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Professional Billing Monthly Quality Assurance Review -0408- Procedure
Responsible Office:		YCCI	 
Procedure Sponsor:		Nancy Shelton, Catherine Cruz-Montes	
Effective Date:			02/17/2025

1.0 Scope
This Standard Operating Procedure (SOP) applies to all personnel involved in the billing process at Yale Center for Clinical Investigation (YCCI). It covers all forms of billing activities including but not limited to service fees, invoicing, claims processing, and payments across all platforms or systems used for billing.
2.0 Purpose 
This SOP outline the process for conducting a monthly Quality Assurance (QA) review of billing procedures. This ensures that all billing activities are accurate, compliant, and align with internal and external standards. The review will identify discrepancies, inefficiencies, and areas for improvement, thereby maintaining the integrity and transparency of the billing process.
3.0 Definitions and Abbreviations
[bookmark: _Hlk190433118]Clinical Trial Billing Quality Assurance (QA) - systematic review process conducted to assess and ensure the accuracy, compliance, and integrity of billing practices associated with clinical trials. Typically performed by independent personnel not responsible for the conduct or oversight of the clinical investigation.
Clinical Trial Billing Quality Assurance Team - tasked with performing systematic and independent examination of trial-related activities and documents to determine the accuracy, compliance, and integrity of billing practices related to clinical trials, ensuring that all charges align with regulatory guidelines and the clinical trial protocol., SOPs, applicable billing regulations and policies.
Source Records - Original documents or data (which includes relevant metadata) or certified copies of the original documents or data, irrespective of the media used. This may include trial participants’ medical/health records/notes/charts; data provided/entered by trial participants (e.g., electronic patient-reported outcomes (ePROs)); healthcare professionals’ records from pharmacies, laboratories and other facilities involved in the clinical trial; and data from automated instruments, such as wearables and sensors.
Sponsor - An individual, company, institution or organization that takes responsibility for the initiation, management and arrangement of the financing of a clinical trial. A clinical trial may have one or several sponsors where permitted under regulatory requirements. All sponsors have the responsibilities of a sponsor set out in this guideline. In accordance with applicable regulatory requirements, sponsors may decide in a documented agreement setting out their respective responsibilities. Where the documented agreement does not specify to which sponsor a given responsibility is attributed, that responsibility lies with all sponsors.
4.0 [bookmark: _Toc425171621][bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure 
4.1 Preparation Phase
PB Research Services Report with Research Fees generally sent by email from BI-Portal@ynhh.org beginning of the month. Used as the source documentation of studies with billable items from the previous month and will be the audited document. 
4.1.1 Gather all billing data from the relevant billing systems or platforms for the month under review. This includes invoices, payment records, and claims. 
4.1.2 The audit report will be finished by the 10th of the month. 
4.2 Data Review and Analysis
4.2.1 Cross-check billing entries against contract terms, service agreements, and customer records to ensure accuracy. This includes:
· Verifying itemized charges
· Checking service delivery dates and conditions
4.2.2 Highlight discrepancies between billed amounts and actual services rendered. Objective of the audit
· Incorrect charges
· Duplicate entries
· Missing items
· Third party payor charge corrections
4.3 Review Reporting
4.3.1 Document all discrepancies or issues identified during the review. 
4.3.2 Provide specific corrective action recommendations for identified issues, such as:
· Process improvements
· Additional training for billing staff
· System updates
· Third-party payor charge corrections
4.4 Follow-Up
4.4.1 Provide the audit summary to YCCI Post-Award Designee within stated timeline. 
4.5 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and Yale policies and applicable governing regulations. 
· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· YCCI Senior Associate Director, Quality Assurance
· Clinical Research Billing Quality Assurance Manager
· Clinical Trial Billing Quality Assurance Specialist
· Research Billing Compliance Analyst  
· YCCI Post-Award Team 
· Regulatory Personnel
· Research Assistant
· Clinical Research Coordinator
· Clinical Research Nurse
· Other Research Staff
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
· N/A
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· N/A
9.0 Version History
· 01/09/2025: New document (no prior history)
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