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BLOOD AND CELL
TECHNOLOGIES

Trima Accel® LRS® Platelet, Plasma, RBC + Auto PAS Set
Catalog No, 80410
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Trima Accel® LRS® Platelet, Plasma, RBC + Auto PAS Set
Part Descriptions

Needle — usad {o perform venipuncture.

Donor line — provides access la the donor tor draw and retuin,

. Sample hag~ used forthe coliection of blood samples from the donor and the diversion of

>

~Noe @A

10,

11,
12.
13.
14,
18,

16.

LN

18.
19.

20.

2r

22.

23.

24.

the first aliquot of blood. 4.1.3

Anticoagulant (AC)/drawlreturn manifold — consists of the access lo the Injection site and
the connections for the AC line (11), the draw line (13), and lhe return line (12).

AC splke ~ used fo connect AC ta the AC line (8). [ il
AC line — carries AG from the AC bag o the cass@lt@fi@!),m...mm.,..;..,.,n:'.;.e.m..é?%,‘th

.- Stevile:barrier filfer=a.0.2-nicron filler:that prevents hacterad rorm:entering the system,

thereby malntainifig a funclionally clogedewirahiment {or thé collectian of hlood
components.  4,1.2

 Cassette — guides (he flow of blood and products through the {ubing set.

o S
AC pump header — the lubing segment that.fils ira®e, A, p};mpm.wg..,.,,jz.sﬁ/.m,,,mﬁ&éﬁw‘;
: W

Mrawlieturn p;;:'esﬁﬂre diaphragm — allows ,t_.hé-f'c;lrawlreturn prassure sensol to monitor
pressure at the donor access site. 4.8 0

AG line — caries AG from Lhe cassee(8) t&'the AG/drawfreturn manifold (4),
Return line — cairles blood components Back to the donor.
Draw line — carries anticoagulated whole blood inlo the tubing set.

\4
Inlet pump header — the Wbing segment that !E’ﬁ@t@.‘!l@iﬁ‘.‘%&l’.k'!l"l?;..“..,.u.....“..,wsj"iu
K

Returp reseryolr:-— holds u ncollected components for 1w mﬂhgxgﬁgm%a%ﬁﬁnﬁmelmn
filler-(200-nileron)te prevent the-relirn o,f.-micrc:aggguggg{%esé%%t% %@Eﬁﬁm% ‘ﬁ %’t B
Returh pump header — the lubing segment that fits*?nlo he return pump,

Centefiife pressure sensor— detecis: high pregsiire Jnthe.centrifuge.  4.3.4

Inlet fine to centrifuge - canies biood to the é@ﬁ@iﬂ?@e.»m-ms----w ... cooen T

REG line from centrifuge — carries red blood cells {rom ll{&ﬂéﬁ@gﬁﬂ@e fomp)lection ot
rejurh to the donor, ;

Platelet Hine from centrifuge - carrles plalelets lrom lhe cenlrifuge for collection or return
{o the donor,

_Plasma line from centrifuge — cariles plasma from the centrifuge for collection of velurn lo
(e donor,
Plasma pump headet - the (uhing segment thal fits inlo the plasma pump.

Cassette lahel — used by the Trima Accel syslem RBC deteclor to idenlify a tubing sel as
capable of coflecling Platelet procucts,

Platelet pump header - the tubing segment that fits into the plalelet pump.

@d
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29,
30,
31,
32.
33

34,
35,
36.
37.
a8,
39.
440,

41,

42.
43,
44,

©2021 Tenmo BGT, Ino. Pagad ol 3

. Centrifuge loop — consisls ol the following:

v Four-tumen tubing — carrles fluid into and out of the channel,

v Slesves — used to reinforce the lubing at flex points.

= Collars — used to secure the iwo ends of the loop In the centrifuge,

«  Beatings — (he conlacl points belween the centrifuge arm and the loop.

Channe! — contains blood components as they are separaled,
Inlet port — roules incoming hlood into the channel. 4.3.3

Gollection chamber — routes separaled blood components lo the appropriale collaclion
lines, 4.3,3

LRS chamber -~ leukoreduces collected platelets, 4.1 5,4.3.3 :
Plasma collect line — carries the collected plasma lo the plasma bag"@l%/. s /
Plasma bag — 1 L bag that holds collecled Plasma pr%q%“ ‘H)?’m}Lw Tt

Platelet collect line — carties lhe collected platelets to the platelet bags (33).

Platelet bag — the bag where {he collected platelels are stored, Thebag 1s made from PVC

with acitrateplasticizer.  4.3.2 -
Platelet product sampler — used for prodﬂ_t:l guality desting.
o e VN7 A
Vent bag line — cariies displaced air to and ron the et DAg {A)ececceslussrooossensaonseeid YT
Vent hag - holds displaced air from the syslem.  4.3.2
RBC collect line — carries he cqllecle‘d_.RBC product lo the RBC hag (38).
RBC hag ~ a bag for storage of conctqqenily coliecled RBC product.
RBC storage solution line — carries storage solution for addition to RBC products.

