Priced at only $349.00, you’ll be impressed with the equivalent of over 1,000 pages of
information covering:

1.

Content Manual — Making the Best of FDA Inspections

e Meaning and importance of laws, regulations, industry and inspection guidelines
e Consequences of Non-Compliance: 483s, Warning Letters, EIRs (Establishment
Inspection Reports), product recalls, consent decrees, import alerts, debarments
FDA’s inspection and enforcement practices

Developing processes and procedures for compliance

Preparing your organization for FDA inspections

Science and risk-based system inspections — What does this mean?

Going through an FDA inspection

Effective response to 483s and Warning Letters

SOP Examples

FDA inspections: preparation, conduct and follow-up

Risk assessment

Individual qualification and training

Change control for computers and networks: planned/unplanned
Generation and maintenance of SOPs

Qualification of equipment

Real Enforcement Examples

483s and Warning Letters

FDA EIRs of initial and follow-up inspections
Product recalls

Consent decrees

FDA Regulations and Guidelines — More than 80 Document-Related Topics
Regulations (Predicate Rules and 21 CFR Part 11)

Compliance policy guidelines

Inspection guidelines

Includes FDA’s Drug GMP Program for system-based inspections

FDA laboratory information bulletins

FDA Warning Letters, 483 — Form and EIR Inspection Reports

e 130+ FDA Warning Letters and/or 483 inspection reports related to GxP and medical
devices

¢ Including detailed EIRs
Including keyword search

e Two years of quarterly updates via on-line update service

FDA Officials Answer Questions and Give Recommendations Regarding the New
Science and Risk-Based Inspection Approach

e How does the FDA select facilities?

e  What are the criteria for high, medium, and low risk?

e How are “low risk” facilities inspected?



7. Certificate for Two Years On-Line Updates Through Password-Protected Website

New SOPs, gap analyses and worksheets
New 483s, trend-setting Warning Letters and EIRs
Regulation and guidance updates

8. Audio Seminar:

Meaning and importance of laws, regulations and industry/inspection guidelines
Non-Compliance consequences — 483s, Warning Letters, product recalls, seizures,
consent decrees, import alerts, debarment

FDA'’s inspection and enforcement practices — examples of Warning Letters and 483s
Processes and procedures for compliance

Surviving an FDA Inspection

Effective Response to 483s and Warning Letters

Impact of FDA’s 21* cGMP - initiative on inspections

All this for only $349.00 which includes shipping and handling, why not order today?



