
28th Oct 2024

To,

The Secretary Generat

lndian Red Cross Society
Nationa[ Headquarter
Btood Centre

1-Red Cross Road

New Dethi-110001

Subiect: Date extension,Tender pre-bid ctarification and submission for modification in tender

specs for pubtished tender for Futty lntegrated and Futty Automated NAT Testing equipment on

RT-PCR or on TMA on reagent rentat basis to the Blood Centre,lRCS,NHQ,New Dethi'

Dear Sir,

Roche Diagnostics Headquartered in Baset, switzertand is a [eader in research-focused

heatthcare with combined strengths in pharmaceuticats and diagnostics. Roche is the wortd's

largest biotech company, with truty differentiated medicines in onco[o9y, immunotogy,

infectious diseases, ophthatmotogy, and neuroscience. Roche is atso the wortd teader in in-vitro

diagnostics and tissue-based cancer diagnostics, and a frontrunner in diabetes management and

b[ood screening.

ln lndia we are teading supptiers of btood screening NAT systems and currently we have more than

75 instattations, with satisfied users of our futty automated nucteic acid test system across the

country. Our NAT system are running successfu[[y in various esteemed government institutes such

as AItMS-Katyani ,AllMs-NCl Jhai.lar,AllMS-Patna, SMS-Jaipur, KGMU & SGPGI Lucknow,

BHU-Varanasi, tMA Btood Bank- Bareitty & Dehradun. we are also running state NAT projects for

orissa state Govt, Madhya Pradesh state Govt,uttarakhand state Govt and J&K State Govt.

Moreover, to the best of our knowtedge onty two companies,Roche using PCR and Grifots using

TMA,are offering NAT gtobatty for btood screening.

ln the pubtished Tender dated 01l1ol2o24 tor Futty lntegrated and Fuuy Automated NAT testing

equipment on RT-PCR or on TMA on reagent rental basis for the Btood centre, lRcs-NHQ'New

Dethi, we need more ctarification on certain points before we participate. Atso as there was no

mention of a pre-Bid meeting, we sincerety request your ctarification for the points raised by us in

the letter

We atso woutd like to apprise you that most of the Government tenders including a few recent NAT

tenders for btood banks had been pubtished with neutral tender specifications such as HITES-

AIIMS-NCl Jha.i.iaa SGPGIMS-Lucknow, BHU Varanasi, orissa State Gov. Proiect, MPPHSCL MP State

Government, Tetangana State Govt. etc'

Roche
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Boche

We request your kind consideration for a Date extension and Pre Bid meeting such that att points
for clarification can be put up for discussion, thereby attowing us to participate through an open &
neutrat Competition Bidding process.This wittatso provide you with more than one option to setect
the best techno-com mercial bid for the procurement.

Tender

Sr No.

Te nder Tech nical
Specification

Amendment requested
in Tender / Tech nical

S ecs
Remarks

1 The system must be futly
automated & True walk away

NAT screening system for
btood donors screening onty,

with process controI from
samp[e pipetting to

interpretation of finat results.
The vendor should specify the

size ,weight with modeI and
serial nu m ber labeled on the
machine having the feature of
an in-buitt system of Barcode
reading with the capacity to

anatyze minimum 400 samptes
in 12 hrs inctuding deduction

and discriminatory test of
pooI samptes. The vendor

shoutd atso specify whether
our requirement of testing is
possible in one machine or

requ ired more than one
machine.

The system must be futty
automated & True Watk

away NAT screening
system for btood donors

screening onty, with
process controt from
sampte pipetting to

interpretation of finat
resutts. The vendor

shoutd specify the size

,weight with modet and
seriaI number tabeted on
the machine having the

feature of an in-buitt
system of Barcode
reading with the

capacity to anatyze 140
samptes in I hrs and 240

samples in 12

hrs(detection and
d iscrim in ation).

Considering the existing
worktoad of IBCS approx.
25000 donations annuatty
and estimated growth in
future the minimum 140
donation per day resutts
(42,000 Donation annuatty)
which can be convenientty
detivered with our system.
Since our instruments are
capabte of testing
continuousty which wiIt take
care of any occasiona[ spike
in the sampte toad.

