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PHARMA

Proven Benefits through Top Performance

Success through tailored solutions and implementation focus

Competitive advantages cannot be gained with standardized approaches or theoretical

concepts. Long-term success requires individually designed solutions and strong, target-oriented

implementation skills.

Being ready for the future

Within the past few years, worldwide
sales of prescribed medicines and medi-
cal devices have increased steadily with
CAGRs of 3-5%. Projections show a
stronger increase for the next years with
the main growth driver being the US

market.

General Project Expertise

> R&D

> Procurement

> Production

> Quality / Compliance

> Logistics / SCM

> Sales

> Due Diligence and PMI

> Factory Planning and PMO Strategy

Experience in Pharmaceutical industry

> Solid dosage forms
> IVdrugs

> Standard solutions
> Parentaral nutrition
> Enteral nutrition

> Components

Experience in Medical devices industry

> Medical instruments
> Infusion devices

> Disposables

> Transfusion systems

> Dialysis machines
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Nevertheless, companies in the phar-
maceutical and medical device industry
are facing major disruptions in the mar-
ket. Regulatory authorities — foremost
the FDA - are raising standards in man-
ufacturing practices and documenta-
tion while introducing new require-
ments like serialization. Organizations
must develop new skills and capabilities
to stay compliant in this heavily regu-
lated industry.

Sales of generics and biosimilars are
growing rapidly in the pharmaceutical
industry, attracting competition and
increasing cost pressures. Furthermore,
the constant customization / specializa-
tion of drugs is reducing batch quanti-
ties and lowering economies of scale in
manufacturing.

The aging population, driven by declin-
ing fertility rates and increasing life
expectancy, represents a major demand
driver for medical devices. Growing
markets are attracting competition and
driving new innovations. Today, many
segments in the medical device indus-
try are facing disruption by rising tech-
nologies like 3D printing and wearables.
These innovations will force many
companies to rethink their manufactur-
ing strategies and to build new capabili-
ties like Big Data.

Given the traditionally high margins
and cash reserves of major players,
mergers and acquisitions are a constant
factor in both the pharmaceutical and
the medical devices industry. To manage
M&A activities professionally, compa-
nies have to develop specific skills and
the capability to ensure proper execu-
tion. With tailored approaches, methods
and tools, we have helped numerous
companies in the pharmaceutical and
medical devises industries improve the
competitiveness in the market. Our
clients range from well-known global
conglomerates to mid-sized, hidden
champions in the field.

Sustainable results are a matter of
tailored solutions and strong focus on
implementation. Our experienced con-
sultants bring both management con-
sulting and management expertise.

Quality Improvements

Sustaining competitiveness is critical in
today’s pharmaceutical world beset with
market shortages and market consolida-
tion. It is necessary to maintain an effi-
cient and streamlined quality organiza-
tion to provide high-quality products to
the market on time. We have supported
US pharmaceutical organizations by set-
ting up initiatives with their quality
management teams that have yielded
multiple new product approvals from the
FDA since the completion of the project.

We began by focusing on creating overall
transparency of the current quality orga-
nization to identify deficiencies in pro-
cesses, quality metrics & reporting struc-
ture. Together with management, we
identified Time-to-Release and “Right
First Time” as the as the KPIs with the
greatest impact to the organization. We
developed activity roadmaps around
each key measure. We supported the
managers to drive these changes in their
departments to ensure sustainability of
the new standards.

Project results

> Quantitative transparency of release performance
> Defined quality KPI system with monitoring and visualization

> Improvement roadmaps leading to 45% increase in
batches without deviations

> Reorganization concept of MQA to ensure more floor oversight

ﬂc}'

Management Quality
Coaching Improvement
Approach

Implementuoadmap
Support Development
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Roadmap for Success

A European pharmaceutical and medi-
cal device company’s American facili-
ties have shown insufficient results. Key
performance indicators in the manufac-
turing, quality and supply chain area
were decreasing over several years.

To turn around the negative trends,
TARGUS supported the plant teams to
develop and implement a roadmap to
success. After an initial screening and
assessment of the plants, the key areas
for improvement have been aligned

with the management team. The main
action fields were to improve manufac-
turing productivity and yield, produc-
tion planning, and speed of batch
releases.

Transparency in key areas was estab-
lished and losses in the operational exe-
cution were quantified and visualized.
From this transparency, the facility
team could develop their roadmap for
success. To underline commitment, the
team signed the roadmap and submit-
ted it to the global leadership team.

