All-India Institute of Medical Sciences
Ansari Nagar, New Delhi-29
(RESEARCH SECTION)

Ref. No. 24/Prop./Ped. ING/18-19/RS
Dated: 08.10.2018

Subject: Purchase of Whole Exome sequencing for the Deptt. of Peadiatics, AIIMS,
New Delhi-29 on proprietary basis- Inviting comments thereon.

*hkkkikk

The request has been received from Dr.Neerja Gupta, Assistant Professor, Deptt. of
Pediatrics, AIIMS to purchase the subject item from M/s MedGenome Labs Pvt. Ltd. on
proprietary basis. The proposal submitted by M/s MedGenome Labs Pvt. Ltd. and Performa

Invoice and Departmental PAC certifications are attached.

The above documents are being uploaded for open information to submit objections,
commets, if any, from any manufacturer regarding proprietary nature of the equipment/item
within issue of 15 days giving reference No. 24/Prop./Ped./NG/18-19/RS. The comments
should be received by office of Stores Officer (RS), Research Section at AIIMS on or before
24/12/2018 upto 12:00 p.m., failing which it will be presumed that any other vendor is having

no comment to offer and case will be decided on merits.

STORES OFFICER (RS)
Encl: Related documents enclosed.

1. PAC Certificate enclosed.
2. Performa Invoice



ALL INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI-110029

PROPRIETORY/SPECIFIC BRAND GOODS CERTIFICATE

1. liem/TypeModel No, required
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alongwith specification,

15 the item a spare parts attachment
or aceessory for an existing equipment,

Name of the manufacturers'supplier
of the item proposed by the Indentor,

Are they sole providers/'sold
distributors of the item.

15 there any other item with similar/
quivalent specificati ilabie in
the market to meet the job requirement
envisaged. If the answer is yes. why the
same can't be procured. Demanding
ofTicer should bring out comparative
functional ad effecti
of the recommended item from these
offered by other.

What were the efforts made 10 locate

Whole Exome Sequencing

No.

Mis MedGenome Labs Pvi. Lid.
Yes for our specifications.

Yes, similar items are available with other Lk ies
a5 well. However, after trying out all available options.
other companies, the result from Mis MedGenome Labs
Pyt Lid. were found 1o be most satisfactory.

The ional ad ges/ i

of the recommended items are-

The Technology Platform: [Huming is the sole
manuficiure of HiSeqX and HiSeq 4000. MedGenome is
the sule service provider of sequencing on HiSegX and
HiSeq 4000. There is no equivalence specification for
HiSeqX and HiSeq 4000.

Quality Certification: The lub is CAP/NABL certified,
participating the proficiency testing as a part of the
quality program. . The exome are CAP certified while
the NABL certification have whole exome as a scope of
the test.

Lab Location: Bangalore based. Test will be performed
in India. Lab has extensive experience in
reporting minor allele frequency from Indian population.

Add on confirmation:_In addition 10 Fxome
sequencing, company will offer CNV analysis on the
Exome data performed for the candidate genes. Sanger
confirmation for ONE VARIANT if identified will be
part of the project. Minor allele frequency from Indian
population for the variant identified would be given
along with the data

We have experience of getting the test done in other




altenative source of supply or use
other substitutes,

7. Why open/limited tender can't be
resorted to, for locating altermative
source,

8 Are the items certifving
that the rates are reasonable or not.

9, Any other justification for procuring
item from single source.

et

Signature of Indentor

(Demanding Officer)

. Chowanuiy
Dr. Madhumita Roy &

4 genior Scientist
ian gl Geneiles,

giviL

of e

sw Delhi - 110029

laboratories but their performance was found 1o be

unsatisfactory

The requirement of planned research will only be
fulfilled with the specifications mentioned. Since the test
is being used for evaluating huge numbers of genes und
involve critical analysis, testing from other manufactures

may render the test fant. M the additional
advantages as mentioned above in point no. § are not
covered by any other company.