2 The princip[e of the assay

shatl be based either on
RT-PCR (Reat Time-PCR) or on
TMA (Transcription Mediated

amptif ication) with the testing
ticensed btood for btood

donor sampte.
The vendor shou [d provide

information on the fotlowing
points,

Whether the testing ptatform

Need clarity on which format
to be quoted as its mention in
Terms & Cond itions that
testing format wou[d be
decided by the user.
Testing format shoutd be
cleared in the specs onty for
leveI g round ptaying.
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Boche

3

consists of lD or pooling or

both systems, if Pooting the
vendor shoutd specify the

vatidated pooI size of b[ood

samp[es.

Pt.No.6 Terms & Condition:
3.The bidder wou[d quote the
price of the kit ptus GST and

cost per reportab[e tests.
However, the testing format

wou[d be decided by the user.

The system must perform a[[

steps of sampte processing

and viral n ucleic acid

extraction to target
amplification and detection

automaticatty in a singte tube.

The system must
perform aU steps of

samp[e processing from
viral nucleic acid

extraction to target
amplification and

detection automaticat[Y
in a singte tube/
lndivid ua[ WetI

As tender a[[ow,PCR & TMA

to participate,both has a

different format of testing in

case of PCR,seated mutti wett
ptates are used to perform

extraction,amptif ication &

detection.Moreover in PCR,

highty specific Taqman

chemistry is used and

Amperase enzyme is used to
prevent any carryover

contamination.G[obalty
avaitabte NAT systems are

ctosed systems, specific
consumables are used for
Extraction, Amptif ication,

and detection processes in

both the technotogies. Singte

Tube testing is vendor/system

specific. Whereas RT- PCR

uses mutti we[[ ptate as a
standard consumabte for

extraction and amptification
detection with separate tips

for samptes and reagents

handting to remove any

chances of contamination.

ROCI|E OtA6rO8lrC5l OtA PvT, LrD.
clN . u05l95Ml{swTct.talT

ftaaloial otfca :
3.! flooroltc. Esck
ir6f Colpo..!6 ,,'|r
Mttro,poatatl rlra( not No. A?

Ddrl.l Anl,lr. s€tlr
Ne* Oalhl - trootT

Tol.: +er (r r) {603r!00
llr |0r o t) rfiB{526

R.fd. Orlc. :

tol R sil.rr uo|r,
Carlinal G..co6 Rctd
ct.rrb.,ir|dtEr (t !0
MufiDai - a000€0

Tol-: +91 (z]660r€@
fer: rgl (22) 6097a40,
$iw.rocha-{l:rym.tra*)corri



Boche

6 The Cbmpany shatl atso
provide 5000 test reagents
and consumabtes FOC for

vatidation,triaI run and
training which wilt be in

addition to free reagents
annuat[y

5000 tests reagents &

consumables FOC for
vatidation, Tria[ run &
Training in addition to
free reagents provided

annualty - Need more
ctarityS

ln many open tenders,There
is quantity mentioned for
FOC.So requestin g authority
to quantify number as an FOC

and for testing.There shoutd
not be any ambiguity for [eveI
ground playing for attthe
bidders.

IJ Discriminatory test shoutd be
avaitabte on the same

ptatform and m ust provide
discriminated resutts within 1

week from starting of
testing/as when required by

u ser

Discriminatory test
shoutd be

available on the same
platform using the same
Test Kit. Company shoutd

submit a SOP of the
complete procedure to

the institute.

As per point no.19,The
system must have throughput

of minimum 400 samptes in
12 hrs inctuding detection
and discriminatory tests,

creating a confusion as one
side you are asking for

detection & discrimination of
400 samptes in 1 2 hrs in

specs no.O1 and in the specs
no.13 you are asking to

provide discriminated resutts
in a week. To etiminate the
possibitity of ambiguous or

non- discriminated resu tts, it
is important that the same

Test kit with the same
sensitivity should be used for
virus identification as welt
as for virat d iscrimination
Nowadays latest reagents
avai[ab[e which can give

discrimination in 24 hrs and
which hetps btood banker to
counciI donors within 24 hrs

of testing
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Roche

The sensitivity of assay at 95%

LOD must be at least:
HIV - 30 lU/mt

HIV - 15 lU/mt

HCV:8 lU/mt

HBV : 5 lU/mt

The above mentioned

sensitivity of assay is

app[icabte for lD and MP - NAT.

