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Look for these titles

scheduled for release in 2020.

GPG: Critical Utilities Operational
GMP Compliance [working title]

GPG: Cleaning Validation
[working title]

GPG: Maintenance (Second Edition)
GPG: Equipment Reliability
GPG: Containment

GAMP RDI Good Practice Guide:
Data Integrity - Data Lifecycle

Thank You to Guidance Document Teams

Guidance Documents.

their indispensable contributions.

During the 20 years in which ISPE has been publishing Guidance Documents, dedicated

knowledge to produce Guides which benefit the entire global pharmaceutical community.

Volunteer reviewers from both industry and regulatory agencies have also provided real-

We hope that the entire ISPE membership will join us in recognizing the enormous efforts

The ISPE Guidance Document Development Teams represent participation from

volunteers from across the world have contributed their extensive experience and

world commentary on drafts, helping to enhance content. Their contributions continue
to be fundamental in maintaining and enhancing the relevance and quality of all ISPE

made by these volunteers so that they can receive the recognition they truly deserve for

numerous pharmaceutical specialties and all regions of the global pharmaceutical
community. A list of volunteers, from 2011 to the present, can be found at
ISPE.org/Publications/Guidance-Documents/Teams.
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ISPE Baseline® Guides are the “What”

Each volume in the Baseline® Guide series is a combined effort of industry leaders representing a
broad cross-section of manufacturers and industry experts with input from international regulators.
The Guides document current industry practice for facilities and systems used for production of

pharmaceutical products.

They establish a baseline approach to process and facility design, construction, and specification and
verification, based upon a clear understanding of the product and process requirements. The Baseline®
Guide principles may also be applied to existing facilities as they are upgraded or modernized.

Volume 1: Active

e see == | pharmaceutical Ingredients
eerementies | (Second Edition)
o This Guide addresses the

e — o] t.l""_‘,_ engineering aspects of building

bulk pharmaceutical chemical
manufacturing facilities. Written

in cooperation with the FDA, it
incorporates the principles of ICH Q7,
ICH Q9, 21 CFR Part 11, and PAT.

Available as book or PDF
Published June 2007, 188 pages
Member: $295/€268 | NonMember: $595/€541

Volume 2: Oral Solid

ersee ==  Dposage Forms
omisold | (Third Edition)

The new edition of the Guide considers
both current and new technologies,
such as Process Analytical Technology
(PAT) and continuous manufacturing
processes. A new chapter has been
added to address containment and
cross-contamination in support of

the increasing use of highly potent
APIs. It also presents an innovative
design approach for OSD manufacturing facilities and critical
utilities that includes smaller production footprints and space
classification considerations and applications.

Avallable as book or PDF

Published November 2016, 240 pages
Member: $295/€268 | NonMember: $595/€541

P e

Volume 3: Sterile Product
== Manufacturing Facilities
. Sterile Product | (Third Edition)
acturing Fachlithes

I The revised Guide contains

3 recommendations to help facilitate
compliance with the latest FDA
and EMA guidance. It includes

a comprehensive tabulation,
explanation, and comparison of
the cleanliness designations found
in FDA, EMA, and ISO guidance
documents, allowing for better
harmonization in global facility design and a wider breadth of
regulatory compliance internationally.

Available as PDF
Published April 2018, 244 pages
Member: $295/€268 | NonMember: $595/€541

& \sPE m.

aaems | VOlume 4: Water and
e | Steam Systems (Third Edition)

The latest edition describes

new variations in the European
Pharmacopoeia for the manufacture
of Water for Injection by methods
other than distillation. Additional
changes include discussions on

the global harmonization of water
quality attributes, comprehensive
pretreatment design, rapid microbial monitoring, ozone for
ambient sanitization, and membrane technologies.

Available as book or PDF
Published September 2019, 280 pages
Member: $395/€359 | NonMember: $695/€632

& 1sPE Ensesng §
Commisiosingand | \/olume 5: Commissioning

—w | and Qualification
- (Second Edition)

’fj.b The intent of this revision is to help the
i‘i" pharmaceutical industry simplify and
improve the C&Q process by bringing
g | the “best of the best” together into
J one document. This Guide also

combines concepts from regulatory
guidances (e.g., EMA, FDA, ISO). Certain aspects of the C&Q
approach described in the previous edition of this Guide are
retired and replaced with Quality Risk Management and Good
Engineering Practice concepts.

Available as book or PDF
Published June 2019, 212 pages
Member: $495/€413 | NonMember: $795/€663
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Baseline® and ISPE Guides

Volume 6:
Biopharmaceutical
Manufacturing Facilities
(Second Edition)

The second edition of this Guide
reinforces the concepts described in
the first edition, provides examples of
how these concepts can be put into
practice, and details the value and
benefits of the approach described.
The Guide develops concepts to
reflect how changes in technology
and regulatory conditions affect Biopharmaceutical
Facilities without sacrificing product quality, by reducing
risk and enhancing the manufacturing control strategy.

The Guide applies to new Clinical and Commercial CGMP
production facilities for the development and manufacture
of biopharmaceutical Active Pharmaceutical Ingredients (or
Drug Substances).

