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GMP Compliance Support Services Action Items

1. GMP Compliance Assessment and Gap Analysis

e Schedule Initial Consultation: Arrange a meeting with client stakeholders to understand
current practices and compliance concerns.

e Conduct Site Assessment: Perform an on-site evaluation of manufacturing processes,
facilities, and documentation.

e Analyze Current Practices: Review existing SOPs, batch records, and quality management
practices against GMP standards.

e Prepare Gap Analysis Report: Document identified compliance gaps and provide actionable
recommendations.

¢ Review Findings with Client: Discuss the gap analysis report with the client and prioritize
corrective actions.

2. Documentation and Record Management

o Audit Existing Documentation: Review current SOPs, batch records, and other GMP-related
documents.

o Develop/Update SOPs: Create or revise SOPs to ensure they align with GMP requirements.

e Implement Record-Keeping System: Establish or enhance systems for maintaining accurate
and compliant records.

e Train Personnel on Documentation: Provide training to staff on proper documentation
practices and record-keeping procedures.

e Monitor Documentation Compliance: Conduct periodic reviews to ensure ongoing adherence
to documentation standards.

3. Training and Education

e Assess Training Needs: Identify specific GMP training requirements for different personnel
based on their roles.

e Develop Training Materials: Create or customize training materials that cover GMP principles
and practices.

e Schedule Training Sessions: Organize and conduct training sessions or workshops for
relevant staff.

o Evaluate Training Effectiveness: Implement assessments or quizzes to gauge understanding
and retention of GMP concepts.

e Provide Ongoing Education: Offer refresher courses and updates on changes in GMP
regulations.
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4. Quality Management System (QMS) Development

Define QMS Requirements: Identify key elements needed for an effective Quality Management
System.

Design QMS Framework: Develop a QMS framework that includes process controls, quality
audits, and corrective actions.

Implement QMS: Assist in the rollout of the QMS, ensuring integration with existing processes.
Conduct QMS Training: Train staff on the new QMS processes and their roles within the
system.

Monitor and Review QMS: Regularly review QMS performance and make adjustments as
needed.

5. GMP Audit and Inspection Readiness

Plan Pre-Audit Assessment: Schedule and prepare for a pre-audit assessment of your facility.
Conduct Mock Inspections: Simulate a regulatory inspection to identify potential issues.
Develop Corrective Action Plans: Address any deficiencies found during mock inspections.
Review and Finalize Audit Preparation: Ensure all corrective actions are implemented and
documentation is complete.

Support During Actual Inspections: Provide guidance and support during official regulatory
inspections.

6. Compliance and Regulatory Consulting
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Review Regulatory Requirements: Analyze current and upcoming GMP regulations relevant
to the client’s products.

Provide Regulatory Guidance: Offer expert advice on compliance strategies and submission
preparations.

Assist with Submissions: Help prepare and review regulatory submissions and
correspondence.

Monitor Regulatory Changes: Keep the client informed about changes in regulations and how
they impact compliance.

Address Compliance Issues: Offer solutions and strategies for resolving any compliance
issues that arise.
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7. Corrective and Preventive Actions (CAPA)

Identify Issues: Work with the client to identify non-compliance issues or potential risks.
Develop CAPA Plans: Create detailed corrective and preventive action plans to address
identified issues.

Implement CAPA Plans: Oversee the execution of CAPA plans and ensure effective
implementation.

Monitor CAPA Effectiveness: Track the results of CAPA actions and make adjustments if
necessary.

Document CAPA Activities: Maintain thorough records of CAPA activities and outcomes.

8. Supplier Quality Management

Evaluate Suppliers: Assess current and potential suppliers for GMP compliance and quality
standards.

Develop Supplier Quality Agreements: Create and formalize quality agreements with
suppliers.

Conduct Supplier Audits: Perform audits of suppliers to ensure they meet GMP requirements.
Monitor Supplier Performance: Implement systems for ongoing monitoring and evaluation of
supplier performance.

Address Supplier Issues: Work with suppliers to resolve any quality or compliance issues.

To avail of our professional services kindly contact hello@consultareinc.com or call 1-202-982-3002
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