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Part III: Pharmacovigilance Plan (including post-
authorisation safety studies) 

Baclofen intrathecal is a well-known product, which has already been used for more than 20 years in 
the European Union and worldwide. The safety concerns for baclofen as active ingredient are limited 
and the risks are adequately minimised by product labelling. Therefore, routine pharmacovigilance 
activities are considered to be sufficient. No additional risk minimisation activities are considered 
necessary. 

Essentially, Gablofen® corresponds to the approved reference product Lioresal® Intrathecal. Therefore, 
routine pharmacovigilance activities are considered to be sufficient, and no additional risk minimisation 
activities are considered necessary. 

III.1 Routine pharmacovigilance activities  

As per the product profile, there are no routine pharmacovigilance activities considered beyond adverse 
reactions reporting and signal detection activity. 

III.2 Additional pharmacovigilance activities  

No additional risk minimisation measures are considered necessary at this point. Therefore, no 
additional pharmacovigilance activities to assess their effectiveness are planned. 

III.3 Summary Table of additional Pharmacovigilance activities  

There is no ongoing or plan additional pharmacovigilance activity performed. 

Part IV: Plans for post-authorisation efficacy studies  

There are no planned or on going post authorisation efficacy studies required for Gablofen. 

Part V: Risk minimisation measures (including evaluation of 
the effectiveness of risk minimisation activities) 

V.1. Routine Risk Minimisation Measures  

Not Applicable 

V.2. Additional Risk Minimisation Measures  

As there are no safety concerns no risk minimisation measures are deemed necessary. 

V.3 Summary table of pharmacovigilance and risk minimisation activities 
by safety concern 

As there are no safety concerns this section is not applicable 

Part VI: Summary of the risk management plan 

Summary of risk management plan for Gablofen 

This is a summary of the risk management plan (RMP) for Gablofen. The RMP details important risks of 
Gablofen, how these risks can be minimised, and how more information will be obtained about 
Gablofen’s risks and uncertainties (missing information).  
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Gablofen's summary of product characteristics (SmPC) and its package leaflet give essential information 
to healthcare professionals and patients on how Gablofen should be used. Important new concerns or 
changes to the current ones will be included in updates of Gablofen's RMP. 

I. The medicine and what it is used for 

Gablofen is indicated for 

Adults  

Gablofen is indicated in patients with severe chronic spasticity resulting from trauma, multiple sclerosis 
or other spinal cord disorders, who are unresponsive to oral baclofen or other orally administered anti-
spastic medicinal products and/or those patients who experience unacceptable side effects at effective 
oral doses. Gablofen is effective in patients with severe chronic spasticity of cerebral origin, resulting 
e.g. from cerebral palsy, brain trauma or cerebrovascular accident. 

Paediatric population  

Gablofen is indicated in patients aged 4 to <18 years with severe chronic spasticity of spinal or cerebral 
origin (associated with injury, multiple sclerosis, or other spinal cord diseases) who are unresponsive 
to orally administered anti-spastics (including oral baclofen) and/or who experience unacceptable 
undesirable effects at effective oral doses. 

It contains Baclofen as the active substance and it is given by Intrathecal bolus injection and Continuous 
intrathecal infusion solution for intrathecal injection/infusion. 

II. Risks associated with the medicine and activities to minimise or further 
characterise the risks  

Important risks of Gablofen, together with measures to minimise such risks and the proposed studies 
for learning more about Gablofen's risks, are outlined below. 

Measures to minimise the risks identified for medicinal products can be: 

• Specific information, such as warnings, precautions, and advice on correct use, in the package leaflet 
and SmPC addressed to patients and healthcare professionals; 

• Important advice on the medicine’s packaging; 

• The authorised pack size — the amount of medicine in a pack is chosen so to ensure that the medicine 
is used correctly; 

• The medicine’s legal status — the way a medicine is supplied to the patient (e.g. with or without 
prescription) can help to minimise its risks. 

Together, these measures constitute routine risk minimisation measures. 

In addition to these measures, information about adverse reactions is collected continuously and 
regularly analysed, including PSUR assessment, so that immediate action can be taken as necessary. 
These measures constitute routine pharmacovigilance activities 

II.A List of important risks and missing information 

All the safety concerns for Gablofen have been removed based on the HaRP assessment report (Dated: 
20-May-2021). Therefore, routine risk minimization measures and additional risk minimization 
measures is excluded. 

List of important risks and missing information 

Important identified risks None 
Important potential risks None 
Missing information None 
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II.B Summary of important risks 

The safety information in the proposed Product Information is aligned to the reference medicinal 
product 

II.C Post-authorisation development plan 

II.C.1 Studies which are conditions of the marketing authorisation 

There are no studies which are conditions of the marketing authorisation or specific obligation of 
Gablofen. 

II.C.2 Other studies in post-authorisation development plan 

There are no studies required for Gablofen 

 

Part VII: Annexes 

Annexure 1 – EudraVigilance Interface .................................................................................. 21 
Annexure 2– Tabulated summary of planned, ongoing, and completed pharmacovigilance study 
programme ...................................................................................................................... 21 
Annexure 3-Protocols for proposed, on-going and completed studies in the pharmacovigilance plan 21 
Annexure 4 - Specific adverse drug reaction follow-up forms .................................................... 21 
Annexure 5 - Protocols for proposed and on-going studies in RMP part IV ................................... 21 
Annexure 6 - Details of proposed additional risk minimisation activities (if applicable) ................... 21 
Annexure 7 - Other supporting data (including referenced material) .......................................... 21 
Annexure 8 –Reference safety information............................................................................. 22 
Annexure 9 Summary of changes to the risk management plan over time ................................... 40 
 
  