The roadmap was challenging and

Material Cost Management in Pharmaceutical Plants

Finding ways to reduce costs in heavily
regulated environments can be chal-
lenging, however our projects to reduce
external spending are always successful.
The benefits extend beyond just cost
reduction, as our holistic approach
engages a large cross section of
cost-stakeholders leading to synergies
outside the balance sheet success stems
from the mobilization of the entire
organization across all departments
such as R&D, filling, and quality. Our
proven, stringent approach allows for
fast savings, efficiencies in production
planning and management, and perfor-

In the pharmaceutical industry com-

plex initiatives are more difficult to .
) Project results

change quickly due to regulatory hur-

dles. Still, we have proven in many > Reductions in external spend of up to 20%

projects around the globe that signifi- > 1-3 year realization of savings

cant savings can be found if all levers > Operational synergies across engineering, sourcing,

(consumption, technology and sourc- manufacturing, and quality

ing) are investigated thoroughly by

cross-functional teams guided by our

experienced consultants.

Overall reductions in external spend of
5% to > 20% have been realized in proj-
ects such as medical device compo-
nents, glass vials, and packaging materi-

. o mance. als. The execution needs to be planned
involved organizational changes as with a 1-3 year horizon and efficient
. well as technical and process-related . . o
Project results . ¢ and detailed savings monitoring must
improvements. .
> 35-40% output increase with existing equipment be implemented and managed by the
' client.
> Back order reduction of > 80% Based on the improved planning and
> Batch release process improvements performance, the plants were capable of
> Improvements in all relevant quality KPI supplying the market demand and also
> Roadmap process integrated in annual strategy cycle fulfill short term drug shortages.
Departments involved Initiatives pursued
.............................................. Engineering Productivity investments
. Intern Production Design-to-cost
Productivity improvements Value 40%
added i i i
Production planning Production planning Benchmarking
Quality management Time studies
Process optimization
.......... Maintenance OEE
Yieldimprovements £y e e 90%
Reducebackorders | B e e Lean, 55
SUPDlY OPPOTtUNItiEs || e s . D [ De-bottlenecking
.............. Plant utilization
Sales activation ten DR T
Value 60% Puchasing e
. . added o e
Revenue Costs Comprehensive profit improvements SCM/Receiving T
E-purchasing
Material utilization
Analysis of Derivation of Estimation of Action controlling
current Z ituation implementation revenue, cost and and implementation S U C C E S S Global sourcing,
concepts profit potential rigor Costs supplier development Resources
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Operational Due Diligence

Mergers and acquisitions are vital to the
growth of pharmaceutical companies,
yet roughly half of all M&As fail to
achieve expectations. M&A decisions
are often based on traditional disci-
plines: commercial, financial and legal
factors when operational performance
and development potential are often
underestimated.

Project Results

> Quantified improvement opportunities in operations
> Strengths and weaknesses profile in each area

> Status quo evaluation

> Capability assessment

> Risk profile overview

Financial

Logistics /
Distribution

Commercial

Organi-
zation / HR

Based on our substantial experience in
operations in the pharmaceutical and
medical devices industry, TARGUS offers
a different view on transaction targets.
We focus on core operations which are
crucial for the future success of the
business.

Through management interviews and
plant visits the current status is being
evaluated. Based on the individual cir-
cumstances of each deal structure and
the parties involved, we focus on core
operational performance and improve-
ment potential which have significant
impact on the revenue and cost basis of
the company.

Tax

Legal

Frequently used screenings are:

= Material cost reduction potential
in procurement

= Product cost evaluation and improve-
ment potential

= Manufacturing processes and
strategy

Plant network evaluation

Process performance in indirect areas

Supply Chain Management

Based on these initial screenings,
strengths and weaknesses in the opera-
tions of the company are identified and
provide further information to derive
conclusions on transaction value.

In the following pre- and post-merger
integration phases, TARGUS has setup
PMI offices for clients and guided those
organizations through an efficient and
goal-oriented integration process.

Quality /
Compliance

IT Systems \

P
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Organizational Design for R&D

R&D is often described as the motor of
growth for any pharmaceutical com-
pany. A critical asset which is not always
transparent in its performance or the
justification of its costs in both budget
as well as headcount.

Many pharmaceutical companies strug-
gle understanding the adequate resource
needs of R&D and the global network
which supports it. In many cases, the
optimal design of the R&D network
organization will play a crucial role
in achieving industry leading results.
Our methodology enables performance
through timely delivery of the planned

What do
we need?

next 5 years

What do
we have?

actual year

product pipeline, ensures efficiency by
executing launches on time and in-
budget, and builds equity, reinforcing
R&D as a key driver of overall sustain-
able company value.

