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! NEwW CHALLENGES IN THE PHARMA INDUSTRY

» The Pharmaceutical industry is under unprecedented pressure to deliver innovative health
benefits at affordable costs

SALES PRESSURE COST INCREASE

» The generics role » Need to increase resources in R+D
o “Bestseller* drugs reduction » Non efficient logistics models
» Product lifecycle reduction » High technology investments

PHARMACEUTICAL
INDUSTRY

REGULATORY FRAME OTHER FACTORS

Price regulation » Parallel trading

Prescription by active ingredient * Protectionism in other countries
Patent regulation is not harmonized » Health services large payment period
Regulation of registry modifications

All these factors decrease margins and make pressure

on pharma industry profitability
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! THE SOLUTION

How to Face Issues

» Operational Excellence concerns a set of methods and techniques, whose objective is the
continuous improvement of performances towards excellence

» Achieving Operational Excellence is based on the analysis of technical and economic
opportunities for improvement and the processes optimization and streamlining

» Operational Excellence projects aim to:

Reduction of non-value-added activities and wastes

Optimization of accessibility and resource exploitation

Improvement due to use of effective information systems

Reduction of delays, errors, misunderstandings, and waiting for resources
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Opportunity for new technologies adoption
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Logistics & Supply Chain Production & Maintenance Quality & Processes
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1! LOGISTICS & SUPPLY CHAIN

Focus and Improvement opportunities

High costs of raw materials

Voluminous conditioning materials and limited spaces

Waiting times required for analysis of raw materials
Materials/Products obsolescence

High costs of wastes management

Maintenance of the environmental conditions or special regulations

fild

VVVVYVYYVYY

Standard approaches

Logistics & SCM

Typical projects in Logistics & SCM are:

> Re-design of the stocking-area » Optimization of warehouse structure
layout aims to minimize > Re-Layout and process analysis
material handling cost, but > Stock rationalization and reduction
also involves: > Opportunity / feasibility / suitability
» minimize fixed asset costs of automation solutions
» Increase space occupancy, » Opportunity / feasibility / suitability

movement performance, of software implementation analysis

material accessibility > Storage locations and warehouse

management

» guarantee Service level and

material availability > Distribution network re-design
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«Warehouse Management» case example
« Background: Production plant of an Italian leader pharmaceutical company
* Objective: Evaluation of outsourcing logistics providers for Distribution Center management

Scenarios definition

Evaluation of alternatives

! LOGISTICS & SUPPLY CHAIN: A SUCCESS CASE

Evaluation of afford

Identification of warehouse activities
Identification of KPIs

Definition of Make or Buy scenarios
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» Estimation of storage area and
physical characteristics of the
warehouse

» Estimation of handling and storage
requirements for the analyzed
scenarios

» Analysis of logistics providers available
in Italy, capabilities and location

Area Magazzino (mq)  20.000 15.000 17.000 10.000
Dimensioni pianta (m) 180x111 150x100 170x100 111x90
# posti pallet (pp) 23.708 17,602 15,704 9.974
# posti pallet HVAC (pp) 12.632 11.392 7.568 5.696
# baie di carico 10 8 10 8

#FTE 14 (- 31%) 13 (-38%) 12 (-42%) 11 (-48%)
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* Business Plan with economic-financial
alternatives of Make or Buy

« Sensitivity analysis
*  SWOT Analysis
e Logistics provider’s short-list

Costi Conti ot
amminkstrati; _ gestione del
n

processe.
Logistico; 4%
Coati &
gestione del
magazzing 14%

Struttura Costi 2030

l' B
E J L _
Base

Scenario 1 Scenario 3 Scenario 9 Scenario 11

Costo dut
Erasparti; 445

mAmmortamenti Affitto
® Costi per il Personale = Costi per i Provider

m Al Costi




! PRODUCTION & MAINTENANCE

Focus and Improvement opportunities

Standard approaches

Lean Manufacturing

& Six Sigma

» LEAN implementation lead to:

Increase manpower performance

Increase equipment reliability

Avoid equipment / parts defect

Reduce of set-up time, batch size

and costs

Reduce failure and maintenance costs

Optimize overall efficiency and

spare-parts management

» Maximize efficiency, lean culture and
intuitive organization

» Eliminate wastes
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of the production lines
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> Low efficiency of the production lines due to idling, = &
minor stops and reduced speed = ;ﬂg e
> High complexity due to several presentations/formats — o WS
and thus setup = @‘Q_‘@ B
» High maintenance costs to ensure maximum availability — &&=

