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THE UNIQUE CHALLENGES OF THE
PHARMACEUTICAL INDUSTRY

Today’s pharmaceutical companies face economic and regula-
tory pressures, accelerating costs, technological and scientific
changes, patent expirations and the need to constantly adapt
their business models, particularly to comply with healthcare

reform.

To meet these challenges, pharmaceutical companies must reduce
costs, become more agile and improve speed to market while en-
suring compliance with complex regulations. Doing so while posi-
tioning your company to scale and maximize financial performance
is no small feat. It takes an unrelenting commitment to continuous
optimization of core business processes, communication and col-

laboration across your organization.

But that’s not all. You also need to have the right enterprise resource
management (ERP) and customer relationship management (CRM)
systems in place. Increasingly, this means deploying a unified ERP/
CRM solution, a solution with tight integration for end-to-end op-
erational control that is specifically designed for the pharmaceutical
industry. A unified, industry-specific solution gives you the level of
visibility, control, and compliance you need to scale and respond

to market and regulatory requirements, while controlling costs and
improving your margins.

This white paper discusses the unique challenges of the pharma-
ceutical industry and the impact of meeting those challenges on
core back- and front-office business processes. We'll take a close
look at today’s software requirements for pharmaceutical companies
and the benefits of deploying a unified, industry-specific ERP/CRM
solution.

“The global pharmaceuti-
cals market is worth $300
billion a year, a figure
expected to rise to $400
billion within three years.”

World Health Organization



HOW INDUSTRY CHALLENGES IMPACT
YOUR BUSINESS PROCESSES

Healthcare reform isn’t the only driver of far-reaching
change in the U.S. life sciences industry. There are nu-
merous trends and issues that pharmaceutical compa-
nies face in today’s marketplace. These challenges play
out in crucial ways within your business processes:

accelerating the development of innovative pharma-
ceuticals Pharmaceutical companies are under tremen-
dous pressure to create new therapies that are clinically
and economically better than the existing alternatives, and
to provide real-world data to support any claims of superi-
ority. To supplement in-house R&D, many pharmaceutical
companies are outsourcing to clinical research organiza-
tions. This means the business processes around R&D
must be integrated and provide visibility into innovation
process.

driving growth and expansion The global pharmaceuti-
cal market is expanding, with increasing demand stem-
ming from global population growth, increased age and
people living more sedentary lives. To take advantage of
the growth potential, pharmaceutical companies must be
prepared for increasing product volume, market scope and
suppliers, all of which will require optimizing key produc-
tion, planning and operational business processes.

meeting regulatory requirements As one of the most

highly regulated industries, life sciences companies are

intimately familiar with regulations from the U.S. and

foreign markets. The complex, shifting regulatory environ-

ment means that your business processes must be agile

and adaptable to many ongoing changes required by these

standards

*  U.S. Food and Drug Administration computer system
validation

* 21 CFRPart 11 electronic records and signatures

¢ Current Good Manufacturing Processes (cGMPs) 3,4 and 5

*  Health Insurance Portability and Accountability Act (HIPAA)

+  Patient Protection and Affordable Care Act (PPACA)

+  Sarbanes-Oxley Act (US 2002)

»  Data Protection Directive (EU 1989)

»  Basel Capital Accord (Basel Il)

*  Hazard Analysis and Ciritical Control Point (HACCP)

«  Payment Card Industry (PCI) data security standards

¢ 1SO9001:2008 & ISO 13485:2003 Quality Management
Systems

* 21 CFRPart 820 for the Quality System Regulations
(QSR)

managing complex supply chains and sales channels
The pharmaceutical value chain is more complex than
ever, including a mix of hospital, provider and physician
networks together with outsourced or contract manufactur-
ing, R&D and diverse suppliers. Alignment of supply and
demand is a core benefit of an integrated CRM and ERP
solution. It is critical to have the right tools and processes
in place to aggregate sales forecasts and accurately track
the pipeline across diverse sales channels globally. This
capability provides the high-quality, demand-planning in-
formation required from the front office to improve planning
and decision making and optimize inventory levels across
the supply chain.

managing product quality Supply chain complexity is
also a major challenge in managing product quality. It's
imperative for pharmaceutical companies to conquer the
complexity of quality controls, corrective and preventive
actions (CAPASs) and root cause analyses. That's another
reason why pharmaceutical companies require greater vis-
ibility into the supply chain — to ensure both quality control
and compliance.