RBG storage solution spike — used to connect RBC slorage solulio}: lo the RBC slorage
solution Hne (39). c

Auto PAS line — carries PAS (platelet additivesg % 1) o the Platelet product post-
collection and after the donor is disconnected. &Q o7 RATRIH b St e L

b = G tf
Auto PAS luer — used to connect platelet additive sglytig}ﬁ!?pﬁg t’g%e&gméﬁﬁﬁﬂﬁ%.
Ghannel line clamps — isolate the channel during BRI YRULL & WE O promiaunsy

Auto PAS ane-way valve — prevents blood coraponents from enleting the Auto PAS line
during the collection procedure. (5 Q:éa) ‘ j&\,

cvnevormerennd 2 e TR,
(unafigen Awe)

@,\»’
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inglsuctions fur Use

Instructions for Use

The Trima Accet Automated Bloml Collection System lias bhuili-in safety systems, However, (o ensure
your own and your donors’ safety, faflow these additoual instructions. Warmings and Cautions ave
isred, where appropriate, theoughout this manual. Bor mare information abow the Tifnn Aceel systen,
see dhe Specificadons chapter, and reler to the ‘Trima Accel system service manual.

DESCRIPTION 4.1.5

The Trima Accel-Auomated Blood Collection Sysiem uses a disposible wbing st which isa
finctionally closed tbing set used 0 collect combinations of Placelet, Plastma, aned Red Blood Cell
(RBC) producis {or transfusion ta patens. This 1ubing set consisis of'a channel, a casseite, product
bags, & donor fine, and blood whing that are all preconneeted. The wbing set featares a cassci® tha
incorporases self-loading pump headers, filiers, pressure diaphragns, scnxci‘?;-;édﬂgwcrvoir.
The cassette provides the hardware inerface for sensoss, i and 3‘31.-‘}&1.:;.9%&.,'L;,,m“.., B
The whing set is designed for case of loading and dispasal. It routes blood components from the donot
needle site through the systeny and back 1o the donor The blood separator channel is a sterile,
nanpyrogenic device i spins in g centtifuge w separnte bload componeuts, The centrifuge sepasaies
whole bload inso plateles, plastm, and RBC,

. o VIS5
Terumo BCT, Ine. bas validued the use of AS-3 and SAGSiny 42-day, ﬂﬁ’&‘ﬁﬁ?& scked red :

L &QT&QOD
n

colf units colleeted on the Trima Aceel sysiem, ACD-Als the approved anticoagulantior pluteiel, PRSI,
and RBC eollections using the Trima Accel system. The exact type, amount, snd rate of anticoagulant
w0 he administered is the sole responsibility of the anending physictan, All personnel involved with
collection procedures should familincize themselves with the anticoagulant manulfietarer's nstuctions
for Use,

Notes Tarumo BCT has vafidated Wo uso of AS-3 and SAG-M for 42-day storage af packad RBC units coliacted
an the Tama Aece! systom. SAG-14 hos nat booen cloared for use by the U.S. Fond and Drugy Administration,

of the user to dispuse of dhuTpment In nccordarieo vill

) YVRIRPRVERTRRVRTRPRRVNN 4 1
B o 8F

NTENDED USE fuwnnmghl sluBnsans)

e . dEaens lneuTRNVTE e i)

Che Tiima Aceel system is an autamated blood cell sepfintor intended for use i callecting bloud

components for later yansfusion into patients, Depending on the wibing sec used, the Trima Aceel

system 1y colleet the fallowlog products alone "(éﬁ‘&%‘f{?!‘l’j nation: ] g
v Double AGD-AfAdditive Solution Red Blaod Cells (leukocytes reduced orot l;‘iukoreduced)

{unenggmn ANe

Mota: Al Uo end of cquiprent ilo, s e rosponsgfoil
natlonal reguiations. {m

o Diateleis Phisiesis (sinjle double, oviviplennit) - 4.1.1
«  Dlateluis Pherests, Leukoeyes Redueed (single, double, or uiple uniis) 41,1, 4.1.6
v Plasnn

¢ Plasma, Leukocytes Reduced

+ ACD-A/Storge Solution Red Blaod Cells (single units)

e ACD-A/Starage Sofution Red Blood Colls, Levkocyies Reduced (single units) utilizing an

. \ o\
snegrated Oler @n
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Oporator's Manual

Biood Component Separation

Whole blood enters the cenuifupe and is spun aubigh spoed, separating the blood into iLs componen
parts. The collection chamber manages the removal of camponescs [tom the channel into the
appropriate fine for ronving into product bags or retuen to the donor

Fuli Cenbiliuge Coltection Ghamber
Uhiitded St

i

i

; )
)

3 \!/éJﬁ{/ L

A9 a.,."w-aam-ose\m-uqm-en-ua‘.nmmu A
i ] L

o o ;
Full Cen‘lli[llg& CQ“@‘WW :}ﬂeﬁ?&ueos-eanaee ??»ﬁ&ﬁ'?

ghuses
1RRC R o i’]e_;sma-cn‘y Yot nac o of Piasma iy Sel

(UABtRg sfinBvSAns) )
P LA L Y’ P = rl
t‘iémwm*ﬂm A ARAITE A
2 oot 4 RBGHne  * 7 Control flno
2 Collsclion chamber § flatalot lne B Platalnlgead WG "
3 Inlet line i PlasmaIlliﬁ’&ﬁmm......ﬂ..Plamm.,..,..._,.wn

(Hadfgan WD)

Motet Tho LRS chambor, contel line and nlatototfin o oo presunl on lublng sots 1t aro usod for ABCAPlasnta-
only tollection.

