



DMID SAMPLE CLINICAL QUALITY MANAGEMENT PLAN
INSTUCTIONAL TEMPLATE INSTRUCTIONS

This sample Clinical Quality Management Plan (CQMP) Instructional Template has been developed in Microsoft Word as a sample that may be adapted, as needed, to develop a CQMP.   This sample CQMP Instructional Template reflects the basic requirements outlined in the current DMID CQMP Policy.
1. Begin using this tool by completing the header information (name of site, version number and date).

2. Address each of the ten sections of the CQMP instructional template, modifying as necessary.  The following tools are available to complement the CQMP development:
· DMID Sample Chart Audit Tool
· DMID Sample Regulatory File Review Tool
· DMID Sample Quality Management Summary Report Tool
3. Submit the completed draft CQMP via email to the DMID Reviewers at DMID_QMP_Reviewers@lists.ppdi.com for review against the basic requirements outlined in the current DMID CQMP Policy and other written agreements as applicable.  In this correspondence also include appropriate DMID personnel.  
DMID SAMPLE CLINICAL QUALITY MANAGEMENT PLAN 

(INSTRUCTIONAL TEMPLATE)

<Replace DMID SAMPLE with Institution/Site Name>

<Insert Version # and Date of CQMP>

1.0 PROTOCOL IDENTIFICATION
1.1 Protocol Title and Number:  <Insert protocol title and number if a protocol-specific CQMP>
2.0 RESPONSIBILITY

<Insert Title of Quality Assurance Designee> <Name> has been designated by principal investigator <insert PI name> to develop, implement, and oversee all functions of this quality management plan.  

<Insert any other functional roles of site staff associated with the Quality Management Process>
3.0 QUALITY MANAGEMENT PROCESS DESCRIPTION
3.1 Quality Assurance (QC) Activities:  <Describe the ongoing review of activities that will be conducted at the site as part of the QA process>
3.2 Quality Control (QC) Activities: <Describe the ongoing, day-to-day activities that will be conducted at the site as part of the QC process>
4.0 RECORD SELECTION
<Describe the methods of record selection for QA review including, but not limited to, the following minimum priorities: >
4.1 New Protocols: <Insert minimum percentage and frequency of review for new protocols if a site-specific CQMP>
4.2 Initial Enrollment:  <Insert minimum percentage and frequency of review>
4.3 Protocols involving study product and/or a procedure: <Insert minimum percentage and frequency of review>
4.4 New Clinical Research Staff: <Insert minimum percentage and frequency of review>
4.5 <Add any additional methods of record selection>
5.0 KEY QUALITY INDICATORS

<List the Key Quality Indicators that will be audited in each subject record selected for internal QA review>
5.1 Informed Consent Form and Process
5.2 Eligibility Criteria
5.3 Study Product Preparation, Administration, and Accountability (if applicable) <Describe the following applicable components: >
5.3.1 Review and comparison of the study product accountability logs, shipping 
records, and the study product inventory
5.3.2 Randomization code list and decoding procedures
5.3.3 Study product storage, handling, and labeling procedures
5.3.4 Vaccine or other study product preparation procedures
5.3.5 Study product administration processes
5.4 AE/SAE Identification and Reporting
5.5 Protocol Visits <evaluate for missed visits, out of window visits, lost to follow-up, etc.> 
5.6 Protocol-specific Procedures (all inclusive)
5.7 Intervention/Study Discontinuation
5.8 Reactogenicity (if applicable)
5.9 Specimens <Describe the following components: > 
5.9.1 Processing
5.9.2 Storage
5.9.3 Documentation
5.10 <Add any additional protocol-specific indicators>
6.0 REGULATORY FILE REVIEW
<Describe the QM activities that will be completed on the Regulatory File, ensuring the file is complete and up to date>
6.1 Frequency of Review:  <Insert how often the Regulatory File will be reviewed>
6.2 Regulatory File Review Tool:  <Insert name and location of tool to be used for regulatory review>

6.3 <Add any additional regulatory QA activities>
7.0 TOOLS, CHECKLISTS, AND REMINDERS
<Describe the tools, checklists, and reminders that will be used in the QM process.  Examples include, but are not limited to the following: >

7.1 Internal (site) Sources: <Visit Reminder Checklists, Chart Audit Worksheets, Regulatory File Review Tool, Summary Reports from Internal QA/QC Findings>
7.2 External Sources: <Data Entry, Query/Error, or Transmission Reports from the Data Management Center, Clinical Site Monitoring Reports>
7.3 <Add any additional tools/forms>
8.0 STAFF TRAINING / QUALIFICATIONS
<Describe the site processes for ensuring and documenting qualified staff and competency>
8.1 Institution-specific Training: <List specific trainings, i.e., Human Subjects Protection, Phlebotomy, Dangerous Goods Regulations, research staff training, applicable site policies/procedures, etc.>
8.2 Protocol-specific Training: <List specific trainings, i.e., specimen handling/processing, study product, data management, etc.>
8.3 DMID-specific Training: <List specific trainings, i.e., Human Subjects Protection, Good Clinical Practice, DMID Regulatory File Document Guidelines, DMID Source Documentation Guidelines>
8.4 <Add any additional training>
9.0 QUALITY MANAGEMENT SUMMARY REPORTS
<Describe how the results of the internal assessments will be summarized, analyzed, and communicated to the staff.  Include the following information within the summary reports: >

9.1 Staff Participation in Audits
9.2 Identification of Problem Areas
9.3 Trend Analysis
9.4 Corrective Action Plan(s)
9.5 Possible Need for Revision to CQMP
10.0 SITE EVALUATION OF THE CLINICAL QUALITY MANAGEMENT PLAN
<Describe the process for completing the annual internal review of the CQMP for effectiveness>
10.1 CQMP Review:  <Insert time frame for CQMP review; the minimum is annually depending on the length of study>
___________________________________________________          _____________________

Signature of CQMP Developer



      Date

___________________________________________________           _____________________

Signature of Principal Investigator



      Date
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