Available as book or PDF

Published November 2013, 140 pages
Member: $295/€268 | NonMember: $595/€541

Volume 7: Risk-Based
lesee @‘f Manufacture of
Pharmaceutical Products
(Risk-MaPP) (second Edition)

Risk-MaPP provides a scientific
risk-based approach based on ICH
Q9 to manage the risk of cross-
contamination to maintain product
quality and operator safety. The
second edition of the Guide has been
updated to include the new EU GMP
requirements as well as additional
information for cleaning, HVAC, and several scenario-based

examples demonstrating the application of the Risk-MaPP tools.

Available as book or PDF
Published June 2017, 182 pages
Member: $295/€268 | NonMember: $595/€541

Biopharmaceutical
Process Development
and Manufacturing

This Guide focuses on the scientific
and process engineering principles
associated with the design,
development, optimization, and
implementation of processes that
are used in the manufacture of
biopharmaceutical drug substance.
The concepts presented represent
a continuum of process design
principles for products that are manufactured for clinical
trial use as well as commercial scale production.

Available as book or PDF

Published October 2013, 288 pages
Member: $295/€268 | NonMember: $595/€541
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GAMP® Guides and GAMP® Good Practice Guides

GAMP® 5 provides pragmatic and practical industry guidance that aims to achieve compliant
computerized systems that are fit for intended use in an efficient and effective manner, while also

enabling innovation and technological advances.

Reflecting current regulatory expectations and good practices for automated/computerized systems,
the GAMP series of Good Practice Guides help to narrow interpretation of regulatory standards for
improved compliance and quality, efficiency, and cost reductions. They typically focus on the how.

Prreraeel A Risk-Based Approach to
Calibration Management
(Second Edition)

This Guide provides guidance in
setting up a calibration management
system, which will give a structured
approach to instrument risk
assessment, calibration program
management, documentation, and
corrective actions, essential to
regulatory compliance. The scope
has been widened to include related
industries, laboratories, and analytical instrumentation.

Available as book or PDF
Published November 2010, 124 pages
Member: $195/€177 | Nonmember: $495/€450

A Risk-Based Approach to
GxP Compliant Laboratory
Computerized Systems
(Second Edition)

This Guide provides an overview of the
lifecycle of laboratory computerized
systems, from concept to retirement.
It contains steps that scientists,
suppliers, and others involved in
managing laboratory computerized
system acquisition, implementation,
and operations can use to verify laboratory systems are fit for
their intended use.

Available as PDF
Published October 2012, 160 pages
Member: $195/€177 | Nonmember: $495/€450

Gsen o

Best Seller

ISPE s Frapy
& .

(Fifth Edition)

Available as book or PDF

Published February 2008, 356 pages
Member: $395/€359 | Nonmember: $695/€632

A Risk-Based Approach to
GxP Process Control
Systems (Second Edition)

This Guide applies science-based
quality risk management, as described
in ICH Q9 and GAMP® 5, for the
development, maintenance, and
management of process control
systems. It describes the system
lifecycle from concept to retirement
from basic instruments to large,
complex, distributed control systems.

Available as book or PDF
Published February 2011, 196 pages
Member: $195/€177 | Nonmember: $495/€450

A Risk-Based Approach to
Operation of GxP
Computerized Systems

pesmny (A Companion Volume to GAMP® 5)

it The Return On Investment (ROI) for

the significant time and resources
expended in implementing new
computerized systems is achieved
during the Operation Phase. This
Guide provides detailed information to
enable organizations to support their
systems more effectively during the
Operation Phase of the system lifecycle.

Available as book or PDF

Published January 2010, 216 pages
Member: $195/€177 | Nonmember: $495/€450

ISPE GAMP® 5

A Risk-Based Approach to Compliant GxP Computerized Systems

GAMP® 5 provides pragmatic and practical industry guidance to achieve compliant GxP computerized
systems while also enabling innovation and technological advances. This guide is an essential reference
for a risk-based validation approach that extends to outsourcing, electronic batch recording, end user
applications, and patch management. Also available in German, French, Chinese, Japanese, and Polish.

ORDER ISPE.org/Publications | QUESTIONS ask@ispe.org 5
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A Risk-Based Approach
to Regulated Mobile
Applications

Pharmaceutical companies realize
that there are structural, control,
and regulatory implications when
adopting mobile technology. This
Guide focuses on the unique and
specific issues related to mobile
apps and provides comprehensive
guidance for maintaining compliance
and control throughout the lifecycle
by applying GAMP® 5 principles.

Available as PDF

Published October 2014, 96 pages
Member: $195/€177 | Nonmember: $495/€450

A Risk-Based Approach to
Testing of GxP Systems
(Second Edition)

This Guide helps the reader to
maximize testing efficiency without
compromising the quality of GxP
systems by focusing testing on areas
that have the greatest impact and
eliminating duplicate testing. The
latest edition contains new information
on cloud computing, automated
testing, and non-linear development.

Available as book or PDF

Published December 2012, 276 pages
Member: $195/€177 | Nonmember: $495/€450

Electronic Data Archiving

Electronic Data Archiving delves
into the processes and issues
around the long term preservation
of electronic data. It also highlights
key considerations in determining an
archiving strategy at organizational,
technical, and regulatory levels.