Blood {rom the donor enters the centrifuge through dhe tulet Hine (3) and s spun g high speedin the
centrifuge, separacing the blood imo it major components. At the Caollection chamber (2) the RBC,
s lines separnted components,

ki g areroniled outof the iluge. Pl
casseute where they are vouted into product hags or rerrned 1o the donos Similasdy, plasna and RBC
ave routed throuph teir cotresponding lines out of the centriluge and into a produet bag or back to

the donor @}V
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Sotitag Automated Processos

2. Toueh the buttons on the sereen and entes datn aceording to your venter’s SOR using, the
information in the following able.

Yabile 9-4: Configuring the Automated prooosses Eoraun

Buiton Villd 1t fustruction and Description
447 - Platalet Procsses -
The Platalot processes aplion atiatws yoil to configuie the system to daliver platelel ecditiva solstion {PAG) to lhe Platelel
praduci{s).
Splitlon bddﬂioh on, OH When his feature is contiguied On, the systarn call dlelhvas PAS 10
\nie Platelel produgts.

4.1.9

«  The systent olfers AutoPAS products an e alels
contigueation screen. 3 f ;{7

W s products e oyt e suslenaltgieTian
(e i eralar the ‘donoy is eligibie.

» I{ you choose an Aute PAS pracedute. you are.piompted o
atiach addilive safiion la be aufomalically matered ta 1]
Plaielet praduct after the fionor s discanneciad,

Y yreed
Voluma {mk) of the PAS.bag a0l ta 1,000 mb | Enter the yalume of the addiuvﬁoluuunmg yap wil us‘m&y i
o FAG BSadures, Wsing Kis watise the-gystonreaitt i
pumiber of bags thal vl be neaded oy the Platelel produet. 1Lalse

pauses whan Lie bag Is aimost emply (spproximately 10%

reaalnlng) and prampis you o cannect another hag.

1 more than ohe volume is usod at your cerder, dapending on your
cenlar's needs 1L may be best 1o configure the gmalier voluma and
tura the eption to Altow override of Auta PAS birg

volume oh. 7 c
" R 5 S
/ol overrde of Auto PAS bay | On, Ol Whok Ecilreris-eoniputaa of; VoILEaN Ciianga 1 yolume
voluma of the PAS bag Logg48sghin & sTRLING foredbal
Delive: adulltive solulion to a On, Oif Whan ihis é’@i\ﬁ&&"&?&ﬁ(ﬂfﬁh’é%ﬁ‘ﬁ.e‘ gpstom prompis youlo
separate bag coftect e platelets into s bag and then 1o add PAS to [he other
hag so thal you can mix ha platelels and PAS togethar later,

R L W RTINS
(awa)..,.,.,........nﬁ/gmf

RUE Progossos (unefigmy FWE)

The RBE processos oplion alloys You 1o conligure (ho syslem (o detbier additive sofulion Lo the REC prdducl(s) alter
autamattcally feukareducing tham using in-line Hitration.

) Leukaleductian aad sotilon On, O Whan this feature e conligured O, the systam can coliect RBC
! atdlilon products that are leukoreduicet duing coliscilon using In-lng
fillratlon. Addilva solutlon s than dellvered automalically 1o the
REE product a tha end of tha procedure [Auto RAC).

This aplion must he configucad Onin ortier 1o configurs Auto RBG
producls.

ey’
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Blood Tubing Sets

Tablo 8-10 Trima Aocal system blood Llublng set specificalions

Bharacteristcs Purformanco Conditlons

AC {itur, replacemant tiuld fitter, Malntain luncllonatly closed syslen
atitive solulion 1ites

Auta RBG lerkoratushion Gl Leukoreduces RBG products aufomallcally durtag he
colieciion proceduse

Exlracorporeal Hood volumo Plalatal-sapable fulilng sels

(appioximal} 196 sl AU T M/

418 J»’ s v i
o i\BG{ulasmuamlp|asma-nnlyluhlgggﬂlg,m,,,”m..;mmwm..a.mwn@h

182 b

eadle gauge Platolat-cipable upingsels
17 gauga 4.3.4

b e ¥

ROC/plasma and plasma:only \uhlrm\ui‘s)”_“““, .,,%@ﬁ?ﬁ‘f",m.m “me
18 qauge

fieta reservoir Hller Pravants particles (200 micions of fargol) Irom Relurn raservir prevanls air
enlering the Hine al 1o boltom of the tesarvoll from entering Wha relue e,

Safety

G

. 4
Tabie 8-11: System safely spocifications fasval. .m.w.mm.s...,mm....m.gu?éﬁ'ni
- (TR TrrEvEATY
Characterlstics Purln;ngancﬂ ,
Natms Audio aarm (ean be moted), red Imhlnu light, mf!'ismdy liglsl disn’my prmnph o '

Shuldevm condiions Pumps shut dovm antomalicatly undet 7 mmgnomtm ns. {5 N .

ki Yo
Cenliitugo stows dovn i the pumps ase nmnod e e e 1 E Chnliige seps it e pumps. arn
aused for mose than {0 min.
pi (u19rimgen mwa}
shuldown may be iniliated using the Stop bhulon o the Pause hulion

Safoly No single polnt ol faltuse causes donor or oparater njury.

