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WEB CHALLENGE NOTICE

Dispatch No. 2287/P-13036/1/22-23/Blood Bank Dispatch Date: 19/11/2022

The notice is being uploaded on the web site www. aiimakalyani.edu.in and CPPP.

sub: Verification and Justification of proprietary nature of the items through 15 days WEB Challenge
on the official website of AlIIMS, Kalyani and CPPP before Procurement Automated Blood
Processing System against proprietary article certificate of the manufaciurer. '

Inviting Comments thereon.

Department of Blood Bank & Transfusion Medicine, AIIMS, Kalyani has raised an indent for procurement of
Automated Blood Processing System.

The Original Equipment Manufacturer (OEM) M/s. Terumo BCT Inc., 10811 West Collins Avenue, Lakewood,
CO 80215, United States has declared in the Proprietary Certificate provided in their company’s letter head
that the above mentioned Automated Blood Processirg System (Automated Blood Component Separation
Device) is the proprietary product manufactured by M/s. Terumo BCT Inc., 10811 West Collins Avenue,
Lakewood, CO 80215, United States and this OEM also appoint an authorized distributor in India, for
marketing, selling and technical services their product range.

The natice is being uploaded for general information of prospective Manufacturer/ Authorized
Distributor/Dealer to submit their objection/ comments, if any, on proprietorship of the Automated Bloed
Processing System {Automated Blood Component Separation Device}, Make: M/s. Terumo BCT inc., 10811
West Collins Avenue, Lakewood, CO 80215, United States, they may submit their proposa! along with
specifications, supported by all documentary evidence and a price quotation for the above said items.

The objection/proposal/comments, if any should be sent in sealed cover to the office of Chairperson,
Procurement Cell, AlIIMS, Kalyani, P.O.- Ghoragacha, NH 34 Connector, Basantapur, Suguna, Kalyani, District-
Nadia, West Bengal 747245. Or through email to e-tender@aiimskaiyani.edu.in, so as to reach on or before
Dated. on 04/12/2022. Failing which it will be presumed that no other firm is interested to offer
comments/protest/object and case will be decided on its merits.

The “Ref No. 2287/P-13036/1/22-23/Blood Bank, due on 04/12/2022should be superscripted on sealed
envelope
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Enclosures:

1.) Proprietary Certificate of Manufacturer M/s. Terumo BCT Inc., 10811 West Collins Avenue,
Lakewaod, CO 80215, United States.

Note from pre-page

Copy to:
1. Indenting Officer . For kind information please.
2. PSToED . For kind information please.
3. FIC Website . For kind information please.

Sd/f-

Chairperson of the Procurement Cell
AIIMS, Kalyani.
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26 September 2020

Proprietary Certificate-

To Whomsoever it may concern

This is to certify that the equipment “Automated Blood Component Separation Device” having
Make Terumo BCT & Model Reveos - 23000 as per attached technical specification is the
proprietary product of M/s. Terumo BCT Inc., 10811 West Collins Avenue, La kewood, CO 80215,
United States. No other Company/Manufacturer with given specification. manufactures the
equipment in the world. Its accessories and consumables are equipment specific and proprietary

in hature.

The items include:

Reveos Device {Catalogue 23000) with Reveos System Manager Software Application

Reveos 3 Component Set

Platelet Pooling Set

~ /

A

Authorized Signatory
Name: Karen Lowitz

Designation: Regulatory Affairs Manager

Terumeo BCT, Ine. Teruma BCT Europe M.
10817 Wast Collins Ave, Europe, Middie Easl and Africa
Lakewood, Colorads 80215-4420 tkaroskazn 41

Lsa 1930 Zavealem

US4 Phone: 1.877.339.4228 Belgium

Phone: +1.303.231.4357 Phane: +32.2.715.0580

Fax: +1,303.542.5218 Fax: +32.2.721.0770

9 Scignce Park Drive
#04-25 [Lobtiby BY

‘The Rutherfard
Simgapore 118261
Phane; +55.67 153775
Fax: +B58774. 1419

TERUMOBCT.COM

Terumo BCT Asia Pte. Ltd.

Terumo SCT Latin Ametica $.A
La Pampa 1517-12" Fiaor
L142E80ZE

Suenns Aires

Argenling

Phone: +54,11.5530.5206

Fax +54,11,5530.52(1

Terums BECT Japan, Ing,
Tokye Cpera City Tower 49F,
3-20-2, Mishi-Shinjuku,
Shinjukin-ke, Tokyo 163-1450,
Japan

Phone: +31.3.6743,7890

Fax: +31.3.6743.0800
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WHOLE BLOOD AUTQOMATION DEVICE

The Centrifuge System should be able to Automated to perform the following process
steps for up to 4 units of Whole blood within a cycle- balancing, centrifugation,
sedimentation, expression, and tube sealing.