Yes,(certificate enclosed)

The above item is required for specific purpose of
periorming genome wide analysis, which is a very

 critical test and has implications for the research in the

project and will ultimately help in patient management

and counselling.

COUNTERSIGNED

“hutiks Kabra

st TiEen)
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ANSARI NAGAR, NEW DELHI-110029

Specifications

DINA isolation from hload

Exome capture (Sure Select V-3 Capture Kit.)

Library preperation,

Cluster generation,

NGS Sequencing using 2x 1 50bp reads @ 100x (10GB) on Nlumina Hiseq or XTen platforms.
Bivinformatics analysis with illumina HiseqXten

Phred quality score of 30, for 85% of dats.

Output should be in form of raw reads (fastg format).

The charges should be inclusive of Sanger validation for | variant.

An Indian lab that has extensive experience in Exome processing and reporting minor ellele
frequency from [ndian population

Test should be performed in India. Samples deportation and testing out of Indian Territory are not
authorized.

The performing lab should have NABL & CAFP certification, as part of proficiency programme.
I'he performing Lab should have extensive experience. Essentially over ten thousand exomes
processing and in reporting minor allele frequency from Indian population.

The service provider should use ultra-throughput sequencing system, HiSeqX (part of X ten) for
higher data generation and to bring cost effectiveness,
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tered Office:
Genome Labs Ltd.

Floor, Narayana Nethralaya Building,

Marayana Health City, # 258/A, Bormmasandra
FHosur Road, Bangalore - 560 099, India.

/ T: +91(0) B0 6715 4901

www.medgenome.com

gﬁ MEDGENOME

llumina

July 10, 2018

Proprietary Letter

To Whem It May Concern

we, [llumii ingspore Pte. Ltd., a subsidiary of lllumina, Inc, a Delaware corporation, having its
principal place of business at 11 Biopolis Way # 03-05 Helios, Singapore 138867, who is established and
reputable manufacturers of Illumina Sequencing & Arrays and the ¢ bles for the
Seguencing and Arrays Systems. Hereby, confirm that the following products are solely manufactured by
Ilumina, Inc., U.S.A. and Jor lllumina Singapare Pte. Ltd. and is Proprietary technology of lllumina, Inc.,
U.SA.

This is alsa to certify that M/s Medgenome Pvt. Ltd., is currently the only commercial service provider in
India that has HiSeq 4000 & HiSeq X Ten in house.

CATNO DESCRIPTION

$Y-401-4001 HiSeq® 4000 Sequencing System

The lllumina HiSeq 4000 Sequencing System is a dual flow cell sequencing instrument.
System Includes workstation computer, touch screen monitor, HiSeg Control Sofiware,
installation kits and standards, installation and training, and 12 months warranty {including
parts and labor).

5Y-412-1001 Hiseq X™ Sequencing System (as part of HiSeq X Ten)

HiSeq X Is an ultra-high throughput sequencing system, which is sold in quantities of at
least 10 units [HiSeq X Ten = collection of 10 HiSeg X). The system is designed for whole
genome sequencing application only,

Yours faithfully,

/
1y
/ LA

_/-\I.\
1y lk- b=
{

Name: Tan Kah Ling, Mavis \h\/

Title: Senior Director, Finance, Asia Pacific
For and behalf of: lllumina Singapore Pte. Ltd.

e

Hiumina Singapore * l'm\"ﬂ'r. W m\‘m *! Singapom 138AET ¢ Tel +050TTA0N68 * Fax 6567740386 * wwwllumina.com
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/g™y National Accreditation Board for
m -f\ é} Testing and Calibration Laboratories

P (A Constituent Board of Quality Council of india)
NABL QC|

CERTIFICATE OF ACCREDITATION

MEDGENOME LABS PRIVATE LIMITED
has been assessed and accredited in accordance with the standard !