Available as book or PDF
Published July 2007, 152 pages
Member: $195/€177 | Nonmember: $495/€450

Global Information Systems
Control and Compliance
(Second Edition)

As organizations find themselves
operating from multiple sites
worldwide, with groups and
departments split between multiple
geographies, or even using third
party distributors, the challenges of
information sharing become more
complex. This Guide examines the
many challenges of deploying a global
IT system while complying with the wide range of regulations
and guidelines of different countries.

Available as book or PDF

Published February 2017, 164 pages
Member: $195/€177 | Nonmember: $495/€450

6

IT Infrastructure Control
and Compliance
(Second Edition)

This Guide provides an overview
of industry best practices for

the design, qualification, and
operation of an IT Infrastructure
with emphasis on the qualification
requirements of the major
components. The revision includes
guidance on the emergence of
cloud and virtualized technologies
and includes information to reflect significant changes in
the technologies that make up IT infrastructure.

Available as PDF
Published August 2017, 168 pages
Member: $195/€177 | Nonmember: $495/€450

Manufacturing Execution
Systems—A Strategic and
Program Management
Approach

In this Guide, MES is considered to be
the complete interactive system of
human, electronic, and mechanized
functionality to execute manufacturing
operations. It uses the framework

of GAMP® 5 as a complete lifecycle
approach to the development and use
of MES for regulated manufacturing.

Available as book or PDF

Published February 2010, 144 pages
Member: $195/€177 | Nonmember: $495/€450

Validation and Compliance
of Computerized GCP
Systems and Data

(Good eClinical Practice)

This Guide details the unique aspects
and considerations for a risk-based
approach to validating diverse
computerized GCP systems. It places

special emphasis on the integrity of
clinical data and data flows.

Available as PDF
Published December 2017, 128 pages
Member: $195/€177 | Nonmember: $495/€450
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GAMP® Records and Data Integrity Guide

Best Seller

QIﬁF’E G L]

Records and Data
Integrity

Records and Data Integrity

(RDI) is a comprehensive single
point of reference covering the
requirements, expectations, and
principles of pharmaceutical

data integrity. It includes detailed
discussions of the regulatory
focus areas, the data governance
framework, the data lifecycle, culture and human factors,
and the application of Quality Risk Management (QRM)

to data integrity. RDI is intended as a stand-alone Guide
aligned with GAMP® 5 and has also been designed so that it
may be used in parallel with guidance provided in GAMP® 5
and other GAMP® Good Practice Guides.

Available as book or PDF
Published March 2017, 152 pages
Member: $395/€359 | Nonmember: $695/€632

Data Integrity—
Key Concepts

This Guide integrates tools such
as Cultural Excellence and critical
thinking skills into data integrity
practices to aid companies in
meeting regulatory requirements
and expectations. Numerous
examples of good data integrity
practices, along with ways to
identify risks and detect issues, are
included to assist organizations in
developing or raising their data integrity awareness.

Available as book or PDF
Published October 2018, 196 Pages
Member: $250/€227 | Nonmember: $550/€500

ORDER ISPE.org/Publications | QUESTIONS ask@ispe.org
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Data Integrity—
Manufacturing Records

This Guide provides practical

and pragmatic advice on areas
such as regulated records, data
flows, and risk management
approaches, with particular focus
on process control systems,
manufacturing execution systems,
and the interfaces and relationship
between them. Additionally, system-specific examples of
topics such as segregation of duties and critical validation
activities to support data integrity are discussed. Included
are “gquick wins” - suggestions that can create considerable
improvement in the integrity of manufacturing system data
with only modest resources.

Available as book or PDF

Published May 2019, 156 Pages
Member: $250/€227 | Nonmember: $550/€500
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ISPE Good Practice Guides are the “How”

ISPE Good Practice Guides (GPGs) give practical and technical details on how to apply principles
and accepted overall frameworks effectively in specific circumstances. These principles and
frameworks may be defined in other ISPE documents (e.g., Baseline® Guides or ISPE Guides). The
GPGs would then show how to apply these in practice in different cases. The GPGs may provide
information or advice on a particular topic area, type of application, or detailed technology. They
may suggest specific solutions in an area where several approaches or outcomes may be valid.

Approaches to
Commissioning and
Qualification of
Pharmaceutical Water
and Steam Systems
(Second Edition)

This revised Guide discusses

the integration of the capital

project management process, the
commissioning and qualification
process, and the on-going operation
into the Quality Risk Management (QRM) validation lifecycle.
It focuses on items which directly affect quality attributes of
water or steam during production, storage, and distribution.

Available as book or PDF

Published July 2014, 120 pages
Member: $195/€177 | Nonmember: $495/€450

Assessing the Particulate
Containment Performance
of Pharmaceutical
Equipment (Second Edition)

This Guide has been updated to
address a broader selection of
containment technologies and
processing equipment. The Guide
offers standardized methodologies for
evaluating the containment capability
fal of pharmaceutical equipment.

