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ONC19
Surname Requester
Forename Contact details
DOB Date requested
Gender
Histology # Tumour %
Primary site Tumour %

95%
-

Tumour subtype (macrodissected)
Tissue Type

Unknown 
Leiomyosarcoma 
Tumour Sciatic Notch

Comment:

The DNA and RNA extracted from this sample were of optimal quality. The Oncofocus assay on which the sample was run met all 
assay specific quality metrics.

Oncofocus currently targets 505 genes covering oncogenes, fusion genes, genes susceptible to copy number variation and tumour 
suppressors. Actionable genetic variants detected by Oncofocus are currently linked to 734 anti-cancer targeted therapies/therapy 
combinations.

The following actionable variants were detected in this sample:

Within the 'Current Clinical Trials Information' section of this report, starting on page 4, the NCT numbers are hyperlinks to the 
clinicaltrials.gov webpages which should be accessed to gain further trial specific information

 Indicated       ContraindicatedClinically Significant Biomarkers

Genomic Alteration
Relevant Therapies
(In this cancer type)

Relevant Therapies
(In other cancer type) Clinical Trials

KRAS amplification 15.39 Clinical trials and/or off-label Clinical trials and/or off-label 8

CDK4 amplification 6.52 Clinical trials and/or off-label Clinical trials and/or off-label 7

ALK amplification 10.73 Clinical trials and/or off-label Clinical trials and/or off-label 4

CCND2 amplification 8.99 Clinical trials and/or off-label Clinical trials and/or off-label 4

ERBB3 amplification 12.79 Clinical trials and/or off-label Clinical trials and/or off-label 2

Sources included in relevant therapies: EMA1, FDA2, ESMO, NCCN
Hotspot variants with >10% alternate allele reads are classified as ‘detected’ with an assay sensitivity and positive predictive value(PPV) of 99%. Copy number variants; amplifications of 
CN> 6 with the 5% confidence value of ≥4 after normalization and deletions with 95% CI ≤1 are classified as present when the tumour% >50% with a sensitivity of 80% and PPV 100%. Gene 
Fusions are reported when occurring in >40 counts and meeting the thresholds of assay specific internal RNA quality control with a sensitivity of 92% and PPV of 99%. Supplementary 
technical information is available upon request. Please note this version of the Oncofocus test is an upgraded version to that accredited on our schedule

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Copy Number
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Genomic Alteration Tier Classification for Soft Tissue Sarcoma

KRAS amplification
Tier: IIC

IIC: Biomarker is an inclusion criteria for clinical trials

CDK4 amplification
Tier: IIC

IIC: Biomarker is an inclusion criteria for clinical trials

ALK amplification
Tier: IIC

IIC: Biomarker is an inclusion criteria for clinical trials

CCND2 amplification
Tier: IIC

IIC: Biomarker is an inclusion criteria for clinical trials

ERBB3 amplification
Tier: IIC

IIC: Biomarker is an inclusion criteria for clinical trials

Tier Criteria Met

Reference:  Li et al.  Standards and Guidelines for the Interpretation and Reporting of Sequence Variants in Cancer: A Joint Consensus Recommendation of the Association for
Molecular Pathology, American Society of Clinical Oncology, and College of American Pathologists.  J Mol Diagn. 2017 Jan;19(1):4-23.

 In this cancer type  In other cancer
type

 In this cancer type and
other cancer types

 Contraindicated  Both for use and
contraindicated

 No evidence

Relevant Therapy EMA FDA ESMO NCCN Clinical Trials*

sorafenib      (II)

ASTX029      (I/II)

cobimetinib      (I/II)

PNT-737 + chemotherapy      (I/II)

abemaciclib + LY3214996 , LY3214996 , LY3214996 +
chemotherapy, LY3214996 + midazolam      (I)

LTT-462      (I)

LXH254 , LXH254 + spartalizumab      (I)

RMC-4630      (I)

KRAS amplification

Relevant Therapy Summary

* Most advanced phase (IV, III, II/III, II, I/II, I) is shown and multiple clinical trials may be available.

