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QC Report Template

Quality control (QC) in oncology clinical 
trials is essential for safe, compliant and 
scientifically credible research. These 
complex trials often involve high-risk 
investigational products, intricate dosing 
algorithms, strict eligibility criteria, and 
medically vulnerable patients. 

Embedding QC into daily operations 
ensures protocol compliance, accurate 
and complete source documentation, and 
protection of patients’ safety and data 
integrity. 

Background

The Quality Control (QC) Program 
focused on source documentation at COH 
was established in March 2025 to ensure 
consistent quality oversight of clinical 
trials conducted at various COH locations. 

The goal of this QC program is to 
establish a standardized process for 
reviewing clinical trial source 
documentation to ensure accuracy, 
completeness, and compliance with Good 
Clinical Practice (GCP), institutional 
policies, and sponsor requirements. 
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Lessons Learned & 
Future Directions

400+ source reviews across 60+ research 
subjects 

Key impacts: 
• Identified and corrected consent 

documentation gaps
• Prevented eligibility deviations through early 

detection
• Flagged documentation deficiencies and 

potential deviations
• Identified protocol deviations requiring 

amendment
• Supported timely SAE submissions and 

reporting
• Helped mitigate AEs, concomitant 

medication errors, and documentation gaps
• Reinforced reporting of deviations and 

planned deviations.

Implementation of a dedicated QC review 
program enables:

• Early issue identification
• Improved readiness for audits and 

inspections
• Standardized report language improves 

clarity and alignment with protocols and 
policies.

Ongoing collaboration with study teams 
enhances:

• Understanding of risk
• Consistency in issue resolution

Future focus:

• Expand risk-based oversight
• Integrate metrics to drive continuous 

improvement
• Strengthen proactive quality culture across 

research operations.

Outcomes

QC monitors currently focus on multi-
state high-risk interventional clinical 
trials. The QC monitor initiates source 
documentation review within 2-3 
business days (or sooner if the need 
arises) of the first subject’s enrollment 
and after any subsequent study visit at 
each participating COH location. 
Additional reviews are conducted when 
deficiencies are identified.

Each QC monitor completes 20 to 25 QC 
reports monthly encompassing detailed 
review of informed consent, progress 
notes, eligibility checklist, toxicities 
documentation, concomitant medications, 
study drug administration, diaries, 
questionnaires and other records.

Findings and observations are 
communicated to the study teams 
internally through QC reports. This helps 
to proactively identify and address 
compliance risks and documentation 
gaps prior to monitoring, audit or 
inspection.

Solutions & Methods

Context & Considerations:

• Trend Report provided to site medical 
directors and research leaders monthly with 
high-level summary of deviations and areas of 
focus

• Weekly cross-functional quality performance 
meetings held with research leaders to review 
aggregate data and prioritize areas for 
improvement and action plan development.

** Data shown are hypothetical and used for illustrative purposes
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