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SDS is a Swedish consultancy providing services within:!
!
!  Drug Development (CMC, non-clincial, clinical, regulatory)!
!  Biostatistics!
!
Most consultants in SDS have Ph.D. and long (+20 years) !
experience in taking real projects to market or to exit.!
!
!
!
!



EXPERIENCE WITH SCIENTIFIC ADVICE IN SDS!

•  8-12 meetings yearly at MPA!

•  5-10 meetings yearly at other national CA (BfArM, ANSM, 

MHRA)!

•  2-3 EMA Scientific Advice meetings!

•  2-3 FDA pre-IND meetings!



ROLE OF SCIENTIFIC ADVICE IN EARLY PROJECTS!

!
Early confirmation of development and regulatory strategy by 

regulatory authorities is important, especially for SME biotech 

companies.!
!
Why?!
!
!
All projects are unique: substance, indication, objectives etc!
!
!
!
!
!



DRUG DEVELOPMENT!

Costly, regulated, problematic, full of obstacles, choices….!
!
…. usually only one possibility to do it right!!



EARLY VC BUY-IN NECESSARY!

•  Drug development is costly!

•  Investors require solid development plans, sanctioned by 

regulatory authorities.!

!
•  Investors want to understand full picture from early !

development to exit/market.!
!
!



WHERE TO FIND COST EFFECTIVE AND RELIABLE ADVICE?!

•  Regulatory authorities provide cost effective and most 

reliable advice!

•  Drawback: Open questions not possible!

•  Considerable scientific and regulatory expertise needed to 

prepare for meeting and ask the right questions!
!



WHO TO ASK?!

National authorities, EMA or FDA?!
!
No given answer!!!
!
!
!
!



TRICKS OF THE TRADE!!

•  Value of the outcome of a Scientific Advice meeting is 

directly proportional to work invested!

•  Ask the right questions!!

•  Never too early!!

•  Documentation of already known answer may be valuable 

to investor!!



TRICKS OF THE TRADE 2!!

•  Bring key stakeholder (CEO) to meeting!

•  Relevant participants from company, define roles!

•  A meeting not documented did not happen!

•  Good minutes is a valuable document!!

!
!
!

!



THE SOONER THE BETTER!!

•  Early SA meetings valuable to define foundation for !
     development plan including indication, formulation, costs,     !
     timeline!

•  Saves time and money!
!
•  Early meetings with national authorities, possibly with !
     exception of orphan drugs.!

!
!



WHEN, WHERE, HOW?!

When?!
As early as possible and repeatedly!
!
Where?!
National, EMA, FDA depending on objectives and project!
!
How?!
Well prepared with the right team!




