
Research and Development areas were in the past traditionally
excluded from the “regulatory envelop”, since it strictly applied to 
the production environment with regard to GMP compliance.

However, an increasing requirement for the application of GXP 
(GMP,GLP,GCP) principles to the complete Product Life Cycle has 
been driven by FDA’s ‘riskbased-approach’ initiative, and especia-
lly by the more recent guidances subsequently developed from it: 
ICH Q8, Q9, Q10 and Process Analytical Technology (PAT),…

Concepts such as Quality by Design (QbD) apply from the early 
development stages. Sound scientific criteria applied to evaluate 
results and data contribute to the product and process knowledge, 
which is the key to providing, and proving, the necessary control of 
the process and the consistent quality of the product.

Before going to the production plant, the manufacturing process 
should be understood in depth, including its Critical Process
Parameters (CPP). This knowledge gives the ability to drive im-
provements within what is considered the Design Space without 
potentially affecting the quality of the product.
This, in turn, leads to the optimization of the process without
the need for revalidation or regulatory prior approval.

TDV provides experience in R&D projects for:

	 •  Solid, semi-solid and liquid dosage forms

	 •  Active Pharmaceutical Ingredients (API’s)

	 •  Sterile and aseptic manufacturing

	 •  Biotechnology

	 •  Process Analytical Technology (PAT)

Technology Transfer
ICH Q8 development models

Process Analytical Technology (PAT)
GMP in Pharmaceutical Development

Development Reports
Expert Reports

In the Life Cycle of a pharmaceutical product, research activities 
carried out during clinical phases entail a large burden of res-
ponsibility on the conclusions of the drug safety and efficacy and, 
accordingly, the requirements and pressure to comply strictly 
with the regulations on Good Clinical Practices (ICH E6) are very 
stringent. Therefore, the Quality Management System of the Me-
dical Department to conduct Clinical Trials for Pre-Marketing and 
Post-Marketing products is crucial to obtain successful and relia-
ble results.

Closely related to this, the computerised systems involved in the 
management of large amounts of data obtained from the Case 
Report Forms (CRF) and their further statistical exploitation, play 
a critical role in the overall process.

For marketed products, and also applicable to Clinical Trials, 
the increasing requirements of pre and post-market activities to 
record and investigate Adverse Events (AE) need the support of 
computerised systems in order to ensure that AE cases are recor-
ded and submitted to the regulatory bodies in portable formats 
compatible with the EMEA AE database.

In both cases, these systems must be validated according to the 
current thinking of the regulatory bodies, to demonstrate data in-
tegrity, reliability and trustworthiness.
TDV sound experience in this field encompasses worldwide au-
diting of CRO’s and Investigator Sites, implementation of Quality 
Management systems and validation of many computerised invol-
ved in the Clinical and Pharmacovigilance areas.

Quality Assurance Systems for CROs &
Clinical Research
CRO’s & Clinical Investigator audits
Clinical Trials audits
Validation of computerised systems for:
Clinical Data Management
Statistics
Pharmacovigilance data management

GxP in Research & 
Development

Technology Transfer

Quality by Design (QbD), ICH Q8

Good Clinical
Practices
Pharmacovigilance

Computerised 
Systems 

Validation

For further information about Good Clinical
Practices or Pharmacovigilance services, 
please contact:
Francesc Garrido  fgarrido@tdvct.com

For further information about
GxP in R&D and

Technology Transfer, please contact:
David J. Rooke drooke@tdvct.com
M. Àngels San masan@tdvct.com
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