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Quality Management
Maturity (QMM)

Djamila Harouaka, PhD
Senior Scientific Advisor

oy U.S. FOOD & DRUG

ADMINISTRATION

Quality Surveillance

A QMM assessment Is:

NOT intended to be used in lieu of, or as a surrogate

Office of Quality Surveillance
Office of Pharmaceutical

Quality | | |

CDER | US FDA ’@L for, establishment inspections. Does not evaluate
e | * .

SBIA L:Y CGMP* compliance.

April 12, 2023 i L

A QMM rating is:

NOT a measure of product quality. It is an evaluation
of an establishment’s behaviors and quality practices.
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GMP & PharmaBio Technology Consulting/Solution Services
We know what YOU need In the area of GMP & Validation.
We offer a full scope of GMP & PharmaBio Technology Consulting/Solution Services.

HIO| LM EE B17|(Turnkey)
A AL TEHE MM

24'A 9671

20234 7€ 7|&

GMP & PharmaBio Technology Consulting/Solution Biz Scope
GMP & Validation Consulting Project Reference: More than total 1,100 projects

New GMP Facility Consulting(Turnkey Project); 4= GMP |4 GMP & 22|f|0|M ZerZ14dEl
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, I1Q, 0OQ, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections

GMP Facility for AP

Conceptual Design
Execution
or Review

GMP Facility for Health Functional Food
GMP Facility for Medical Devices

GMP Facility for Biopharmaceuticals + Cell Therapy & Gene Therapy + ATMP

R&D Facility

GMP Engineering Enhanced Design Review of Basic & Detailed Design

Service GMP Facility Commissioning & Supervision Service + FAT +SAT

Validation& Qualification Master Planning Consulting

(Quality/System Impact Assessment)
Qualification

Consulting Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution / Installation & Operational Qualification Execution /

Performance Qualification Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting /
Environmental Monitoring Process Consulting & Execution / Disinfection Efficacy Validation
Consulting

CSV Consulting Computerized System Validation(RA, URS, DQ, 1Q, OQ, PQ) Consulting & Execution

Validation
Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit / CAPA Consulting

GMP Consulting

Pharmaceutical Quality System(PQS) Consulting / Data Integrity Consulting
Collaboration PharmaBio Supply & Value Chain Collaboration Business

GMP &
Validation

Master
Planning

GMP Facility Qualification

PQS
Consulting

Conceptual &
Basic Design

& Validation
Consulting

Project
Planning
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