Available as book or PDF

Published May 2012, 104 pages
Member: $195/€177 | Nonmember: $495/€450

Asset Management

An effective asset management
system translates the organization’s
objectives into asset-related decisions,
plans, and activities using a risk-
based approach. This Guide provides
practical guidance for establishing

an asset management system that
enables organizations to realize
increased value from their assets,
both physical and non-physical. It also identifies best practices
in strategic asset management as outlined in the ISO 55000
series of standards and provides recommendations, examples,
and resources to help organizations in the development or
improvement of their asset management system.

Available as PDF

Published November 2019, 116 pages
Member: $195/€177 | Nonmember: $495/€450

Booklet Labels

This Guide was written to create
methods for standardizing the format,
design, and content of clinical trial
booklet labels. Because booklet
labels contain vital information for
testing sites and subjects, the Guide
promotes more consistent use of
booklet labels to reduce confusion
and non-compliance.

& 1sPE

Available as PDF
Published March 2013, 42 pages
Member: $95/€86 | Nonmember: $395/€359

Clinical Supply Systems

Saly This Guide provides a detailed
discussion of important areas of
clinical supply system functionality,
touching on key business
requirements to assist interested
parties with developing customized
clinical supply applications or
assessing commercial off the

shelf systems for implementation.
Examples and requirements for
interfacing clinical supply systems
involved in the management of IMPs with other internal or
external systems are provided. The Guide also contains a list
of proposed standard data terminology, along with frequently
used equivalent terms, definitions of the data terms, and data
formatting standards.

Available as PDF

Published March 2014, 118 pages
Member: $145/€132 | Nonmember: $445/€405

Cold Chain Management

This Guide provides practical guidance
to assist in the specification, design,
commissioning, and verification of

the fixed and passive systems within
the cold chain. The Guide covers

the process from the point of entry
into the manufacturer’s controlled
temperature storage facility to
packaging and through delivery to the
distributor or customer premises.

Available as book or PDF
Published May 2011, 140 pages
Member: $195/€177 | Nonmember: $495/€450
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Comparator Management

The Comparator Management Guide
is a central reference source that
establishes strategic and tactical
considerations related to comparator
sourcing for clinical trials. It identifies
good practices for making sourcing
decisions and blinding and releasing a
comparator for use.

& IsPE

AL
Comparator
Marigenent

Available as book or PDF
Published February 2012, 84 pages
Member: $95/€86 | Nonmember: $395/€359

Controlled Temperature

ISPE
€ controiied Teaeo=== | Chamber Mapping and
Mwpieaand | Monitoring

This Guide details industry good
manufacturing practices for the
temperature mapping of controlled
temperature chambers, development
of test acceptance criteria, and a
risk-based approach to practices

for periodic review of system
performance. It considers Commercial
Off-the-Shelf (COTS) items, such

as freezers and incubators, walk-in cold rooms, and walk-in
freezers and custom built units, such as warehouses.

Available as PDF

Published October 2016, 116 pages
Member: $195/€177 | Nonmember: $495/€450

Decommissioning of
Pharmaceutical Equipment
and Facilities

This Guide provides information on
industry good practices to be used
for the decommissioning and disposal
of assets ranging from a single item
of equipment to an entire facility. It
contains pharmaceutical industry
examples, along with checklists,
templates, flowcharts, and example
documents, currently in use in
decommissioning of pharmaceutical equipment and facilities in
the USA and Europe.

Available as book or PDF
Published June 2017, 132 pages
Member: $195/€177 | Nonmember: $495/€450

Development of
Investigational Therapeutic
Biological Products

This Guide considers the major issues
that confront a biopharmaceutical
company advancing therapeutic
biological products from the
laboratory to the clinic and

beyond. It provides readers with an
understanding of issues surrounding
product and process development,
manufacturing, investigational product
supply chain management, quality control/quality assurance,
and global regulatory requirements for biopharmaceuticals.

Available as book or PDF

Published August 2007, 92 pages
Member: $195/€177 | Nonmember: $495/€450

Good Engineering Practice

Good Engineering Practices (GEPs)
consists of proven and accepted
engineering methods, procedures, and
practices that provide cost-effective
and well-documented solutions

to meet user-requirements and
compliance with applicable regulations.
The Guide divides GEP activity into
project engineering, common practices,
and operation and maintenance. It
includes industry examples of GEP and
auditing methods, checklists, and benchmarking tools.

Available as book or PDF

Published December 2008, 196 pages
Member: $195/€177 | Nonmember: $495/€450

Harmonizing the Definition
and Use of Non-
Investigational Medicinal
Products (NIMPs)

Pharmaceutical companies can
unwittingly overcomplicate their
clinical trails because there are
currently no complete regulations or
practical guidelines for NIMPs. This
Guide helps to alleviate the ambiguity
surrounding NIMPs by presenting
practical approaches to sourcing,
packaging and labeling, storage and distribution, drug
accountability, traceability, and more.

