyhotoveni (v listinne’ podobé). K dokladfim
alistiném pfedloienim V jiném nei éeske'm (6i Slovenském) jazyce musi bit pfipojen jejich pfeklad

do éeského jazyka. Za sprévnost takového pfekladu odpovidé fiéastnik.

Cestné proh1é§eni, poiadované zadavatelem, musi bit podepséna osobou oprévnénou jednat jménem éi za

fiéastnika. V pflpadé podpisu jinou osobou na zékladé plné moci, musi bit prosté kopie zmocnéni této

osoby souéésti dokladfi, kterimi fiéastm’k prokazuje splnéni kvalifikace.

Nabidka fléastnika nesmi obsahovat pfepisy nebo opravy, které by mohly uvést zadavatele v omyl.

Uéastnik pfedloii nabidku te’i V elektronické podobé na CD nebo DVD (zadavatel poiaduje, aby na CD

nebo DVD byly naskenovény veékeré dokumenty p0 podpisu oprévnéné osoby, jei jsou pf'edklédény

V listinné podobé a déle névrhy smlouvy kupm', servism' a smlouvy o dilo v editovatelném formétu - napf.

*.doc nebo *.docx — V tomto formétu nemusi bit névrhy smluv podepsény). V pfipadé rozporfi mezi

listinnou a elektronickou podobou nabidky je rozhodujici listinné podoba.
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Nabidka musi bit pevné svézéna, zabezpeéena proti neiédouci manipulaci s listy a strénky musi byt

oéislovény. Za dostateéné zabezpeéem’ nabidky proti manipulaci s jednotlivymi listy povaiuje zadavatel

opatfeni svazku takovymi bezpeénostnimi prvky, které zabezpeéi spolehlivé sebepoékozeni V pf‘ipadé

Vy§e uvedené manipulace. Pouiité bezpeénostm’ prvky musi byt déle dostateéné jedineéné tak, aby byla

vylouéena moinost jejich neoprévnéného nahrazeni. Zadavatel doporuéuje jako jeden z moinjlch

bezpeénostm’ch prvkfi pouiiti provézku a pfelepek opatfenych podpisem statutérm’ho orgénu fiéastnika

a jeho razitkem.

Zadavatel doporuéuje Véechny listy nabidky Véetné pfiloh fédné oéislovat vzestupnou éiselnou fadou

a na posledni strénce nabidky uVést podepsané prohlééem’ 0 celkovém poétu stran nabidky.

Zadavatel doporuéuje fiéastnikovi ve své nabidce pouZit toto pofadi dokumentfi:
1) Kryci list nabidky

2) Doklady prokazujici splnéni kvalifikace v rozsahu dle bodu 4. této zadévaci dokumentace

3) Névrh smlouvy kupni a servisni

4) CD nebo DVD [scan nabidky, ne'wrhy kupni smlouvy, servisni smlouvy a smlouvy o dilo

v editovatelném formétu (napf. *.doc, *.docx)]

5) Ostatni dokumenty — dle poiadavkfi zadavatele a uVéZeni fiéastm’ka

6) Prohlé§eni o poétu stran.

PODANi NABiDKY

Uéastnik podém’m své nabidky souhlasi se zvefejném’m V§ech néleiitosti budouciho smluvm'ho vztahu

(Vlastni smlouva, atd.) a s poskytnutim veékerych nezbytnYch informaci pro naplnéni povinnosti

zadavatele stanovené zékonem.

Uéastnik mfiie podat pouze 1' ednu nabidku.

7. Misto a doba pro podévz’mi nabidek:

Lhfita pro doruéeni nabidky: Nabidky doruéte do 15. 10. 2018 do 10:00 hodin

Misto pro doruéeni nabidky: Fakultni nemocnice Hradec Krélové, odbor vypoéetnich systémfi
adresa: Sokolské 581, 500 05 Hradec Krélové — Novy Hradec Krélové

Pfebirajici osoba: Mgr. Véclav Jaroé

Nabidku je moiné doruéit osobné (od 8:00 do 15:00 hod.) nebo zaslat doporuéené po§tou na VY§6

uvedenou kontaktni adresu v zalepené obélce, které bude opatfena népisem ,,Nabidka — Software pro

parenterélni vyiivu ve FNHK — NEOTViRAT pred uplynutim lhfity pro podéni nabidek“.

Pokud nebyla nabidka zadavateli doruéena ve lhfité stanovene’ V zadévaci dokumentaci, nepovaiuje se

za podanou a V prfibéhu zadévaciho fizenl' 56 k m' nepfihliii.
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8. Zpfisob hodnoceni nabidek:

Hodnoceni nabidek bude provedeno dle ekonomické Vyhodnosti nabidek, a to ma zékladé jediného

hodnoticiho kritéria - nejnii§i celkové nabidkové ceny v K6 bez DPH.

Posouzem’ splném’ poiadavkfi vymezenych zadavatelem V této zadévaci dokumentaci provede zadavatel

ai po hodnocem’ nabidek, a to pouze u vybraného dodavatele.

Pfilohy:
1) Pfiloha 6. 1 - Kryci list

2) Pf‘l’loha 6. 2 - Névrh smlouvy

4) Pffloha (‘2. 3 - Cesmé prohlé§eni — Prokézéni zékladni zpfisobilosti
5) Pffloha 6. 4 — Integraém’ vazby

V Hradci Krélové dne 2. 10. 2018

Ing. Miroslav Prochézka

vedouci odboru vypoéetm'ch systémfi
,4

[/4

15/ L
/L//

I
)
I

FAKULTNi NEMOCNICE
500 05 HRADEC KRALOVE

Odbo' vyocée’nm” sys-temu
(1‘1
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Becton Dickinson Austria GmoH

Medication Management Solutions
1

Minennium Tower, Handeiskai 94:96 I: '3‘

BD1200 Vienna - Austria

Tel: +43n1—7895117—O. Fax; ”34459511741 W

Emaii Laioroffice@europe bd,c0rn, Web; wwwbd com/cam

Fakultni nemocnice Hradec Krélové

Sokoiské 581
Hradec Krélové

500 05
CZ

Ve Vidni 09.10.2018

Cenové nabidka na:

Software pro parenteréini’ vyiivu ve FN HK

Cena za fidribu
Cena bez 4.8 mésicfi bez

Poloika DPH v K5 DPH v Kc“.

BDTPN Licence pro neomezeny poéet uiivatelfii 875.000,- 275.000,-

Rozhrani CDE VA Sofis 166.250,- 20.250,-

Rozhrani' CDI Mediox 137.500,- 14.500,-

Rozhrani’CDE VA Navision 137.500,~ 14.500,-

Mezisouéet 1.316.250,- 648.500,-

Celkem nabidkové cena 1.964.750,-

Systém je kompatibilni s plm’cimi automaty

1. NeoCare (ICU)
2. ExactaMix24OO (Baxter)
3. NF

Becton Dickinson Austria GmbH beiongs to the Becton Dickinson enterprise group

Commercial Register: Vienna FN 179907w - VAT-90. ATU 46732102 DVR—No. 1014510 - ARA No. 10026

Citibank Vienna IBAN AT42 1814 0000 0229 4001 ' SWIFT CITIATWX

Bank Austria Creditanstalt AG » (BAN AT31 1200 0006 9728 4503 - SWIFT' BKAUATWW


