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EMEA/ H/ C/ 000169 

EPAR su m m ar y  f o r  t h e pu b l i c 

Exelon 
r ivast igm ine 

This is a sum m ary of the European public assessm ent  report  (EPAR)  for Exelon. I t  explains how the 

Com m it tee for Medicinal Products for Hum an Use (CHMP)  assessed the m edicine to reach it s opinion in 

favour of grant ing a m arket ing authorisat ion and it s recom m endat ions on the condit ions of use for 

Exelon. 

 

W h at  is Ex elon ? 

Exelon is a m edicine containing the act ive substance r ivast igm ine. I t  is available as capsules (1.5, 3, 

4.5 and 6 m g) , as an oral solut ion (2 m g/ m l) , and as t ransderm al patches, which release either 4.6, 

9.5 or 13.3 m g r ivast igmine across the skin over 24 hours. 

W h at  is Ex elon  u sed  f o r ? 

Exelon is used for the t reatm ent  of pat ients with m ild to m oderately severe Alzheim er’s dem ent ia, a 

progressive brain disorder that  gradually affects m em ory, intellectual abilit y and behaviour. 

The capsules and oral solut ion can also be used to t reat  m ild to m oderately severe dem ent ia in 

pat ients with Parkinson’s disease. 

The m edicine can only be obtained with a prescript ion. 

How  is Ex elon  u sed? 

Treatm ent  with Exelon should be init iated and supervised by a doctor who has experience in the 

diagnosis and t reatment  of Alzheim er’s disease or dem ent ia in pat ients with Parkinson’s disease. 

Treatm ent  should only be started if a caregiver is available who will regular ly give and m onitor the use 

of Exelon by the pat ient . Treatm ent  should cont inue as long as the m edicine has a benefit , but  the 

dose can be reduced or t reatm ent  interrupted if the pat ient  has side effects. 
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Exelon capsules or oral solut ion should be given twice a day, with m orning and evening m eals. The 

capsules should be swallowed whole. The start ing dose is 1.5 m g twice a day. I n pat ients who tolerate 

this dose, it  can be increased in 1.5 m g steps no m ore frequent ly than every two weeks, to a regular 

dose of 3 to 6 m g twice a day. The highest  tolerated dose should be used to get  the m axim um  benefit , 

but  the dose should not  exceed 6 m g twice a day. 

I f the t ransderm al patches are used, the 4.6 m g per 24 hours patch should be used first , with the dose 

increased to the 9.5 m g/ 24 h patch after at  least  four weeks if the lower dose is well tolerated. The 

9.5 m g/ 24 h patch should be used for as long as the pat ient  benefit s from  it . After six m onths of 

t reatment  with 9.5 m g/ 24 hours, the doctor m ay increase the dose to 13.3 m g/ 24 hours if the 

pat ient ’s condit ion has worsened. The patches are applied to clean, dry, hair less, intact  skin on the 

back, upper arm  or chest , and are replaced every 24 hours. They should not  be placed on irr itated or 

red skin, on the thigh or abdom en ( tum m y) , or in places where they will be rubbed by t ight  clothing. 

The patches can be worn during bathing and hot  weather. The patches should not  be cut  into pieces. 

Pat ients can be switched from  the capsules or oral solut ion to the patches. See the sum m ary of 

product  character ist ics (also part  of the EPAR)  for detailed inform at ion. 

How  d oes Ex elon  w or k ? 

The act ive substance in Exelon, r ivast igmine, is an ant idem ent ia m edicine. I n pat ients with Alzheim er’s 

dem ent ia or dem ent ia due to Parkinson’s disease, certain nerve cells die in the brain, result ing in low 

levels of the neurot ransm it ter acetylcholine (a substance that  allows nerve cells to com m unicate with 

each other) . Rivast igm ine works by blocking the enzym es that  break down acetylcholine:  

acetylcholinesterase and butyrylcholinesterase. By blocking these enzym es, Exelon allows levels of 

acetylcholine to be increased in the brain, helping to reduce the sym ptom s of Alzheim er’s dem ent ia 

and dem ent ia associated with Parkinson’s disease. 

How  h as Ex elon  b een  st u d ied ? 