150 15189:2012
"Medical laboratories - Requirements for quality and competence’
for its‘faci]ities at
SDF 17, 1st Floor, C-Block CSEZ, Cochin, Kerala

in the field of

MEDICAL TESTING
Certificate Number MC-2497
Issue Date 181272017 Valid Until 37122019

\.l—“"" qy
This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the relevant requirements of NABL.

{To'see fhe scope of accredstation of this laboratory, you may alie vist NABL website wwi nabl-india org)

Signed for rmd on behalf of NABL

Qo

_1] Prrtalt
Dr. Vandana |ain Anil Relia

Chief Executive Officer

Program Director FRCTENTCI0001000012E

\ y}f
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( s {4 ) National Accreditation Board for
AT 5e [ Testing and Calibration Laboratories
= (A Constituant Board of Cualty Council of india)
NABGL - Q|
SCOPE OF ACCREDITATION
Laboratory Medgenoma Labs Private Limited, SDF 17, 1st Floor, C-Block CSEZ,
Cochin, Kerala
Accreditation Standard 150 15189: 2012
Certificate Number MC-2487
Validity 18.12.2017 to 17.12.2019
‘ .| Product 1 | Spacific Test [ Test Mathod
Material of | Parformed
Tost
GENETICS
1. | Bleodl 4KZ gune analysis - | PCR and DNA
| Ganomic DN, 2 ewons (12 & 14)
2 | Blood/ PDGFRA gene and DNA
| Ganomic DNA | analyss - 3 sxons seguancing
| cYP21Az (21-0)
| E—_— _ gene analysis |
5 [ Bived | VAL gene analyss | PCR and ONA
Genomic w
6 | Blood! | Cystc fioross and ONA
(CFTR) deS08 EOQUEenCINg
" | mutation analysis
7. | FFPEiGanomic | KIT gene analysis - 4 | FCR and DNA
| |owa | excrs (9, 11, 138 17)|
8 | Blood/ANA Imatinb resisiance | PCH and DNA
| (ABL kinass) gana SRQUENCING
 —-— analysis S
8. Bioodl T Factor V aigen FCR and DNA
Ganomic ONA mutation analyss sequencing
10]
0. gene | PCRand ONA
| Genomic DNA :n;]nu- 2exons (§ | sequencing
11, Bioodi Spinal Muscular PCH and DNA
Gonomic DNA | Aophy (SMNT) ng

N/
Or, Vandana Jain
Program Director J




National Accreditation Board for w
Testing and Calibration Laboratories
{A Constituent Board of Guality Council of India)

@QpCI
SCOPE  OF ACCREDITAT]ON

Laboratory Medgenome Labs Private Limited, SOF 17, 1st Floor, C-Block CSEZ,
Cochin, Kerala
Accreditation Standard 150 15189: 2012
Certificate Number MC-2497 Page2of 7
Validity 18.12.2017 to 17.12.2019 Last Amended on - 4
""" cl [Rangeof Testing/ | CV% |

Test Method

| Limits of Detection

| Qualitative within limits | NA |
Lof 5".‘&“ sequencing | |

Qualitative within fmis | NA |
of Sanger sequencing |

I@M
| Tsc18 TsC2 gene

NOTCH’J [D\DASIL]

i"Pcn and DNA

PCR and DNA

| of Sanger sequencing |

Sanger sequencing |
Qualitalive within limis | NA

Qualitative within imits | NA
ﬂs.nwmwucw |

. of Sanger sequenc -
Qualitative within limits | NA

Oullllinn within limits | NA
of Sanger sequencing _ J
Dum within Emils | NA
i

L of Sanger sequencing |
..... I = analysis (exon 2) 1 : i e
20. | Blood! Genomic | MPHN reflex panel PCR and DNA | Qualtative within bmits | NA |
{OHA i _of Sanger sequencing ||
21. | Blood! Genomic | Sickle cell anemia PCR and DNA T Qualitative within limits | NA
DNA (HES) gene analysis | sequencing | of Sanger sequencing
22. | Blood! FFPE | RET oncogene - 8 PCR and DNA Qualitative within imis | NA
Genomic DNA exons(5,8,10,11,13.1 | sequencing of Sanger sequencing |
| 4,15 & 16) | il i E
n [ Carglomyopathy | PCR and ONA Qualitative within fimits | NA
G ic DNA | - of Sanger sequencing
MYBPC3 (25bp
i i [PCR and DNA Gualiialive within imils | NA
dosage . CYP2CT19°2 | sequencing of Sanger sequencing |
| and CYP2C19"3 ! By |
o~ N Ul
Ashok Kumar Gogna \.a-v D, vandana Jain
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¥ ;3 . National Accreditation Board for