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327
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 In this cancer type  In other cancer
type

 In this cancer type and
other cancer types

 Contraindicated  Both for use and
contraindicated

 No evidence

Relevant Therapy EMA FDA ESMO NCCN Clinical Trials*

abemaciclib      (II)

palbociclib      (II)

ribociclib      (II)

PNT-737 + chemotherapy      (I/II)

CDK4 amplification

Relevant Therapy EMA FDA ESMO NCCN Clinical Trials*

alectinib      (II)

crizotinib      (II)

entrectinib      (I/II)

ALK amplification

Relevant Therapy EMA FDA ESMO NCCN Clinical Trials*

abemaciclib      (II)

palbociclib      (II)

PNT-737 + chemotherapy      (I/II)

CCND2 amplification

Relevant Therapy EMA FDA ESMO NCCN Clinical Trials*

TAS0728      (I/II)

pirotinib      (I)

ERBB3 amplification

Relevant Therapy Summary (continued)

* Most advanced phase (IV, III, II/III, II, I/II, I) is shown and multiple clinical trials may be available.

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327
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Relevant Therapy Details

Current Clinical Trials Information

Clinical Trials information is current as of 2018-12-03. For the most up-to-date information regarding a particular trial, search
www.clinicaltrials.gov by NCT ID or search local clinical trials authority website by local identifier listed in 'Other identifiers'.

NCT02797977
A Phase I/II Trial of Oral SRA737 (a
Chk1 Inhibitor) Given in Combination
With Gemcitabine Plus Cisplatin or
Gemcitabine Alone in Subjects With
Advanced Cancer

Cancer type: Soft Tissue Sarcoma

Variant class: KRAS aberration

Other identifiers: 198606, 30498, CRUKD/16/005, EudraCT Number: 2015-004467-36,
PNT737-02, SRA737-02

Population segments: BRCA, Fourth line or greater, KRAS, Second line, Stage III, Stage
IV, Third line

Phase: I/II

Therapy: PNT-737 + chemotherapy

Locations: Spain, United Kingdom

NCT02639546
A Phase I/II, Multicenter, Open-Label,
Dose-Escalation Study of The Safety
And Pharmacokinetics of Cobimetinib In
Pediatric And Young Adult Patients With
Previously Treated Solid Tumors

Cancer type: Soft Tissue Sarcoma

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifiers: 15-524, 16-041, 2015-0929, CTRC#15-0005, DRKS00010690, EudraCT
Number: 2014-004685-25, GO29665, iMATRIX Cobi, iMATRIXcobi, IRAS ID: 174562,
NCI-2016-00541, NL52503.078.16

Population segments: (N/A), Pediatric or Adolescent, Second line

Phase: I/II

Therapy: cobimetinib

Locations: Canada, France, Germany, Israel, Italy, Spain, United Kingdom, United States

US States: AZ, CA, FL, PA, TX

Contact: Reference Study ID Number: GO29665 [888-662-6728; global-roche-genentech-
trials@gene.com]

KRAS amplification

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT02797977
http://clinicaltrials.gov/ct2/show/NCT02639546
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NCT02029001
A Two-period, Multicenter, Randomized,
Open-label, Phase II Study Evaluating
the Clinical Benefit of a Maintenance
Treatment Targeting Tumor Molecular
Alterations in Patients With Progressive
Locally-advanced or Metastatic Solid
Tumors MOST: My own specific
treatment

Cancer type: Unspecified Solid Tumor

Variant class: KRAS amplification

Other identifiers: ET12-081, EudraCT number: 2012-004510-34, MOST, ProfiLER

Population segments: Maintenance/Consolidation, Second line, Stage III, Stage IV, Third
line

Exclusion criteria variant class:  BRAF V600 mutation

Phase: II

Therapy: sorafenib

Location: France

NCT03520075
A Phase I/II Study of the Safety,
Pharmacokinetics, and Activity of
ASTX029 in Subjects With Advanced
Solid Tumors

Cancer type: Unspecified Solid Tumor

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifier: ASTX029-01

Population segments: Second line, Stage III, Stage IV

Phase: I/II

Therapy: ASTX029

Location: United States

US States: CT, TX, VA

Contact: Richard J. Morishige [925-560-2882; Richard.Morishige@astx.com]

NCT02857270
A Phase I Study of an ERK1/2 Inhibitor
(LY3214996) Administered Alone or
in Combination With Other Agents in
Advanced Cancer

Cancer type: Unspecified Solid Tumor

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifiers: 16419, EudraCT Number: 2016-001907-21, I8S-MC-JUAB, JUAB,
NCI-2017-00039

