JOB DESCRIPTION

Date: 05/20/ 2026

Function / Title: Head of Quality Department: Quality

Reporting Authority: Chief Commercial Officer/ Managing Director

Direct Reports: 1. Quality Assurance Manager

2. Quality Control Manager

Job Purpose

The Head of Quality is responsible for providing strategic leadership and operational oversight
for the Quality Assurance (QA) and Quality Control (QC) functions and regulatory compliance
across DAWA LIFE SCIENCES. The role ensures that all pharmaceutical products are developed,
manufactured, tested, released, stored, and distributed in compliance with applicable GMP
requirements, regulatory standards, company policies, and international quality standards.

The Head of Quality serves as the Management Representative for Quality and is accountable for
maintaining an effective Pharmaceutical Quality System (PQS) that safeguards patient safety,
product quality, regulatory compliance, and business continuity.

The role drives a culture of quality excellence, continuous improvement, data integrity, risk
management, inspection readiness, and operational effectiveness throughout the organization.

KEY RESPONSIBILITIES

1. Strategic Quality Leadership

e Develop and implement the company's Quality Strategy aligned with corporate
objectives.

e Lead continuous improvement initiatives to strengthen quality performance and
operational excellence.

o Establish annual quality objectives and monitor performance against targets.

e Drive a quality culture focused on patient safety, compliance, and continuous
improvement.

e Participate in strategic business planning and provide quality leadership on new
projects, technology transfers, and business expansion initiatives.

2. Pharmaceutical Quality System Management
e Ensure establishment, maintenance, and continuous improvement of the
Pharmaceutical Quality System (PQS).
e Ensure compliance with:
o PIC/S GMP principles and other similar bodies
o Regional GMP compliance
o ISO standards where applicable
e Review quality metrics and trends to identify improvement opportunities.
e Lead Management Review meetings and Quality Review Boards at least once a quarter.
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3. Quality Assurance Leadership
Provide oversight for:
e Document control systems
e Change control management
e Deviation management
o CAPA management
e Risk management
e Internal audits
o Self-inspections
e Product Quality Reviews (PQR/APQR)
e Training and competency programs
e Batchrecord review
e Product release systems
o Complaint handling
e Recall management
Ensure all quality systems remain compliant, effective, and inspection ready.

4. Quality Control Leadership
Provide leadership for:
o Chemical laboratories
e Microbiology laboratories
o Stability studies
e Environmental monitoring programs
e Method validation and verification
e Laboratory investigations
e Analytical method transfers
o Reference standard management
Ensure timely testing and release of:
e Raw materials
e Packaging materials
e In-process materials
e Finished products
e Stability samples

5. Product Release & Market Compliance
e Actasfinal quality authority for batch disposition and product release.
e Ensure only compliant products are released to market.
e Ensure product quality throughout the product lifecycle.
e Oversee market complaint investigations and implementation of corrective actions.
e Support pharmacovigilance and post-market surveillance activities.

6. Regulatory Compliance & Inspection Readiness
e Lead preparations for regulatory inspections and audits.
e Serve as primary quality contact during inspections.
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Coordinate responses to regulatory observations and audit findings.
Ensure timely closure of commitments arising from inspections.
Maintain readiness for announced and unannounced inspections.

7. Validation & Qualification Oversight
Provide oversight for:

Equipment qualification
Facility qualification

Utility qualification

HVAC validation

Process validation

Cleaning validation
Computer system validation
Analytical method validation

Ensure validation programs comply with GMP and regulatory requirements.

8. Supplier Quality Management

Establish supplier qualification and approval programs.

Ensure supplier audits and performance reviews.

Ensure quality agreements are maintained with key suppliers and contract
manufacturers.

Monitor supplier performance and risk profiles.

9. Risk Management & Data Integrity

Establish Quality Risk Management systems.

Lead risk assessments related to products, processes, systems, and suppliers.
Ensure compliance with ALCOA+ data integrity principles.

Drive implementation of electronic quality systems and digital quality initiatives.

10. Team Leadership & Capability Development

Provide leadership to QA and QC teams.

Develop succession plans and talent pipelines.

Coach and mentor quality leaders and specialists.

Foster a high-performance culture focused on accountability and continuous learning.

11. Budget & Resource Management

Develop and manage annual departmental budgets.

Optimize utilization of laboratory and quality resources.

Drive cost efficiencies while maintaining compliance and product quality.
Support capital investment planning for laboratories and quality infrastructure.
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12, Stakeholder Management
Collaborate with:
e Manufacturing
e Supply Chain
e Procurement
e Regulatory Affairs
e Commercial Teams
o External Regulatory Authorities
e Customers and Contract Manufacturing Partners
e SMT/EMT interaction
to ensure achievement of quality objectives and business goals.

KEY PERFORMANCE INDICATORS (KPIs)
Quality Compliance
e GMP inspection outcomes
e Audit observations and closure rates
e Regulatory compliance status

Quality Systems
o CAPA closure effectiveness
e Deviation closure timelines
o Change control cycle time

Product Quality

Batch rejection rate
Market complaints rate
Product recall incidents
Reprocess rates

Operational Excellence
e Batch release turnaround time
e Laboratory testing turnaround time
e Stability program compliance

Continuous Improvement
e Quality improvement initiatives implemented
e Costsavings from quality improvements
o Digital quality system implementation progress

People Development
o Employee engagement scores
e Training compliance rates
e Succession readiness
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QUALIFICATIONS
Education
e Master's Degree in Pharmacy, Pharmaceutical Sciences, Chemistry, Biochemistry,
Engineering, or related discipline.
e Registered Pharmacist with PPB Kenya.

Experience
e Minimum 15 years pharmaceutical industry experience.
e Minimum 8 years in senior quality leadership positions.
e Demonstrated experience leading both QA and QC functions.
e Strong experience with GMP manufacturing environments.
e Experience managing regulatory inspections and audits.
e Experience with multi-site pharmaceutical operations is highly desirable.

COMPETENCIES
Technical Competencies
e GMP & GDP expertise
e Pharmaceutical Quality Systems
e Validation & Qualification
e Risk Management
o Data Integrity
e Regulatory Compliance
e Laboratory Operations
e Continuous Improvement

Leadership Competencies
o Strategic Thinking
o Change Management
o Stakeholder Management
e Team Leadership
e Coaching & Mentoring
e Decision Making
e Problem Solving
e Business Acumen

Personal Attributes
e Highintegrity and ethical conduct
e Strong communication skills
e Results-oriented
e Detail-oriented
e Patient-safety focused
e Resilient under pressure
e Strong analytical mindset
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