The system should provide procedure and process data— per unit and per cycle.

The centrifuge device should have software 1o transfer procedure and process data to and
from the device.

System should be a Fixed bucket (minimum 4/device) technology for Whole Blood
sedimentation and separation

¥

The system should have Integrated sealing heads ( 3/bucket) to scal the components
during the processing cycle.

The device should have a Touch Screen Display with Graphical User Interface
Should be provided with a Temperature Controller system

Processing buckets should be equipped with a bucket sensor o detect the component
interface. :

The device should have a line/tubing sensor to detect the component interface for cach
WB processed

_The device should have a built in expression system (hydraulic) which allows for

consistent component expression during processing.

Should have an inbuilt balancing system which would eliminate the need for a manual
balancing device.

_ Should be able to process the following components from each unit of Whole Blood, in

one centrifuge cycle- Red Blood Cells, Leukoreduced Plasma, Residual Leukocytes and
Platelets. '

. System should work on an integrated processing set which should be able to be used for

collection and processing of whole blood.

. The system should have a pooling set that 1s designed to allow the pooling,

leukoreduction and storage for 3-6 IPUs for transfusion.



16.

17.

20,

. Cost of all accessories required for the full functioning of the system should be included

with the price courted.
Price of All consumables (Leuco- depleted biood bag set and platelet pooling set) should
be fixed for the period of 10 years.

Compatible UPS should be provided with minimum 120 min back up and should be
mamtamed (including batteries) for entire period of warranty and CMC

. Bidder should provide upgraded version of equipment (Hardware! sofiware) free of cost

during the lifecycle of the equipment

. Bidder should provide a backup system of the same/ upper version to ensure

uninterrupted work during the breakdown/ maintenance/ or any other scenario when one
machine 1s off.

The necessary 1Q, OQ, PQ and calibration certificate should be provided from time to
time as and when required

. Comprehensive warranty for 5 years and 5 years CMC after warranty

. The CMC will include repair & replacement of every defective part or accessories of the

cquipment and regular calibration of the cqmpmnnt at 6 months or after major breakdown
and repair

. Comprehensive tratmng for lab stalf and support services till familiarity with the system

. User/Technical/Maintenance manuals to be supplicd in English

. Miscellaneous item for complete operationalization of the equipment which are not -
mentioned here but required shall also be provided by the vendor.




TOMATED BLOOD PROCESSING SYSTEM

ANCE EFFICIENCY, QUALITY AND CONTROL
IN WHOLE BLOOD PROCESSING

THE REVEDSS AUTOMATED BLOOD PROCESSING SYSTEM 1S NOT CLEARED FOR SALE 1N THE L5 ITIS AVANABLE 1N SELECT MARKETS.



IMPROVE YOUR LAB EFFICIENCY, BLOOD COMPONENT QUALITY
AND PROCESS CONTROL.




AUTOMATED WHOLE BLOOD (WB)
PROCESSING, FOUR UNITS AT ATIME

The Reveos system is an easy-to-use platform that automates and integrates
the manual steps involved in WE processing.

Quick and efficient. the Reveos system processes four units of
WB at a time. Use vour Reveos system 1o produce red blood cells (RBCs).

leukoreduced plasma. interim platelets for pocling and residual leukocytes with

a single centrifugation step.

T AT T R T i §
AUTORATION DESIGNED FOR T

While the prospect of automnating your process may seem daunting, we have
helped many biood centers around the waorld successfully upgrade their labs.
And that number continues to grow. Today, bleod banks in more than 25
countries have adopted our WB autornation technologies.

These blood centers benefit from the rewards of automation. And you could,
too. Put our knowladge and expertise to wark to improve vour WE process.

Let's take a look,

(¥}
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» The platelet yvield index (PYD} feature can help you create more pools of platelets from your daily
collections of WEB

» One shift and four Reveos devices can process approximately 70,000 units of WB annualiy**

a The Reveos system reduces the need for resources, including staff time, equipment. space.
standard operating procedures (SOPs) and training

= |f a3 single run, the systern integrates the functions of centrifugation, sedimentation, separation
and sealing of four WB units, resulting in muliiple biood components

w The Reveos system is designed to create consistent products, using fixed-bucket technology and
integrated processing steps

= The PY| feature allows for estimating/predicting the platelet yisld of platelet pools

m Plasmais automatically leukoreduced

s compared with manual processing
~rSea the assbmiptions isted in the improved throughour tabie on page 2