Population segments: Second line, Stage III, Stage IV

Phase: I

Therapies: abemaciclib + LY3214996 , LY3214996 , LY3214996 + chemotherapy,
LY3214996 + midazolam

Locations: Australia, France, United States

US States: FL, MA, TN, TX

Contact: Eli Lilly and Company [877-285-4559]

KRAS amplification (continued)

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT02029001
http://clinicaltrials.gov/ct2/show/NCT03520075
http://clinicaltrials.gov/ct2/show/NCT02857270
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NCT02711345
A Phase I Dose Finding Study of Oral
LTT462 in Adult Patients With Advanced
Solid Tumors Harboring MAPK Pathway
Alterations

Cancer type: Unspecified Solid Tumor

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifiers: CLTT462X2101, EudraCT number: 2015-003614-24, JapicCTI-163207,
NCI-2016-00539, NL57739.031.16

Population segments: First line, KRAS, Second line, Stage III, Stage IV

Phase: I

Therapy: LTT-462

Locations: Germany, Italy, Japan, Netherlands, Singapore, Spain, Switzerland, United
States

US States: NY, TX

Contact: Novartis Pharmaceuticals [888-669-6682; Novartis.email@novartis.com]

NCT02607813
A Phase I Dose Finding Study of Oral
LXH254 in Adult Patients With Advanced
Solid Tumors Harboring MAPK Pathway
Alterations

Cancer type: Unspecified Solid Tumor

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifiers: 16-225, 2015-0913, CLXH254X2101, EudraCT Number:
2015-003421-33, NCI-2015-02280, NL55506.078.15, Nov RAFi (CLXH254X2101),
REec-2016-2132, SNCTP000002708

Population segments: Second line, Stage III, Stage IV

Phase: I

Therapies: LXH254 , LXH254 + spartalizumab

Locations: Canada, France, Germany, Japan, Netherlands, Republic of Korea, Spain,
Switzerland, United States

US States: NY, TX

Contact: Novartis Pharmaceuticals [888-669-6682; Novartis.email@novartis.com]

NCT03634982
A Phase I, Open-Label, Multicenter,
Dose-Escalation Study of RMC-4630
Monotherapy in Adult Participants with
Relapsed/Refractory Solid Tumors

Cancer type: Unspecified Solid Tumor

Variant class: RAS/RAF/MEK/ERK
pathway

Other identifiers: RMC-4630-01, UCI-18-14

Population segments: Second line, Stage III, Stage IV

Phase: I

Therapy: RMC-4630

Location: United States

US States: CA, FL, TN

Contact: Revolution Medicines [650-779-2300; CT-Inquiries@RevolutionMedicines.com]

KRAS amplification (continued)

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT02711345
http://clinicaltrials.gov/ct2/show/NCT02607813
http://clinicaltrials.gov/ct2/show/NCT03634982
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NCT03096912
A Phase II Single Arm Study Assessing
Efficacy and Safety of Ribociclib
in Patients With Advanced Well-
Differentiated or Dedifferentiated
Liposarcoma

Cancer type: Soft Tissue Sarcoma

Variant class: CDK4 amplification

Other identifiers: 243/16, CLEE011

Population segments: Line of therapy N/A, Locally advanced, Metastatic

Other inclusion criteria: RB1 positive

Phase: II

Therapy: ribociclib

Location: Israel

NCT02797977
A Phase I/II Trial of Oral SRA737 (a
Chk1 Inhibitor) Given in Combination
With Gemcitabine Plus Cisplatin or
Gemcitabine Alone in Subjects With
Advanced Cancer

Cancer type: Soft Tissue Sarcoma

Variant class: G1/S cell cycle pathway

Other identifiers: 198606, 30498, CRUKD/16/005, EudraCT Number: 2015-004467-36,
PNT737-02, SRA737-02

Population segments: BRCA, Fourth line or greater, KRAS, Second line, Stage III, Stage
IV, Third line

Phase: I/II

Therapy: PNT-737 + chemotherapy

Locations: Spain, United Kingdom

NCT03310879
A Phase II Study of the CDK4/6 Inhibitor
Abemaciclib in Patients With Solid
Tumors Harboring Genetic Alterations
in Genes Encoding D-type Cyclins or
Amplification of CDK4 or CDK6

