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Learning Objectives:

1. Understand GLP principles and their application in clinical and nonclinical laboratory environments.
2. Identify relevant CFRs and regulatory frameworks impacting clinical laboratory compliance.
3. Define key roles and responsibilities in maintaining GLP compliance.
4. Master documentation, quality control, and chain of custody for clinical and nonclinical laboratory operations.
5. Address common compliance issues and understand corrective actions.
6. Ensure data integrity and proper management of electronic records.


Pertinent CFRs for Clinical Laboratories:

21 CFR Part 58: Good Laboratory Practice for Nonclinical Laboratory Studies.
eCFR :: 21 CFR Part 58 -- Good Laboratory Practice for Nonclinical Laboratory Studies
42 CFR Part 493: Clinical Laboratory Improvement Amendments (CLIA) for Clinical Laboratories.
eCFR :: 42 CFR Part 493 -- Laboratory Requirements
21 CFR Part 11: Electronic Records and Signatures.
eCFR :: 21 CFR Part 11 -- Electronic Records; Electronic Signatures
21 CFR Part 820: Quality System Regulations for Lab Equipment.
eCFR :: 21 CFR Part 820 -- Quality System Regulation


Key Topics and Questions:

1. Overview of Good Laboratory Practice (GLP)

· What are Good Laboratory Practices (GLP), and how do they apply to laboratories?


· How do GLP guidelines differ from CLIA regulations, and what is their scope in clinical vs. nonclinical studies?


2. Regulatory Requirements and Standards

· What are the key CFR sections relevant to GLP compliance in clinical laboratories?


· How does 21 CFR Part 58 impact nonclinical research studies, and how does CLIA (42 CFR Part 493) affect diagnostic testing?


3. Quality Assurance and Quality Control

· What are the core components of a GLP-compliant quality assurance program?


· What documentation is required for GLP-compliant quality control processes?

4. Personnel and Training Requirements

· What are the roles and responsibilities of the Study Director in a GLP setting?


· What training is required for laboratory personnel to ensure compliance with GLP standards?

5. Recordkeeping and Documentation

· How does 21 CFR Part 11 apply to the management of electronic records in a GLP-compliant lab?


· Why is it important to maintain a GLP-compliant audit trail, and how is this achieved?

6. Specimen Handling and Chain of Custody

· What are the GLP requirements for specimen handling, storage, and chain of custody documentation?


· How is chain of custody maintained throughout specimen lifecycle stages?


7. Common Compliance Issues and Mitigation

· What are the common non-compliance issues faced by GLP laboratories, and how can they be addressed?


· What strategies can clinical laboratories employ to ensure ongoing GLP compliance?



In-Depth Questions for Application:

1. Case Study Analysis

· A clinical lab receives an FDA audit, highlighting discrepancies in SOPs and specimen handling documentation. How should the lab address these findings, and what steps can be taken to improve GLP compliance?


2. Scenario-Based Problem Solving

· A Lab Manager finds that samples in a clinical laboratory were improperly stored. What steps should be taken to resolve the issue and maintain GLP compliance?



3. Documentation and Data Integrity

· Develop a simple SOP for specimen handling and tracking. What are the key components of chain of custody and data integrity to ensure GLP compliance?


4. Understanding CFRs

· Compare and contrast the requirements of 21 CFR Part 58 and 42 CFR Part 493 regarding personnel training, documentation, and equipment calibration. How do these regulations influence laboratory management?


5. Electronic Records and Data Management

· A clinical laboratory wants to transition to electronic records. How should the lab ensure compliance with 21 CFR Part 11 for electronic signatures and audit trails?

