
 

 
 

Part  VI : Sum m ary of the r isk m anagem ent plan     

Sum mary of r isk management  plan for Bupivacaine Heavy 
Panpharma 5 mg/ m l, solut ion for inj ect ion (Bupivacaine 
Heavy)  
This is a sum m ary of the r isk m anagem ent  plan (RMP)  for Bupivacaine Heavy Panpharm a 5 m g/ m l, 

solut ion for inject ion. The RMP details im portant  r isks of Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion 

for inject ion, how these r isks can be m inim ised and how m ore inform at ion will be obtained about  

Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion's r isks and uncertaint ies (m issing 

inform at ion) . 

Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion's sum m ary of product  character ist ics 

(Sm PC)  and it s package leaflet  give essent ial inform at ion to healthcare professionals and pat ients on 

how Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion should be used.  

 

I .  The m edicine and w hat  it  is used for 

Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion is authorised in adults and children of all 

ages for int rathecal (subarachnoid)  spinal anaesthesia for (obstet ric)  surgery;  for urological or lower 

lim bs surgery, including hip surgery last ing 1.5 to 3 hours;  and for lower abdom inal surgery ( including 

caesarean sect ion)  last ing 1.5 to 3 hours (see Sm PC for the full indicat ion) . I t  contains bupivacaine heavy 

as the act ive substance and it  is given by int rathecal inject ion. 

 

I I .  Risks associated w ith the m edicine and act ivit ies to 
m inim ise or further characterise the risks  

Im portant  r isks of Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion, together with m easures 

to m inim ise such r isks and the proposed studies for learning m ore about  Bupivacaine Heavy Panpharm a 

5 m g/ m l, solut ion for inject ion’s r isks, are out lined below. 

Measures to m inim ise the r isks ident ified for m edicinal products can be:  

• Specific inform at ion, such as warnings, precaut ions, and advice on correct  use, in the package 

leaflet  and Sm PC addressed to pat ients and healthcare professionals;  

• Im portant  advice on the m edicine’s packaging;  

• The authorised pack size — the am ount  of m edicine in a pack is chosen so to ensure that  the 

m edicine is used correct ly;  

• The m edicine’s legal status — the way a m edicine is supplied to the pat ient  (e.g. with or without  

prescript ion)  can help to m inim ise it s r isks. 

Together, these m easures const itute rout ine r isk m inim isat ion m easures. 

 

I I .A List  of im por tant  r isks and m issing inform at ion  

Im portant  r isks of Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion are r isks that  need 

special r isk m anagem ent  act ivit ies to further invest igate or m inim ise the r isk, so that  the m edicinal 



 

 
 

product  can be safely adm inistered. Im portant  r isks can be regarded as ident ified or potent ial. I dent ified 

r isks are concerns for which there is sufficient  proof of a link with the use of Bupivacaine Heavy 

Panpharm a 5 m g/ m l,  solut ion for inject ion. Potent ial r isks are concerns for  which an associat ion with the 

use of this m edicine is possible based on available data, but  this associat ion has not  been established 

yet  and needs further evaluat ion. Missing inform at ion refers to inform at ion on the safety of the m edicinal 

product  that  is current ly m issing and needs to be collected (e.g. on the long- term  use of the m edicine) ;  

 

List  of im portant  r isks and m issing inform at ion 

I m portant  ident ified r isks -  System ic toxicit y 

-  CNS and cardiovascular t oxicit y 

-  Consequences of accidental int ravascular inject ion 

-  Neurological dam age, such as paralysis and m otor weakness 

I m portant  potent ia l r isks -  None 

Missing inform at ion  -  None 

 

I I .B Sum m ary of im por tant  r isks  

System ic toxicity  

Evidence for linking the 

r isk to the m edicine 

According to internat ional literature and Sm PC, system ic toxicit y is 

rarely associated with spinal anaesthesia but  m ight  occur after 

accidental int ravascular inject ion. 

Risk factors and r isk 

groups 

-  Concom itant  adm inist rat ion of other local anaesthet ics. I n these 

cases, toxic effects are addit ive and m ay cause system ic toxic 

react ions. 

-  Accidental int ravascular inject ion, and especially in pat ients with 

following condit ions:  

o Com orbidit ies which can increase the r isk of local 

anaesthet ic overdose, such as hepat ic dysfunct ion, 

cardiac disease, pregnancy, and m etabolic syndrom es 

(Mahajan A et al; 2018).  

o Pat ients at  ext remes of age due to reduced clearance of 

the anaesthet ics (Mahajan A et al; 2018). 

o Pat ients with renal dysfunct ion and urem ic pat ients, due 

to reduced clearance (Dillane D et  al;  2010) . 