&
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AT T

MuloFlow

BgtoFlow

Astoblow awomatically adjusts the draw flow rate I response (o the draw pressure, 1 the drmy pressue
is 100 low, the draw Now race decreases by 5 wlfmin, I the pressure is muinuiined acan aceeptable level
and colfection parammers allow i, the draw Tow rate will increase by 5 mbLfmin, Autoflow can be
canfigred On ar O hy your system administiatorn

The AvtoFlow indicator I8 located bolow e
motor for Prossure Draw and Pressure
Return,

o i

N7
rocont cyele on tho Hghl. Tha previous threo™
draws and retur cyelos arn visiblo.

» A graen box indlcates thal he flow rate has
boon mualnlaingd of increasod.

»  Anorange box indicatos thal the (low rais
was deereased.

10 this axample the aux‘nn the dghl Is erange,
ant the two boxos th e left are graon, This

FEAEDTT Uravi Tow rato, byl tho 1wﬂ$:yclns
boful8ANELAFT Ataed-or thardastd draw

AP lrenuuER IR TIRY
Autallow adjustorents may increase or decranse procedure lime, [\]}W\
es 7]

o Il the procedure s is deereased, and a higher pr'ug%la‘ ;)‘#?‘nwdure beco
Butian changes w a eal color See “Selecting n Difleve SR O pape 2-29 [or more
- L ’ (ahilled Rowe
information, A i

v Ifthe procedure time increass by more thian 1O minwes the system will |m|il'f' you al the deeseased
flow andk procedure duration faerase, Pyalate the needle line access and i Tlow fasnes ave resolved
you may aceess the Adjustient sereen and increase the draw {low e,

+ (' the pracedure time is increased so mieh that cannot be complered within the configured dme
lnsits, the Procedure seleetion sereen displays aud ofters you aviilable procedures, 1Fno procedure
is avaltable, contaer your sysiens ndininisteor,

W%
Qnui.wnsnﬂeauoo-&dcsbd‘;ﬁseﬂt@la.eq%im

- "!' & B
AR Mo pesenis.d e, Wlbdhavost g st

(m%ﬁﬂcm“ that b most regent.eyele had a, i

Tuble, the puodiens

Tilma Aceel Automatad Blood Collocton Systorn = Oporalor's Manual for Yorston 7.0 2-28



parfarmance Speclicalions

Tahle 6-5: Resldunt volumus: Platelet-capshle tuhing sets (with LRS ohambur)

Auto RBC
Plaelet coltaction, plasma colleciion, RBC Aulo PAS collection,
ar platelet/plasma coliection coliestion®® galleglian vilume par
Iilter

o

.

soaml |

Rogestar pRAG? = 30 mk. +A7 ML

rinsoback - No . _ —
solulion additlon | plasma =33 mb +12mL )
i
7 TR
B T T L I
ﬁlasma PRBG = 10mL +3ml + 47 mL
rinsebick - no T ot
solution aduitien o y
T YN IR TR TN s EACT. N 1

zasmt |

No rinsehack - pRBG = BS ml } « +10mb
vl sahulion , S ‘ N Y 2 7 ot
additien plasma <121 m S o U

R R y
(ureningd 1Y E Ana)
*PRBC = packed red bload colls ;§é’mesmﬂwwmmamwmmm‘
*+ jny cottecllon wih RBG, wilh or wilhout plaletels and plasims,

Noter This labie shoutd be usad only s & gukde, Refar lo the Pmccdkuai s,usm)nmy serean lo ackuy@uppnﬂc and plasma
loss volumos, AR N1} FOPPPOPPFPVVRTIPY (PPOPY, FPRRFTPIPRIA S MY

1t o Auto AIBC procedure s endod withoul addilive solution dulivory, Whe coliocled RBG daumaleyifig 4o waggupurmd a8

part of the rosidial REG [ass o the Procathial summary scrasmn,

o

o

—
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Trima Accel System Overview 414

Thie Trima Accel system uses cantintous-low centrifuge to scparie whale blaod into its individual
components, Whote blond s drawn from the dosor and mised widh anticoagulant (AC). The oo
and AC are puniped into o chanmed G plastic passageway thatsits in aspecially designed groove in the
centrifupe (ller), then spunat high speed in the centrilupe, separnting the blood ina fts component
parts, Conmbinatons of plaselets, plasig, and red blood cells (RBCY are collected in bags, and the
remaining companents are retrned o the donar,

