
The 5th DKG/SARQA Scandinavian Conference 

Current Status of Quality in Research and 

Development 

Day 1, Wednesday 18/4 2012 

09.00 – 
09.30 

Registration/coffee  
 

09.30 – 
09.40 

Welcome   
 

09.40 - 
12.00 

Current status  

Where are the GXP’s moving towards 

Part 11/Annex11 update 

§58 update 

12.00-
13.00 

Lunch 

13.00 - 
14.30 

GCP: 
Pharmacovigilence 
regulatory overview  
 
Regulations overview,  
Antonia Chalmers 
(Consultant) 

GLP/GCP: Validation of 
Bio. analytical methods  
 
EMA guideline on 
Validation of Bio-
analytical Methods, 
Lene Bjerring Bork 
(DMA) 
 
Principles of  Method 
Validation,  
Magnuss Knutsson 
(Ferring 
Pharmaceuticals) 

GMP: Product 
Specification File 
 
A practical approach - 
manual system, 
Christina Fremming (SSI) 
 
A practical approach, 
Joanna Norin (Genzyme 
Biosurgery)  
 

14.30 – 
15.00 

Coffee 
 

15.00 – 
16.40 
 
 
 

hǾŜǊǎŜŀǎ Ҕғ hǾŜǊǎƛƎƘǘ  ƛƴ D·tΩǎ 
                   GCP CRO oversight, Paul Strictland (Amgen) 
                   Working with GLP in China, Kjell Slytå (AstraZeneca) 
                   Working with GXP in India/China,  Michael Cutter (Novartis Pharma  
                   AG) 

16.40 – 
17.40 

Event 
”Roles must be played” 
 

18.30 Conference dinner, followed by walk in Tivoli 
 

 

 

 

 

Day 2, Thursday 19/4 2012 

08.45 – 
09.15 

Coffee  
 

09.15 – 
12.00 
 

 

Issues to consider on electronic archiving  
The big picture, Henrik Raun 

           The technical aspects, Christian Stage (Stageone) 
 Auditing of electronic data, Anders Vidstrup (NNIT) 
 

12.00 - 
12.45 

Lunch  

12.45 - 

14.00 

The roles of QA  
 The role of QA across the GXP’s, Paul Strictland (Amgen) 
The role of QA - in another way! 

 

14.00 – 
14.30 

Coffee 
 

14.30 – 
16.15 

News from inspectors  
GLP inspector, Ragnar Hede (MPA, Sweden) 
GMP inspector, Knud Ryhl (DMA, Denmark) 
GCP inspector, Gunnar Danielsson or co-worker (MPA, 
Sweden) 
 

Panel: Questions and Answers 
 

16.15 – 
16.30 

Closure of Conference 
 

 