Risk m inim isat ion 

m easures 

Rout ine r isk m inim isat ion m easures: 

- Sm PC Sect ion 4.4 Special warning and precaut ions of use;  

- Sm PC Sect ion 4.9 Overdose;  

- PIL Sect ion 3 and 4. 



 

 
 

Addit ional r isk m inim isat ion m easures: 

Not  applicable. 

 

 

CNS and cardiovascular toxicity  

Evidence for linking the 

r isk to the m edicine 

According to internat ional literature and Sm PC, CNS and cardiovascular 

toxicit y are im portant  consequences of local anaesthet ic system ic 

toxicit y. 

Risk factors and r isk 

groups 

-  Concom itant  adm inist rat ion of other local anaesthet ics. I n these 

cases, toxic effects are addit ive. 

-  Concom itant  adm inist rat ion of ant i-arrhythm ic drugs class I I I  

(e.g. am iodarone) . These pat ients should be kept  under close 

surveillance and ECG m onitor ing considered, since cardiac 

effects m ay be addit ive. 

-  Accidental int ravascular inject ion, and especially in pat ients with 

following condit ions:  

o Com orbidit ies which can increase the r isk of local 

anaesthet ic overdose, such as hepat ic dysfunct ion, 

cardiac disease, pregnancy, and m etabolic syndrom es 

(Mahajan A et al; 2018).  

o Pat ients at  ext remes of age due to reduced clearance of 

the anaesthet ics (Mahajan A et al; 2018). 

o Pat ients with renal dysfunct ion and urem ic pat ients, due 

to reduced clearance (Dillane D et  al;  2010) . 

Risk m inim isat ion 

m easures 

Rout ine r isk m inim isat ion m easures: 

- Sm PC Sect ion 4.4 Special warning and precaut ions of use;  

- Sm PC Sect ion 4.9 Overdose;  

- PIL Sect ion 3 and 4. 

Addit ional r isk m inim isat ion m easures: 

Not  applicable. 

 

 

Consequences of accidental int ravascular inject ion  

Evidence for linking the 

r isk to the m edicine 

According to internat ional literature and Sm PC, accidental int ravascular 

inject ion m ight  induce system ic toxicit y. 

Risk factors and r isk 

groups 

-  Concom itant  adm inist rat ion of other local anaesthet ics. 



 

 
 

-  Concom itant  adm inist rat ion of ant i-arrhythm ic drugs class I I I  

(e.g. am iodarone) . 

-  Com orbidit ies which can increase the r isk of local anaesthet ic 

overdose, such as hepat ic dysfunct ion, cardiac disease, 

pregnancy, and m etabolic syndrom es (Mahajan A et al; 2018).  

-  Pat ients at  ext remes of age due to reduced clearance of the 

anaesthet ics (Mahajan A et al; 2018). 

Pat ients with renal dysfunct ion and urem ic pat ients, due to reduced 

clearance (Dillane D et  al;  2010) . 

Risk m inim isat ion 

m easures 

Rout ine r isk m inim isat ion m easures: 

- Sm PC Sect ion 4.4 Special warning and precaut ions of use;  

- Sm PC Sect ion 4.9 Overdose;  

- PIL Sect ion 3 and 4. 

Addit ional r isk m inim isat ion m easures: 

Not  applicable. 

 

 

Neurological dam age, such as paralysis and m otor w eakness 

Evidence for linking the 

r isk to the m edicine 

According to internat ional literature and Sm PC, neurological injury is a 

rare consequence of int rathecal anaesthesia and m ay result  in 

paraesthesia, anaesthesia, m otor weakness and paralysis. Occasionally 

these are perm anent . 

Neurological disorders, such as m ult iple sclerosis, hem iplegia, paraplegia 

and neurom uscular disturbances are not  thought  to be adversely 

affected by int rathecal anaesthesia, but  caut ion should be exercised. 

Risk factors and r isk 

groups 

Unknown 

Risk m inim isat ion 

m easures 

Rout ine r isk m inim isat ion m easures: 

- Sm PC Sect ion 4.4 Special warning and precaut ions of use;  

- Sm PC Sect ion 4.8 Undesirable effects;  

- PIL Sect ion 4. 

Addit ional r isk m inim isat ion m easures: 

Not  applicable. 

 



 

 
 

I I .C Post - author isat ion developm ent  plan  

I I .C.1  Studies w hich are condit ions of the m arket ing authorisat ion 

There are no studies which are condit ions of the m arket ing authorisat ion or specific obligat ion of 

Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion. 

 

I I .C.2  Other studies in post - authorisat ion developm ent  plan 

There are no studies required for Bupivacaine Heavy Panpharm a 5 m g/ m l, solut ion for inject ion. 

 


