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Content

Special Themed Supplements

March

Single-Use Systems

As biopharmaceutical companies seek processes to safely
and effectively manage multiple manufacturing priorities, sup-
ply clinical trial materials for growing pipelines, ensure sufficient
commercial-scale manufacturing capacity, and lower the cost
of goods, they are weighing the benefits of single-use versus
traditional manufacturing systems. This special issue looks at
single-use trends and strategies, advantages and challenges
of flexible systems, disposable/stainless-steel hybrid mod-
els, and the role single-use systems will play in the future of
bioprocessing.

May

Outsourcing Strategies

This special issue reviews best practices and metrics for
choosing suppliers, including strategies for ensuring quality
control in the supplier relationship, vendor selection, negoti-
ating contracts, performing due diligence, technology transfer,
and intellectual property protection. Outsourcing models, fa-
cility and cost management, supply-chain control, corporate
responsibility, and quality agreements will be examined.

August

Analytical and Bioanalytical Testing eBook

This special issue, delivered in as a digital eBook, provides an
in-depth look into current and emerging analytical testing tech-
niques, methods, and instrumentation. Articles will examine
applications using chromatographic, spectroscopic, and other
methods for characterizing and testing proteins, cells, adventi-
tious agents, and finished drug products. The eBook format of-
fers special options for digital delivery of marketing messages.

October

Quality by Design in Bioprocessing

The complexities of manufacturing biopharmaceuticals create
challenges in implementing Quality by Design (QbD) concepts.
The special issue examines strategies and practices for incor-
porating QbD principles throughout the biologics development
process. Expert analyses, recommendations, and case studies
will be featured.

December

Corporate Capabilities

This issue will feature full-page descriptions of products and
services from the industry’s leading suppliers.

e ———

Editorial Coverage: Expert Insight and Analysis
BioPharm International provides the biopharmaceutical
industry with comprehensive coverage of key scientific,
technology, regulatory, and business topics.

The editorial mix of peer-reviewed papers, practical advice
on managing bioprocessing and technology, regulatory
and business columns, and expert commentary provide
comprehensive coverage of upstream and downstream
processing, manufacturing operations, regulations, for-
mulation, scale up/technology transfer, quality by design,
drug delivery, and analytical testing.

The contributors—from biopharmaceutical and industry
supplier companies, columnists, and the editorial staff-
are experts with specialized knowledge and experience
in their fields.

Editorial Focus
. — .- Each issue of BioPharm International ex-
amines a key trend in biopharmaceutical
processing. Topics include manufactur-
ing trends, protein characterization, scale
up and tech transfer, biosimilars and bio-
betters, vaccine development, analytical
method development, supply chain, qual-
ity by design, formulation and fill/finish,
cell and gene therapies, and business development and
investment strategies.

Through expert interviews, roundtable discussions, litera-
ture reviews, and survey analysis, the editors report on
emerging trends, strategies, and best practices in these
key areas.

Peer-reviewed Technical Notes
—————— [— BioPharm International publishes peer-
reviewed papers in the form of technical
case studies/application notes; topical lit-
erature or patent reviews; novel research;
or science-based opinion papers. All pa-
pers undergo a double-blind peer-review
process by BioPharm International’s Edi-
torial Advisory Board of leading scientists,
managers, directors, and consultants.

forImproving Quality
Control of Disposables in
Industrial Cell Culture:

Product Spotlight

New products for bioprocessing applications are reviewed
including analytical instruments, aseptic processing
equipment, bioreactors, cell culture, cleanroom systems

BioPhaiim




and supplies, laboratory equipment, and separation and
purification systems.

Bioprocessing Coverage

BioPharm International covers all segments of down-
stream and upstream processing, as well as formulation,
drug delivery, fill/finish and packaging, equipment, and
facilities. Through staff-written and contributed articles,
roundtables, and forums, BioPharm International covers
pertinent topics including stabilization, single-use systems,
protein characterization and aggregation, process mod-
eling, lyophilization, expression systems, and formulation
development

B—— | The manufacturing  Troubleshooting
feature describes solutions to common
technical bioprocessing problems. The
Manufacturing Best Practices column
tackles current and growing manufacturing
trends and best practices. The Dispos-
ables Advisor offers helpful guidance to aid
facilities implementing disposable systems.

Quality/Analytical Coverage

Quallity systems are critical to drug safety. BioPharm Inter-
national addresses a broad range of topics including man-
aging quality, investigations/root causes, process validation,
process analytical technologies, quality metrics, and risk
assessment and mitigation. Analytical techniques, including
HPLC method development, light scattering methods, lot re-
lease testing, mass spectrometry, process cleaning valida-
tion, and raw materials testing are also examined.

