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3600+

life sciences customers run SAP worldwide
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Johan Verboven, GlaxoSmithKline, sits down with CTA to discuss the
advantages of using SAP technology in the clinical supply chain
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SAP X|2F o|22t2] - Advanced Track & Trace for Pharm
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SAP H|2fF o] 22| - Advanced Track & Trace for Pharm 117 A}

8 of top 20 Pharma & 2 of the Top 3 Wholesalers are ATTP customers

ATTP 11ZHA} =27}
AmerisourceBergen Corporation us
LEO Pharma A/S EMEA
Teva EMEA
Grifols EMEA
Hetero AP)J
Acino MEE
Merck us
CSL Behring (Seqirus; bioCSL us
division)

Hikma EMEA
Novo Nordisk EMEA
BBraun MEE
Johnson & Johnson us
Mylan us
Galderma MEE
BMS NA
Purdue NA
DRL (Dr. Reddy's Labs) AP)J
Piramal APJ
Desitin MEE
Boehringer Ingelheim MEE

©2018 SAP SE or an SAP affiliate company. All rights reserved. |

ATTP 117 A} =7t Pharma Network T1Z§A}t
Medical Logistics International (UAE) EMEA AmerisourceBergen Corporation
USV Limited APJ Merck

Ache (Brazil)

Upsher Smith

GSK

Cesar Castillo Inc. (Puerto Rico)
ALK Abello

CSL Behring LLC

Sharjah Environment Company LLC-
Bee'ah
Alvogen Group Iceland

Apotex Inc.

AstraZeneca UK Ltd

H. Lundbeck A/S

McKesson Corporation

DSM Sinochem Pharmaceuticals
Krka, d.d., Novo mesto
Emergent

Microlabs

Biocon

Johnson & Johnson
Novartis

Boehringer Ingelheim
Bayer (DE)

Dr. Reddy Laboratory
DSM Sinochem (NL)

AstraZeneca (UK)
Alvogen (DK)

CE|

Top 20 Pharma/
Top 3 US Wholesaler

2017.2 7|&
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FAQ 1. SAP= GMP, ERES S THAHIE HE A &=+5ILtR

Electronic Signature

21 CFR Part 11

Electronic Records & Electronic Signatures
21 CFR Part XX: Agency Regulations = Predicate Regulations
21 CFR 211: 21 CFR 58: 21 CFR 820:
GMP — GLP - QSR -
Good Manufacturing Practices Good Quality Systems
for Finished Pharmaceuticals Laboratory Regulations
Practices (for Medical Devices)
271 CFR Part 11 (US) and Annex 11 (EU) provide the regulatory framework for e-records and e-signatures
Scope of "Part 11" is determined by GxP (predicate rule)
What functionality in SAP ERP could be regulated?
PP-PI Production planning for process
industries -> compliant manufacturing
HR Human resources (ex.training
information)
MM/WM Materials/warehouse management
PM Plant maintenance
QM Quality management

SAP = 21 CFR Part 11 (US) and Annex 11 (EU) &

i

©2018 SAP SE or an SAP affiliate company. All rights reserved. |

Ensure process controls

Enforce process security

Strict guidance on content/format
Interactive process

Front end based

Electronic Records

Umbrella regulation

Scope is determined by GMP
("predicate rule”)

Robust audit trail & change control
Record portability & archiving
Hybrid systems

Automatic process

Backend based

‘SAP Manutacturing Execution
FOATItle 21 CFR Part 11 Compance

AP NANUEACTURNG BXECUTION )

FORTITLE 2 CODE OF FEDERALREGULATIONS PART

IELECTRONC RECORDS AKD LECTRONC SEAATIRES
COMPLIANCE ASSESSENT

* white paper on compliance : SAP ERP,
“Complying with Global ERES Regulations
in the Life Sciences Industry,” discusses in
detail the regulatory requirements and how
SAP believes it complies with regulations.
SAP ME whitepaper covers Manufacturing
Execution in details.
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FAQ 3. LIMS(Laboratory Information Management
System) = SAPE O{EH| 79 7}535H7l8 ?

SAP ERP 2 0{0]| Z2tEl Quality Management 22 ¢

Audit
Management

- Supplier audits
- Product audits
- Process audits
- System audits

- Environmental
audits

- Assessments/
Revisions

O

SAP ERP2| QM2

Quality
Engineering

- Specifications
- Sampling plans

— Document
management

- Stability studies

- Failure mode &
Effects Analysis

- Control Plan

Mg e
X

Quality Assurance
& Control

- Sample &
Batch Management

- Quality Control

— Statistical
Process control

- Problem handling

- Certificates

v
v

Quality
Improvement

— Corrective &
Preventive Actions
(CAPA)

- Complaint
management

- Quality
analysis

al
= x
X EE (CAQ) A|2HHIoR ME AR

> 10,000 customers and

200 references
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FAQ 4. EZH| 3! 2H|2t2| AHA