The system must offer 24 hrs

catibrator stabitity. The

supp[ier shoutd provide

anatyticaI and ctinicaI
sensitivity of the assay

inc[uding intendent evidence

to support performance
c[aims

The sensitivity of assay

at 95% LOD must be at

[east:
HIV-1:30 lU/mt
HIV-2:15|U/mt

HCV: I lU/mt

HBV:1.3-2lU/mt

The above mentioned

sensitivity of assay is

appticabte for lD and MP

- NAT. The system must

offer 24 hrs

catibrator/controI
stabitity. The su pptier

shoutd provide

anatytica[ and ctinicaI
sensitivity of the assay

inctuding intendent
evidence to support
performance ctaims

29 Setected vendor/firm shatI

suppty the relevant
catibration certificate for the

eq uipment from NABL

accredited Lab in lndia.

Need to Remove this

Point

NAT systems and reagents

are tested in NIB for
vatidation so in such cases

CDScO certificate witI suffice
the requirement. And NAT

systems are already
cE/rvD/FDA/CDSCO

approved Therefore no

catibration certificate for the
equipment from NABL

accredited Lab is required

33 Quoted NAT machine must

have proven installation in at

teast 3 btood banks in lndia

Quoted or Equivatent
NAT machine must have

proven instaltation in at

least 3 blood banks in

lndia

There are firms which are

offering 10 year otd systems

however the latest systems

are avaitabte. Modif ication

hetps the bidder to offer the
latest system.
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Since HIV & HCV

reptication/doub[in g time is

very fast and getting doubte

in coupte of hou rs so the
range can be increased for
both but for HBV being a

slow repticating virus with a
high prevatence in general as

wet[ as donor population of
our country, HBV sensitivity
quoted shou[d be the best &

highest.
This point needs to be

modified as per companies
protocoI and Prescribing
ilnformation(Pl).ln PCR,we

don't use catibrators, we use

contro[s and interna[
controts.



We appreciate the tendering authority, and cattfor a Pre Bid Meeting to discuss the specifications and
Terms & conditions in detait which witt hetp to ctear in ambiguity which could arise. The pre Bid Meeting
wilt atso bring more ctarity to the tabte and attow us a chance to participate and submit our tender bid
for the suppty of our futty automated Nucteic Acid amplification testing system for screening of blood
do n ation.

Thank you for your kind consideration.

For Roche Dlagnostics lndia p\d Ltd

Authorized Signatory

Parvesh Sachdeva

Zonal Manager-Molecular Lab

oarvesh.sachdeva.psl@roche.com

09s99840057

ffoche

ROCBT OUGTOS:IC' I{OIA PVt. tm,
CIN - U85:r5M!t88aPICr{t{t7

R.eloll.tortk :
3d tboi Oftc. Stocl
l,lcf Corpo.ai. H(
Molrcpd&n mall. Plor llo Az
Ddttt Cr{rs. S.r.r
6tO.lh. rr0ot7

Ioi.i +Er (tt)150:r!m
ir\: l9l (t r).8@4510

a.id. olll :

5o1 8, l}tfi Urq}a
Car(lnd Gaarou. nmd
Ch.talo. Andhon (E.sO

1or.: +01 (2?) 6@r.900
f.r: 191t22,O5g7{or
$rr*.roclEdrmr6_corl



f l,trnr-c/ - f,
Clarification to the points raised by ROCHE on the NAT specifications in their

letter dated 28.1 0.2024.

Amendment
requested in
Tender/ Technical
Specification by
Roc he

-73-

1

Roche
The system must
be fully automated
& True Walk away
NAT screening
system for blood
donors screening
only, with process
control from
sample pipetting to
interpretation of
final results. The
vendor should
specify the size,
weight with model
and serial number
labeled on the
machine having the
feature of an in built
system of Barcode
reading with the
capacity to analyze
140 sarnples in 8
hours and 240
samples in 12 hrs
(detection and
discrimination )

Need clarity on
which format to be
quoted as its
mention in Terms
and conditions that
testing format
would be decided
by the user. Testing
format should be
cleared in the
spaces only for
level ground
playing.

Most of the time
IRCS Blood
Center is holding
2-3 blood
donation camps
every week,
where we are
getting good
response of blood
donation.
Approximately
blood collection in
these camps is
around 350-400
units in a day.
Keeping in view of
this company
shall specify that
one equipment is
sufficient to cope-
up this load within
12 hrs. or
additional
equipment will
provide by the
company, without
adding any
additional cost.
The company
shall provide
information about
the ability of
Eq uipment's
whether testing
platform catry
only lD, only
Pooled OR both
testing mode.

Sl.No.

