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Data Submission and Completeness

ACRIN data management tracks data submission and data quality across all ACRIN studies including: compliance with eligibility criteria, data received relative to data submission targets, completeness of data submission, and progress in resolving data queries. Percent compliance with study guidelines is reported for each category. In order to highlight the critical elements of the primary analysis, critical data elements and forms are identified for each study and various reports are generated quarterly. The process of tracking data submission and data quality is aimed at identifying trends and/or deficiencies early in the conduct of the study and stimulating early positive intervention. 
Site Requirements

All sites are required to meet a minimum overall data quality score of 80%. Data scores that fall below the 80% target are highlighted and discussed at the Quality Assurance Committee (QAC) quarterly meeting. Individual sites that fall below target for any study are sent noncompliance QA letters from the QAC chair and sites that fall below 60% are provided the opportunity to voluntarily cease accrual until their data submission score is acceptable. In select cases, this process may include on-site intervention by ACRIN staff members who assist a site in remediation of deficiencies in data submission. 
ACRIN Image Quality Assurance

A major function of the Imaging Core Laboratory is to review the images acquired on ACRIN studies and to provide the QAC quarterly reports detailing information regarding timeliness of image submission, image quality assessment reviews, and protocol compliance for each ACRIN study by institution.
Site Requirements

Sites that fall below the 80% target are contacted by the Imaging Core Laboratory to resolve image submission issues. For larger studies, automated scanning of the DICOM header is used to supplement manual reviews of images to verify correct technical parameters.

ACRIN Site Audit and Monitoring Programs

ACRIN’s auditing and monitoring programs are designed to ensure data integrity and data quality. ACRIN’s audit program is described in the ACRIN Audit Manual that is available on the ACRIN Web site Regulatory Resources.  ACRIN audits include: a review of the regulatory binder (IRB approval letters, IRB correspondence, and informed consent forms), a review of source documents to ensure eligibility and verify submitted study data, and, as appropriate, a review of drug accountability logs and other documents. Deficiencies identified during an audit are classified as either “Major” or “Lesser” based on the degree of impact on the outcome or interpretation of study data. An unacceptable frequency of lesser deficiencies may collectively be recognized as a major deficiency in the final assessment.
Site Requirements
Audits are graded as “Excellent,” “Acceptable,” “Acceptable with Follow-up,” and “Unacceptable.” For each component rated as “Excellent” or “Acceptable,” no further action is required by ACRIN and the institution. For each component rated as “Acceptable with Follow up,” or “Unacceptable,” the institution is required to submit a written response and corrective action plan to ACRIN within 14 days of the report issuance. Significant non-compliance and suspected scientific misconduct identified during the audit are reported to the National Cancer Center and trigger communication with the QAC to determine the site’s participation on future ACRIN studies. The QAC may recommend to the Steering Committee probation or barring of the investigator. 
