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This is a sum m ary of the European public assessm ent  report  (EPAR)  for Eliquis. 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 

Eliquis. 

 

W h at  is El iq u is? 

Eliquis is a m edicine that  contains the act ive substance apixaban. I t  is available as tablets (2.5 m g, 5 

m g) .  

W h at  is El iq u is u sed  f o r ? 

Eliquis is used to prevent  venous throm boem bolism  (blood clots in the veins)  in adults following a hip 

or knee replacem ent  operat ion. I t  is also used in adults to t reat  deep vein throm bosis (blood clot  in a 

deep vein, usually in the leg)  and pulm onary em bolism  (clot  in a blood vessel supplying the lungs) , 

and to prevent  their  reoccurrence. 

Addit ionally, Eliquis is used to prevent  st roke (caused by blood clots in the brain)  and blood clots in 

other organs in adults with at r ial fibr illat ion ( irregular rapid cont ract ions of the upper cham bers of the 

heart ) . I t  is used in pat ients who have one or m ore r isk factors, such as having had a previous st roke, 

having high blood pressure, diabetes, heart  failure or being 75 years old or over.   

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

How  is El iq u is u sed? 

For pat ients who have had a hip or knee replacem ent , t reatm ent  with Eliquis should be started 12 to 

24 hours after the operat ion. The recom m ended dose is one 2.5 m g tablet  taken by m outh twice a day, 

usually for over one m onth (32 to 38 days)  after a hip replacem ent  or for 10 to 14 days after a knee 
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replacement . For pat ients with at r ial fibr illat ion at  r isk of st roke or blood clots, the recom m ended dose 

is 5 m g taken twice a day.  

For the t reatm ent  of deep vein throm bosis and pulm onary em bolism , the recom m ended dose is 10 m g 

twice a day for the first  week, followed by 5 m g twice a day for at  least  3 m onths. To prevent  deep 

vein throm bosis and pulm onary em bolism  from  reoccurr ing, the recom m ended dose is 2.5 m g twice a 

day. For further inform at ion, see the package leaflet . 

How  d oes El iq u is w or k ? 

Pat ients undergoing hip or knee replacem ent  surgery, who have had a recent  t raum a, or are confined 

to bed are at  a high r isk of blood clots form ing in the veins, which can be dangerous and even fatal if 

they m ove to another part  of the body such as the lungs. Sim ilar ly, pat ients with at r ial fibr illat ion are 

at  high r isk of clots form ing in the heart , which can reach the brain where they can cause a st roke. 

The act ive substance in Eliquis, apixaban, is a ‘factor Xa inhibitor ’. This m eans that  it  blocks factor Xa, 

an enzym e that  is involved in the product ion of throm bin. Throm bin is cent ral to the process of blood 

clot t ing. By blocking factor Xa, it  reduces the levels of throm bin in the blood, which reduces the r isk of 

blood clots form ing in the arter ies and veins.  

How  h as El iq u is b een  st u d ied ? 

The effect iveness of Eliquis in prevent ing blood clots in veins following a hip or knee replacem ent  has 

been invest igated in two m ain studies involving a total of 8,464 pat ients. The first  study was in 5,407 

pat ients who had undergone a hip replacem ent . The second study was in 3,057 pat ients who had 

undergone a knee replacem ent . I n both studies, Eliquis was com pared with enoxaparin (another 

m edicine used to prevent  blood clots) . The m edicine’s effect iveness was m easured by looking at  the 

num ber of pat ients who either had problem s related to clot t ing in the veins or who died of any cause 

during the t reatm ent  period. 

The effect iveness of Eliquis in prevent ing st rokes and arter ial blood clots in pat ients with at r ial 

fibr illat ion has been invest igated in two m ain studies:  the first  ( in 18,201 pat ients)  com pared Eliquis 

with another m edicine, warfar in, while the second ( in 5,598 pat ients)  com pared Eliquis with aspir in. 

The m ain m easures of effect iveness were based on the num ber of st rokes or clot t ing events that  

occurred during t reatm ent . 

For the t reatm ent  of deep vein throm bosis and pulm onary em bolism  and the prevent ion of their  

reoccurrence, Eliquis has been invest igated in two m ain studies:  the t reatm ent  study included 5,395 

pat ients, and the prevent ion study included 2,482 pat ients. I n the first  study, Eliquis was com pared 

with enoxaparin followed by warfar in;  the m ain m easure of effect iveness was based on the num ber of 

pat ients who either had blood clots in the veins of the legs or lungs or died because of this during the 

t reatment  period. I n the second study, Eliquis was com pared with placebo (a dum m y t reatm ent )  and 

it s effect iveness was m easured by looking at  the num ber of pat ients who either had problem s related 

to clot t ing in the veins or who died of any cause during t reatm ent . 