The Ggure below idengifies the major companchis ol the Trima Aceel systen,

&1Q%ﬁa sEEAGCREEE -n*anc??mso{:{ nEEHBEESEE #ﬁﬁ&%’ﬁ

6

(O]
|
I
i

/-

&
i“i‘iﬁ??::;:r.::_t“]‘“““"",, o
{m&}m%x&i‘i gl AnEdan®)

émmmﬁ%mmwaxmmiﬁ'm

@mﬂ..,.,,.m,,wm%

(unefiggan AWl

el

aih'@&ﬁ.on@ﬂlwue

?f%\z?m}

o
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U

Setting Up the Trima Accel System B

Before using the Trima Accel sysiem, pe famitiar with the Insteuctions (o Use (which ists Warnings,
Ciuitions, and Service Tnformation) in the Preface ol this Operatot’s Manual,

Warning: Actessery oquipment conneatad ta the anatoy and digital intaefanes must bo ceditied
aooarding to the respeetive 1EG standards {n.g,, 1EC BOSHO lot data procossing pyuipment and IEC
50501-1 for medical aquipmant). Tita Installar of accossary cquipnsitis rosponsihlotor theintagrated
medien) syslem compliance with raquiromants of 1£C a0601-1 (ard £d.) or |EC §0501-1-1:2001, Hyou
aro I doubt, eontact your Terumo RET technical servico raprosentativo,

Ingteuctions far unpacking and assembling the Trima Accel system are paclaged with the shipp)
and wie used by your authorized service represeniative 10 sel up thee system, Qnegahe syster) b been
unpacked and assembled, your service representatiye checks it w determin th AL ru

ﬁéﬁﬁon-usswumaessouﬁ&oenﬁus
V8

&l 1 [ » O 1 n g R N -~
The authorized service representutive INTLALES | RCFCS of system sell-diagnostic tests, Byery time you
petlorm a callection procedure, the system goes drough this same series of selfrdingnoste tests.

Five groups of tests are performed automaticatly at differenst stages of the collection procedute. I the

system detects a problem, it displays an aler ot alarm. If the system does not detecta problem, the

collection proceeds nornvally. o I I5S1v et
‘ " t‘sa@mm...“.,...,.,..\...,..?,.a.,,.m...,.,%;ﬁw”%

The lollowing table lists the sell-diagnostic tests, indicaves the siage ol the colleetion procedure duing
which the rests take place, and identifies che funcrion tat each test checks,

Tahte 1-1: List of system geif-niagnostic tesls

r Test group name When are the tests performed? Which functions are lested?
Pawal o tast Viihot you powaer ol the sysiom +  Machino compulors
7 T T
Powar oy and noxt Whon you power o lhe systam, angd .. “-M.B.qu\rilda..dm.m SN
procedure lost tima tho sysiem fasals fora new PrOGoBUrs o %@c’tmﬁh@%ﬁﬁﬂm
X ) )
r PO tmﬂ@tmm\“ﬁi
vo Q8L 3940
e U e supply contrat function

v Tublng set Wwoslunn u
o " i v .“.csnhwg
{natDd) » My fuuctidie s D
Tublng et 108t Bolore [ha systam prompts yeu lo connoct | Aﬁ{ﬂ%ﬁh@mﬁmﬂﬁm%"c“ﬂﬂ
the AC big «  Pump occlustons

- Pump operation
+  ABG detaclor callbraton

A deloclor lasl Witilo the system 1s priming with AC +  AC tevol delactor

Lavel sensor test During the flrst drasy cyelo +  Cenlrilugo speod
«  Low-lovl sahsor functioh
+ High-level sensor funclion

o
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Teima Accol Syslom Overviaw

0,

IV poles A metal tibe sivh an (hae contains hooks for hanging the produet bags and solutions.

The pole is lowered for ranspaor,

Disposable tubing set: Tubing, cassete, and product bags specific o the type of collection

procedure that s chosen,

o Product hags are pars ol (he tubing set at hold she coltected RBG, platelets, and plasimn
prodiets. The number af product bags and the sype of product hag vary according 1o tbing
sel l'}'!)(‘. '

o placeion:
seoduets throug
Y prumps, valy

WOl l)l__(u el
tioned o thact

i T
is {08 es, and se
RBC filter bracket (optional)s A deviee that holds the RBC lenkoreduerion filier(s) during
Ao RBC procedures, / -

[ “1%
=y b [ ' 4 -
Display panel: An ihrercuve rouch sereen used 1o nu.ngw%nncl cmu}gléh{ hlg

. ) R nnpeEhEsEGEpEARE

procedure, Throughout the procedure, the display gurdes you [Fany step Lo siep.
Frone panch
+ Tive pumps that pump the blood, AC, replacement solution, and products thraugh the

Teima Accel systen,

) ‘ )55/
v Six sensors that menitor draw and rern pressuie anggeouiiug
' » vyt . w whopors @

the dine, tevel of fnid iy the reservory, and the presence o RBC N Rt platelel colleedon fne.
o “Three valves that open and close during the procedure 1o direct products 1o the appropriste

coltection hag, or to the return reservoir 1 be rewsened o the donor.