COMPARE YOUR PROCESS TO THE REVEOS SYSTEM PROCESS
PROCESS FOUR UNITS OF BLOOD AT A TIME

THE EWEOS 3YSTEM PROCESS: 2 COMPOMNENT (203 PROTGCOL AMD PLATELET 2O0LING

The Reveos systemn process requirgs far fewer steps than manual processing,

: § Leukoreduce red blood cell (RBC) units
a Leukoreduced plasma unit il Scal RBC units

H nterim platelet units n Store leukoreduced RBC units

Pool platelets ﬂ Enter data

i Operate Reveos system

Therapeutic platelet dose




NUAL WBELATELET PROCESS

ANY STEPS IN THE MAN UAL PROCESS

E CAN AFFECT THE QUALI

' OFYOUR FiNAL COMPONENTS

Pack for positicning in cup
Balance

Centrifuge

Transport units

Separats RBCs and plasma from BC

Seal and separate plasma,
packed RBC and BC units

Paol and rinse BC units

Pack for positioning in cup
Balance

Centrifuge BC units

Transport units

Separate platetets from BC units
Platelet concentrate

Enter data; store or additionally
process products

Lteukoreduce REC units
Separate RBC urnits frorm filter
Leukoreduced RBC umits

Plasma units




Load WB in centrifuge cups
Batance WE

Centrifuge We

WS is ready for PRP expression
Express PRP

Seal and separate PRF from RBCs
Balance PRP

Centrifuge PRP

Express plasma from platelet
concentrate (PC)

Adjust plasma volumez in PC

Seal and separate plasma from PC
Weigh PC

Poot and leukoreduce PC

Seal and separate poolad platelets
Enter pooled platelet data

Weigh plasma

Enter plasma data

Laukarsducs RBC units

Seal and separate leukoreduced
RBC units

Enter leukoreduced RBC data




' Ti;lE_ REVEQOS .SYSTEM AUTOMATES MANY PROCESSING STEPS,
CONSOLIDATING THEM INTO A SINGLE RUN.




s Reveos device
A self-contained automated device that processes
up to four units of WB at a time

= Reveos System Manager (RSM)
An enhanced data management system

s Cadence® Data Collection System
Allows us to provide enhanced customer service

» Reveos 3C Blood Bag Set
One set to collect and process WB into multiple compenents

intended use The Pevess 30 blood bag setisintended to colleet a it of Wh and process
t5.)

that unit an the Revess device, producing Hood compenes

Platelet Pooling Set

Frurto sixinterim platelet units (IPUs) are pocled to create a
transfusable platelet dose

Untended use: The plaseles pooling sobis interdas for use with wWak-derived Zlztelets,
including pecling and Htration, resul:ing i 4 Platelet product for transfusion

T R A T
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Residual Leukocyts Bag

Plasma Bag

Imterim Flatelet Bag

Sample Bag

foee Dry Sample

WG Bag Pattwiay

Drawing rmay ol reprasent current configuration

Sample Bag

Pooled Platelet Bag
{Storage Bag}

Crawing mezy 0ot represent current configuration



LOOK WHAT YOU CAN DO WITH THE RIGHT TOOLS.

IMPROVE PRODUCT CONSISTENCY

Achieve consistent quality with fixed-bucket technology and integrated processing steps.

OBTAIN HIGHER YiEL DS

The Reveos systern may help you improve yields in several ways:

» The process is automated and consistent, resulting in fewer mistakes and fewer discarded products

» The system is highly accurate, enabling operators to obtain a higher volume of compenents from the same volume of WB

= The system is flexible and can be custornized 1o your center's unique needs

The PYlis an exclusive, innovative feature that provides the operator with a prediction of the platelet yield of the processed unit.

The PYlvalue is shown on the device display screen and recorded in REM.

Imnprove throughput

1 18,000 36,000 54,000 72,000
2 36,000 72,000 108,000 144,000
3 54,000 108.000 162000 216,000

Assumptions: 25 minutes/oycle, 1 cycle = 4 WB units, 250 working days/year, 7.5 hours/shift

s of the Reveos syster.

rurne BCT

- contact your

Optimize your workflow: Process more than 18,000 WB units

each year with these benefits: **
» Raduce manual steps

x Reduce 5085 = Less space

. a | ess equipment
= Reduce hands-on time auip
a |ess labor
u |mprove respurce managemeant
& |esstime

AL compared with snanual processing
ArSes tha assumptions iistad in the table above



Triage balance 1 0

Reveos systermn 0] 5

Cenfrifuges 5 o

Expressors 18 9]

Sterile connection device pi 2

Component disconnect sealers 2 1

Flatelet agitators 4 4

Total 33 12
Savings 64%

First-stage separation 10 5 0%
Second-stage separation 2 0 100%
Platelet pogling 2 2 0%
Total 14 7 50%
Assumptions: 100,000 WB units/year, two-stage platelet separation

Flease contact your Terumoe BCT representative for a customer-spes

FAANAGT INFORMATION WITH EASE®

Software solutions take your systerm further.