We accomplished this at one customer
through a three-step methodology:
Create transparency of the global R&D
network with regard to resources, capa-
bilities, capacities, and costs. Make a
gap analysis between the status quo and
the desired state and propose a scenario
that enables the development of a
roadmap to close the gap.

Assessment approach

R&D 5 year out project

and task planning by location
(actual & projection)

Expertise, structure and
task requirements
(globally & by region)

|dentification of key
challenges

Actual project resource
allocation conditions

Actual task resource
allocation

Current expertise &
cost profiles

Split out by expertise, tasks,
locations and cost types
by geographic region / country

Project Results

> Total cost transparency of R&D

> Capability and knowledge profile

> Capacity evaluation and requirements
> Capacity utilization improvement

> Performance enhancement and
efficiency improvements

> Network concept for geographic expansion

> Global R&D management structure

~

Desired
state

Gap analysis

& scenarios

Status
quo
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Project Management Office

In this growing industry environment,
it is necessary for companies to execute
strategic growth projects, while concur-
rently managing their day-to-day busi-
ness. To do this, it is important to have
experts or external support who can
smoothly connect the existing critical
operations of the business with the
long-term vision of the organization as

it grows its footprint.

Project Results

> Full transparency of project status

> Active critical path management

> Clear project success metrics

> Forward looking project management routines

> Target group focused visualization

(
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Plant & Critical Utility,
Clean Room Vendors, ...

)

Supporting

The TARGUS PMO portfolio has been
well established in the pharmaceutical
industry with successful factory plan-
ning and process optimization project
accomplishments. We have led several
expansions and new construction proj-
ects involving standard solution IV
drugs to single and multi-dose generic
and specialty medicines.

Our team is capable of managing plant
design, critical utility layout, clean
room design, as well as complex line
designs involving filling, formulation
or lyophilization equipment.

We have successfully managed entire
projects from design through valida-
tion and qualification of new lines,
navigating teams through the com-
plexity of FDA documentation require-
ments. Our strength is that we link the
pharmaceutical experts with the neces-
sary plant design architecture to bring
the new facility to a world class level
on schedule.

Architectural Design

Engineers Documenta-

tion

Operation

Logistics, Validation

Manufacturing

Equipment
Vendors

Quali-
fication

Construction
Management

Enterprise and Manufacturing
Hardware
Infrastructure
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Lean Innovation and Efficient Product Design

In the face of a steadily increasing com-
plexity, it becomes harder and harder to
meet the time and budget goals of
development projects. The problem is
even more evident if you have several
projects running in parallel. Therefore,
it is of utmost importance to focus on
the reduction of “waste” in the course
of the projects. “Waste” may appear in
form of unnecessary process steps or
duplication work-steps due to redun-
dant project components.

Typical development process

Accelerated development process

Development Effort

1. Increased initial efforts

> Clear targets for time and results
> Effective basic design

> High level of concept quality

> Improved process steering

> Definition of standards

In order to counter “waste” in your
projects, we offer the method “Efficient
Product Development” (EPD). With
EPD you optimize the use of your
resources and increase the efficiency of
your R&D efforts. By increasing the
efforts put into the project setup, e.g. in
standards and process definition, you
obtain a robust framework for your
project. In consequence, we are able to
reduce the average total effort of R&D
projects and their duration by 20-40%.

2. Reduction in total effort

> Reduction of technical changes (which
can account for up to 40% of total cost)

> Early involvement of upper management

> Support of creativity and methodology

Project Results

> Shortened project run time by up to 40%
5 Reduction of Technical and engineering resource
> Smoother adoption of the project plan

> Increased speed to market and project turnover

3. Shortened project run time
> |Interdisciplinary networking
> Process parallelization
> Early identification of problems and measures

> Use of hidden resources, e.g. expert knowledge
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Project Management System

Often, numerous and parallel projects
in R&D, sales, production, and supply
chain are the norm in medical device
organizations. This requires a fact-based

Project Results

> Simplified executive communication tool

> Visualization of project task and metric tracking

> ldentification of executional and financial risks

> Simple and sustainable status dashboard for
all management levels
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project initiation and implementation
supported by a solid decision structure
with specific routines. Resource alloca-
tion over the whole organization is an
important task that requires special
attention due to the interdisciplinary
nature of almost any major project.