Seal Sale mobile cutier/seuler (optional): A device tha allows you to seal and cut bing,

Centrifuge and [iller g
A Centrifuge: A rorting device tha gpiny at up 1o 5000 rpi, creating grm-ilmiom%é}u;%g 10
separite the whaole blood it s colnpunc%&%a),,.,.,.m...,.,.m..mm,..m‘g...

& iansant)
b, Fitler: A device that hagaspeciatly desipnud groove nﬁ%}’\\ﬁ‘.ﬂi\ﬂf\‘%gﬁ aﬁi\fl %@%@ﬁ%ﬁh’“d“l'

The Bller comprises the Lop partion of the ven @mﬂﬂﬂ’\ﬂ%& A

&
Wheels: Devices that can be tocled in position to-stabilize the Trin Ace
colleetion procedure or antocked vo casity move the Trima Accel system

system during a
nw locitioggy

R L il ags 9&&!!5#&4!&16:&3

i

. . (BAUB)yuuperessorssss

Batcode reader (optional, tot pictured): A seanner Attached “’(Qj«‘{ QF@%‘%HAC % %fﬁcm thae allows
you to scan baveades, "Chis acvessory i not required in owder 10 TreloRy & Trmay vee] collection
procedure.

Note: Trima Accol systom oporaiors et ¢omove the following:

Yl g Vil 1 YU o | i Y S g
s pres! m”cb,“\_)wi;‘ausuﬁgglé%’bﬁgm
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front Panel Overviowy

Front Panel Overview

The front panel and eassette are used 1o monitor and diveet the low of Dlood througheut the kysem.

The front paned fas the following companents:

b Five pumps 1o drnw blood e the systent and move componeits ino the product bags or rewuen
them to {he donor

s Tive sensors to detect pressure or fluid

v Threc valves 1o route blood components fino product bags or into the return reservolr

] Pumps:

1 AGpump
Relurn pump

3 Platelut pump

4 Pla\\

A ’
‘?ﬁifaplﬁesw 15& 1nmrpnmaana«uum-ueeawi§j 1

Sansars phd Vaives:
6 Law-iovel sensor
7 Drawdrelum prassuro sonser

; ‘M

e 10 8 High-leyol sungxr .
7 . BIUD, .. ecbo e J.hﬂunsw\,mm.s....m.s;ftﬁ‘if‘ii.%@
Sy 18 RBOC doteclor

11 Centrifuge pressuro sonsar

8

Flgure 1-1: Frant panel overviaw
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Oparatar's banual

Reserunir Aiv/Leve! Sensors

Table 8-16: Trima Aceel systam reservoir level Saus0r gpacilleations

Charaotatlstics Parformance Conditlons
High-level ant 1ow-level Stiake voluma elween sensors: Laval seneor reqoives load force ol > 61b
SNt 641900l £2.3 ky) each {» 1010 (4.5 kg tolak).
431 Sensors detedl fonm.as alv
Thwe Lo ;arm wen Uuid 1s npl delected by the low-leve! A atarm 1s gongrated when the sensols do
sansor, the pups stop balore alf enlets he not delect Huid of alr, when te appropridte
iine al bullor of the air chambei, volume ls pumpat,

. Syslem garlorns a'sa l’-)gcn’ Ina
Return resarvolr level sensas is fallsale. 4 J ity
’ AT SETURIIL AN oo ;ﬁ'{ .. A

Fluid Leak Detactor
Yable 817 Trima Accel systom fiuld lnak detector specifications mq“ o oy
a thﬂﬁ Wﬁlﬁhﬂlbiswﬂﬂﬂlbtﬂﬁa 78
Charactetlsties performbiica Cihtiinah W
Capable of delacting 2. 0.5 mb droptetin the cenlrifuge | Defecls il ieaks whese malsture reaches the wall or
bottom of basly
Anticoagulant (AG) Detector
Table B-18: Trima Aceel systam AG dotoctor speaifications ) B
. y -&ﬁa)..nn wew"ébei"ﬂ;:“..::- Q:" ;5’"

. Charantnrls_l_lcs . Parfurmané@ ) cuhunnagh $ m@ﬁmﬁmﬂ} B
Detects absence of fnid duting a A\ atarm Is genetated whea tha 5 %fum-j gﬂ"ﬂﬁiﬁﬂwmﬁh?@%%‘ﬁﬁhﬁéa‘w
procadire dalecls air, atler fluid is peasent. % during the procedite, lo ensuie fiuld is

jasent,
s b "Ma-.uw““z“} e
. . EIEL 1) SRR S - L"
RBC Spillover Detector (uafingen AWEB)
Table 0-10: Trima Acae) system RBE spiltovar detactor spacifloattons
Characteristios Parformance Gonditicns
Spiliover delécﬂnn |wdl . » 1.5% hamalodrit Aulo-divert [1am colluctad product whan sensed
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Oparalor's Manual

Display Sereen Specifications

Talsle 8-23! Trima Accel system digplay serean spacifications

RS

Ghavacterlatics Performanon Condittans

Display housing conlalng geaphical user Inledlace {GUI} display. Pressing Whe scresn causes Tha backiighting buths vilthin
Measures 26.7 ¢ (10.5 In) dlagonally, 640 « 480 pixel resolution a change In rasistance. m;ﬂ rsu‘;l?;’c;‘;i‘e
color, lquld crystat disphay (LCD}. ’

Has 3 fouch screan thalcovers fhe dlsplay pangl and provides e
{acttie pporator interface.