#ac-wss | 52 | Testing and Calibration Laboratories

(A Constituent Board of Quality Council of India)

NABL QC

SCOPE OF A_-(_ICREDI_T;ATION

-

L5 A, SAREY g L
TSC1& TSC2gene | PCRand DNA Qualitalive within kmits

"NOTCH3 (CADASIL) | PCRand DNA Cualtalive within imits | NA
| gene analysis -2 | sequencing of Sanger sequencing

DPYDmutaton | PCR and DNA Gualitative within limits | NA
DNA__ | analysis (intron 14) | sequencing of Sanger seguencing |
Qualitative within limits | NA

__ |exons (283 | | — ; —_—
BRCA? and BRCAZ imamm Qualitative within mits | NA —I
| gone analysis 1 sequencing_ of Sanger sequencing | ____|

Laboratory Medgenome Labs Private Limited, SDF 17, 1st Floor, C-Block CSEZ,
Cochin, Kerala
Accreditation Standard SO 15189: 2012
Certificate Number MC-2497 Page 2of 7
Validity 18.12.2017 to 17.12.2019 Last Amended on -
SI. | Product | [ Specific Test Test Method [Range of Testing/ | CV% |
Material of Porformed | Limits of Detection
Test |
FFPE | Genomic | IDH1 gene analysis Qualitative within limits | NA
ONA . sequencing | ofSangersequencing | |
13. | Blood/ Alpha Thalassemia PCR and DNA Qualitative within limits | NA |
Genomic DNA | gene analysis sequencing of Sanger sequencing |
L |HBA1 & HBAZ) = | : |
Beta Thalassemia PCR and DNA Cualitative within imits | NA |

__|(HBB)gene analysis | sequancing | of Sanger sequencir w\_"
analysis _______ lsequencing | ofSangersequencing | ___ |

L Convenor Program Director

| Connexin- | PCRand DNA T
26(G. i | of Sanger sequencing
_|analysis{eson2) | | A 1
| MPN reflex panel | PCR and DNA | Qualtative within limits | NA |
| sequencing Lats |
Sickie cell anemia PCR and DNA | Qualitative within limds |
(HBB) gena analysis | sequencing | of Sanger sequencing |
[ {Exon 1) s !
22. | Blood! FFPE | RET ancogene - 8 PCR and DNA Qualitative within limits | NA
Genomic DNA exons(5.8,10.11,13,1 | sequencing of Sanger sequencing
T T S I S — |
Cardiomyopathy | PCR and DNA | Quaittative within limits | NA
DNA | ition - i i | of Sanger sequencing |
| MYBPC3 (2500 |
_ | deletion) _ = Lo |
lood! | Clopidogre! | PCR and DNA Qualative within limas | NA |
| Genomic DNA | dosage CYP2C18°2 | sequencing af Sanger sequencing |
L o | and CYP2C19°3 1
o
[

—_—
\"V 'Dr. Vandana Jain

v/




National Accreditation Board for
Testing and Calibration Laboratories
(A Conssituent Board of Cuality Councd of india)

12 BRI QCl
SCOPE OF ACCREDITATION
Laboratory Medgenome Labs Private Limited, SOF 17, st Floar, C-Block CSEZ,
Cochin, Kerala
Accreditation Standard 150 15188: 2012
Certificate Number mC-2497 Page2of 7
Validity 18.12.2017 to 17.12.2010 Last Amended on  « !
] :::ueu, Specific Test [ Yot Mathod Tang o Taali | oW
T Fiodment | | pe
1 PE | Genomic
. DNA '
3 Biood

