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CCSI section 4.6, adequately 
reflected in SmPC and PIL. 

 

Part VI: Summary of the risk management plan 
 

This is a summary of the risk management plan (RMP) for Lipiodol Ultra-Fluid. This RMP details important 

risks of Lipiodol, and how additional information will be obtained about the risks and uncertainties 

(missing information). 

Moreover, Lipiodol summary of product characteristics (SmPC) and its package leaflet provide essential 

information to healthcare professionals and patients on how the product should be used. 

 

I. The medicine and what it is used for 

Lipiodol Ultra-Fluid contains ethyl esters of iodized fatty acids of poppy seed oil as the active substance 

and it is given by lymphatic route, locally by cannulation of salivary duct, locally by injection in uterine 

cervical canal, and by intra-arterial route of administration. It is authorised in the EEA for various 

radiological diagnosis purposes (including hysterosalpingography), visualisation / localisation / 

chemoembolisation of HCC, and use in association with glues during vascular embolization. It is used to 

enhance the contrast of structures or fluids within the body and is thus an essential key component in 

medical imaging. In general, the product is used in X-ray examinations, computed tomography, 

angiographies as well as in interventional radiology. 

Moreover, in the context of this RMP, the following extensions of indication are applied for: 

Hysterosalpingography for tubal flushing in women undergoing infertility workup. 

 

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

Important risks of Lipiodol Ultra-Fluid, together with measures to minimise such risks and the proposed 

studies for learning more about Lipiodol risks, are outlined below. 

Measures to minimise the risks identified for Lipiodol can be: 

- Specific information, such as warnings, precautions, and advice on correct use, in the SmPC and 

package leaflet 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. 

 

If important information that may affect the safe use of Lipiodol is not yet available, it is listed under 

‘missing information’ below. 








