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QbD Group supports 
life science companies 
worldwide throughout 
the entire product lifecycle, 
from idea to patient.

MEDICINAL PRODUCTS

ATMP

SMALL
MOLECULES

BIOTECH

REGULATORY

CLINICAL

QUALITY ASSURANCE

LAB SERVICES

QUALIFICATION & VALIDATION

SOFTWARE SOLUTIONS

BUSINESS & COMMUNICATIONS

VIGILANCE*

*THIS SERVICE IS SUPPORTED BY

Is your company looking for support within the development process of your product?

Development

MFG

Timeline

Regulatory

Research Clinical

We cover the full lifecycle

1st improved
MFG process

1st MFG process
R&D lab R&D lab / CMO

Final process
R&D lab / CMO

Manufacturing

Ideation

IMPD IMPD IMPD Submission Variations I/IIa/IIb
Pharmacovigilance

R&D
Proof of Concept

GLP
TOX

Regulation (EC) NO 1394/2007 and 2001/83/EC

Comparability study

18 months 2 to 3 years 3 to 5 years

(Safety)
First in human

(a/b) Safety

Training

GXP (GCP / GDP / GMP)

Intro to QMS

Design of Experiments

1 GMP/GCP

Audits - Audit 
preparation

QMS implementation

eQMS solution Scilife

2

IMPD

Regulatory Submission

Variations

Pharmaco Vigilance

3 CRO support

Data management statistics

Project & site management

Regulatory CA, IRB/EC

Safety, medical monitoring

Compliance & medical writing

4 On Market support

Production support

QA support

Quality event management

Inspection and audits

Post-market surveillance (PMS)

5 Cell by Design

Process optimization 
according to QbD

Closing and automating 
process steps

Cost of Goods analysis

6

Cell by Design6
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