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Novo Nordisk at a glance

novo nordisk”
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180 COUNTRIES e d » Novo Nordisk and
: Y Product Supply

oBESITY = 3 2 A Novo Nordisk is a global healthcare
company with more than 90 years of
innovation and leadership in diabetes care
A Novo Nordisk also help  people defeat
other serious chronic conditions as
haemophilia, growth disorders and

IN TOTAL REVENUE .
obesity

I ~I A Product Supply is responsible for the
>,

supply of all marketed and phase Il
development  products within the

FRANCE AND US treatments of:

IN BRAZIL, CHINA, DENMARK, % L 230,000

GROWTH A

DISORDERS Diabetes

A Haemophilia

A Growth disorders

A Menopause

A Obesity e

26,800,000
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Product Supply
Supplies products for all therapeutic areas

Diabetes

" R

* $o2)
CARLLYONS. , o

Carl liyes inDenmafrk . |
‘and has haemophilia: Ay

Hormone Replacement =
Therapy b \ ) 14.200 EMPLOYEES
‘ P d f ’ GLOBALLY

12 PRODUCTION SITES
WORLDWIDE CONNER AND JO

Conner and Jo both live with a
growth disorder

Product Supply
A global network divided into different areas
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Ay /i f Diabetes Finished Products

- B ot R ‘ ‘#  Employees
“BFP BAGsvaerd (DK _ Chay = A ~ 6.230

Locations

Denmark ( Hillergd , Kalundborg and
Bagsveerd )

France (Chartres)

Brazil (Montes Claros)

USA (Clayton)

China (Tianjin)

o To To To

Processes
Diabetes Finished Products

Lo

B 7

: i b Formulation Filling Assembly Packaging @
i > ERIK NIELSER SGEMIDT AyD LASSEBO g
- LUMHOLDT, RISAGER novo nordisk
DEP. Tianjin (CN) ” ‘_gné\:t rand chemistiat site %unﬁirg
- & : %EL
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1 Introduction to Novo Nordisk
2 [Job Instructions i where to start? ]
3 From pilot to global roll out
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Presentation title Date

How to start implementing Job Instructions?

Hillerad
456 FTEs
Operating since 1995
Kalundborg Bagsveerd + support functions
664 FTEs S == 607 FTEs 508 FTEs
l Operating  since 1969 \‘_ -~ Opeaingisincel1959

Clayton
743 FTES

Operating since 1993
Tianjin

1021 FTEs
Operating  since 1996

Chartres

1100 FTEs
Operating since 1961
Montes Claros
900 FTEs

Operating since 2003

]
novo nordisk”
Job Instructions DFP Pilots 27-04-2016 10
Scoping the pilot projects. Where to write Job Instructions
Area: @ FP ‘ ' AP
Process: FlexPen Assembly Env. Monitoring
A3-A4 Line Clearance Green Zone Gowning
# of Job Instructions: 10 8
# of Operators: 40 400
# of SOPs impacted: 2 5
]
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The dimensions of a Job Instruction in our GMP

context (1/2)

Passo

0 que (Passos importantes)

=

Simbolo

Como (pontos chaves)

Por qué

Limpe o Held module e 3 corrente de Penfil

r_,é

1.1 Remover Penfill, fragmentos de Penfill e
componentes.

1.1.1 Para que ndo fiquem materiais do lote
finalizado.

1.2 Se houver insulina, limpar com dlcool e
manta.

1.2.1 Para que n3o fique residuo de insulina no
equipamento.

Limpe 3 esteira de alimentagio

2.1 Remover Penfill da parte superior.

2.1.1 Para evitar mistura entre lotss,

2.2 Aspirar fragmentos de Penfifl abaixo da
estein.

2.2.1 Para evitar que os fragmentos lesione o
funcionario.

2.3 Se houver insulina, limpar com lcool &
manta.

2.3.1 Para que n3o fique residuo de insulina no
equipamento.

Limpe 3 caixa do sistema de visio

3.1 Remover Penfill e/ou componentss do
interior e arredores.

3.1.1 Para que ndo fiquem materiais do lote
finalizado.
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A 3-fold document:

1. Instruction (SOP)
2. Training Material

3. Process Confirmation
tool

novo nordisk”

The dimensions of a Job Instruction in our GMP

context (2/2)

Passo

0 que (Passos importantes)

=

Simbolo

Como (pontos chaves)

Por qué

Limpe o Held module e 3 corrente de Penfil

r_,é

1.1 Remover Penfill, fragmentos de Penfill e
componentes.

1.1.1 Para que ndo fiquem materiais do lote
finalizado.

1.2 Se houver insulina, limpar com dlcool e
manta.

1.2.1 Para que n3o fique residuo de insulina no
equipamento.

Limpe 3 esteira de alimentagio

2.1 Remover Penfill da parte superior.

2.1.1 Para evitar mistura entre lotss,

2.2 Aspirar fragmentos de Penfifl abaixo da
estein.

2.2.1 Para evitar que os fragmentos lesione o
funcionario.

2.3 Se houver insulina, limpar com lcool &
manta.

2.3.1 Para que n3o fique residuo de insulina no
equipamento.

Limpe 3 caixa do sistema de visio

3.1 Remover Penfill e/ou componentss do
interior e arredores.

3.1.1 Para que ndo fiquem materiais do lote
finalizado.

Presentation title Date 12

3 systems to ensure
sustainability:

1. Continuous Improvement
2. Quick Updates
3. Process Confirmation

A Change
Management task
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A parallel and common implementation method
for both pilots
Nov Dec Jan Feb Mar Apr May Jun
2015/2016 l ! I I ! | | ! |
I T | T T T T T 1
G1 G2 G3
DFP Pilot Site Roll Out
Write Job Instructions . *
Develop Systems [ ®
Retrain all shifts [ ®
Systems go  -live —— e
Job Instructions in QBIQ ([ 4 L]
Updated SOP in QBIQ _ _ ]
novo nordisk’
Job Instructions DFP Pilots 27-04-203ide no

14

Job Instructions Pilots — main take aways

_ Site Chartres = Site MOC
Challenges 400 operators in scope, critical operation Production equipment availability

Create a Training simulation space Start small T solve a problem

Good Learnings

Qualify operators in Job Break Down writing
Involve supervisors  as key stakeholder
Let Operators write the content

Watch video '

e
JOB INSTRUCTION
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And finallyé the results
Site Montes Claros, Brazil
Deviations in line clearance operations
35 1
3
3 4
25 |
|
2 1
2 4 1
|
|
15 - 1
1 1 1 1 :
1 1
|
|
05 - 1
|
0 - T T T T t T T T
Jan Feb Mar Apr May : June Jul Aug Sep ®
JOB INSTRUCTION N »
PILOT novo nordisk

And finallyé the results
Site Chartres, France

NNP2 - Contamination in gowning room

14

12

REDUCTION
98% NNP1

10
REDUCTION

94% NNP2 2015

6 2016
4
2
0
Grade C
£ & CH .
JOB INSTRUCTPiIgN o
(@]
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