To survive and thrive,
pharmaceutical companies
must seek out a

solution that unifies pro-
cesses across their back
and front offices for end-to-
end efficiency, visibility and
performance. Unified
processes to address
growth, innovation, compli-
ance and increased supply
chain complexity require a
specialized, unified ERP/
CRM solution designed for
life sciences.

“...on the manufacturing
side [of the healthcare sup-
ply chain], inventory vis-
ibility is key to many of the
ongoing working capital
initiatives and agility strate-
gies. Distributors ... see the
importance of visibility in
improving supply shortages
faced throughout the year,
and improving recall pro-

cesses.”

Gartner 2012



WHAT TO LOOK FOR IN A UNIFIED,
INDUSTRY-SPECIFIC ERP/CRM

Unlike stand-alone ERP and CRM systems, a unified
front- and back-office solution designed for pharma-
ceutical companies can better support end-to-end
visibility and control of life sciences-specific business
processes. This enables you to align the supply and
demand chains, maximize financial performance, and
comply with relevant regulations. Equally important is
the ability to efficiently validate your solution per FDA

regulations.

Unify Your Business Processes

Selecting an ERP/CRM solution designed specifically for
pharmaceutical companies is critical to unifying your busi-
ness processes across departments, locations and sys-
tems. Why? You need to enable data to flow automatically
to and from front-and back-office operations to deliver end-
to-end visibility and control. There are many cross-system
business processes that your ERP/CRM solution should
support, including:

* Accounting «  Shipping status

*  Order management e Backlog

*  Quotes e Available-to-promise
*  Forecasting * Inventory status

* Invoices financials

e Credit management

While many solutions offer some degree of integration to
support these processes, there are also special require-
ments for pharmaceutical companies that make the need
for a life sciences-specific, unified ERP/CRM solution
imperative, including:

pricing and promotions Information about volume pur-
chase agreements, customer-specific pricing, and promo-
tions needs to flow from your CRM to your ERP so that
you can reconcile commission payments, costs and ne-
gotiated prices. Many companies manually input informa-
tion from CRM into the ERP system, reducing productivity
and hindering real-time change. Your ERP/CRM solution
should enable a unified process, allowing automatic data
transfer between the systems.

quote-to-cash Support for an end-to-end, quote-to-cash
business process can help significantly improve your time
to revenue. A unified process across your ERP/CRM solu-
tion automatically synchronizes customer, product, pricing,
quotes, orders, invoices, revenue recognition and collec-
tions information.

customer service Whether you're engaging directly with
patients or supporting doctors and hospitals, a direct view
from the CRM to the ERP can improve customer service
with more accurate and synchronized information about
customers and sales. Giving your customer service repre-



sentatives real-time access to this data lets them resolve

questions faster and improve customer satisfaction.

guality management All reported, quality-related product

complaints and non-conforming material reports (NCMRs)

from production quality control tests must be analyzed

by the quality assurance organization to assess whether

further corrective action and preventative action (CAPA)

is warranted. Key ERP/CRM capabilities that support this

process include:

*  Product design and configuration controls

» Ability to record production and process changes

» Establishment of appropriate standard operating pro-
cedures (SOPs)

» Material controls and traceability with batch, serial, and
expiry date tracking

* Quality control test setup and recording of test results
for receiving, in-line production, and finished goods
inspections

» Relevant environmental controls, equipment mainte-
nance, and records

* Management of the organizational structure, responsi-
bilities, and signing authority

» Controls around labeling, storage, handling, distribu-
tion, and installation

» FDA 21 CFR Part 11 compliant electronic signatures
on approvals

demand forecasting Seek out a solution that can provide
detailed, global information on orders (planned versus
actual) over time against trade agreement commitments
to improve coordination among your sales, financial and
manufacturing groups, as well as partners. Information
captured in the CRM flows through to the ERP for produc-
tion planning, while actual billings from ERP flow back to
CRM for dashboard reporting.