To support this task, we developed a
holistic approach to multi-project man-
agement based on PMI / IPMA stan-
dards. The system is realized as easy-to-
use Excel-based software solution which
serves management with core informa-
tion specific to each project. Inside the
software package, there are templates

for project initiation with fact-based
decision logic, project planning and fol-
low-ups based on task dependencies,
financial targets, and resource plan-
ning. Other visualized topics include
critical risk, financial, task, and resource
statuses. All of these can be replicated
over multiple departments within a
greater company level project.

The tool is the basis for productive proj-
ect team discussions and top manage-
ment decisions. Once introduced and,
if used consistently, it defines the stan-
dard for successful project management
in the company.

Cost calculation  +-+

............... Communication

i3

PDF
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Cultural Change and Turnaround in Operations

An international acting producer of
medical devices acquired a plant for
blood processing products. After the
acquisition from a non-profit organiza-
tion, a project was launched to improve
the operational performance in produc-
tion and TARGUS was asked to support
the change process. After the clearing
phase, it became very clear that in addi-
tion to operational improvements,
intensive work had to be invested in the
cultural transformation of the plant.

Transparency

We started the project with the imple-
mentation of selected modules from the
TARGUS OpEx toolbox, such as OEE
performance measuring, 5S and SMED.
Additionally, several measures to
change the culture and to improve the
organization were set up. Successful
examples are a team leader improve-
ment plan, a communication plan, an
absenteeism reduction campaign and
the launch of a new employee scheme
system “Ideenbus”.

Roadmap

Develop toolset

Together with the management team a
new mission statement was developed
and communicated to all employees.

Project Results

> Successful Cultural Change
> Absenteeism reduction from 15% to 5%
> Productivity increase by 5-15%

> Implemented set of OpEx Tools

> Significant productivity increases leading
to lower personnel costs

Implementation

Strategy Team Leader Improvements Coaching
Absenteeism C U LT U RA L c H A N G E Plant Mission
Communications plans Continuous improvement cycles etc. Incre.as_e d
: profitibility
Screening
........................................................................................................................................................................ and Iong
Phase
OEE Introduction Target setting Performance Reporting term compe-

Lean Overhead

As pharmaceutical and medical device
manufacturers grow through acquisi-
tions and rapid expansion, the balloon-
ing corporate structure will lead to
duplication of resources and redundancy
throughout the greater organization.
Removing this redundancy and finding
efficiency improvements are the key
drivers for a Lean Overhead project.

Targus consultants analyze the project
scope with a function matrix to gain a
solid understanding of current processes.
This is followed by a collaborative effort
with the customer team to unearth hid-
den inefficiencies. Following the identi-
fication and elimination of “waste”
(non-value-added activities), the orga-

s OPERATIONAL IMPROVEMENTS  swp

Line and area specific improvement roadmaps

nization is reduced to its essentials. Top
management must be involved from
the start and engaged throughout the
process in order to make such an initia-
tive a success. Hence, clear targets and
comprehensible reasoning from top
management are integral factors for
success and increase organizational
acceptance. Our years of experience
implementing lean initiatives enable
optimized customer processes and
improve organizational acceptance.

Especially  successful ~have been
projects in the field of QA/QC. The
transparency driven approach reveals
undisputable savings potentials in all
critical processes.

Lean training etc.

titiveness

Project Results

> Reduction of overhead costs by up to 30%
> Cost reduction by eliminating non-value-added activities
> Efficiency increases through process streamlining

> Clear definition of roles and responsibilities
within the target organization
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Indirect Spend

Even though most pharmaceutical and
medical device manufacturing organi-
zations take action on long-term invest-
ments, cost management activities
across organizations mainly focus on
direct materials such as APIs, pri-
mary /secondary packaging, and device
components to directly support the
business purpose and keep the daily
business running. As well in other

industries, indirect spend volumes such
as IT, marketing, travel etc. are unclear.
In reality, they vary between 30 and
40% of total corporate expenses. Ana-
lyzed systematically using the indirect
spend optimization approach, 15-20%
savings potential has been realized in
several project examples. Based on our
experience this applies in the same way
to pharma and medical devices busi-
nesses.

The reasons for this situation are varied:
Silo thinking rather than coordinated

An indirect cost reduction project starts
with a preparation and transparency
phase in which we analyze the total
spend volume in scope and identify all
hidden cost reduction potentials.
Through applying the three levers price,
specification and consumption across
100% of the total baseline, we, together
with the client’s team, develop ideas to
reduce indirect costs. These ideas are
transferred into a roadmap to imple-

ment the savings.