Includes a speaker for alarins, slarm Yights, and Lwo exlernal

dedlicated buttens with lcans (e Pause batlon and the Stap
button). L | o ///_"
Elactrical Power and Safely m??%am.,.m.l éﬁw/%ﬁ i
Tuhle 8-24: Trima Acesl system alectrical power and safaty gpaclfications

Characteristics Parformance E:’u‘ndlqllfunsj

" il Ekad
Electrical salely standards | Meets UL 6OG04-1, 1E0 GOGO 1«1 and EN 6OGO- 1.4 Equipment Cl‘ilss | iqroundad) LA
Aencral Requiremants lor Sately ol medical EIBEHIRAY - m--mw-“m'"“"“"““"’fﬁﬁw‘eﬁr}
Equipmgn]_ l'\.m)iled PFars T',IDB BF

Elecidcal put power rate: 1050 VA Reseltable cireult hreaker over-currant

Frequeacy rale: 50/G0 1z protection

Vollage: 160 ¥as to 240 Vas

/o

o
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fursnngil sTuBnddAna)

o
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QOpuralor’s Manudl

Safety Overview

The spstem uses the configared parameter and the donor infurmation eatered Dy the operator to do
the followiog:

v Determine the guatified procedures for the donor

o Dredicy procedure times

v Determine apprapriate proced e Rrameiers (such as AC infusion rate snd draw Now rates)
The system will only pertorm procedures that are within the absolute safety timits delined in cthe safety
box helaw, The outer square shows the absoluee safety lmits, The funer square shows an example

confipuration that conld be set to nake the linmils niore conservative.
L o

o }/ o
?‘%aﬁg}sahn—w«ws 28 seﬁsllewn‘unneuhlwﬁawg&k 't

b

% ’ ¥
aw@,.m..m.&.:’{ﬁlﬁ.{:{.m,.m&:{lﬁ&m-

ot ~
[IHD ) veevenvesabonsercrarnrasenseeserWHIY

) o = :g
(unenanil HIURVEHNG)
fensmslisngnaumeasens

(m?}a)..,.s...,,..,@.m,m.,,.....n..wﬁm
Flgure 1-2: Trima Accel "Sately Box" with example configurations (m%ffcym Ais)
The Tiina Accel system uses he Tollowing, absolute safery limit wo qualify 1 procedure:
. Masimum blood donation velume is 15 pereent of the denor’s woral bload valume (TBV),
v Minimum post-donation hemasoeritis 30 pereent.
v Minimum post-donation plarelen conng is 50,000/plh.
o Maximum donation time is 150 min.

For Jnstrictions on has so configire the sysien, see *Setting Trima Aceel System Paramerers” on

page 9-2, . @V’
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{Operalor's banuat

ljgcordzing End of Run Summary Values

The End of run summary screehs provide information sbout the: procedure you just finished. Record
any neeced procedure information (refer w your center's standard operating procedures) Before exiting

the End of vus summary screchis.

There are five possible Bud of rin sumiiary Sereens.

+  TheProcedural summary saeen displays processed volumes, procedureduration, residual volumes,

and donor post-collection counts.

o The Plarelet praduct verilication and fabefing sereen notifies you cither that you can label the
Phatelet product as leukoreduced ar that you need to verify WBC content. It also natities you if
events have oceurred that may affect the quality andfor volune ol the il productis).

v The Dlasma product verification and abeling screen nonifi

ex you either that you can [abyel the

Plasmin product as teukoreduced ar that you need (o verify WBC coment. it also notilies you il

events have oceurred that may aflect the quality and/or vo

+ The RBG product verifieadon and labeling sereen noifies

fume of the final product(s).

)
you eicher that ¥ ou can fabel the
rrocluct as leukoreduced or that you need to verify WBC content. b ol ~L€)l} iﬁ&lou iLedent

Jave occurred that may affect the quality, Het, of volumepl the fimal plodut(s). ™

G
&
& %
Bew xsa'}ﬂcﬁonaﬁnww-t&owmw.o—uanpswqangi%rm

v The Product volume and yield screen digplays inal product values.

bt vatups (hat afa not yel compiole are not displayed.