Cancer type: Unspecified Solid Tumor

Variant class: CDK4 amplification

Other identifiers: 17-343, NCI-2017-02359

Population segments: First line, Stage III, Stage IV

Phase: II

Therapy: abemaciclib

Location: United States

US State: MA

Contact: Dr. Geoffrey Shapiro [617-632-4942; geoffrey_shapiro@dfci.harvard.edu]

CDK4 amplification

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT03096912
http://clinicaltrials.gov/ct2/show/NCT02797977
http://clinicaltrials.gov/ct2/show/NCT03310879
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NCT02693535
Targeted Agent and Profiling Utilization
Registry (TAPUR) Study

Cancer type: Unspecified Solid Tumor

Variant class: CDK4 amplification

Other identifiers: NCI-2017-00510, Pro00014171, TAPUR

Population segments: (N/A), Aggressive, Diffuse large B-cell lymphoma (DLBCL),
Extranodal marginal zone B-cell lymphoma (MALT), Follicular lymphoma (FL), Indolent,
Lymphoblastic lymphoma (LBL), Mantle cell lymphoma (MCL), Other subtype,
Second line, Small lymphocytic lymphoma (SLL), Stage III, Stage IV, Waldenstrom`s
macroglobulinemia (WM)

Phase: II

Therapy: palbociclib

Location: United States

US States: AL, AZ, CA, FL, GA, IL, MI, NC, ND, NE, OK, OR, PA, SD, TX, UT, VA, WA

Contact: Pam Mangat [pam.mangat@asco.org]

NCT02896335
A Phase II Study of Palbociclib in
Progressive Brain Metastases Harboring
Alterations in the CDK Pathway

Cancer type: Unspecified Solid Tumor

Variant class: CDK4 amplification

Other identifiers: 16-254, NCI-2016-02025

Population segments: CNS mets, Second line, Stage IV

Phase: II

Therapy: palbociclib

Location: United States

US State: MA

Contact: Dr. Priscilla Brastianos [617-724-8770; PBRASTIANOS@mgh.harvard.edu]

NCT03297606
Canadian Profiling and Targeted Agent
Utilization Trial (CAPTUR): A Phase II
Basket Trial

Cancer type: Unspecified Solid Tumor

Variant class: CDK4 aberration

Other identifiers: CA209-9DL, CAPTUR, ESR-17-12831, ML39800, PM1, WI233446

Population segments: Aggressive, Diffuse large B-cell lymphoma (DLBCL), Extranodal
marginal zone B-cell lymphoma (MALT), First line, Follicular lymphoma (FL), Indolent,
Lymphoblastic lymphoma (LBL), Mantle cell lymphoma (MCL), Other subtype, Second
line, Stage III, Stage IV, Waldenstrom`s macroglobulinemia (WM)

Phase: II

Therapy: palbociclib

Location: Canada

CDK4 amplification (continued)

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT02693535
http://clinicaltrials.gov/ct2/show/NCT02896335
http://clinicaltrials.gov/ct2/show/NCT03297606
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NCT01037790
Phase II Trial of the Cyclin-Dependent
Kinase Inhibitor PD 0332991 in Patients
With Cancer

Cancer type: Unspecified Solid Tumor

Variant class: G1/S cell cycle pathway

Other identifiers: NCI-2009-01467, Study 1006, UPCC 03909, UPCC03909

Population segments: Estrogen receptor positive, Fourth line or greater, HER2 negative,
HER2 positive, Metastatic, Progesterone receptor positive, Second line, Stage III, Stage
IV, Third line, Triple receptor negative

Phase: II

Therapy: palbociclib

Location: United States

US State: PA

Contact: Dr. Peter O. Dwyer [855-216-0098; PennCancerTrials@emergingmed.com]

CDK4 amplification (continued)

No NCT ID - see other identifier(s)
Investigator-initiated Clinical Trial of
Alectinib in Patients with ALK Positive
Rare Cancer

Cancer type: Unspecified Cancer

Variant class: ALK amplification

Other identifiers: JMA-IIA00364, TACKLE

Population segments: Second line, Stage III, Stage IV

Phase: II

Therapy: alectinib

Location: Japan

NCT02091141
My Pathway: An Open-Label Phase
IIa Study Evaluating Trastuzumab/
Pertuzumab, Erlotinib, Vemurafenib/
Cobimetinib, Vismodegib, Alectinib, and
Atezolizumab in Patients Who Have
Advanced Solid Tumors With Mutations
or Gene Expression Abnormalities
Predictive of Response to One of These
Agents