automated internal controls Your unified ERP/CRM
system should enable you to increase visibility to risks,
improve related financial cycle and general IT internal
controls, and reduce recurring costs for external auditor

controls testing via automation. Key capabilities include:

* Arole-based security model to both enable appropriate
segregation of duties and ease maintenance

» Aflexible organizational hierarchy that can sufficiently
model your management structure and signature
authority

e Audit trails to track key transactions

»  Configuration tools to identify and test conflicts

Sunshine Act spend tracking For compliance with the
Physician Payment Sunshine Act (Section 6002 of the
Patient Protection and Affordable Care Act), your unified
ERP/CRM solution should track payments and other trans-
fers of value made from your company to other healthcare
providers (HCPs). Reporting information can be shared
with a centralized aggregate-spend solution to facilitate
physician/vendor review, potential dispute resolution and
formal reporting to the Centers for Medicare and Medicaid
Services.

global compliance management Your unified ERP/CRM

system should facilitate compliance with:

« FDA quality system/CAPA, 21 CFR, and current good
manufacturing practice (cGMP) regulations

e Sarbanes-Oxley

* HIPAA, Electronic Medical Records

e Payment card industry (PCI) data security standards

* Other domestic and global financial, legal, and envi-
ronmental mandates

marketing return on investment Your pharmaceutical
company can tie campaigns in the CRM to closed busi-
ness in your ERP to track marketing return on investment,
gain insight into customer behavior to optimize your cam-
paigns and grow lifetime customer value.

channel sales workflow A unified ERP/CRM system
allows the CRM to streamline the quoting and ordering
process for your partners, while forecasting information
for partner-driven deals is automatically transferred to the
ERP system, creating more accurate production planning.



Critical ERP Capabilities for
Pharmaceutical Companies

Look for the following back-office capa-
bilities when choosing a new, industry-
specific ERP system:
Product lifecycle management (PLM)
Project accounting
Supply chain management
Production management
Financial management
Human resources management
Business intelligence and reporting
Workflow management

Must-Have CRM Capabilities for
Pharmaceutical Companies
Pharmaceutical companies have unique
marketing and compliance requirements
that go beyond what a standard CRM
system is built to handle.

Specifically, your CRM system will need
the following capabilities:
Sales opportunity management
Workflow automation
Marketing automation
Complaint management
Warranty management and product
repair
Claims/reimbursements Management
Business intelligence and reporting
Organizational and territory
management
Mobility
Social productivity
Partner portal
Big data augmentation



HOW THE ARMANINO SOLUTION CAN HELP

To achieve your goals and compete with the rest of the
pharmaceutical industry, you need a software/solution
provider with documented success of helping its cus-
tomers validate their systems. Your solution partner
should have a proven, integrated implementation and
validation methodology, automated testing tools, and
other methods and services to ease the burden of vali-

dation and speed implementation.

Armanino brings together industry-leading ERP and CRM
capabilities in one unified solution specifically designed
for life sciences companies. With more than 20 years of
experience developing solutions for the pharmaceutical
industry, Armanino can provide full-service implementation
support for your end-to-end business processes. We bring
deep industry best-practice expertise to accelerate the
deployment of a unified solution across your enterprise.

Tailored, Industry-Leading Technologies

As one of the largest ERP and CRM Gold Certified Mi-
crosoft Dynamics Partners in the country, Armanino is the
only Microsoft VAR with comprehensive industry-specific
application functionality designed for the life sciences in-
dustry. With a Microsoft Dynamics solution from Armanino,
you gain the visibility you need for end-to-end process
management of your enterprise, including customer-facing
processes, management of the supply chain, production,
HR, and consolidated financials. You can balance demand
with production efforts, maintain optimum inventory levels,
and meet customer expectations profitably. Figure 1 shows
how the Microsoft Dynamics solution supports end-to-end,
unified processes across the business.

