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Research involving human participants, their data, or biological material
Policy information about studies with human participants or human data. See also policy information about sex, gender (identity/presentation),
and sexual orientation and race, ethnicity and racism.

Reporting on sex and gender

Reporting on race, ethnicity, or
other socially relevant groupings

Population characteristics

Recruitment

Ethics oversight

completion of the final clinical study report, summary-level results will be made public and shared in a manner consistent with clinical data-sharing guidelines. The
datasets generated and/or analyzed during the current study are not publicly available due to proprietary considerations beyond the data that was disclosed in the
manuscript. All data reported are anonymized to respect the privacy of patients who participated in the study, consistent with applicable laws and regulations.

Sex was ascertained by the screening investigator. Given the sample size, outcomes were not reported

according to sex.

Population demographics are reported in Supplemental Table 1. Given the sample size, outcomes were not reported
according to race, ethnicity or other socially relevant groupings.

Information on age, ECOG performance status, cancer type and treatment history were obtained at screening and are
presented in the manuscript in the demographics table.

Participants were recruited by the investigators at participating clinical trial centers. To participate in this study and before
any non-routine baseline or screening evaluations, investigators at each site ensured that each patient was fully informed

regarding any potential risks and patients signed an informed consent form. Eligibility criteria are detailed in the Methods
section of the manuscript and in the clinical protocol. No self-selection or other biases are expected as the inclusion and
exclusion criteria detail eligibility for enrollment.

The final study protocol and subject informed consent documentation was approved by the Institutional Review Board (IRB)/
Independent Ethics committee (IEC) was conducted by 17 Investigators at 15 sites in the United States and any other site
level committee deemed appropriate by the 15 institutions listed below. Approval from each applicable committee was
received in writing before initiation of the study. Below lists the institutional review boards and ethics committees.

Site: Duke University Medical Center

Investigator: Christopher Hoimes, MD

Institutional review board or ethics committee: Duke University Health System Institutional Review Board, 2200 West Main
Street, Suite 900 Erwin Square, Durham, NC 27705

Site: The University of Texas MD Anderson Cancer Center

Investigator: E. Caterina Dumbrava, MD

Institutional review board or ethics committee: The University of Texas MD Anderson Cancer Center, Office of Human Subject
Protection 7007 Bertner Avenue, Unit 1637, Houston, TX 77030

Site: H. Lee Moffitt Cancer Center and Research Institute

Investigator: Monica Chatwal (formerly Dae Won Kim), MD

Institutional review board or ethics committee: Advarra IRB, 6940 Columbia Gateway Drive Suite 110, Columbia MD 21046

Site: The Sarah Cannon Research Institute

Investigator: Johanna Bendell, MD

Institutional review board or ethics committee: Western Institutional Review Board, 1019 39th Avenue SE Suite 120,
Puyallup, WA 98374

Site: Roswell Park Cancer Institute

Investigator: Gurkumal Chatta MD

Institutional review board or ethics committee: Roswell Park Institute Institutional Review Board, Elm & Carlton Streets,
Buffalo, New York 14263

Site: Baylor Charles A. Sammons Cancer Center.

Investigator: Carlos Becerra

Institutional Review Board or ethics committee: Baylor Scott & White Research IRB One Baylor Plaza, Houston, Texas 77030

Site: Winship Cancer Institute at Emory University.

Investigator: Mehmet Asim Bilen

Institutional review board or ethics committee: Western Institutional Review Board (WCG IRB), 1019 39th Avenue SE Suite
120, Puyallup, WA 98374

Site: Columbia University Medical Center

Investigator: Mark Stein (formerly Gulam Manji), MD

Institutional Review Board or ethics committee: CUIMC 154 Haven Avenue, 2nd Floor

New York, NY 10032

Site: University of Chicago

Investigator: Walter Stadler, MD

Institutional Review Board: Biological Sciences Division/University of Chicago Medical Center IRB Committee C. 5841 S.
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Note that full information on the approval of the study protocol must also be provided in the manuscript.

Field-specific reporting
Please select the one below that is the best fit for your research. If you are not sure, read the appropriate sections before making your selection.

Life sciences Behavioural & social sciences Ecological, evolutionary & environmental sciences

For a reference copy of the document with all sections, see nature.com/documents/nr-reporting-summary-flat.pdf

Life sciences study design
All studies must disclose on these points even when the disclosure is negative.

Sample size

Data exclusions

Replication

Randomization

Blinding

Reporting for specific materials, systems and methods
We require information from authors about some types of materials, experimental systems and methods used in many studies. Here, indicate whether each material,
system or method listed is relevant to your study. If you are not sure if a list item applies to your research, read the appropriate section before selecting a response.

Maryland Ave., MC7132, I-625, Chicago, IL 60637

Site: Thomas Jefferson University

Investigator: Usama Gergis, MD

Institutional review board or ethics committee: Western Institutional Review Board, 1019 39th Avenue SE Suite 120,
Puyallup, WA 98374

Site: John Theurer Cancer Center at Hackensack University Medical Center

Investigator: Martin Gutierrez, MD

Institutional review board or ethics committee: Western Institutional Review Board, 1019 39th Avenue SE Suite 120,
Puyallup, WA 98374

Site: Karmanos Cancer Institute

Investigator: Elisabeth Heath, MD

Institutional review board or ethics committee: Western Institutional Review Board (WCG IRB), 1019 39th Avenue SE Suite
120, Puyallup, WA 98374

Site: University of Nebraska Medical Center

Investigator: Benjamin Teply, MD

Institutional review board or ethics committee: University of Nebraska Medical Center, Office of Regulatory Affairs (ORA)
Institutional Review Board (IRB) Academic and Research Services Building 3000, 987830 Nebraska Medial Center, Omaha, NE
68198-7830

Site: Rush University

Investigator: Timothy Kuzel, MD

Institutional review board: Rush University’s Office of Research Affairs

Site: Hospital of the University of Pennsylvania

Investigator: Mark O’Hara

Institutional review board or ethics committee: Western Institutional Review Board (WCG IRB), 1019 39th Avenue SE Suite
120, Puyallup, WA 98374

Sample sizes in this report were determined by the original clinical trial design and sample availability and consistent with a 3+3 study design.

Sample sizes in this report were determined by the original clinical trial design and sample availability; no additional exclusions were applied.

n/a for a human phase 1 clinical trial

The clinical trial was single-arm clinical trial.

This was an open-label study