W h at  b en ef i t  h as El iq u is sh ow n  du r in g  t h e st u d ies? 

Eliquis was effect ive at  prevent ing blood clots in the veins following a hip or knee replacem ent . I n 

pat ients undergoing a hip replacement , 1.4%  of the pat ients who com pleted t reatm ent  with Eliquis (27 

out  of 1,949)  had a clot t ing event  or died from  any cause, com pared with 3.9%  (74 out  of 1,917)  of 
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the pat ients taking enoxaparin. I n pat ients undergoing a knee replacem ent , the corresponding 

num bers were 15%  (147 out  of 976)  for Eliquis com pared with 24%  (243 out  of 997)  for enoxaparin.  

Eliquis was also shown to be effect ive in prevent ing st rokes and arter ial blood clots in pat ients with 

at r ial fibrillat ion. I n the study com paring Eliquis with warfar in,  1.3 %  of the pat ients taking Eliquis had 

a st roke or clot t ing event  every year com pared with 1.6%  of the pat ients taking warfar in.  The yearly 

rates in the second study were 1.6%  for pat ients taking Eliquis and 3.6%  for pat ients taking aspir in. 

Eliquis was also effect ive at  t reat ing deep vein thrombosis and pulm onary em bolism  and prevent ing 

their  reoccurrence:  in the t reatm ent  study, 2.3%  of pat ients t reated with Eliquis had a clot t ing event  or 

died, com pared with 2.7%  of pat ients t reated with enoxaparin plus warfar in, showing that  Eliquis was 

as effect ive as the com parator t reatm ent . I n the prevent ion study, 2.3%  of pat ients taking Eliquis (2.5 

m g twice a day)  experienced a clot t ing event  or died, com pared with 9.3%  of pat ients taking placebo. 

W h at  is t h e r isk  associat ed  w i t h  El iq u is? 

The m ost  frequent  side effects with Eliquis (seen in between 1 and 10 pat ients in 100)  are anaem ia 

( low red blood cell counts) , haem orrhage (bleeding) , haem atom a (a collect ion of blood under the skin) ,  

contusion (bruising)  and nausea ( feeling sick)  when Eliquis is used for prevent ion of venous 

throm boem bolism . When used for the prevent ion of st roke or system ic em bolism  the m ost  com m on 

are epistaxis (nose bleeds) , contusion (bruising) , haem aturia (blood in ur ine) , haem atom a and 

bleeding, in part icular bleeding in the gut , eye, rectum  and gum s. When Eliquis is used for the 

t reatment  of deep vein throm bosis and pulm onary em bolism  and the prevent ion of their  reoccurrence, 

the m ost  com m on side effects are haem orrhage, haem atom a, contusion, epistaxis, bleeding in the gut , 

rectum  or gum s, and haem aturia (blood in the urine) .  

Eliquis m ust  not  be used in pat ients who are act ively bleeding, or who have liver disease which leads to 

problem s with blood clot t ing and an increased r isk of bleeding. The m edicine m ust  also not  be used in 

pat ients with condit ions put t ing them  at  r isk of m ajor bleeding, such as an ulcer in the gut , or in 

pat ients being t reated with other ant icoagulant  m edicines except  in specific circum stances (see 

sum m ary of product  character ist ics) . 

For the full list  of all side effects and rest r ict ions with Eliquis, see the package leaflet . 

W h y  h as El iq u is b een  ap p r ov ed ? 

The CHMP decided that  the benefit s of Eliquis 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 an d  ef f ect iv e u se o f  

El iq u is? 

A risk m anagem ent  plan has been developed to ensure that  Eliquis is used as safely as possible. Based 

on this plan, safety inform at ion has been included in the sum m ary of product  characterist ics and the 

package leaflet  for Eliquis, including the appropriate precaut ions to be followed by healthcare 

professionals and pat ients. 

I n addit ion, the com pany that  m arkets Eliquis will provide educat ional m aterial for healthcare 

professionals expected to prescribe Eliquis that  addresses the r isk of bleeding during t reatm ent . 
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Ot h er  in f o r m at ion  ab ou t  El iq u is 

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

Eliquis on 18 May 2011.  

The full EPAR for Eliquis 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 Eliquis, 

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

This sum m ary was last  updated in 09-2014.  
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