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[Erbitux -
Hoetuximaby

Vectibix

i(panitumumab}

THRBEINTWEary =4 2ZHED Y 2 k

DAKO EGFR o

FO300448

PharmDx Kit

0018002

Dako North
Ametica, Inc.

| evaluation EGFR pharmDx specifically detects the EGFR (HER1} protein in EGFR-expressing cells.

{intended Use AU\ indications for U

[ HERY 1)) AT ROEIGC EY
e EGFR pharmDx™ assay is 2 g
rowth factor receptor {EGFR} expression in normal and

EGFR pharmDx is indicated as an aid in identifying colorectal cancer patients eligible for treatment with

Erbnux it imab) or Yectibix {p

jade

{deferasirox}

Ferriscan

Resonance Health

Analysis Serices
Pty Ltd

The FerriScan R2-IRI Analysis System is intended to measure liver iron concentration te aid in the
identification and monitoring of non-ir fependent thal ia patisnts ing therapy with
deferasirox.

“Gilotrif

{afatinib)

HOA
201282

therascreen EGFR
RGQ PCRKit

Giagen Manchester,

Ltd.

-established in patients whose tumors have LB61Q, G718X, 87681, exon 20 insertions, and T790M
‘mutations, which ere also detected by the therascreen EGFR RGQ PCR Kit.

‘Specimens are processed using the QlAsmp DSP DHA FFPE Tissue Kit for manusl sample preparation

The therascreen EGFR RGQ PCR Kit is a real-time PCR test for the qualitative detection of exen 19
deletions and exon 21 {L858R} itution ions of the epid { growth factor receptor (EGFR} gene
in DNA derived fram T fin-fixed parafi bedded {(FFPE} 1l cell lung cancer (MSCLC) tumor
tissue. The test is intended to be used to select patients with NSCLC for whom GILOTRIF {afatinib}, an
EGFR tyrosine kinase inhibitor (TKI}, is indicated. Safety and eficacy of GILOTRIF {afatinib} have not been

and the Rotor-Gene G MDx instrument for sutomated ampglification and detection.

Gleever/Glivec

‘(imatinit
mesylate)

MDA
421338,

HDA
021588

DAKO C-RIT

PO300118

PhamDx

0015002

Dako Morth
America, Inc.

The c-Kit pharmDX assay is a qualitative immanohistochemicat (IHC) kit syéiem used on the Dake

A iner, for the identification of c-kit protein/CD 117 antigen {c-kit protein} expression in normal and
plastic formalin-fixed paraff dded tissues for histological evaluation. The c-Kit phame}( rabbit

ool yc i antibedies specifically detect the o-kit protein in G0 117 antigen-sxpressing cells.

The ¢-Kit pharmDx is indicated as an aid in the differential diagnosis of gastrointestinal stromal tumors
(GIST). After diagnosis of GIST, results from ¢-Kit gharmDx may be used as an sid in identifising those
patients eligible for treatment with Gleevec/Glivec fimatinit mesylate).

Results from hematoxylin and sosin (H&E} stains and 2 panel of antibodies can aid in the differentiat

fiagnosis of GIST. Int ion must be made by a qualified pathologist, within the context of a patient's
clinical history, proper controls, and other disgnostic tests.

Herceptin

{trastuzumaby

BLA
103792

NFORM HER-

F3400048

2MEY

001

Yentana Medical
Systems, Inc.

The Inform Her-2/Neu gene detecncn system is a flucrescence in siu hybridization {F] ISH} DNA probe
assay that d ines the g i of Her-2/Meu gene amplification on formalin-fixed, parafiin
embedded human breast nssue as an gid to stratify breast cancer patients according to risk for racumrence
or di lated death. 1t is indicated for use as an adjunct to existing clinical and pathologic informiation
currently used as prognostic indicators in the risk stratification of breast cancer in patients whe have had a
piior invasive, localized breast carcinoma and whe are lymph node-negative.

Herceptin

{trastuzumaby}

BLA

BLA
103752

103782

PATHVYSION
HER-2 DHA Probe
Kit

INSITE HER-2/NEU
KT

[83) 12

PO40030

P3800248

Abhott Malecular

Inc.

Biogenex
Lab ies, Inc.

