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Com mit tee for Medicinal Products for Hum an Use (CHMP)

Sum m ary of opinion1  ( init ia l authorisat ion)

At t rogy
diflunisal

On 25 April 2025, the Com m it tee for Medicinal Products for Hum an Use (CHMP)  adopted a posit ive 

opinion, recom m ending the grant ing of a m arket ing authorisat ion for the m edicinal product  At t rogy2,  

intended for the t reatm ent  of hereditary t ransthyret in-mediated am yloidosis (ATTRv)  in adult  pat ients 

with stage 1 or stage 2 polyneuropathy .

The applicant  for this m edicinal product  is Purpose Pharm a I nternat ional AB.

At t rogy will be available as 250 m g film -coated tablets. The act ive substance of At t rogy is diflunisal (ATC 

code:  Salicylic acid and derivat ives. ATC code:  NO2BA11) . Diflunisal stabilises the t ransthyret in (TTR)  

tet ram er, prevent ing its dissociat ion into TTR m onom ers which are responsible for TTR am yloidosis 

pathology.

The benefits of At t rogy are its abilit y to delay disease progression, m easured by the Neuropathy 

I m pairm ent  Score plus 7 nerve tests (NI S+ 7) , at  2 years of t reatm ent  versus placebo, as shown in a 

random ised, double-blind, placebo-cont rolled clinical t r ial. The m ost  com m on side effects are gast ro-

intest inal. 

The full indicat ion is:

At t rogy is indicated for the t reatm ent  of hereditary t ransthyret in-m ediated am yloidosis (hATTR 

am yloidosis)  in adult  pat ients with stage 1 or stage 2 polyneuropathy.

Detailed recom m endat ions for the use of this product  will be described in the sum mary of product  

character ist ics (Sm PC) , which will be published in the European public assessm ent  report  (EPAR)  and 

m ade available in all official European Union languages after the m arket ing authorisat ion has been 

granted by the European Comm ission. 

1 Sum m aries of posit ive opinion are published without  prejudice to the Com mission decision, which will norm ally be issued 67 

days from  adopt ion of the opinion
2 This product  was designated as an orphan m edicine during its development . EMA will now review the inform at ion available to 

date to determ ine if the orphan designat ion can be m aintained
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