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Study Demonstrates Use of DecisionDx®-Melanoma
to Guide Treatment Decisions Resulted in Earlier
Detection of Melanoma with Decreased Metastatic
Tumor Burden Compared to Patients Without
Surveillance Imaging Studies

5/3/2023

New independent, multi-center study found that patients who received high-risk DecisionDx-Melanoma test results

received routine imaging, which led to earlier detection of recurrences, when the tumor burden was lower, which

could result in better clinical outcomes

FRIENDSWOOD, Texas--(BUSINESS WIRE)-- Castle Biosciences, Inc. (Nasdaq: CSTL), a company improving health

through innovative tests that guide patient care, today announced the publication of an independent, multi-center

study in the Archives of Dermatological Research providing a direct chain of evidence that use of DecisionDx®-

Melanoma test results to guide radiological surveillance could lead to improved patient outcomes.  The study,

authored by Dhillon et al., can be found here.

“Published clinical use data, coupled with improved responses with immunotherapy when the metastatic tumor

burden is lower, has previously shown an indirect chain of evidence between the clinical use of our DecisionDx-

Melanoma test and improved outcomes due to early detection of metastasis and therefore early treatment

intervention,” said Derek Maetzold, president and chief executive o�cer of Castle Biosciences. “We believe this

study is signi�cant in that it provides a direct chain of evidence between the use of DecisionDx-Melanoma to guide

treatment plan decisions, which could result in improved survival compared to patients from the same institution

who did not have their treatment plans informed by our test.”
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https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Flink.springer.com%2Farticle%2F10.1007%2Fs00403-023-02613-6&esheet=53392211&newsitemid=20230503005283&lan=en-US&anchor=here&index=1&md5=6554b2aa54ea565315b6adf92a6bc5f4


DecisionDx-Melanoma has been validated to inform two clinical decisions in the management of patients with

cutaneous melanoma (CM) that are made in the acute post-diagnosis time period:

1) Use of a sentinel lymph node biopsy (SLNB) surgical procedure,  and 
 

2) The subsequent risk-guided follow-up and management plans that are di�erentiated between patients who

have a high versus a low likelihood of metastasis.

“In melanoma, as in all cancers, treatment plan decisions are guided by the risk of disease recurrence and

metastasis,” continued Maetzold. “In this study, the authors controlled for SLNB (all patients underwent the

procedure and were negative) and evaluated the impact of implementing risk-guided metastatic surveillance

treatment plans for patients with a high-risk DecisionDx-Melanoma test result versus standard of care under the

current guidelines. The direct improvement in melanoma-speci�c survival is what we would expect based upon

indirect chain of evidence analyses.”

The Dhillon et al. study, conducted at three National Cancer Institute-designated cancer centers, included patients

with Stage I or II CM who had a negative SLNB. The experimental group was comprised of patients who had

received high-risk DecisionDx-Melanoma test results and thus received routine imaging every six to twelve months.

Patients in the control group did not receive DecisionDx-Melanoma testing and had imaging studies driven only by

clinical symptoms or physical exam �ndings.

Key �ndings of the study include:

Patients in the experimental group who received DecisionDx-Melanoma testing and surveillance imaging had

melanoma recurrences detected approximately ten months earlier than patients in the control group

(p=0.049).

The average tumor burden detected at patients’ melanoma recurrence was signi�cantly lower in the

experimental group compared to the control group (27.6 mm vs. 73.1 mm; p=0.027). Note: recent studies cited

in the paper suggest a survival bene�t when metastatic melanoma is treated at a lower tumor burden.

Of the patients with a recurrence, 82% in the experimental group and 71% in the control group started

immunotherapy.

At patients’ last follow up, 76% of the patients with melanoma recurrence in the experimental group were alive

(average follow-up time=45.6 months), compared to 50% of recurrent melanoma patients in the control group

(average follow-up time=63.3 months) (p=0.027).