Available as PDF

Published January 2013, 56 pages
Member: $95/€86 | Nonmember: $395/€359

ORDER ISPE.org/Publications | QUESTIONS ask@ispe.org 9
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Heating, Ventilation, and
Air Conditioning (HVAC)

The HVAC Guide provides designers
and project teams with suggestions to
help determine the user requirements
and the functional design that define
the facility’s objectives. It also provides
options to be considered in creating a
design that has low lifecycle cost and
is sustainable.

Available as book or PDF
Published September 2009, 288 pages
Member: $195/€177 | Nonmember: $495/€450

HVAC and Process
Equipment Air Filters

The Guide aims to be a valuable
reference on the selection, application,
specification, testing, and operation
and maintenance of filters in the
pharmaceutical industry and is
intended to be used as supplement
to the HVAC Good Practice Guide,
providing detailed information into
the subject of air filters in HVAC and process equipment
applications. This Guide describes current technologies and
their application as it relates to the current guidance.

Available as PDF

Published December 2019
Member: $195/€177 | Nonmember: $495/€450

Interactive Response
Technology

Interactive Response Technology is
a tool that can be used to support
multiple business processes and
this Guide describes how the
pharmaceutical industry can apply
the technology to support various
clinical trial activities. It includes a
detailed discussion on managing
pooled supplies and the removal of
“use-by-dates” from investigational
medicinal product labels.

Available as PDF

Published in November 2011, 92 pages

Member: $145/€132 | Nonmember: $445/€405

£ 1sPE

Maintenance

This Guide provides practical solutions
and tools for ensuring quality and
compliance of maintenance operations
in a regulated industry. Covering
current and established practices, the
Guide helps achieve technical and
regulatory accuracy and cost-effective
compliance in a new or existing
maintenance program.

Available as PDF
Published May 2009, 108 pages
Member: $150/€136 | Nonmember: $450/€409

10

Management of
Engineering Standards

This Guide provides a common
understanding and approach to the
management of Engineering Standards
typically set at the corporate level

for manufactures, designers, and
builders of pharmaceutical plants and
processes. It covers the entire lifecycle
of an Engineering Standard, from
chartering to retirement.

& IsPE

P T,

Mansgament
Engineering Standards

Available as PDF
Published August 2016, 52 pages
Member: $95/€86 | Nonmember: $395/€359

Operations Management

For the purposes of this Guide,
operations are defined as the
transformative process within a
series of activities, along a value
chain extending from supplier to
customer. Operations Management
designs, operates, and improves
supply chain systems for getting
work done. This Guide addresses all
operations along the supply chain
from the selection of raw materials
through the distribution of the final product.

Available as book or PDF
Published April 2016, 166 pages
Member: $195/€177 |
Nonmember: $495/€450

& IsPE

Ozone Sanitization of
metmmmme | Pharmaceutical
n-: Water Systems

The Guide provides guidance for
companies in the evaluation, design,
and operation of an ozone system

used for sanitizing a high purity GMP
pharmaceutical water system. It
discusses specific system requirements,
as well as associated advantages and
disadvantages of using ozone as a
water sanitization method.

Available as book or PDF

Published July 2012, 144 pages
Member: $195/€177 | Nonmember: $495/€450

Packaging, Labeling, and
ructogmy. e, | \\/arehousing (PACLAW)
names | Facilities

The PACLAW Guide helps companies
avoid product adulteration, product
mix-up, label mix-up, and misbranding.
It covers facility design issues for most
primary packaging operations, such

as filling of the dosage form in the
immediate container/closure system,
and other packaging, labeling, and
warehousing processes.

Available as book or PDF

Published June 2012, 112 pages
Member: $195/€177 | Nonmember: $495/€450
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Practical Implementation
of the Lifecycle Approach
to Process Validation

The shift in process validation from

a one-time event to the product
lifecycle approach expected by most
global markets has led to significant
changes in validation practices. The
science and risk-based approach
presented in this Guide combines product development
knowledge with a structured process performance and product
quality monitoring system to provide for validation throughout
the product lifecycle. It is intended to assist companies in
understanding the application of global regulatory validation
requirements by providing step-by-step implementation
approaches to PV and leveraging process understanding

to promote best practices. The use of statistical rationales
within the different stages of the process validation lifecycle is
explained. Case studies demonstrating the benefits of some of
the Guide’s practices in action are also included.

Available as book or PDF

Published March 2019, 208 pages
Member: $195/€177 | Nonmember: $495/€450

Process Gases

Process Gases aims to define
current good practices within
pharmaceutical manufacturing
applications, providing information
to allow organizations to benchmark
their practices and improve upon
them. The Guide addresses the
process of designing, constructing,
commissioning, and qualifying a
process gas system.

Available as book or PDF
Published July 2011, 148 pages
Member: $195/€177 | Nonmember: $495/€450

Project Management for
the Pharmaceutical
Industry

This Guide discusses the tools and
techniques supporting project delivery,
the life cycle of a typical project in

the pharmaceutical industry, and

how compliance with pharmaceutical
industry regulations is integrated with
the project life cycle.

Available as book or PDF
Published November 2011, 282 pages
Member: $195/€177 | Nonmember: $495/€450

Quality Laboratory
Facilities

Quality Laboratory Facilities is a
comprehensive guide to defining
design guidelines for quality
laboratories supporting GxP-
regulated facilities. It provides a
step-by-step process that guides
the reader through all phases of
establishing a quality lab and all the
factors that must be considered at
each phase.

