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‘2" Global GMP Trend Oversight
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FOOD AND DRUG ADMINISTRATION
COMPLIANCE PROGRAM PROGRAM I 7356.002 I

CHAPTER 56—DRUG QUALITY ASSURANCE
SUBJECT: IMPLEMENTATION DATE:

Drug Manufacturing Inspections 10/17/2022

REVISION: Revised to add elements of International Council for
Harmonisation (ICH) guidances for industry Q9 Quality Risk
Management, Q10 Pharmaceutical Quality System, and Q12
Technical and Regulatory Considerations for Pharmaceutical
Product Lifecycle Management,' control of nitrosamine
impurities; and alternative tools for evaluating facilities.

DATA REPORTING
PRODUCT CODES PRODUCT/ASSIGNMENT CODES

All Human Drugs Domestic/Foreign current good manufacturing practice (CGMP)
inspections covered under this compliance program, 7356.002,
include inspection of any establishment that does not have a specific
program:

Industry codes:
50, 54-56, 59, 60-66

Global GMP Trend Keyword(20231205) SMP Justice
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GMP & Validation Consulting / Solution Services
We know what YOU need in the area of GMP & Validation.
We offer a full scope of GMP & Validation Consulting / Solution Services.

20233 98 7|1&E

S o =41 E7|(Turnkey)
DAL ZZ2HE AN

24
367 DA} 9674

GMP & Validation Consulting Project Reference:
More than total 1,100 projects

New GMP Facility Consulting(Turnkey Project); 415 GMP X| =4 GMP & 2|60 SEHME
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]
GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections
GMP Facility GMP Facility for API
Design Solution GMP Facility for Health Functional Food & Medical Devices
GMP Facility for Biopharmaceuticals, Cell Therapy & Gene Therapy(ATMP)

Enhanced Design Review of Basic & Detailed Design

GMP Facility Commissioning Consulting, Execution & Documentation

GEP Solution Utility System and Equipment Functional & Design Specification(FDS) Analysis & Documentation

FAT / SAT and Pre-Delivery Inspection Planning, Execution & Reporting

GMP Facility Engineering Management & Supervision Service

Validation Master Planning + Quality Risk Management Master Planning

QRM Planning, Execution & Reporting(Facility, Utility System, Equipment, Process etc.)

Qualification URS & Design Qualification Execution & Documentation
Consulting Installation & Operational Qualification Execution & Documentation
Performance Qualification Consulting, Execution & Documentation

Requalification & Revalidation Consulting, Execution & Documentation

Cleaning Validation Consulting & Documentation

\S/?)llludt?:)lr?n Process Validation Consulting & Documentation
Computerized System Validation Consulting, Execution & Documentation
Validation Management System & Quality Risk Management System Consulting & Documentation
GMP & Validation Training

g(l;/rl]l:j;)i:]ution Data Integrity Management System & SOPs Consulting + Data Integrity Mock Inspection

J GMP Mock Inspection/ Vendor Audit

Pharmaceutical Quality System(PQS) Consulting(Policy, SOPs, Form; Preparation, Review, Training)

HE o QbD Consulting

%;'E'.ﬁ_‘ftl Contamination Control Strategy (CCS) Consulting+Advanced EMP & Bioburden Control Consulting
GMP Digital Transformation Solution Consulting

Collaboration PharmaBio Supply & Value Chain Collaboration Business

GMP &
Validation
Master
Planning

GMP Facility
Project

Qualification
P & validation
Consulting

Conceptual &
Basic Design

GMP & PQS

Planning Consulting
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