The PathVysion HER-2 DNA Probe Kit (PathVysion Kit) is designed to detect amplification of the HER- ’
2/neu gene vis fluorescence in situ hybridization (FISH} in formalin-fixed, parafin-embedded human braast
cancer tissue spectmens Resu(ts from tne PathVysion Kit are mlended for use as an adjunct to existing
clinical and patholagi g Iy used as p ic factors in stage I, nede-positive breast
cancer patisnts. The Pathysion Kit is f\mher mdlcated as an aid te predict disease-free and overall supdival
in patients with stage Ul, node positive breast cancer treated with adiwvant cyclophosphamide, deorubicin,
and 541 it {CAF) ch b . The Pathvysion Kit is indicated as an sid in the assessment of
patients for whom herceptin {irastuzumab} treatment is being considered {see harceptin package insart).

!nSﬁe Her 2/neu Wouse WMonoclonal Antibody (Clone C1B11}) kit is intended for In Vitro Diagnostic use m

hemistry (HC} assays to semi-quantitatively localize by light mi py the aver-exp
of Her-Zfnau {L.e., c-erbB-2} i formalinfixed, parafiin-smbedded normal and neoplastic tissue sections.
InSite Her-2neu is indicated as an aid in the assessment of breast cancer patients for whom Herceptin
{Trastuzumsb} therapy s being idered. Clinical interpretation of InSite Her-2/neu immunostaining
results (absence or pr 5 semi itative intensity score} should be complemented by appropriate
controls and it ical tissue analysis and be by a qualified pathciogist within the context of
patient clinical history and other diagnostic results,

Harceptin

{trastuzumaly)

BLA
103752

SPOT-LIGHT HERZ
CISH Kit

PO500408

Life Technologies,

001-5003

Inc.

“ clini

For In Vitro Diagnostic Use.

The SPOT-Light HER2 CISH Kit is intended to quantitatively determine HER2 gene amplification in formalin-
fixed, parafit-embedded {FFPE} breast carcinoma tissus ians using Cl ic In Situ Hybridi
{CISH} and brightfield microscopy.

This test should be perf d In a histopath: ' V.

Y

The SPOT-Light HER2 CISH Kit is indicated as an gid in the asszssment of patients for whom Harceptin
{trastuzumal} trea;mnnt is bemg considerad. The aassy results are intended for use ss an adjunct to the
helogical i tly being used as part of the managemant of breast cancer patients.
Interpratation of test results must ke made within the context of the patient's clinical history by 2 qualified

P

H{irastuzumab}

BLA
103782

Bond brac[e Herz
{HC System

POROMES

Leica Biasystems

The Bond Oracle Her? [HC system is a semi-quantitative i histochermical {{HC) assay to datermine
Her2 (human epidermal growth factor recapior 2} oncoprotein status in formalin-fixed, paraf hedded
breast cancer tissue piocessed for histological evaluation follow d staining on the bond-max
slide staining instrument. The Bond Oracle Her2 IHC systen is indicaied as an aid in the assessment of
patients for whom herceptin {trastuzumab) treatment is being considered.
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# 4 BEFED BRAF B AR L EEE A Oligo DR

Based on BRAF sequence Base on hg19 sequence Oligo DNA Bse Sequence
Base Numberat BRAF 1798 1799 1800 1800 1799 1798
Gh? Numberin hgl§ 140453137 14¢ 38 140453135 140453135 140453136 140453137 140403135 140453138 140453137
Group
Wild Base G T G C A (¢]
Mutant Base 1 A T G C A T C A T

& T G C A G G
T T G o] A A A

2 A A G C T T o] T H
A G G o] 3 T C G
G A G C f G
G G G C |9 G

3 G A G 0] T C C T o]
G < [¢] o] G o] £
G G G o] 3 G 3

4 G A A T T o] ¥ T [¢]
G A o] 3 T o] G
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% 3

RNA-Guided Endnuclease (RGEN) system D i E&

Cas8

Target DHA

» Highly Specific
> Highly Active
» Ready-to-inject

X4 ) LY RGEN 2 5 — DR

1. pRGEN_Human-BRAF_U6_SG 1 2. pRGEN-Cas9-EFla

Selection marker: Amplcillin

Target sequence of JREEN
{underlined are PAM seguence, not ingiuded in SgRNA but recognired by Cas? protein) Promoter: EFic
Cas® gene (human codon-optimized, HA epitope-tagged, NLS included)

in]

TAGCTACAGTGRANTLTCGATE

Freses wepd

Bl (633

p3s-Cas? Efla exprassion vector

PRGEN, U6_SGRA
£33 B TIEEhe
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