Blood/ |
Ganomic DNA | (HB5) gene analyss
TSCT8 T5Cgene |

| = _jdelebor) L e e
(24, | Blood! | Clopajogrel PCR ard DA Cualitative within kmes | NA
| | Genomic DNA | dosage CYP2CTE'Z | sequencing of Saeger sequencirg

| and CYP2C19°3 e | I8

T M o E T




iacRA = );g National Accreditation Board for

Laboratory

. Testing and Calibration Laboratories
(A Constituent Board of Quality Council of India)

SCOPE OF ACCREDITATION

Medgenome Labs Private Limited, SDF 17, 1st Floor, C-Block CSEZ,

Cochin, Kerala

Accreditation Standard SO 15189: 2012

Certificate Number MC-2497 Page 5 of 7
Validity 18.12.2017 to 17.12.2019 Last Amended on - /
Sl. | Product / Specific Test Test Method ' Range of Testing / CV%
| Material of Performed Limits of Detection
| Test |
|45, Blood/ Cystic fibrosis MLPA Qualitative within limits | NA
Genomic DNA (CFTR) deletion/ of MLPA
duplication analysis i
46. | Blood/ Androgen receptor MLPA | Qualitative within limits | NA
Genomic DNA (AR) deletion/ -~ of MLPA
duplication analysis |
147. | Blood/ Haemophilia (F8) MLPA Qualitative within limits | NA
1 Genomic DNA deletion/duplication of MLPA
! analysis
|48, | Blood/ Dravet syndrome MLPA Qualitative within limits | NA
i Genomic DNA (SCN1A) ! of MLPA
deletion/duplication
| analysis | s
149, | Blood/ Pompe disease MLPA ' Qualitative within limits | NA
! Genomic DNA (GAA) deletion/ I of MLPA
duplication analysis |
50. | Blood/ GLUT1 deficiency MLPA Qualitative within limits | NA
.| Genomic DNA (SLC2A1) of MLPA
deletion/duplication
i = analysis
151. | Blood/ Glycine MLPA Qualitative within limits | NA
Genomic DNA encephalopathy of MLPA
(GLDC) deletion/
duplication analysis
52. | Blood/ Neurometabolic MLPA Qualitative within limits | NA
Genomic DNA disorder (MLC1, of MLPA
| L2HGDH, D2HGDH,
MLYCD) deletion
duplication analysis N )
153, | Blood/ Menkes disease MLPA Qualitative within limits | NA
Genomic DNA (ATPTA) deletion/ of MLPA
duplication analysis
54.  Blood/ TSC1 and TSC2 MLPA Qualitative within limits | NA
| Genomic DNA deletion/duplication of MLPA
| | analysis

-_%,_mr\c

(=]