» For greater cantrol and flexibility. the Reveos system is equipped with RSM and compatible with the Cadence Bata Collection Systemn

» RSM centralizes device and operator management; it also allows interfacing with your blood bank's IT system

‘As compared with manual processing




RSM, an enlarced IT solution. is designed to effectively manage the Reveos system’s day-to-day operations. RSM provides access
to processing data that improves your process control and provides insight into every procedure performed on the Reveos system.

RSM can manage your devices at ene site or across multiple facilities,

Ty Bl hagtes,
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RSM SEARCHES AND REPORTS

Report generation

m Schedule reports to monitor manufactaring oparations

® Enable traceability of processed uniis, equipment and ooerator actions
w |dentify areas for improvernent

 Vigw, print ar export data to other systems for analysis

B View an intuitive graphical representation of data

Donation ID and search feature
= Find a single unit based on its donation (D, avaitzble an any page in RSM

» View donation D search results that show processing date, component velumes,
operator 1D, device name and alerts or alarms that gecuired during processing of the unit

INSIGHT REPORT

Fadt i AT
CHART Vi

Operations
m MNurrper of units processed by each Reveos device

® Average duretion of procedures by operator

Production
w Average volume of each companent by procedure
» Totzl nurmber of components praoduced

» Percentage of units with 2 PYEwithin the specific range for 3C procedures

Exceptions

= Details about duplicated units. reprocessed units and inconclusive sealed unite,
as well as barcode and centrifuge temparature issues

Alarms and alerts

® Totzl nurnber of alarms and alens by operatar and by davice

® Deta from the [msight Report or 8 Custorn Guery Feport in a table format



SAMPLE REPORTS

Fampio Fragiction Repor!

ONE DEVICE, TWO PROTOCOLS

4 WB units

4 RBC units

Sampia

4 RBC units

4 jeukoreduced piasma units

4 leukoreduced plasma units

4 residual leukacyte units

4 leukoreduced platelet units

4 residual leukocyte unils

Pirase contact your Terumg BCT representative to purchase processing sets.




DEVICE AND OPERATING
ENVIRONMENT SPECIFICATIONS

Humidity 10% to 80% RH non-condensing

Storage ternperature

Blevation

Characteristic C. Rated 186 A,
30 mA RCCD (European Union)

Main power crcuit breaker

Rated input (maximurm) 6.0 KVA

Adeguate to dissipate 1.0 kWin
normal operation

Verntilation {per device instaflad)

Minimum floor area needed for

. 114, i 451
imstallation (© » W) 99.1 cra = 3em(39in x 45in)

EMC standard

Barcode scanner connection

AUTOMATION IMPROVES YOUR CURREMT PROCESS

The Reveos system can help you achieve these goals:*

= rnproee product consistency ® Process more than 18,000 WB units a year,
e ) with these benefiis:
® Oiatain higher yiekds
= Lessspace

® [mprove throughput + Less equipment

® (Optirize your werkfigw: s Less labor
v Reduce manual steps + Lesstime
= Reduce SOPs n Manage information with ezse
+ Reduce hands-on time « Capture processing data electronically

e support good manufacturing
practice {GMP) complianse

“As companed with manual Gracessing
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Terumo BCT, Inc.

10811 west Colling Avs,
Laleeroad Coloradn 3027 5-4440
USa

LISA Phong: 1.87 733042248
Priona: 1.3, 231.4357

Fawt 335425245

Terdme BCT Europe MY
Europe. siddle Zas and Africa
ikaroslaan 11

1930 Tavanlzm

Bzig
Phone: #32.2. 7130590
Faw +32.2 7210770

inclood componani. therspeutc apherasis and celiuiar technelogies, we belisve in the potential of bissd e da
s ourianovation and sirenginens our collaboretion with customers.

Terume BCT (Asla Pacified Lrd.
&9 Scienge Park Drve

H-25 Loty 8

The Rutherlord

Sinmapora 112261

Phone +65.57 735068

Few +65467741413

Terumea BCT Japan, Inc.
Takanawa Park Towear 13F

Z0-14, Z-cherne, Higashi Gotanda,
Shinggawa-ku, Tokyo 14 1-00322
Japan
Phone 813
Fax HB3.EY

7137850
432800

Terumo BCT Latin America 5.4,
La Pampa 1517=12th Flaor
C14280ZE

Buanos Aires

Argenting

Phore: +54,11 55305200

Faw +534.11.5530:5201

UMLGCHING THE POTENTIAL OF BLOOD | TERUMOBCT.COM
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