Note: You can agcoss the pracedural and praduct volume End ol run suminary $¢r0BnS during rinseback,

NG

o 5
t‘%%ahnsto&suanwueteaoti%{annn:.shbua!e%lﬂuﬁlﬂ%f}j

4

{-

(a‘iﬁa)“wnomoaveeu&wuuwaeueﬁsti:;:;ua “’Wﬁ'ﬁj
{usnagl suAnSAng)
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The Trma Accel Aulomated “Blood ‘Collection

separate blood into platelet, plasma, red blood cetl compone

into blood product b

collection.

lemn.,v%ma‘nam wmwammum

Terumo BCT, Inc, 10811 West Cot ms‘Avcnuo Lakewo

By e 1

collection of blood cormponents for later trans sfusion In patie

N
aumwmn wsaaﬂnmm%n fail

o o an automated blood celt separator inte

ocl CO 80215 LﬁA‘?ﬁ’)wwu..HN.}...“.....”.,“.....,e.ﬂiu‘?f

for the

nts. The Trima Accel systern uses centrifueal force to

ags, or retuned to the donor, depending on the procedure selected at the time of

nts. These blood components are elther collected
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STy

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN 15O 13485:2016

This Is to ceitify that: Terumo BCT Lic, o ‘}x- é JYU Y
Old Belfast Road RINE wenananasucedasagns E.} Fevevsnalll i
Millbrook
Larne
BT40 25H

United Kingdom

-3
R NI ALY flvian

T-qntlunu&nc«iunoc:uon

Holdls Certlficate Number: ™MD 533935

and operates a Quality Management System which complies with the requirements of 1SO 134852016 & EN 150
1348512016 for the foliowlng scope:
T TTIY  e  Mkidin
The design and manufacture of steyile medical device sémons,’lﬁdudlng ant|c:@ag§i#m§ﬂgqna)
preservatlon solutions, used In the collection, processing and stor, PRBAY s
The manufactlre and assembly of sterile and non-sterlie medical ,ﬁg Ires lﬂ@wﬁaﬁw’%’é’e"!'ﬁﬂw
collection, pracessing, pathagen reduction and storage of blo@,ﬂa Hdod components.
Deslgn, manufacture, warehousing and dispatch of equipment and stetile 'sanlWVkes

for apheresls and cell processor systems and manual bload collection systems,
Fabrication of bags used in the manufacture of finlshed (\mﬂ@gl)pmdugg,..m, .m.:m.mmmﬁﬁﬁ%

(wafiggm) A

\ran peit \

For and on behalf of BSL: T,
Graeme Tunbridge, Senlor Vice president Medical Devices

Orlginal Reglstration Date: 2008-03-05 Effectlve Date: 2023-03-05
Latest Revision Date: 2023-03-01 Expiry Date: 2026-03-04
o Page: 1 of 2
S | ..making excellence a habit”
QO

“This cortilicate vas fssuat elecronically and rensains the propady af BSE s IS Dound by the conditions ¢f cantrack, 9
Al electronte ceitificate can be authentleated auline.

printed coples can by vatliated at vpsenbsigrotip.com/CliemBiresiory

Information and Contack: BSY, Kitenatk Courl, Davy Avenue, Knowhil, pililon Keyses MKS BB, el + 44 345 030 Q000
851 Assurance UK Limited, vegisterad in England undar anther JR05321 at 389 Chlswick High Road, London W AL, UK,
A taenther of the ST Group of Companles.



Cerlificate No: MD 533935

Location

Registered Activities

Terumo BCT Ltd,
Old Belfast Road
Milllorook

Laine

BT40 2SH
United IKIngdom

The deasign and manufacture of sterlie medical device
solutians, ncluding anticoagulants and preservatlon soiutions,
used in the collectlon, processing and storage aof blood.

The manufacture and assembly of sterlle and non-stetlie
medical devicas used In the collection, pracessing, pathogen
reductlon and storage of bload and binod camponents
Deslgn, manufacture, warehousing and tlispatch of
aquipment and sterlie slngle use devices (or apheresls and
cell processor systems and manual blood collection systems.
Fabrlcation of bags used In the manufacture of finished
medical preducts.

Terumo BCT Vietnam Co, Lid
Long Duc Industrial Patl,
Long Duc Commune,

Long Thani: Distrlct,

Dong Nal Province,

Vietnam

Original Registration Date: 2008-03-05
Latest Revislon Data: 2023-03-01

This cerliflcale vias Issued ateckronlcally antl reinins

An eleclronle certficate can be aullsenticated oding,

Iinted caples can be valldated at yawesbsigroup.comfCienibdirectony

Information and Contact: BS1, Kikematk Caurt, Davy fwenue,
BB&F Assutance UK Limlted, vegistered in England wunder tumbe

A Member of the 851 Group of Compantas.

the ropeiky of BSI and 1s howd by the concdittans of conlract,

Manufaciure, sterilisation and distriiution of nwapual blood

collection syspeins and matiyfaciuge of autom ed bload
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Effective Date: 2023-03-05
Expiry Pate: 2026-63-04

Page: 2 of 2 O

Knowliily, Sitaa Keynes MKS 8PP, Teb + 44 345 080 9000
¢ 605321 L 389 Chiswick High HRead, London Wit 4L, UK,
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TERUMO (FHAILAND) CO., L¥D.

No.88 The PARQ Bullding, Util BW9-16, 81h Floor,
Ratchadaphisek Road, Klongtosy Subchslrie,

Kiongtosy Disklct, Banglkak 10110 ; ] ]
Telephone : +66{0} 2111 2133 \H !M/
oA 4

Facsimile @ +66(0) 2111 21808
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