Available as book or PDF

Published September 2012, 176 pages
Member: $195/€177 | Nonmember: $495/€450

Sampling for
Pharmaceutical Water,
Steam, and Process Gases

This Guide establishes good practices
for sampling to minimize sample
contamination from human contact,
error, atmospheric, or environmental
conditions. Guidance is provided on
aspects of sampling from valve design,
the number, location, and placement
of sample valves, sampling technique,
frequency, and sample storage
including delivery to the testing laboratory.

Available as PDF
Published December 2016, 122 pages
Member: $195/€177 | Nonmember: $495/€450

Single-Use Technologies

Single-Use Single-Use Technology offers
increased flexibility while significantly
reducing the risk of contamination in
manufacturing equipment. This Guide
makes it easier for the single-use
product supplier and the therapeutics
manufacturer to select components,
design, and apply single-use
technology. It includes a variety of
case studies and detailed templates
for an implementation that is on
schedule with minimal cost.

Available as book or PDF
Published November 2018, 180 pages
Member: $195/€177 | Nonmember: $495/€450

Technology Transfer
(Third Edition)

This Guide presents industry good
practices for successful and efficient
transfer of manufacturing processes
and analytical procedures between
facilities or laboratories. It covers
the principles of technology transfer
and also provides some tools for its
practical application.

Available as book or PDF
Published December 2018, 152 pages
Member: $195/€177 | Nonmember: $495/€450

ORDER ISPE.org/Publications | QUESTIONS ask@ispe.org 1n
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PQLI®° Guide Series

Product Quality Lifecycle Implementation (PQLI®)
from Concept to Continual Improvement

Product Quality Lifecycle Implementation® (PQLI®) Good Practice Guides provide information on global
solutions to implementation challenges of ICH guidance.

e

g
B

Nt

Part 1—Product Realization
using QbD: Concepts and
Principles

Part 1 includes the topics of
criticality, design space, and control
strategy and addresses product and
process development, transfer to,
and establishment of, commercial
manufacture using science- and risk-
based approaches.

Available as book or PDF
Published November 2011, 188 pages
Member: $195/€177 | Nonmember: $495/€450

Part 2—Product Realization using QbD:
lllustrative Example

Part 2 of the ISPE PQLI® Guides Series presents the small
molecule case study developed by the ISPE PQLI® teams.
This case study provides details of the application of the
approaches to product and process understanding using
quality risk management.

Available as book or PDF
Published November 2011, 232 pages
Member: $195/€177 | Nonmember: $495/€450

Part 3—Change Management System
as a Key Element of a Pharmaceutical
Quality System

Part 3 of the ISPE PQLI® Guide Series provides practical, real-
world strategies for implementing the change management
recommendations of ICH Q10. It also contains information to
help translate the holistic approach described in Q10 into an
actionable plan that can help companies update and improve
their change management practices.

Available as PDF

Published June 2012, 56 pages
Member: $105/€95 | Nonmember: $405/€368

Part 4—Process Performance and Product
Quality Monitoring System

Part 4 of the ISPE PQLI® Guide Series provides practical
how-to guidance with examples of technical and scientific
methodology for adopting a Process Performance and
Product Quality Monitoring System (PP&PQMS) in line with the
expectations of ICH Q10, Pharmaceutical Quality System.
Available as PDF

Published June 2013, 80 pages

Member: $105/€95 | Nonmember: $405/€368
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Handbooks and
Affiliate Manuals

Investigational Products
[IP] Publications

Sustainability Handbook

ISPE’s first handbook provides
information at the front end of projects
that will be useful to the project

team in understanding sustainability
criteria. It includes discussions on
legislative and regulatory impacts,
sustainability policy making, and
ensuring sustainable drug process and
manufacture from facility location and
design to equipment selection and use.

Available as PDF
Published December 2015, 200 pages
Member: $95/€86 | Nonmember: $395/€359

ISPE D/A/CH Affiliate:
Containment Manual
(English Translation)

This manual describes the

essential elements that must be
considered in the implementation of
containment technologies. It spans
the entire lifecycle from the planning
to the deployment and operation

to the decommissioning for both
retrofitting an existing facility or
designing of a new pharmaceutical
manufacturing suite or facility.

Available as PDF

Published March 2017, 174 pages
Member: $149/€124 | Nonmember: $249/€208

ISPE Japan Affiliate
Manual: Pest Control
(English Translation)

This manual expands on the concepts
and policies set forth in the previous
Pest Control Handbook (Fourth
Edition) and offers advice for new
and aging GMP facilities. With
numerous examples of issues often
found in older facilities, this manual
describes monitoring and inspection
techniques, and provides practical
approaches for mitigation and remediation.

Available as PDF

Published August 2018, 180 Pages
Member: $149/€124 | Nonmember: $249/€208

& IsPE =

Comprehensive Guide to

ISPE .. -
e Clinical Materials
Comprehensive Culdn 1o
Cinecal biaterials The Guide is designed to provide a

o P valuable tool for the development
of in-house training sessions for
advanced training, building on the
topics covered in the Introductory
US Clinical Trial Materials Training
Guide. It may be used in a classroom
setting and then by attendees to
gain more in-depth knowledge and
as a reference source for future use.

