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Quest ions and answers on generic m edicines 
 

W hat  is a generic m edicine? 

A generic m edicine is a m edicine that  is developed to be the sam e as a m edicine that  has already been 

authorised ( the ‘reference m edicine’) . 

A generic m edicine contains the sam e act ive substance(s)  as the reference m edicine, and it  is used at  

the sam e dose(s)  to t reat  the sam e disease(s)  as the reference m edicine. However, the nam e of the 

m edicine, it s appearance (such as colour or shape)  and it s packaging can be different  from  those of 

the reference m edicine. 

W hat  does a generic m edicine contain? 

A generic m edicine contains the sam e quant it y of act ive substance(s)  as the reference m edicine. The 

inact ive ingredients, or ‘excipients’, m ay differ between the generic m edicine and it s reference. 

The act ive substance of a m edicine is what  gives it  its therapeut ic effect . A generic m anufacturer m ay 

choose to use a different  form  of the act ive substance, for exam ple the m anufacturer can decide to use 

a ‘hydrochlor ide’ salt  of the act ive substance because this form  is m ore stable. However, this can only 

be done as long as it  does not  affect  the m edicine’s act ivit y. 

W hen can a generic m edicine be developed? 

A com pany can only develop a generic m edicine for m arket ing once the period of ‘exclusivit y’ on the 

reference m edicine has expired. This period of exclusivit y is given by law to the com pany that  

developed the innovat ive m edicine on which the generic m edicine is based. The innovator com pany 

benefit s from  data and m arket  exclusivit y under pharm aceut ical legislat ion ( typically 10 years from  the 

date of first  authorisat ion) . 

I nnovator com panies can use patent  law to obtain further protect ion for an innovat ive m edicine. This 

protect ion applies to new uses of the m edicine, such as new indicat ions. While this ‘use patent ’ 

protect ion is in place, a generic m edicine cannot  be m arketed for the protected indicat ion, even if the 

period of exclusivit y on the reference medicine has expired. Unt il the expiry of the use patent , generic 

m edicines can only be m arketed for indicat ions that  are not  patented. 
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Generic m anufacturers can also choose to develop a generic m edicine that  is based on a reference 

m edicine, but  is presented as a different  st rength or with a different  route of adm inist rat ion to the 

reference m edicine. They m ay also decide to develop a m edicine with a slight ly different  indicat ion, 

such as a lim ited indicat ion that  will allow the m edicine to be used without  a prescript ion. This type of 

generic m edicine is called a ‘hybrid ’ m edicine, because it s authorisat ion relies in part  on the results of 

tests t rials on the reference m edicine and in part  on new data. 

How  are generic m edicines m anufactured? 

Generic m edicines are m anufactured according to the sam e qualit y standards as all other m edicines. 

As for other m edicines, regulatory authorit ies perform  periodic inspect ions of the m anufactur ing 

site(s) , to ensure that  good m anufactur ing pract ices are in place. 

How  are generic m edicines authorised? 

As for all m edicines, generic m edicines m ust  obtain a m arket ing authorisat ion before they can be 

m arketed. Market ing authorisat ions are granted after a regulatory authorit y, such as the European 

Medicines Agency, has conducted a scient ific evaluat ion of the m edicine’s efficacy (how well it  works as 

m easured in clinical studies) , safety and qualit y. 

How  are generic m edicines evaluated? 

As the reference m edicine will have been authorised for several years, inform at ion is already available 

on the efficacy and safety of the act ive substance(s)  it  contains. The pharm aceut ical legislat ion defines 

the tests that  m ust  be carr ied out  to dem onst rate that  the generic m edicine is com parable to the 

reference m edicine so that  it  can receive a m arket ing authorisat ion. 

Specifically, a com pany producing a generic m edicine needs to provide inform at ion on the qualit y of 

the m edicine. I n m ost  cases, it  will also need to supply data from  a bioequivalence study to show that  

the generic m edicine produces the sam e levels of the act ive substance in the body (whether hum an or 

anim al)  as the reference m edicine. 

Bioequivalence studies are only needed for m edicines that  are absorbed by the body before being 

released into the bloodst ream , such as m edicines that  are taken by m outh. Generic m edicines that  are 

adm inistered direct ly into the bloodst ream , such as those given direct ly into a vein by inject ion or 

infusion (dr ip) , do not  need to be tested for bioequivalence against  the reference m edicine.  

I f a generic m edicine contains a different  salt  of the act ive substance to the salt  used in the reference 

m edicine, regulatory authorit ies will consider whether addit ional tests are needed for the m edicine to 

be granted a m arket ing authorisat ion. I f the m edicine is a hybrid, addit ional tests m ay be required, 

such as the results of clinical t r ials that  test  the efficacy of the m edicine.  

Once the generic m edicine is authorised, the sam e inform at ion will appear in the ‘product  inform at ion’ 

of the generic m edicine ( the sum m ary of product  character ist ics, the labelling and the package leaflet )  

as in the product  inform at ion of the reference m edicine. The only differences relate to any differences 

in excipients and any patented indicat ions. I f precaut ions are necessary because of an excipient , they 

will be described both on the label and in the package leaflet  of the generic m edicine. I f the reference 

m edicine is benefit ing from  patent  protect ion for som e indicat ions, these cannot  appear in the product  

inform at ion of the generic m edicine.  
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How  is the safety of generic m edicines m onitored? 

As for all m edicines, the safety of generic m edicines cont inues to be m onitored after authorisat ion. 

Each com pany is required to set  up system s to m onitor the safety of all m edicines that  it  markets. 

Regulatory authorit ies m ay also perform  an inspect ion of these m onitor ing system s. I f specific safety 

precaut ions have to be considered when taking the reference m edicine, the sam e precaut ions will 

generally also be required for the generic m edicine. 
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