AL SH| 5L

OH

QM with SAP ERP used as Enterprise LIMS

PCo QM-IDI Enterprise Service Simple Data
(Plant Connectivity) Interface (SOA) Transfer
/ || \ / || \ / || \ ||
Complementary ES Bundles RS232 serial interface
Connectivity Partner Product “Integration of QM
Framework for (no full-blown LIMS, Systems (IQM)” and File transfer
external devices e.g. IDOS, “Easy Inspection
(PCo) Dr. Eilebrecht SSE *) Planning (EIP)” Interface Boxes
(e.g. Steinwald)
Data Agents Directintegration, Flexible Web
e.g. withCDS Services Keyboard Wedges

N /L Z2AN /

Steinwald interface box; Complex Test Equipment QM Data Exchange with Simple Test Equipments
Simple Test Equipments (e.g.HPLC) consumer applications (e.g.  (e.g. balances, colorimeter
SAP MIl, 3rd party systems) etc.

MDS — Manufacturing Data Services / CDS — Chromatography Data Systems
HPLC - High Performance Liguid Chromatography / MIl — SAP Manufacturing Integration and Intelligence *1DOS and Dr. Eilebrecht SSE partners for QC interfacing

©2018 SAP SE or an SAP affiliate company. All rights reserved. |
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FAQ 5. Batch Trace = {84 &z2lsiLtg 2 @ = .
Y~ FE -~ ~F5 Batch Y& Hi e ——

. ZMM_FOH ) [P []e)
s 7y 025

U @S ZMM_ROH - Object 700021 180308004
k113
i = w
r ;:7f;7f pr :
HYRAf HE =ZA - X AL S~ E i
o | 6 6 =Rt “lA-EE-Z D
(FlalE JE L) b= @ e Le=ouza JI[Eaa= )| IEZrr 0|2 0] HA K| 0]
HAIOfl CHSE A= 2o bl -] |
- [@ 36 HiE[7F 2l o HE AR (AF2) —_
’ gmow“ [« | (F[a) (i@ = LEE Lk faass Feed [@f@ay 2= [gmaz @) g o= |
» ———— SR | S— | =5
. T 100006 (v ] stesywsy T AW RERH LHO |mm= wm
» 451200023 | _&518030F001 500025 (000B) 100mg 1100 18030F001 |
» =] 200024 ~ iz 1000037 500025 (000B) 100mg 1100  18030F001
» =] 500024 £ 18030B004 700021 (000B) 1100  18030B004
- di] 500025 dFe 1000036 700021 (000B) 1100  18030BO04
- &5 18030F001 - &5RM18030803 100036 acid (RM1052-05) 1100 RM18030803
- &5 FR18030001 . [[m] 4500000029 100036 acid (RM1052-05) 1100 RM18030803
» t=| 700020 -  &5RM18030801 100035 AM1005-03) 1100 RM18030801
» 6] 700021 . [[m] 4500000027 100035 IM1005-03) 1100 RM18030801
- &5RM18030802 100034 \DCF Mab-Growth (RM0075-07) 1100 RM18030802
. [ 4500000028 100034 \DCF Mab-Growth (RM0075-07) 1100 RM18030802
- &5RM18000001 100034 \DCF Mab-Growth (RM0075-07) 1100 RM18000001
[ 4500000014 100034 \DCF Mab-Growth (RM0075-07) 1100  RM18000001
[fm] 4500000030 700021 (000B) 1100  18030B004
&;5 18030B005 200024 ' Stopper coated with Teflon 1100 18030B005
@4500000031 200024 ' Stopper coated with Teflon 1100 18030B005
&% RM18030003 200023 DmLp[30%58] Blowback (PM0076-07) 1100 RM18030003
@4500000024 200023 DmLp[30*58] Blowback (PM0O076-07) 1100 RM18030003
5% RM1802 200023 DmLp[30*58] Blowback (PM0O076-07) 1100 RM1802
@4500000016 200023 DmLp[30*58] Blowback (PM0O076-07) 1100 RM1802
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Test Script

|
. Test Script:
SAP S/4HANA-1210-17-
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Purpose

Prerequisites

System Access

Roles

Master Data. Organizational Data.and Cther Data

Business Conditions.

Preliminary Steps.

251 Setinttial Stock for Matertal

2 Set Relevant for Proof of Delivery In BP Master Data
3 Create Templats ltem Proposal (Qptional)

Overview Table

Test Procedures

Baslc Credit Management (BDE) - Set Crecit Limit (Optional)
Sales Quotation (BDG) (Optional)

Create Sales Order

Create Sales order using [FRS15 Bundling functicnality (Optional)
Advanced Avallable-to-Promise Processing (LIW) (Opticnaly
Create Attachment for Sales Order (Optional)
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