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GUIDELINES

Can platform manufacturing data be used for 
biotechnologically-derived substances?
Signifi cant experience gained through the use of a production 
strategy similar to those used by the same applicant to manufac-
ture other drugs of the same type, i.e. platform manufacturing, 
is acknowledged in ICH Q11. Where appropriate, such prior 
knowledge can be used to leverage some development data 
and support evaluation/validation studies.

Does Q11 provide guidance on the number of batches 
required in drug substance process validation studies?
There is no ‘magic number’. The number of batches should comply 
with relevant guidances, e.g. ICH Q7, and can depend on several 
factors including but not limited to: (1) the complexity of the 
process being validated; (2) the level of process variability; and 
(3) the amount of experimental data and/or process knowledge 
available on the specifi c process.

To what extent are data generated with small-scale batches 
relevant to the validation of the commercial process for 
biotechnologically-derived substances?
The contribution of data from small-scale studies to the over-
all validation package will depend upon demonstration that 
the small-scale model is an appropriate representation of the 
proposed commercial scale. Data should be provided dem-
onstrating that the model is scalable and representative of the 
proposed commercial process. Successful demonstration of the 
suitability of the small-scale model can enable manufacturers to 
propose process validation with reduced dependence on testing 
of commercial-scale batches.

Does Q11 provide guidance on changing the manufacturing 
process after approval of a marketing authorisation?
As indicated above, the concept of design space is applicable 
to drug substances. Following approval, changes within the 
defi ned ‘design space’ do not require regulatory approval.

Q11 also recognises that protocols for managing specifi c 
changes to the drug substance manufacturing process and 
intended to be implemented after approval, may be included 
for agreement with the regulatory authority during the assess-
ment of the marketing authorisation application.

European legislative requirements for post-approval changes to 
marketing authorisations are applicable.

Further information on the regulation and detailed classifi cation 
guidance are available on the European Commission website 
at ec.europa.eu/health/better-regulation-variations-regulations-
developments_en.htm
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Austria could save Euros 256 million by using more 
generics
A recent study by IMS Health Austria (IMS) revealed that 
in Austria healthcare payers could have saved more than a 
quarter billion Euros during 2011 if physicians would have 
prescribed more generics to their patients.

The total reimbursed medicines market in Austria totals 
Euros 1.89 billion. IMS estimates that 89% of the total market 
by volume is theoretically replaceable by generics. However, 
of the total more than 7 million counting units (CU : dos-
ages per day) prescribed in 2011 only 38% were replaced by 
generics (2.7 million CU).

IMS considered that the average price of an originator drug 
is at least three Euros 3 more expensive than the average 
generic drug, meaning that an average generic drug CU 
costs Euros 0.13 whereas an originator with a price of Euros 
0.20 per CU is at least 54% more expensive. If every origina-
tor in the replaceable segment were switched to a generic 
drug, the country would reap savings of more than 3.6 mil-
lion CU that would result in Euros 256 million in savings 
per year. This value is however only theoretical as it would 
mean a 100% generics penetration rate in the replaceable 
segment.

Since in Austria physicians are only advised, but not obliged, 
to prescribe generics; and pharmacists are also not obliged 
to substitute an originator by a generic drug as is common 
practice in other countries, e.g. Germany with its ‘aut-idem’ 
system, such penetration rates are just wishful thinking. 
In fact, at the moment Austria is at the lower end regard-
ing generics penetration. According to 2010 data from IMS, 
generics in Austria had a market share of only 26% of the 
total retail market, visit the article link below to view the 
data on generics uptake rates in Europe.

The Austrian Generics Association (Österreichische Gener-
ikaverband) and the Austrian Medicines Authority indeed 
think that it may be possible to increase the generics share up 
to 60% during the next years. These opinions, along with the 
size of the potential savings in Austria, have led to huge media 
and television coverage in Austria. One crucial point however 
will remain – providing information to and convincing both 
physicians and patients of the safety and quality of generics.
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