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Data Integrity and Compliance
With Drug CGMP

Questions and Answers
Guidance for Industry

.S, Department of Health and Human Services
Food and Drug Adminisiration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Center for Veterinary Medicine (CVM)

December 2018
Pharmaceutical Quality/Manufacturing Standards (CGMP)
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TABLE OF CONTENTS

L INTRODUCTION...

1L BACKGROUND .....

L  QUESTIONS AND ANSWERS tnsassnsaa s b bttt st s sasass
1. Please clarify the following terms as they relate to CGMP records:. -

. What is “data integriry”?
. What is “metadata

c. What is an “audit trail "

c
d. How does FDA use the terms “static ™ and “dynamic * as they relate to record formats

e. How does FDA use the term “backup " in § 211.68(b)

f. What are the “svstems " in “computer or related systems ” in B8 .
1 When is it permissible to invalidate 3 CGMP result and exclude it from the determination
of batch conformanc
3. Does each CGMP workflow on a computer system need to be validated?

How should access to CGMP computer systems be restricted? oo oo
Why is FDA concerned with the use of shared login accounts for computer system
How should blank forms be comtrolled? .ot —
Whio should review BB RIS oo ccscmsssmcimn s sn s s s s st sos s sosmsrsssss et sassmaasin sase -
How often should audit trails be reviewed? o scssssissis s -
Can electronic copies be used as accurate reproductions of paper or electronic records? ... 8
10, Is it acceptable to retain paper printouts or static records instead of original electronic
records from stand-alone computerized laboratory instruments, such as an FT-IR
[0 1TT T OO—— -

11, Can elecironi

13, Why has FDA cited use of sctual samples during “system suitability

equilibration runs in warning letters?

14, Is it weceptable to only save the final results from reprocessed laboratory

EOPOIBLOEEBPIY T oo oo ns i sriam s s smsss s s 20 0 e 8 58 58 2504 258 2 i

15, Can aninternal tip or information regarding o quality issue, such as potential data
Falsification, be handled informally sutside of the documented CGMP guality system? ...

16, Should personnel be trained in preventing and detecting data integrity issues as part of a
routine CGMP training program? 12
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SERVICESWEOREER

Delivering strategic and transformational Quality leadership drive for imparting Culture of Pharmaceutical Quality to provide successful international
growth initiative in Pharmaceutical & healthcare industry

Provide effective leadership for Quality Assurance of Pharmaceutical (API & DF), Biosimilars, Drug- Device combination products in Manufacturing and
R&D operations

Steering organization through complex Quality & Regulatory challenges, remediation, transitions & building an empowered Quality Operations Team

which is capable and empowered to deliver results within highly competitive products and regulatory environment.
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QUALITY

e Training - GxP compliance

o Audits - GxP

* Pre-approval inspection (PAI)
readiness

* Operational readiness and
sustainability programs
(mentoring)

* Formulation of CAP - corrective
action plan

e Assistance during regulatory
inspections & post-inspection
correspondence and meetings

e Assistance to legal counsel in FDA
enforcement matters

 Due diligence of product and
facility acquisitions

20/02/2019

Home

ADVISORY

® New Project Management

o Quality & Compliance Strategy

o QMS Initiation, Implementation,
Review

o |nstill the Culture of Quality
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Quality Advisory

CONSULTANCY

¢ Quality Management

¢ Regulatory submission and site
readiness

¢ Resource Management for SOC
(state of control)

¢ Remediation Program

¢ GxP Compliance Strategies

Consultancy
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CONTACT US

Udaykumar Rakibe

Mobile: +917756848484

KRANTI NAGAR

Email: pharmantra.expert@gmail.com

® NEHRU

KURLA E:
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Udaykumar K. Rakibe

Founder
M.Pharmacy & MBA from Pune University - was mandated and given the task to
te and spearhead the proactive remediation in 2006 by Ranbaxy Lab. Ltd. In late
2011 he was recruited by Intas Pharma. to create a self-sustaining quality
management system and enhance inspection readiness. Further, in 2013 he was
hand-picked & recruited by Wockhardt Ltd., as Senior Vice President - Quality, to turn
around the Quality Management, lead and manage the remediation of Quality
initiatives.

Udaykumar is a quality professional with a dynamic career ing organizations
through complex Quality & Regulatory challenges, transitions, building an
empowered and talented workforce in the cross-cultural environment within highly
competitive products and regulatory environment.

He began his career in Quality function in the Executive in-process QA with Glenmark
Pharma Ltd. and then moved to different levels and organization spanning 26 plus
years of hands-on and hardcore experie in the pharmaceutical regulatory
environment. He has gained the domain ce in Quality by working 20 years'
erations- out of twenty years last 11 years focusing and leading the

ality & Regulatory remediation. He has 7 years experience in Corporate Quality
functions, overseeing the Developmental & filing of - Clinical, Analytical, Formulation,
Devices. Has setup the Global Quality organization for the Contact Manufacturing in
regulated and semi-regulated markets He has worked as a senior member of the
Quality Team with Ranbaxy Labs Ltd., Dabur Pharma Ltd., Gland Pharma Ltd.,
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