The analytical Troubleshooting feature
uses a case study/application note for-
mat to address analytical testing techni-
cal problems. Analytical Best Practices
examines practices to assist readers in
meeting regulatory expectations. Other
topics are addressed through contributed
articles, roundtables, and forums.

Regulations/Compliance

F1—- ] Legislation, court decisions, and regulato-
ry changes shape trends and practices in
the pharmaceutical industry. Jill Wechsler
reports on US government and regulatory
topics in Regulatory Beat. Sean Milmo
covers European regulatory and business
trends.

Major industry associations and standard-setting bodies
address organization initiatives, new compendial stan-
dards and tests, and regulatory trends in the Inside Stan-
dards column. In FDA Q&A, experts tackle the industry’s
most common and vexing compliance questions including
how to handle audits, inspections, regulatory filings, and
more. The editors summarize recent regulatory action, in-
cluding warning letters, inspection trends, and recalls in
GMP Report.

Business/Market Focus
Y

Whe Hoppene o O

Perspectives on Outsourcing

Service contract providers and users stay cur-
rent on trends, partnerships, and business ac-
tivities through the monthly Perspectives on
Outsourcing column, authored by Jim Miller
of PharmSource Information Services and
Eric Langer, president and managing partner
of BioPlan Associates.

Burrill on Biotech

G. Steven Burrill assesses and projects developments
in venture capital, M&As, and the overall partnering
environment.

Global Biopharm Market

Business and regulatory trends in emerging, established,
and changing markets are reported by BioPharm Interna-
tional’s global network of reporters and analysts.

Departments

BioPharm Pipeline provides a summary of recent bio-
logics development milestones. In the BioPharm Profile,
the chief scientific, manufacturing, or business leader of
a biopharmaceutical company comments on topics per-
tinent to the industry. The Word summarizes the online
conversations, trends, and activities of interest to the mar-
ket. In the From the Editor and Guest Editorial columns,
the editorial director and industry leaders comment on key
industry topics.
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Content
Editorial Calendar

January

Space Deadline: December 10
Material Deadline: December 16

Special Focus
Outlook: Manufacturing and
Equipment Trends

Peer-Reviewed Technical Notes

Product Spotlight
» Cell Culture

Bioprocessing

» Troubleshooting:
Single-Use Systems

» Stabilization

Quality/Analytical
» Analytical Best Practices
» Executive Insight: Managing Quality

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

™

Business/Market Focus

» Perspectives on Outsourcing
» Global Biopharm Markets

» Burrill on Biotech

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

— SLAS 2014 (Jan. 18-22, San Diego)

— CASSS - WCBP (Jan. 28-30,
Washington, DC)

— Biomanufacturing Summit
(Jan. 29-31, San Diego)

— World Drug Delivery and
Formulation Summit (Feb. 17-19,
Berlin, Germany)

February

Space Deadline: January 10
Meaterial Deadline: January 17

Special Focus
Advances in Protein Characterization

Peer-Reviewed Technical Notes

Product Spotlight
» Laboratory Equipment

Bioprocessing
» Manufacturing Best Practices
» Disposables Advisor

Quiality/Analytical
» Troubleshooting:
HPLC Method Development
» Quality by Design for Process
Analytical Technologies

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» GMP Report

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

— Pittcon (March 2-6, Chicago)

— BIO-Europe Spring (March 10-12,
Turin, Italy)

March

Space Deadline: February 7
Material Deadline: Felruary 14

Special Focus
Scale Up and Tech Transfer

Peer-Reviewed Technical Notes

Product Spotlight
» Separation and Purification

Bioprocessing
» Troubleshooting: Cell Line Selection
» Lyophllization

Quality/Analytical
» Analytical Best Practices

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

» Compliance Notes

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Special Themed Supplement
» Single-Use Systems

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

— INTERPHEX (March 18-20,
New York)

— BDP Week (March 24-27,
San Diego)

— Analytica (April 1-4, Munich,
Germany))

— PDA Annual Meeting
(April 7-8, San Antonio)
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April
Space Deadline: March 7
Material Deadline: March 13

Special Focus
Biosimilar and Biobetter
Manufacturing

Peer-Reviewed Technical Notes

Product Spotlight
» Analytical Instruments

Bioprocessing
» Manufacturing Best Practices
» Upstream Processing Forum

Quality/Analytical
» Troubleshooting: Mass Spectrometry
» Investigations/Root Causes

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» GMP Report

Business/Market Focus

» Perspectives on Outsourcing
» Global Biopharm Markets

» Burrill on Biotech

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

—  CHI-PEGs Summit (May 5-9,
Boston)

— World Drug Delivery and
Formulation

— Americas Summit (May 1-2,
San Diego)