Plant Network Optimization

As a result of M&A activities as well as
individual expansion projects, many
pharmaceutical and medical device
companies operate with a production
network that has grown up indiscrimi-
nately rather than through design. This
leads to a combination of unused capac-
ity and duplication of expensive pro-
duction and laboratory assets, and even
potential regulatory issues.

TARGUS has refined a holistic network
design model to streamline the entire
production footprint and significantly
reduce costs. We look at all aspects of
production sites and value chain, from
raw material inputs through to plant
utilizations.

We accomplish this by first building a
comprehensive overview over all prod-
ucts and production including pricing,
distribution, equipment, personnel and
relative cost positions. Then, define sev-
eral possible future scenarios using a
comprehensive allocation model which
evaluates utilization of all facilities. For
each scenario, the main financial mea-
sures such as NPV, capital requirements
and one-time-costs are calculated. An
optimized scenario is proposed based
on customer funding requirements and
constrains which includes a product
transfer overview.

The improved design results in an opti-
mized production network consisting
of clearly focused plants playing to
their respective strengths and deliver-
ing value to the bottom line.

Project Results

> Data driven evaluation of optimum network design
> Cost optimized manufacturing network design

> Detailed implementation planning of stock levels, equipment,
human resources, etc.

> KPIdriven project implementation management
> 12% average overhead cost reduction
> 25% reduction in CAPEX

Project Results

joint approach, lacking integration of Network

Complexity

Corporate
Strategy

> Savings of 15-20% purchasing down lack of qualified staff-

> Realization of savings over the 3-5 years ing and lacking acceptance of purchas-
> Roadmap to execute short and mid term measures ing in general.

Allocation Transfer

Analysis Evaluation Negotiation Preparation Implementation
\M17y
\ 7/
~

> Regular savings of ~3-5% per year

. Concepts and idea
Preparation o
generation

~ -

2\

Implementation and
preparation of next phase

oo

Team setup Cost transparency and baseline Operational implementation support _ _|_|_|_|J_
definition
Data mining and analysis Support implementation of KPI Procedure ......cccceeveveee.. Loyalty ..c.coveeveereeeienenes Analytics . ..cccooveruerinnnee Customization ............... EXPErtiSe ...ccoevmeveeeeeenreennes
Create cost awareness at consumer and reporting routines into Structured Partnership and Systematic Tailored solution Professional experience
Survey to identify gaps and most level and identify incentive business warehouse approach teamwork methodological tools concepts and vast knowledge

promising levers in purchasing

organization Systematic ideas generation Planning and setup of upcoming

workshops waves (team setup, data mining,

Setup of reporting structures and and analysis)

project controlling Training and coaching of team
Driving definition of standards
|dentify strategic boundary and global roll out of sustainability

conditions concept

leaders according to identified gaps
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About us

Our commitment for your success:

Effective advisory, fast results and sustainable change

Who we are:

> > 50 professionals

> > 70% with background in
engineering and natural sciences

> 50% have a long term industry background
> Creative thinkers with hands on mentality
> Inaverage 10 years of experience

> Intotal > 500 years of experience in
management and consulting

Where we work:

> In > 35 countries on 5 continents

> Wherever you need us

Our locations:

> Ratingen, Germany
> Madison Heights, USA
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Quick results and real changes

Our value added

Maximum returns for our clients is the sole focus of our consulting projects — before, during,

and after the conclusion of the project. We offer real value added which clearly distinguishes us

from other management consultants. We ensure returns on TARGUS projects exceed the project

cost by a wide margin.

The right project preparation

... is a part of our success. During a TARGUS pre-project, you
have the opportunity to get acquainted with us and our
methods. We use the results acquired in this step to fine tune
our approach for the main project to your specific needs. This
way our consultants require very short orientation time to
your business.

Toolbox plus

You profit from the innovative concepts developed by our
consultants which enhance our TARGUS Toolbox. Using our
unique combination of many time-tested methods, we utilize
synergies in your business and achieve additional savings.
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TARGUS tailored

The methods from our TARGUS Toolbox are unique. They are
based on proven approaches which we continually refine and
enhance with our know-how. We use these concepts in detail
to customize each project to your organizations needs.

We work in mixed interdisciplinary teams of experienced man-
agers, consultants and your employees. With this bundling of
proficiency we quickly achieve substantial results.

/.\
Sustainability Eﬁﬁaﬁﬂ

Developing solutions through intensive cooperation and part-
nership with your workforce solidify sustainable changes in
your organization long into the future.

TARGUS works.
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