Overall, the study found that using DecisionDx-Melanoma to risk-stratify patients to guide care resulted in earlier

detection of melanoma recurrence while the tumor burden was lower, which could lead to improved patient

outcomes.
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About DecisionDx®-Melanoma

DecisionDx-Melanoma is a gene expression pro�le risk strati�cation test. It is designed to inform two clinical

questions in the management of cutaneous melanoma: a patient’s individual risk of sentinel lymph node (SLN)

positivity and a patient's personal risk of melanoma recurrence and/or metastasis. By integrating tumor biology

with clinical and pathologic factors using a validated proprietary algorithm, DecisionDx-Melanoma is designed to

provide a comprehensive and clinically actionable result to guide risk-aligned patient care. DecisionDx-Melanoma

has been shown to be associated with improved patient survival and has been studied in more than 10,000 patient

samples. DecisionDx-Melanoma’s clinical value is supported by more than 40 peer-reviewed and published studies,

providing con�dence in disease management plans that incorporate the test’s results. Through Dec. 31, 2022,

DecisionDx-Melanoma has been ordered 120,287 times for patients diagnosed with cutaneous melanoma. More

information about the test and disease can be found at www.CastleTestInfo.com.

About Castle Biosciences

Castle Biosciences (Nasdaq: CSTL) is a leading diagnostics company improving health through innovative tests that

guide patient care. The Company aims to transform disease management by keeping people �rst: patients,

clinicians, employees and investors.

Castle’s current portfolio consists of tests for skin cancers, uveal melanoma, Barrett’s esophagus and mental health

conditions. Additionally, the Company has active research and development programs for tests in other diseases

with high clinical need, including its test in development to predict systemic therapy response in patients with

moderate-to-severe psoriasis, atopic dermatitis and related conditions. To learn more, please visit

www.CastleBiosciences.com and connect with us on LinkedIn, Facebook, Twitter and Instagram.

DecisionDx-Melanoma, DecisionDx-CMSeq, DecisionDx-SCC, MyPath Melanoma, Di�Dx-Melanoma, DecisionDx-UM,

DecisionDx-PRAME, DecisionDx-UMSeq, TissueCypher and IDgenetix are trademarks of Castle Biosciences, Inc.

Forward-Looking Statements

This press release contains forward-looking statements within the meaning of Section 27A of the Securities Act of

1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended, which are subject to the

“safe harbor” created by those sections. These forward-looking statements include, but are not limited to,

statements concerning the potential of DecisionDx-Melanoma to improve patient outcomes, including improved

survival, as a result of treatment plans being informed by the DecisionDx-Melanoma test result. The words “can,”

“potential” and similar expressions are intended to identify forward-looking statements, although not all forward-
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looking statements contain these identifying words. We may not actually achieve the plans, intentions or

expectations disclosed in our forward-looking statements, and you should not place undue reliance on our forward-

looking statements. Actual results or events could di�er materially from the plans, intentions and expectations

disclosed in the forward-looking statements that we make. These forward-looking statements involve risks and

uncertainties that could cause our actual results to di�er materially from those in the forward-looking statements,

including, without limitation: subsequent study or trial results and �ndings may contradict earlier study or trial

results and �ndings or may not support the recommendations and guidelines presented in this report, including

with respect to the discussion of DecisionDx-Melanoma in this press release; actual application of our tests may not

provide the aforementioned bene�ts to patients; the design of the study referenced in this press release is subject

to certain limitations, including the retrospective nature of the study, limited sample size of patients, lack of

uniform imaging protocols among the three sites (including the type of imaging study recommended), di�erences

in surveillance intervals, and di�erences in patient follow-up lengths for patients with recurrence; and the risks set

forth under the heading “Risk Factors” in our Annual Report on Form 10-K for the twelve months ended December

31, 2022, and in our other �lings with the SEC. The forward-looking statements are applicable only as of the date on

which they are made, and we do not assume any obligation to update any forward-looking statements, except as

may be required by law.
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