Production Resource Management

Build-in quality approach to reach automation
in order to increase production quality and
improve process control

Set-up management

Set-up time reduction and rationalization
of activities for production execution

Floor shop management

Improvement of working area organization

following a structured method, which ‘ 57g”
provides waste elimination, equipment

rationalization and visual management Standardize Shine
Maintenance management (

Training activities in order to allow autonomous /TN _7
maintenance, improving prompt diagnosis of )

equipment malfunctioning and failures




! PRODUCTION & MAINTENANCE: A SUCCESS CASE

«Maintenance Management» case example
» Background: Production plant of a world leader pharmaceutical company
* Objective: Maintenance Planning, implementing TPM

T : Definition of Editing of
Criticality Analysis : :
y y action plans maintenance proced
* Equipment classification and FMECA » Definition of Preventive Maintenance e Procedures for Preventive and
Analysis Plans Autonomous Maintenance

DESCRIZIONE ATTIVITA' [14507 DELPASS0 DELLA CATEIL
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> 7880 min.

* Achievements
- Maintenance criticalities identification - Improvement of production plant stability and quality
- Increased plant Up-time
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1! QUALITY & PROCESSES

Focus and Improvement opportunities

Very high release cycle-time

Complicated processes difficult to manage and to be monitored
Unclear procedures and sometimes redundant

Inefficient documental structure and incomplete information flows
Analytical activities aimed to emergencies handling and out of control
Frequent deviations and inadequate monitoring/mitigation system
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Standard approaches

BPM & Process =
= E 1 Lean Lab
Improvement o =
e
_ _ w A K A
» BPM techniques allow to: EESE T » Lean Lab allows laboratory
> Analyze utilized resources in - activities to:
order to balance workloads - ‘% - » Ensure to reduce process

» Improve efficiency in the
information exchange and in
documental structure

» ldentify improvement
opportunities to reduce the
lead-time

losses with leaner flows of
people and materials

» Focus on activities with
higher added value, those
analytical ones
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! QQUALITY & PROCESSES: A SUCCESS CASE

«Optimization of NPI process» case example
« Background: Production plant of a world leader pharmaceutical company
* Objective: Support to analysis and improvement of technology transfer process

Technology Transfer process Identification of Identification 0

analysis and mapping process criticalities improvement acti

« Identification of TT process structure * Identification of the information flow and « Identification of main improvement area,
(functions involved and milestones) process input/output documents coming from the process analysis and
S . » Evaluation of workloads and task mapping and in particular related with
< Definition of clusters for TT project . . PP g B P -
L criticalities related to process lead time key activities and perceived personal
types and consequent modifications on contribution

process flow

. . . « Improvement area consists in:
« Creation the high level Process Diagram o
for TT process to show links among  Contribution of * Activities schedule

« Cont i of + Resources allocation

sub-processes other functions
« Documents contents

{eeli}e etito | i ofF}e SH{Jo . .
I e el re e e el TT phases . Su_p_port_ln the definition _of the m_ost
critical improvement actions and in the

e ,

- .:;:q ;;1{_': i - ;'}’ definition of a road map to improve the
G it | *{zle

h! - - i — — TT process.
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Contribution

* Achievements -

- RACI matrix, Business Process diagram, Document - Definition of road map to improve the TT process
Criticality matrix

WWW.OMTEAM.IT



REFERENCES

O PERATIONS
MANAGEMENT
TEAM

"
J UNIVERSITY OF ROME SPIN-OFF

Department of Enterprise Engineering
Industrial Engineering Building

Via del Politecnico 1, 00133 Roma

P. IVA 11172661008 - Iscr. REA RM-1284162

Contacts

Matteo Comodini

E-mail: matteo.comodini@omteam.it
Tel. & Fax +39 06 7259 7164

Mobile +39 351 077 9057

WWW.OMTEAM.IT



	OPERATIONS MANAGEMENT TEAM:�a scientific approach to practical solutions
	New Challenges in the Pharma Industry
	The Solution
	Logistics & Supply Chain
	Logistics & Supply Chain: a success case
	Production & Maintenance
	Production & Maintenance: a success case
	Quality & Processes
	Quality & Processes: a success case
	  References