2
Roche

Panel of Experts committee
remarks given in the meeting held
on 19.11.24 for clarifications

IRCS Remarks

The company shall provide
information about the testing ability of
the equipment whether the testing
platform being carried only lD, only
Pooled OR both testing mode.

ln addition to this, the rates should be
specified based on the rates of the kits
and overall consumables to be
provided by the company.

z

The capacity to analyze blood
samples for NAT testing should be in
the range of 300 to 400 samples in 12
hou rs.

{



3
Roche

6
Roche

The system must
perform all steps of
sample processing
from nucleic acid
extraction to target
amplification and
detection
automatically in a
single
tube/individual
well.

5000 tests
reagents
&consumables
FOC for validation,
trial run & training
in addition to free
reagents provided
annually- need
more clarity.

The system must
perform all steps
of sample
processing from
viral nucleic acid
extraction to
target
amplification and
detection
automatically in
single
tube/lndividual
well, subject to
the condition that
no manual
intervention will
be involve during
the process.
The system must
be fully
automated &True
Walk away NAT
screening

stem

-3q-
No change in IRCS remarks

The cost of invalid tests including run
failure tests, (like control part failure,
hardware unit control failure) would be
replaced free of cost by the company.
It is also clarified that the cost of only
validated test would be paid bY the
IRCS, NHQ. over and above 5000 test
reagents and consumables provided
FOC for Validation trial run and
training.

S

For initial Startup
5000 tests
reagent with
consumable
would provide by
the company for
trial run and
training of the
staff purpose only.
However as far as
annual Free of
Cost (FOC) is

concerning
company shall
separately
disclose quantity
of test reagent
&consumables
will be provided
by them.

I



3t-

Roche

)o
Roche

Discriminatory test
should be available
on the same test
kit. Company
should submit a
SOP of the
complete
procedure to the
institute

This column is
specifically mean
to which type of
infectious
markers detected
in the blood
donors'samples,
for the
counselling of
blood donor.

Need to remove
this point

(B) The NAT assay /kits must have
necessary approvals from NIB or anY
of Center which is approved by Govt.
Of lndia.

The company/firm shall submit
relevant specific documentary
evidence in support to this
req uirement.

The lD NAT assay
/kits must have
necessary
approvals from
NIB or any of
Center which is
approved by
Govt. Of lndia.
The tender shall
submit relevant
specific
d ocumentary
evidence in
support to the

Discriminatory tests should be
available on the same platform and
must provide discriminatory result
within 1 week and screening on the
same day, from the start of testing, as
and when required by the user.

27
Roche

No change is in
lU/ml of each test
required with
reference to the
sensitivity of
assay. As for as
the stability of
calibrators/
control/ internal
control, should be
maximum for 24
hrs.

The sensitivity of assay at 95% LOD
must be at least:

HIV s 30 lu/ml
HIV s 15 lU/ml
HCV < 08 lU/ml
HBV s 05 lu/ml

uirements

The sensitivity of
assay at 95% LOD
must be at least:
HIV - 1:30 lU/ml
HIV - 2.15 lU/ml
HCV - 0B lU/ml
HBV - 1.3-05 lU/ml
The above-
mentioned
sensitivity of assay
is applicable for lD
and MP-NAT.
The system must
offer 24 hrs.
calib rator/control
stability. The
supplier should
provide analytical
and clinical
sensitivity of the
assay including
intendent evidence
to support
performance
claims.

(A)Calibration certificate of the
equipment shall be provided by the
company free of cost frequently on
every six months.



AL

teci
eqtiipr'ncrrt

or
NAT

machine rnusl have
prcltletl trrstallatlon
in at lcasl 3 blood
banks rr lnd ia

During the Machrne down limes
lbreak down the company will pedorm
the test al an alternalive site

The machrne should be repaired /
fu nctional/replaced within 48 ho!rs,
while the test rn the meantime are
periormed at
aiternative site, failing which the
Denalty of the breakdor.vn as.Jecicr:rl
rn ilems No 26 r,'rould i:e Rs 5000/- per
day

In case oi machine
downtimeslbreakdown continues for
more than a r"reek backup e.Lripmenl
as an alternalrve arrangenrer'rt ot
testing shall be provided by the
company at IRCS (NHQ), Blood
Centre.

The physical technical demonstration
in person would be done by the
cor]rpany, ii req uired

33
Roche

lf the company rs

offering latest
version of the
equipment and
thal has not been
inslalled in lndia
or rn the process
of installatron.
then the company
sirail submrl
satrsfactory
re ports from USA
as a document or
any developed
country