Cancer type: Unspecified Solid Tumor

Variant class: ALK amplification

Other identifiers: 1403013519, 2014-0459, AAAN9701, J1480, ML28897, ML28897/PRO
02, ML28897PRO/02, My Pathway, MyPathway, NCI-2014-01811, PRO 02

Population segments: BRCA, EGFR, Fourth line or greater, HER2 positive, Second line,
Stage III, Stage IV, Third line

Phase: II

Therapy: alectinib

Location: United States

US States: AR, AZ, CA, CO, FL, GA, IL, MD, MN, MO, NC, ND, NY, OH, OK, OR, PA, SD, TN,
TX, VA, WA, WI

Contact: Reference Study ID Number: ML28897 [888-662-6728; global-roche-genentech-
trials@gene.com]

ALK amplification

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327

http://clinicaltrials.gov/ct2/show/NCT01037790
http://clinicaltrials.gov/ct2/show/NCT02091141
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NCT03297606
Canadian Profiling and Targeted Agent
Utilization Trial (CAPTUR): A Phase II
Basket Trial

Cancer type: Unspecified Solid Tumor

Variant class: ALK aberration

Other identifiers: CA209-9DL, CAPTUR, ESR-17-12831, ML39800, PM1, WI233446

Population segments: Aggressive, Diffuse large B-cell lymphoma (DLBCL), Extranodal
marginal zone B-cell lymphoma (MALT), First line, Follicular lymphoma (FL), Indolent,
Lymphoblastic lymphoma (LBL), Mantle cell lymphoma (MCL), Other subtype, Second
line, Stage III, Stage IV, Waldenstrom`s macroglobulinemia (WM)

Phase: II

Therapy: crizotinib

Location: Canada

No NCT ID - see other identifier(s)
A Phase I/II Dose Escalation Study of
RXDX-101 in Patients with Solid Tumors
with Activating Alterations in the TrkA,
ROS1 or ALK Tyrosine Kinase Receptors

Cancer type: Unspecified Solid Tumor

Variant class: ALK aberration

Other identifiers: ALKA-372-001, EudraCT Number: 2012-000148-88

Population segments: Adenocarcinoma, ALK, Line of therapy N/A, Stage II, Stage III,
Stage IV

Phase: I/II

Therapy: entrectinib

Location: Italy

ALK amplification (continued)

NCT02797977
A Phase I/II Trial of Oral SRA737 (a
Chk1 Inhibitor) Given in Combination
With Gemcitabine Plus Cisplatin or
Gemcitabine Alone in Subjects With
Advanced Cancer

Cancer type: Soft Tissue Sarcoma

Variant class: G1/S cell cycle pathway

Other identifiers: 198606, 30498, CRUKD/16/005, EudraCT Number: 2015-004467-36,
PNT737-02, SRA737-02

Population segments: BRCA, Fourth line or greater, KRAS, Second line, Stage III, Stage
IV, Third line

Phase: I/II

Therapy: PNT-737 + chemotherapy

Locations: Spain, United Kingdom

CCND2 amplification

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327
Email: info@oncologica.com

http://clinicaltrials.gov/ct2/show/NCT03297606
http://clinicaltrials.gov/ct2/show/NCT02797977
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NCT03310879
A Phase II Study of the CDK4/6 Inhibitor
Abemaciclib in Patients With Solid
Tumors Harboring Genetic Alterations
in Genes Encoding D-type Cyclins or
Amplification of CDK4 or CDK6

Cancer type: Unspecified Solid Tumor

Variant class: CCND2 amplification

Other identifiers: 17-343, NCI-2017-02359

Population segments: First line, Stage III, Stage IV

Phase: II

Therapy: abemaciclib

Location: United States

US State: MA

Contact: Dr. Geoffrey Shapiro [617-632-4942; geoffrey_shapiro@dfci.harvard.edu]

NCT01037790
Phase II Trial of the Cyclin-Dependent
Kinase Inhibitor PD 0332991 in Patients
With Cancer