Available as book or PDF
Published July 2006, 120 pages
Member: $150/€136 | Nonmember: $450/€409

Introductory US Clinical Trial
Materials Training Guide

This guide has been created to familiarize

new investigational trial materials professionals
by pulling together the terms and related
information they need to be successful in

their field.

Available as book
Published October 2002, 44 pages
Member: $15/€14 | Nonmember: $25/€23

Investigational Materials

Sample Retention Guide

This slide rule, a supplement to the Introductory
US Clinical Trial Materials Training Guide, assists

users in determining quantity and retention time
for sample products.

Available as slide rule
Published July 2003
Member: $7/€6 | Nonmember: $17/€15
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End to End Supply Chain Management

Cold Chain Management (Good Practice Guide) . ................ 8
Controlled Temperature Chamber Mapping

and Monitoring (Good Practice Guide). . ............. ... ... ..... 9
Management of Engineering Standards

(Good Practice GuUide) ... ... 10
Operations Management (Good Practice Guide) . ............... 10
Packaging, Labeling, and Warehousing (PACLAW)

Facilities (Good Practice Guide). . ...t 10

Facilities and Equipment

Approaches to Commissioning and Qualification of Pharmaceutical

Water and Steam Systems (Good Practice Guide)................ 8
Assessing the Particulate Containment Performance of
Pharmaceutical Equipment (Good Practice Guide) . .............. 8
Asset Management (Good Practice Guide) ...................... 8
Commissioning and Qualification (Baseline® Guide) .............. 3
Containment Manual (D/A/CH Affiliate) ....................... 13
Decommissioning of Pharmaceutical Equipment

and Facilities (Good Practice Guide). ......... ... ... ... . .. .. 9
Good Engineering Practice (Good Practice Guide) ............... 9

Heating, Ventilation, and Air Conditioning
(HVAC) (Good Practice Guide). . ... 10

HVAC and Process Equipment Air Filters (Good Practice Guide). .10

Maintenance (Good Practice Guide) . .......................... 10
Ozone Sanitization of Pharmaceutical Water Systems

(Good Practice GuUide) ... ... 10
Pest Control (Japan Affiliate Manual) .......................... 13
Process Gases (Good Practice Guide). .......................... n
Project Management for the Pharmaceutical Industry

(Good Practice GUIE) . ... .o 1
Quality Laboratory Facilities (Good Practice Guide).............. n
Risk-Based Manufacture of Pharmaceutical Products

(Risk-MaPP) (Baseline® Guide) .. .......... ... 4
Sampling for Pharmaceutical Water, Steam, and

Process Gases (Good Practice Guide). ........... ... ... ... n
Sustainability Handbook . ......... ... ... .. 13
Water and Steam Systems (Baseline® Guide) . ................... 3

Information Systems
A Risk-Based Approach to Calibration Management

(GAMP® Good Practice Guide) . ... 5

A Risk-Based Approach to GxP Compliant Laboratory

Computerized Systems (GAMP® Good Practice Guide). . .......... 5

A Risk-Based Approach to GxP Process Control

Systems (GAMP® Good Practice Guide) ......................... 5

A Risk-Based Approach to Operation of GxP Computerized

Systems (GAMP® Good Practice Guide) ......................... 5

A Risk-Based Approach to Regulated Mobile

Applications (GAMP® Good Practice Guide) ..................... 6

A Risk-Based Approach to Testing of GxP Systems

(GAMP® Good Practice Guide) . ........... ... 6
14

Data Integrity—Key Concepts (GAMP® RDI Good Practice Guide)..7

Data Integrity—Manufacturing Records

(GAMP® RDI Good Practice Guide) ...t 7
Electronic Data Archiving (GAMP® Good Practice Guide) ......... 6
GAMP® 5: A Risk-Based Approach to Compliant GxP

Computerized Systems (GAMP® Guide) ............. ..., 5
Global Information Systems Control and

Compliance (GAMP® Good Practice Guide)...................... 6
IT Infrastructure Control and Compliance

(GAMP® Good Practice Guide) ............ ... 6
Manufacturing Execution Systems—A Strategic and Program
Management Approach (GAMP® Good Practice Guide) ........... 6
Records and Data Integrity (GAMP® Guide). . .................... 7
Validation and Compliance of Computerized GCP

Systems and Data (GAMP® Good Practice Guide) ................ 6

Investigational Products

Booklet Labels (Good Practice Guide) .......................... 8
Clinical Supply Systems (Good Practice Guide) .................. 8
Comparator Management (Good Practice Guide) ................ 9
Comprehensive Guide to Clinical Materials ..................... 13
Development of Investigational Therapeutic

Biological Products (Good Practice Guide) .. .................... 9
Introductory US Clinical Trial Materials Training Guide . .......... 13
Investigational Materials Sample Retention Guide............... 13
Harmonizing the Definition and Use of Non-Investigational
Medicinal Products (NIMPs) (Good Practice Guide) .............. 9
Interactive Response Technology (Good Practice Guide)......... 10

