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Knowledge Application From Concept to Strategic Implementation 

Our Digest will be publishing a number of introductory fundamental-
based articles which review everyday regulatory concepts. This 
“foundational content” enables readers to continuously strengthen 
and apply their foundation of knowledge in meeting FDA requirements 
related to Good Manufacturing Practice (GMP), Good Clinical Practice 
(GCP) and Good Laboratory Practice (GLP).

BASIC
FUNDAMENTAL

ARTICLES

FDA COMPLIANCE CONTENT YOU NEED TO HAVE...

Your six (6) issues will include exclusive “How To” information-packed 
articles which you can use for implementing industry best practice.

CONTENT
YOU CAN USE

All articles are author’s original work. You will receive information which 
is exclusively published for our Digest’s subscribers.

EXCLUSIVE GMP, 
GCP AND GLP

EDITORIAL LINEUP

All articles are reviewed by our panel of industry professionals. This 
process guarantees that you receive an accurate and timely publication 
each and every issue.

PEER-REVIEWED 
PUBLICATION

Our Digest is an invaluable and exclusive addition to your regulatory 
compliance library.
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Acceptance Criteria ✓

Adverse Events ✓

Auditing ✓

CAPA ✓

Change Control ✓

Clinical Data Integrity ✓

Clinical Investigator ✓

Clinical Trial Study Design ✓

Complaint Handling ✓

Computer Systems ✓

Data Integrity ✓

Deviations ✓

Drug Safety ✓

Equipment Design ✓

Equipment Qualification ✓

Ethical Issues ✓

FDA Enforcement ✓

FDA Inspections ✓

Gap Analysis ✓

IND and NDA Submissions ✓

Informed Consent ✓

EXCLUSIVE GMP, GCP AND GLP EDITORIAL LINEUP

Investigations ✓

IQ, OQ and PQ ✓

Institutional Review Board (IRB) ✓

Lab Notebooks ✓

Labeling ✓

Laboratory Compliance ✓

Nonclinical Lab Studies ✓

Preventing Fraud ✓

Protocol Deviations ✓

Quality Agreements ✓

Quality Assurance ✓

Records Management ✓

Regulations ✓

Risk Management ✓

SOPs/Procedures ✓

Source Documentation ✓

Supplier Qualification ✓

Supply Chain ✓

Training ✓

Validation ✓

Warning Letters ✓
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PUBLICATION FACT SHEET

WHO SHOULD
SUBSCRIBE

Compliance »
Manufacturing »
Operations »
Auditors »
Validation »
Packaging »
Transportation & Logistics »

enKap, Inc. is a private, for profit corporation which publishes the FDA Compliance Digest. The FDA Compliance Digest is published solely by 
enKap, Inc. enKap, Inc. is not affiliated in any way whatsoever with the United States Food and Drug Administration, nor any other agency of the 
U.S. Government. The opinions, directives, information, and instructions expressed in these pages are the personal and professional views of the 
authors/publisher. enKap, Inc. makes no representation or warranty that the personal and professional representations of the authors/publisher 
are promulgated, endorsed, initiated, approved, or authorized by the United States Food and Drug Administration, or any other agency or branch of 
the U.S. Government.

Industry Professionals in 
Good Manufacturing Practice 
(GMP), Good Clinical Practice 
(GCP) and Good Laboratory 
Practice (GLP), including the 
following:

Quality Assurance »
Training »
Regulatory Affairs »

SUBSCRIBE

TODAY

OUR INTRODUCTORY OFFER OF $199.00 INCLUDES: 
Six information-packed issues of GMP, GCP and GLP-related   »
“how to” subject matter 

Subscribe by October 15th and receive a complimentary copy  
of our GXP Instructional guide: Supplier Qualification Programs: 
Establishment and Implementation 

and 

FDA PART 11 Inspections: A Primer for Successful Execution 

Webinar Recording »
Powerpoint Presentation »
Frequently Asked Questions and Answer Document which contains   »
over 30 questions and answers

Instructor: Jasmin Nuhic, Senior Quality Compliance Engineer   »
and 21 CFR Part 11 Subject Matter Expert, Medtronic

You will receive the Supplier Qualification Programs instructional 
guide and FDA inspections of Part 11 webinar recording, powerpoint 
presentation and FAQ and answers document upon receipt of payment. 
You will receive the Premier Issue of the FDA Compliance Digest 
November 1, 2009.
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