Exelon has been studied in m ild to m oderately severe Alzheim er’s disease. The capsules have been 

studied in 2,126 pat ients in three m ain studies, and the t ransderm al patches in one m ain study 

involving 1,195 pat ients. Exelon capsules have also been studied in 541 pat ients with dem ent ia due to 

Parkinson’s disease. All of the studies lasted six m onths and com pared the effects of Exelon with those 

of placebo (a dum m y t reatm ent ) . The m ain m easures of effect iveness were the change in sym ptom s in 

two m ain areas:  cognit ive ( the abilit y to think, learn and rem em ber)  and global (a com binat ion of 

several areas including general funct ion, cognit ive sym ptom s, behaviour and the abilit y to carry out  

everyday act ivit ies) . 

An addit ional study in 27 pat ients was used to show that  Exelon capsules and oral solut ion produced 

sim ilar levels of the act ive substance in the blood. 

W h at  b en ef i t  h as Ex elon  sh ow n  d u r in g  t h e st u d ies? 

Exelon was m ore effect ive than placebo at  cont rolling sym ptom s. I n the three studies of Exelon 

capsules in pat ients with Alzheim er’s dem ent ia, pat ients taking doses of Exelon between 6 and 9 m g 

per day had an average increase in cognit ive sym ptom s of 0.2 points from  a baseline of 22.9 points at  

the start  of the study, where a lower score indicates bet ter perform ance. This was com pared with an 

increase of 2.6 points from 22.5 in the pat ients taking placebo. For the global score, pat ients taking 

Exelon capsules had in increase in sym ptom s of 4.1 points, com pared with 4.4 in those taking placebo. 

The Exelon t ransderm al patches were also m ore effect ive than placebo in prevent ing dem ent ia from  

get t ing worse. 
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The pat ients with dem ent ia due to Parkinson’s disease taking Exelon capsules showed an im provem ent  

in cognit ive sym ptom s of 2.1 points, com pared with a worsening of 0.7 points in those taking placebo, 

from  a baseline of around 24 points. The global sym ptom  score also im proved m ore in the pat ients 

taking Exelon. 

W h at  is t h e r isk  associat ed  w i t h  Ex elon ? 

The types of side effects seen with Exelon depend on the type of dem ent ia it  is being used to t reat  and 

whether the capsules, oral solut ion or t ransderm al patches are used. Overall, t he m ost  com m on side 

effects (seen in m ore than 1 pat ient  in 10)  include nausea ( feeling sick)  and vom it ing, part icular ly 

during the phase when the dose of Exelon is being increased. For the t ransderm al patch, applicat ion 

site react ions are the m ost  com m only seen side effects. For the full list  of all side effects reported with 

Exelon, see the package leaflet . 

Exelon m ust  not  be used in people who are hypersensit ive (allergic)  to r ivast igm ine, other carbam ate 

derivat ives or any of the other ingredients. Exelon m ust  also not  be used in pat ients who are suspected 

to have had in the past  a severe allergic react ion called ‘allergic contact  derm at it is’ to Exelon patch. 

W h y  h as Ex elon  b een  ap p r ov ed ? 

The CHMP concluded that  Exelon has a m odest  effect iveness in t reat ing the sym ptom s of Alzheim er’s 

dem ent ia, although this does reflect  an im portant  benefit  in som e pat ients. The Com m it tee init ially 

concluded that  for the t reatm ent  of dem ent ia due to Parkinson’s disease, Exelon’s benefit s did not  

outweigh it s r isks. However, following a re-exam inat ion of this opinion, the Com m it tee concluded that  

the m edicine’s m odest  effect iveness could also be of benefit  to som e of these pat ients. Therefore, the 

Com m it tee decided that  Exelon’s benefit s are greater than it s r isks and recom m ended that  it  be given 

m arket ing authorisat ion. 

W h at  m easu r es ar e b ein g  t ak en  t o  en su r e t h e saf e u se o f  Ex elon ?  

The com pany that  m akes Exelon m ust  ensure that  all doctors who intend to prescribe Exelon 

t ransderm al patch receive an inform at ion pack containing inst ruct ions to be given to pat ients and 

caregivers on how to use the patch safely as well as a rem inder card for pat ients and caregivers that  

contains key inform at ion on how to use the patch and allows them  to record the applicat ion and 

rem oval of patches. 

Ot h er  in f o r m at ion  ab ou t  Ex elon  

The European Com m ission granted a m arket ing authorisat ion valid throughout  the European Union for 

Exelon on 12 May 1998.  

The full EPAR for Exelon can be found on the Agency’s website:  em a.europa.eu/ Find m edicine/ Hum an 

m edicines/ European Public Assessm ent  Reports. For m ore inform at ion about  t reatm ent  with Exelon, 

read the package leaflet  (also part  of the EPAR)  or contact  your doctor or pharm acist . 

This sum m ary was last  updated in 12-2012. 
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