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(—) 1K (104/06/04)
1. Regulatory Background and Industry References and Standards
a FDA and EU perspectives on outsourcing management for medical devices,
pharmaceuticals and Biotech products
b Impact from ISO, ICH
¢ Industry perspectives
2. Fundamentals of an Outsourcing Management System
a Procedure and Documentation
b Pre-requisites — specifications and internal agreements
¢ Selection of vendors/suppliers/service providers
d Audits — a risk-based approach to determine the requirements and levels of
the assessments
e Approval of supplier/vendors — Quality Agreement/Contracts
f Qualification (Certification) of Vendors and Suppliers
g Maintenance of the program
3. Audit System

Types of suppliers/vendors and impact levels to determine extent of audit

o o

Preparing for the audit — checklist and plan

Execution and Documentation of the audit

(@]

d Professional Ethics, Conduct, and Social Engineering

e Remediation and conclusions of the audit
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4.

4.

f Maintenance of the control system — periodic audits of
approved/certified/qualified vendors and suppliers
Impact of the Quality Agreement/Contract

« Vendor/supplier perspective

o o

« User perspective

(@]

« Purpose and scope of the agreement

d - Requirements of the agreement/contract — formal communication and

documentation

D

+ Change Control

f « Handling of Non-Conformances and deviations from contract
% 2 % (104/06/05)

Specifics related to Equipment/System Suppliers

Selection and audits

o o

Approval

Quality Agreement and responsibilities

o o

Documentation

(0]

User review and handling of non-conformances
f Aspects related to computerized controlled systems —Hosting/Cloud,
hardware and software development, specifications, testing, audits

Specifics related to Contract Services — Manufacturing, Packaging,
Calibrations, Laboratories, Equipment/System Maintenance

a Selection and audits

b Approval

¢ Quality Agreement and responsibilities

d Documentation

e User review and handling of non-conformances
Specifics related to GCP Contract Services

a Selecting and Managing CROs, Phase I units, GCP Labs and others

b EDC and Data Hosts

¢ GCPand 21 CFR 11

Recent FDA Observations and Perspectives
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