Product Development and Production Systems

Active Pharmaceutical Ingredients (Baseline® Guide) . ............ 3
Biopharmaceutical Manufacturing Facilities (Baseline® Guide) . .. .. 4
Biopharmaceutical Process Development and

Manufacturing (ISPE Guide) ......... ... ... 4
Oral Solid Dosage Forms (Baseline® Guide) ..................... 3
Sterile Product Manufacturing Facilities (Baseline® Guide) ........ 3
Single-Use Technologies (Good Practice Guide) ................. n
Technology Transfer (Good Practice Guide) ..................... n

Product Quality Lifecycle Implementation

Change Management System as a Key Element of a

Pharmaceutical Quality System (PQLI® Guide Part3)............ 12
Practical Implementation of the Lifecycle Approach

to Process Validation (Good Practice Guide) .................... n
Process Performance and Product Quality Monitoring System
(PQLI® Guide Part 4). . ... 12
Product Realization using QbD: Concepts and Principles

(PQLI® Guide Part 1) .. ..o 12
Product Realization using QbD: Illustrative Example

(PQLIT Guide Part 2) . . ..o 12
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3 Easy Ways to Order

1) Order Online at ISPE.org/Store
2) Email: ask@ispe.org

3) Phone: +1-813-960-2105

4) For order form, visit ISPE.org

Emerging Economy Members Special Rate

Members in Emerging Economy Countries receive 50 percent
off original single copy price. The discount does not apply

to shipping charges. For eligible countries, visit ISPE.org/
Publications/Emerging-Economy-Discount. This discount may
not be combined with any other offer.

Payment

Pre-payment is required for all orders. Make checks payable
to ISPE. Checks for orders in USD must be drawn on a

US bank and payable in US dollars. We also accept Visa,
MasterCard, and American Express credit cards. If your
preferred method of payment is electronic funds transfer,
please contact ISPE for current bank details. Member
discounted orders must be shipped to the Member.

Prices are good through 31 December 2020.

Return Policy

Any item may be exchanged within 10 days of purchase for

any other item of equal value. Hard copy publications must be

in their original, new condition. We encourage you to return
any items using a traceable shipping method, as ISPE cannot
be responsible for items lost in shipment. PDF downloads
are available for thirty (30) days only from date of purchase.
There are NO REFUNDS on downloadable PDF documents.

pIO

BUIID

Shipping and Handling

We do not ship to PO boxes. Shipping is not included in the list
price of ISPE publications. Don’t forget to add the appropriate
shipping charge when filling out the order form. Please note that
ISPE does not pay customs or duties on international shipping.

Within the Outside the

USA and USA and
Order Amount Canada Canada
Less than $50/€48 $7 $22/€19
$50 to $99/€48 to €95 $9 $25/€21
$100 to $199/€96 to €190 $12 $28/€24
$200 to $399/€191 to €380 $15 $30/€25
$400 to $799/€381to €761 $20 $40/€34
$800 to $999/€762 to €952 $25 $50/€42
$1,000+/€953+ $40 $75/€63

These shipping and handling charges cover standard ground
transportation. All orders are shipped from the US; please allow
2-3 weeks for delivery.

Most orders are shipped within 48-hours of receipt of payment.
If you would like express delivery, please provide your Federal
Express account number on the order form and do not include
shipping charges in your total.

Member Benefit

All ISPE members have FREE online access to select ISPE Good Practice
Guides. This collection encompasses a broad spectrum of highly-applicable
Guides which are listed on pages 8-11*.

If you’re not currently a member or have allowed your membership to lapse,
visit ISPE.org/Join to join or renew and gain immediate access to this essential
collection of technical documents.

Our online Guidance Document Portal allows readers to enjoy an online reader
experience, in addition to their purchased book or PDF copy. Your online library
includes all Guides you have purchased and will allow you to search within each
document. Go to ISPE.org/Publications/Guidance-Documents to learn more.

*ISPE Good Practice Guides published after 30 September 2018 will have a one year
holding period before they are available for free on the ISPE Guidance Document
Portal. GAMP® Good Practice Guides are excluded from this member benefit.
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600 N. Westshore Blvd., Suite 900
Tampa, FL 33609 USA

WELCOME

to the NEW

ISPE Community

Where Members
Connect

I ' Many ISPE Guides are created by our
Bﬂmmun”u [][]nne[;“[]n expert Communities of Practice.

Connect with colleagues from around the globe, and explore information on new trends, issues,
or concerns affecting day-to-day work life.

» Product Development and » Commissioning and Qualification
Production Systems Network » Containment

» Active Pharmaceutical Ingredients » Critical Utilities

» Biotechnology » HVAC/Sustainable Facilities

» Disposables » Project Management

» Oral Solid Dosage

» PAT and Lifecycle Control Strategy

» Product/Process Development » Investigational Products

» Sterile Products Processing » Operations Management
» Packaging

» GAMP®

Consider joining an ISPE Community of Practice (CoP) today at cop.ISPE.org