Microsoft Dynamics brings together the broad range of
Microsoft technology, making it easier for businesses to
collaborate, connect, and deliver results. Microsoft Lync,
SharePoint, and SQL Server BI tools provide embedded
communications, collaboration, and analytics capabili-
ties within a comprehensive ERP/CRM business software
suite. Microsoft Dynamics CRM runs in Outlook, so users
can move between tasks with greater ease and without
disruption.

This pervasive interoperability drives productivity, creates
a better user experience, reduces IT costs and complex-
ity, and puts new Microsoft products into customers’ hands
without headache. For example, it is easy for your IT
department to support the Dynamics suite of solutions on
the familiar Windows platform and SQL infrastructure they
work with daily. Users can seamlessly move data between
Microsoft Dynamics business applications and Microsoft
Excel to empower ad-hoc analysis

Ready-to-Use Templates

Armanino provides award-winning sales, implementation
and support services for Microsoft Dynamics, including
system implementation, integration, and customization,

as well as technical support and IT outsourcing. Another
unique aspect of an Armanino solution is our set of pre-
configured templates for the life sciences industry. These
templates reflect operations, accounting, and software
configuration best practices to improve quality and reliabil-
ity, lower costs, and accelerate implementation. Templates
include quality management, revenue recognition and
workflow.



Regulation and Compliance Solutions

The Armanino solution supports the relevant regulatory
requirements with which pharmaceutical companies must
comply. The unified Armanino ERP/CRM solution has
built-in capabilities, such as quality control monitoring and
overall quality management processes, sales restrictions
for unqualified customers, and product and supply-chain
transaction tracing.

SALES CHANNEL CUSTOMER OEM

MICROSOFT DYNAMICS CRM

Inventory Management
|

Complaint-to-Resolution

|
Marketing Campaign-to-Lead-to-Quote -
|

Forecast Collaboration
1 |
Product Configuration-to-Quote
|

Demand-to-Order Order-to-Cash

1
Warranty & Install Base Management

Armanino also helps lessen the burden of FDA system
validation for your solution. Based on Good Automated
Manufacturing Practice (GAMP) best practices, our Ac-
celerator for ERP software validation helps you create the
objective evidence you need to show that your system
functions per its intended use. The Accelerator includes
validation templates, methodology, and documentation
combined with comprehensive professional services to
streamline and simplify the validation process for your
implementation.

m SUPPLIER

MICROSOFT DYNAMICS AX

| |
Engineering Change Management

Idea-to-Design _

Plan-to-Produce

Procure-to-Pay

Record-to-Close

Plan-to-Report

Enterprise Performance Management

Compliance

Microsoft Dynamics AX and Microsoft Dynamics CRM Process Support






STRATEGIC INSIGHTS

PRACTICAL ACTION

Armanino is one of the largest Microsoft Dynamics
partners in the nation as a value-added reseller (VAR
and implementation partner for Microsoft Dynamics AX,
GP and CRM. Additionally, the firm offers the Microsoft
Dynamics AX for High Tech Industries™ Certified for
Microsoft Dynamics (CfMD solution. This proprietary
product helps technology companies, including software
& internet, semiconductor, medical device, pharmaceu-
tical and electronics manufacturers, to empower their
sales forces, cut costs and time-to-market, improve
forecast accuracy, and manage distributor relationships
and supply chains. As a Microsoft Inner Circle partner,
Armanino is among the top 1% of partners in the world.

You can count on Armanino to think strategically, to
provide the sound insights that lead to positive action.
We address not just your immediate issues, but your
underlying business challenges, as well — assessing
opportunities, weighing risks, and exploring the practical
implications of both your short- and long-term decisions.

When you work with us, we give you options that are
fully aligned with your business strategy. If you need to
do more with less, we will implement the technology to
automate your business processes. If it's financial, we
can show you proven benchmarks and best practices
that can add value company-wide. If the issue is op-
erational, we’ll consult with your people about workflow
efficiencies. If it's compliance, we’ll ensure you meet the
requirements and proactively plan to take full advan-
tage of the changes at hand. At every stage in your
company’s lifecycle, we’ll help you find the right balance
of people, processes, and technology.

Contact us to schedule an appointment
and discuss your business goals
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