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Human research participants
Policy information about studies involving human research participants and Sex and Gender in Research. 

Reporting on sex and gender

Population characteristics

Recruitment

Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.
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Life sciences study design
All studies must disclose on these points even when the disclosure is negative.

Sample size

Data exclusions

clinicaltrials.gov/ct2/show/NCT02451982. No custom code is used. The analysis used standard functions in the software.

We report sex as a descriptive characteristic in our demographic patient statistics. Findings of this study were not significantly
impacted by sex or gender.

Adult patients (18 years old or older), with newly diagnosed (treatment-naïve), resectable, pancreatic adenocarcinoma with
adequate performance status and organ function were considered for this study. All patients, regardless of sex/gender/race,
who met trial criteria were offered the trial.

Patient were recruited from Johns Hopkins Sidney Kimmel Cancer Center (Baltimore, MD, USA). Patients who would undergo
the pancreaticoduodenectomy at the Johns Hopkins Medicine were informed about this trial. Potential participants were
identified during chart review in advance of a routine clinic visit or during a routine clinic visit with a provider. Individuals are
then approached by the provider or study team to determine willingness to learn more about a study for which they may be
eligible. Discussions regarding study participation took place privately and individuals were provided with the IRB approved
consent form and other approval materials (e.g., Patient Handout), as applicable. In addition, potential participants may have
been in contact the study team directly (in the form of telephone, email, etc., and may be the result of study advertisement,
flier, etc., as applicable). Initial discussions regarding study participation in these cases took place by phone, email, etc., and
individuals will be provided with the IRB approved consent form and other approval materials (e.g., Patient Handout), as
applicable. In all cases, as much time as is needed was allowed for possible participants to consider study participation;
resulting in multiple phone calls, visits, emails, or other communication, as necessary. The referring clinicians informed their
patients about the research study. The patients indicated to the referring clinician their willingness to contact or be
contacted by the study team. The referring clinician(s) appropriately documented their patients’ willingness to be referred to
the research study in the medical record. If a patient was found to be eligible for this study based on pre-surgical staging and
pre-study screening, they will be consented and fully screened for this study. For individuals who chose to take part,
informed consent occurred as per the consent process.

The study was approved by the Johns Hopkins Institutional Review Board (IRB) and Institutional Biosafety Committee (IBC), as
well as the FDA Center for Biologics Evaluation and Research and the National Institutes of Health Recombinant DNA Advisory
Committee (J1568, NCT02451982). Informed written consent was obtained from all patients. The trial was conducted
according to the Declaration of Helsinki and the Good Clinical Practice guidelines of the International Conference of
Harmonization.

This study was powered for its biologic endpoints. The sample size of evaluable subjects for the respective treatment groups (n= 17 [Arm A],
n=17 [Arm B], n= 10 [Arm C]) provided an 82% power (based on two-sample t-test on log-transformed values) to detect a 2.2-fold difference
in IL17A expression levels in tertiary lymphoid aggregates between resected tumor specimens from Arms A and B after neoadjuvant
immunotherapy and an 89% power to detect 3-fold difference in intratumoral CD8+CD137+ cells in Arm C resected PDAs compared to Arm B
following neoadjuvant study treatment, with two-sided type I error of 0.05 (Study Protocol). The effect size was projected based on
correlative studies with Arm A and B (Li et al. Cancer Cell 2022). Since both primary biologic endpoints - 1) comparing IL17A expression
between Arm A and B, and 2) comparing CD137+ T cell density between Arm C and B - were each of respective interest, they were not
subjected to the multiple comparison adjustment.

Participants excluded from safety cohort: Out of the original 55 participants consented, 9 did not enroll: 3 did not have pancreatic ductal
adenocarcinoma, 1 had liver function tests that were out of eligibility range, 2 had liver metastases on pre-trial baseline imaging, 1 underwent
surgical resection prior to neoadjuvant study treatment, and 1 consented participant deferred trial). Since none of these patients initiated
study therapy, there were not included in safety nor efficacy analyses.

Participants excluded from efficacy cohort: Following standard surgical intervention, 6 additional patients were excluded from efficacy analysis
(pre-planned criteria for study continuation): 1 did not have PDAC on surgical pathology, 1 elected not to proceed with surgery, 4 were found
to have stage IV disease intraoperatively (peritoneal and/or liver metastasis that was not appreciated on baseline imaging). These patients,
since they had received 1st dose of study therapy (prior to planned surgical intervention) were included in the safety analysis but not included
in the efficacy (immunologic and clinical) analyses. Excluded Tumor Specimens: Not all tumors specimens from participants included in the
efficacy cohort were analysable. Those without an identifiable ROI that contained epithelial neoplastic cells in the vicinity of TLAs were
excluded from the correlative analyses. The cases were excluded from the analysis because no tumor cells were identified in the vicinity of




