
Version 5.0, 19.02.2004

Seite 1

DOQ Presentation 

�Design & Development 
�Moduls
�FDA/GMP/Part 11
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DOQ Design & DOQ Design & DevelopmentDevelopment ((ImportantImportant Milestones)Milestones)

DOQ P10

DOQ Customizing for
Siemens Med. Business Unit CTD

December 1999
Electronic DHR in CT Factory

June 2000

March 2002

FDA- (Part 11) compliantFebruary 2003

DOQ in China (Shanghai)

DOQ in
Business Unit RS (Chicago-Erlangen)

March 2003

Design &
Development Modules FDA Worth

Knowing Key Benefits

DOQ in
Business Unit RV (Erlangen)

August 2003

FDA (Part 11) electronic SignatureSeptember 2003

DOQ entering open market outside Med.
Completion ”Modul Biomedical”

October 2003

1. Biomedical Customer ”Merix”Januar 2004
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DOQ Modules

� „Configuration“ Module ���� Modeling of complex

production processes (including suppliers)

� Module „Process Control“

� Module „Form Manager“

� Module „Serial Number Format Generator“

� Module „Electronic Signature“

� Module „Archive“

� Module „Scanning“

� Module „Maintenance“

� Module „Interface“

� Module „Analysis“

DOQ ModulsDOQ Moduls

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Configuration / Process ControllingConfiguration / Process Controlling (1)(1)
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Powder Mix 1 Powder Mix 2 Baking Process Dehumidifier High Pressure Cut
HD-sulfit HD-sulfit PTD-Pulver PTD-Pulver Zylinder Schei ben

� The „Configuration Module“ assists in modeling the production process of the 
ceramics detector (cf. image above). The boxes repr esent intermediate goods with 
n:1, 1:n und n:m relations in between.

� The example above shows a snapshot of an intermedia te good that is currently in 
the production process of CTD (ceramics detector). DOQ depicts the progress of the 
process in real-time by the color of the boxes (gre en = finished; white = open; red = 
in quarantine).

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Configuration / Prozess Controlling (2)Configuration / Prozess Controlling (2)

Module Description

� Implements a complex production process (factory, s uppliers, ...)

�Allows data entry in master forms customized for ea ch intermediate good

�Monitors chosen intermediate goods

�Monitors production non-conformances & distinctive features during the 

complete production progress of a good

�Visual Status control of intermediate/finished good

� Input of remarks (e.g. service message, notificatio ns) for intermediate 

goods in the process (also displayed at later inter mediate/finished goods)

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Design Master
Forms +

Database Connection

Customize Master 
Forms

��

��

��

Assign to an 
Intermediate Good

Factory Release

Design Master Forms from 1st Draft to Factory Relea se

tt

Detector
Part number 4711

Form Manager Module (1)Form Manager Module (1)
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Example Master Form „Ceramics Array“

Form Manager Options

� Design form fields
� Enforce mandatory fields
� Definition of minimum / maximum 

constraints
� Integration of „drop down“ lists
� Open other files, e.g.:

� Video-Files
� Audio-Files
� PDF-Files
� HTML-Files

� Calculated fields
� Optional / mandatory fields
� Sibling fields
� Barcode fields
� Maintenance fields

Form Manager Module (2)Form Manager Module (2)

Form Manager Options

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Electronic Signature ModuleElectronic Signature Module
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Worth Knowing: „Electronic Signature“

�Audittrail and Electronic Signature created for each  input

�One Electronic Signature for one data input as well  as for multiple data 

inputs (by one person)

�Currently about 1 Million1 Million Electronic Signatures in DOQ per Month

�Single Sign On
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Archive / Scanning / Maintenance and Interface Modu lesArchive / Scanning / Maintenance and Interface Modu les

�Archive Module

�Complete DHR/DMR Information stored in one database  system

�Archive formats: TIFF, PDF

�Archiving possible in each security container (e.g.  SAP EDM)

�Scanning Module

�Document (papers) scan

�Virtual Scan of electronic Files (PDF, HTML, ...)

�Maintenance Module

�Status of Maintenance is displayed in each form vie w:

�Work stations

�Machines

�Engines

�Interface Module

�Input/Output Interfaces: SAP, Excel, SynGo (in realiz ation), ... 

=> Total amount of factory data is stored in one da tabase system

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Complete information in one database ���� All kinds of analysis possible

Scheduled 
automatic 

generation of 
Monitoring -Files

In Realization :
„Data-Mining“
(unexpected 

correlations will 
be identified!)

Flexible special 
Analysis , e.g.
if production 

stops

DOQDOQDOQ

NEW: Calculation 
of cycle time, 
efficiency ...

Analysis ModuleAnalysis Module

Design &
Development Modules FDA Worth

Knowing Key Benefits
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FDA/GMP/Part 11FDA/GMP/Part 11

Screen dump 

Part 1
1 questionary  

„DOQ“

Since February 2003 DOQ is Part 11 Compliant
�Audittrails are implemented
�Archiving of all DHR/DMR-Information in SAP

security container 
�Electronic Signature (since September 2003)

Design &
Development Modules FDA Worth

Knowing Key Benefits



Version 5.0, 19.02.2004

Seite 12

Worth Knowing
�Current DOQ Version: 5.0

�No extra SAP licenses for factory workers necessary

�Short training period (worker = approx. 1,5 h)

�Customers

� Internal customers: Business Units CT, 

CTD, RV, RS (���� Erlangen / Chicago)

� External customers : Merix, Scanditronics

(in realization)

�1 Million Electronic Signatures (Feb. 9 th – Mar 12th)

�Multi Language Interface English/German (optional 

„Chinese“)

�22% of all external DOQ sales go back to Siemens 

Medical Solutions

Worth Worth Knowing Knowing (1)(1)

Design &
Development Modules FDA Worth

Knowing Key Benefits
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Worth Knowing
�Status tracking for each process step and 

intermediate/finished good
�Visual representation of 1:n/n:1/n:m relations for all 

process steps and intermediate/finished goods 
(serialnumbers/batches)

� Integrated maintenance system
�Distinctive feature & non-conformance data entry 

system
� “Sibling field” system (provides ergonomic input of  

large amounts of data)
�One PC for several workers (reduction of logon/logo ff 

time, reduction of PCs in the factory)
�Analysis Module for „Regular“, „Special“ and

„Data Mining“ Analysis

Worth Worth Knowing Knowing (2)(2)

Design &
Development Modules FDA Worth

Knowing Key Benefits
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� Significant increase of process quality

� Reduction of  flawed goods / reworking  

� Overall cost reductions

� Easy integration of new product/assembly

(-lines)

� Optimized support for data input (no 

redundancies)

� FDA – 21 CFR Part 11 Compliance 

� Close to 100% paper reduction

� Standardized electronic archive

� Various reporting/evaluation modules

� Various interfaces

DOQ DOQ –– Key BenefitsKey Benefits

Design &
Development Modules FDA Worth

Knowing Key Benefits


