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Abstract: Objective To explore the role of patients in subjective adverse drug events assessment.Methods The general informa-
tion of 384 patients in the day chemotherapy room, Breast Center of the Fourth Hospital of Hebei Medical University from April to
July 2019 was continuously collected.Patients completed a Simplified Chinese version of PRO-CTCAE including six common ad-
verse events of chemotherapy : nausea, vomiting, diarrhea, fatigue, pain and constipation.Clinicians completed the Common Terminol-
ogy Criteria for Adverse Events (CTCAE) with the same subjective adverse events.The differences between clinicians and patients
in evaluating subjective adverse events were compared. Results The overall reporting rate of subjective adverse events of clini-
cians (48.5%) was lower than that of patients (72.4%).To analyze the consistency of the overall reporting rate of subjective ad-
verse events,and the consistency for overall reporting rate between clinicians and patients was fairly agreed (k=0.263,P<0.001).
The clinician’s highest score for the six subjective adverse events was 2,and the patient’s highest score was 4,and the most dis-
crepancies were within one point.Patient scores were often greater than clinician scores.When considering the grade difference , we
utilize weighted kappa coefficient to analysis,and agreement between patients and clinicians was fair (£ <0.4),the overall scores of
subjective adverse events of clinicians and patients were slightly consistent [£(95%CI) =0.225(0.210-0.239) , P <0.001 ].Conclu-
sion The difference in the evaluation of subjective adverse events between clinicians and patients proves that patients can be in-
cluded in the assessment of subjective adverse events as a supplementary method to improve the timeliness and accuracy of clinical
evaluation of subjective adverse events.
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