Ashok Kumar Gogna

Convenor

W1 L .lﬁ&u

Dr. Vandana Jain
Program Director
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National Accreditation Board for
Testing and Calibration Laboratories
(A Constituent Board of Quality Council of India)
o . o =
SCOPE OF ACCREDITATION
Laboratory Medgenome Labs Private Limited, SDF 17, 1st Floor, C-Block CSEZ,
Cochin, Kerala
Accreditation Standard  1SO 15189: 2012
Certificate Numbar MC-2497 PageGof 7
Validity 18.12.2017 to 17.12.2018 Last Amended on - ’
SI. | Product | Specific Test Test Method Range of Testing | | CV%
Material of Parformed Limits of Detection
Test
Biood! Kranbe disease MLPA T Qualtative within Iimits | NA
Genomic DNA (GALC) deletion/ of MLPA
| duplication analys:s " - i
| Blood! Pantothenate kinase- | MLPA Qualitative within limits | NA
Genomic DNA ™~ of MLPA
neurodegeneration
(PANKZ) deletion/
duj tion S !
Blood/ Charcol-Marie-Tooth | MLPA Qualitative within hmits | NA
Genomic DNA PMP22 | af MLPA
deletion/duplication
M- analysis
58. | Blood/ Dysferinopathy/LGM | MLPA Qualitative within limits | NA
Genomic DNA D2A (CAPNI) of MLPA
| delation/duplication |
;| - analysis . B i e e oI M
159, | Blood/ Duchenne Muscular | MLPA Qualitative within limits | NA
. Genomic DNA Dystrophy (DMD) of MLPA
| deletion/duplication |
60. | Blood/ " | Congenital Muscular | MLPA | Qualitative within limits | NA
Genomic DNA | Dystrophy (LAMAZ) of MLPA |
| deletion'duplication
61, | Bloodl Qualitative within limits | NA_
Genomic DNA of MLPA
Qualitatve within limits = NA
DNA of MLPA
&3, | Bioodl Guaidative within fimils | NA
DNA | of MLPA
e SR E 1 1)) DR i = i
¢ ’4”“ el \H\f 12!1...-
Ashok Kumar Gogna Dr. Vandana Jain
Convenor Program Director
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1 ¥ National Accreditation Board for

=MRA !\ p= ,l Testing and Calibration Laboratories

— A Constituent Board of Quaiity Council of India)

HABL

_.? MEDGENOME
o A Q2C)
SCOPE OF ACCREDITATION
—————————— i - knxaing Owte- 27" Nowermnber 2018
Laboratory Mediganome Labs Privats Limited, SOF 17, 1st Floor, C-Block CSEZ. ||
Cechin, Kurala
To Whom Sa Ever It May Congem
Accreditation Standard 150 15189: 2012
Cortificate Numbar  MC-2497 PageTof 7
Validity 122017 to 17.12.2018 Last Amended on - ! . e R
I“—'—'u .:«.‘.a:— TSpeccTewt | TeatWibed | Fangs siTeatig T cvw “ountry I the Fancis yeas 2018.2013,
-t -
| o Thanking you,

o+
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MeodGenome Labs Ltd.

Trd Fioor, Narayana Nethialaye Building
MNatayana Health City, # 25874, 5
Hosur Road, Bangalore - 560 099 india
T:+91(0) B0 4715 4901

W medgenama com

c° MEDGENOME

Date: 27" November 2018
Te,

Dr. Neerja Gupta
[MD (Pediatrics), DM [Medical Genetics)|, Associate Professor, Department of Genetics
Al India Institute of Medical Sclences & Research,

Namumm for 2?00 70

Whole Exome panel.

Sample type: Peripheral Blood 3-4 ml
or > 100uL for DNA (EDTA Lavender top
or DNA in sealed Eppendarf tube)

®  OCanalyss of samples and Data

» NG5 Sequencing using 2x 150bp
reads @ 100x on Wuemina Hiseq or
XTen platforms.

»  Bloinformatics anakpsls with
Wiymina Hisegten

= Clinical Report of 70 patients

= Phred quakity score of 030, far
85% of data.

*  Raw data in fastg format

®  Turn Argund Time 6-8 Week

«  Sanger confirmation for ONE
VARIANT if identified will be part
of the projeet.

Kit Used: Sequencing libranes will be
prepared vang Agilent-Sure Select VS
® 11,522 genes covered (coding

regions and sphoe juncticns)
= Targeted exons — 3,57,990

Amount in words: Eighteen Lacs and Ninety Thousand only 18,50,000.00

N\
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1. Order wil be placed every 2- 1 monthe

2. Paymest within 30 dayi of trvosce Submivons.

3. Checue or DO isued in the rame of . Payaie o Bargalie
4

WSC Code- MDFCO000140  MICH Code 560340000
Walidiy: This o

My Rirviibankar

Butiness Developmant
Moty 451 8185642099
E-mai ravishaskar kSmedgencme com

% . . the detmts wil

3 or iPo} Regitration

by’ . L ooy for st
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