May

Space Deadline: April 9
Material Deadline: April 15

Special Focus
Vaccine Development
and Manufacturing

Peer-Reviewed Technical Notes

Product Spotlight
» Aseptic Processing

Bioprocessing

» Troubleshooting: Fermentation
» Expression Systems

» Disposables Advisor

Quality/Analytical
» Analytical Best Practices
» Quality Metrics

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Special Themed Supplement
» Qutsourcing Strategies

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

— AAPS National Biotechnology
Conference (May 19-21,
San Diego)

— DIA Annual Meeting (June 15-19,
San Diego)

Content

June

Space Deadline: May 8
Material Deadline: May 14

Special Focus
Analytical Method Development
and Validation

Peer-Reviewed Technical Notes

Product Spotlight
» Analytical Instruments

Bioprocessing
» Manufacturing Best Practices
» Downstream Processing Forum

Quality/Analytical
» Troubleshooting: Lot Release Testing

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» GMP Report

» Compliance Notes

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

Show Distribution

— BIO International Convention
(June 23-26, San Diego)

— Global Pharma Manufacturing
Summit (June 23-24, Boston)
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Content

July

Space Deadline: June 10
Material Deadline: June 16

Special Focus
Supply Chain

Peer-Reviewed Technical Notes

Product Spotlight
» Cell Culture

Bioprocessing

» Troubleshooting:
Separation and Purification

» Protein Characterization

Quality/Analytical
» Analytical Best Practices
» Process Validation

Regulation/Compliance

»  US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

v

Business/Market Focus

» Perspectives on Outsourcing
» Global Biopharm Markets

» Burrill on Biotech

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase

FREE Corporate Profile Page
(Full-page advertisers)

August

Space Deadline: July 11
Material Deadline: July 17

Special Focus
Formulating Protein Therapeutics

Peer-Reviewed Technical Notes

Product Spotlight
» Separation and Purification

Bioprocessing
» Manufacturing Best Practices
» Disposables Advisor

Quiality/Analytical
» Troubleshooting:
Raw Materials Testing
» Risk Assessment and Mitigation

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» GMP Report

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Special Themed Supplement
» Analytical and Bioanalytical
Testing eBook

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase
Readers Ad Performance Study

September

Space Deadline: August 8
Material Deadline: August 14

Special Focus
Quality by Design in
Process Development

Peer-Reviewed Technical Notes

Product Spotlight
» Cleanroom Systems and Supplies

Bioprocessing

» Troubleshooting:
Cleaning Validation

» Protein Aggregation

Quality/Analytical
» Analytical Best Practices

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

» Compliance Notes

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities

New Tech Showcase
Product/Service Profile in BioPharm
International’s Bulletin Newsletter

Show Distribution
— PDA FDA Joint Regulatory
Conference
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October

Space Deadline: September 12
Material Deadline: September 18

Special Focus
Biopharmaceutical
Formulation and Fill/Finish

Peer-Reviewed Technical Notes

Product Spotlight
» Analytical Instruments

Bioprocessing
» Manufacturing Best Practices
» Process Modeling Forum

Quality/Analytical
» Troubleshooting:

Light Scattering Methods
» Quality Systems:

A Global Perspective

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» GMP Report

Business/Market Focus

» Perspectives on Outsourcing
» Global Biopharm Markets

» Burrill on Biotech

Special Themed Supplement
» Quality by Design in Bioprocessing

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase
One-Page Advertorial

Show Distribution
— AAPS (Nov. 2-6, San Diego)

November

Space Deadline: October 10
Material Deadline: October 16

Special Focus
Cell and Gene Therapies

Peer-Reviewed Technical Notes

Product Spotlight
» Bioreactors

Bioprocessing

» Troubleshooting: Viral Clearance

» Design of Experiment in
Formulation Development

» Disposables Advisor

Quality/Analytical

» Analytical Best Practices

» CAPA: Corrective and
Preventive Action

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» FDA Q&A

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities
New Tech Showcase
Online Whitepaper

Content

December

Space Deadline: November 7
Material Deadline: November 13

Special Focus
Outlook: Business Development
and Investment Strategies

Peer-Reviewed Technical Notes

Product Spotlight
» Separation and Purification

Bioprocessing
» Manufacturing Best Practices
» Single-Use Systems Forum

Quiality/Analytical
» Troubleshooting:
Process Cleaning Validation

Regulation/Compliance

» US Regulatory Beat

» European Regulatory Beat
» Inside Standards

» Enforcement Report

» Compliance Notes

Business/Market Focus
» Perspectives on Outsourcing
» Global Biopharm Markets

Special Themed Supplement
» Corporate Capabilities

Departments

» Biologics Pipeline and Profiles
» From the Editor

» The Word

Value Added Opportunities

New Tech Showcase
Product/Service Profile in BioPharm
International’s Bulletin Newsletter
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