Cancer type: Unspecified Solid Tumor

Variant class: CCND2 amplification

Other identifiers: NCI-2009-01467, Study 1006, UPCC 03909, UPCC03909

Population segments: Estrogen receptor positive, Fourth line or greater, HER2 negative,
HER2 positive, Metastatic, Progesterone receptor positive, Second line, Stage III, Stage
IV, Third line, Triple receptor negative

Phase: II

Therapy: palbociclib

Location: United States

US State: PA

Contact: Dr. Peter O. Dwyer [855-216-0098; PennCancerTrials@emergingmed.com]

NCT02896335
A Phase II Study of Palbociclib in
Progressive Brain Metastases Harboring
Alterations in the CDK Pathway

Cancer type: Unspecified Solid Tumor

Variant class: CCND2 amplification

Other identifiers: 16-254, NCI-2016-02025

Population segments: CNS mets, Second line, Stage IV

Phase: II

Therapy: palbociclib

Location: United States

US State: MA

Contact: Dr. Priscilla Brastianos [617-724-8770; PBRASTIANOS@mgh.harvard.edu]

CCND2 amplification (continued)

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327
Email: info@oncologica.com

http://clinicaltrials.gov/ct2/show/NCT03310879
http://clinicaltrials.gov/ct2/show/NCT01037790
http://clinicaltrials.gov/ct2/show/NCT02896335
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NCT03410927
A Phase I/II, Open Label, Multicenter
Study to Investigate the Safety,
Pharmacokinetics, and Efficacy of
TAS0728, an Oral Covalent Binding
Inhibitor of HER2, in Subjects With
Advanced Solid Tumors With HER2 or
HER3 Abnormalities

Cancer type: Unspecified Solid Tumor

Variant class: ERBB3 aberration

Other identifiers: 18116, 2017-0994, EudraCT Number: 2017-004415-39,
NCI-2018-00211, REFMAL 555, TO-TAS0728-101

Population segments: Adenocarcinoma, Fourth line or greater, HER2 positive, Large
Cell, Second line, Stage III, Stage IV, Third line

Phase: I/II

Therapy: TAS0728

Locations: United Kingdom, United States

US States: NY, TN, TX

Contact: Dr. Mark Kirshbaum [609-750-5300; MKirschbaum@taihooncology.com]

No NCT ID - see other identifier(s)
Phase I Clinical Study With Advanced
Solid Tumors KBP-5209 Treatment

Cancer type: Unspecified Solid Tumor

Variant class: ERBB3 amplification

Other identifiers: 5209-CPK-1002, CTR20150792

Population segments: EGFR, HER2 positive, Second line or greater/Refractory/
Relapsed, Stage III, Stage IV

Phase: I

Therapy: pirotinib

Location: China

ERBB3 amplification

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).

Oncologica UK Ltd
Suite 2, The Newnham Building, Chesterford 

Research Park, Little Chesterford
Cambridge, CB10 1XL

 Tel: +44(0)1223 785327
Email: info@oncologica.com

http://clinicaltrials.gov/ct2/show/NCT03410927
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Variant Class
Evidence

Items

RAS/RAF/MEK/ERK pathway 6



RAS amplification 0



KRAS amplification 1



KRAS aberration 1



KRAS positive 0



KRAS amplification 1

KRAS amplification

Variant Class
Evidence

Items

G1/S cell cycle pathway 3



CDK4 aberration 1



CDK4 amplification 4

CDK4 amplification

Variant Class
Evidence

Items

ALK aberration 2



ALK amplification 2

ALK amplification

Evidence Summary by Variant Class

A variant class hierarchy was created to summarize gene variants with associated clinical evidence. Evidence items refers to citations
across the different global data sources.

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).
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Variant Class
Evidence

Items

G1/S cell cycle pathway 3



CCND2 amplification 3

CCND2 amplification

Variant Class
Evidence

Items

ERBB aberration 0



ERBB3 aberration 1



ERBB3 amplification 1

ERBB3 amplification

Evidence Summary by Variant Class (continued)

A variant class hierarchy was created to summarize gene variants with associated clinical evidence. Evidence items refers to citations
across the different global data sources.

ONC19-: -
Referring pathology dept: - www.oncologica.com
Other mutations, copy number variations, or fusions that were detected but not classified by the Oncofocus Test as actionable by a known therapeutic targeted agent are not
listed in the results section of this report.

Disclaimer: The data presented here is a result of the curation of published data sources, but may not be exhaustive. The data version is 2019.03(009).
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