
 

Part VI: Summary of the risk management plan by product 

VI.1 Summary of risk management plan for IKERVIS

This summary of the RMP for IKERVIS should be read in the context of all this information including the 
assessment report of the evaluation and its plain-language summary, all which is part of the European 
Public Assessment Report (EPAR).  

Important new concerns or changes to the current ones will be included in updates of IKERVIS's RMP. 

I. The medicine and what is it used for

IKERVIS® 1mg/ml, eye drops, emulsion is authorised for Treatment of severe keratitis in adult patients 
with dry eye disease, which has not improved despite treatment with tear substitutes (see SmPC for the 
full indication). It contains ciclosporin as the active substance and it is given by ocular route. 

Further information about the evaluation of IKERVIS®’s benefits can be found in IKERVIS®’s EPAR, 
including in its plain-language summary, available on the EMA website, under the medicine’s webpage 

(https://www.ema.europa.eu/medicines/human/EPAR/ikervis). 

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

characterise the risks

Important risks of IKERVIS®, together with measures to minimise such risks and the proposed studies 

for learning more about IKERVIS®'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. 

II.A List of important risks and missing information

Important risks of IKERVIS® are risks that need special risk management activities to further 

investigate or minimise the risk, so that the medicinal product can be safely administered. 

Important risks can be regarded as identified or potential. Identified risks are concerns for which 

there is sufficient proof of a link with the use of IKERVIS®. Potential risks are concerns for which 

an association with the use of this medicine is possible based on available data, but this 

association has not been established yet and needs further evaluation. Missing information refers 

to information on the safety of the medicinal product that is currently missing and needs to be 

collected (e.g. on the long-term use of the medicine); 

List of important risks and missing information 

Important identified risks None 

Important potential risks Peri-ocular skin cancer, conjunctival or corneal neoplasia 

Missing information None 



 

II.B Summary of important risks

Important potential risks 

PERI-OCULAR SKIN CANCER, CONJUNCTIVAL OR CORNEAL NEOPLASIA 

Evidence for linking the 

risk to the medicine 

The reason to consider peri-ocular skin cancer, conjunctival or 
corneal neoplasia as a potential risk for ophthalmic ciclosporin is 
based on scarce information available in literature and general 
knowledge about the characteristics of immunosuppressive 
medicines, like ciclosporin.  

Ciclosporin has already been used for decades as a systemic 

immunosuppressant for the prevention of graft rejection 
following organ/tissue transplantation. Ophthalmic formulations 
of ciclosporin (including IKERVIS and hospital formulations in 
Europe; and a commercial product in the US) have also been 

widely used without generating evidence to this potential risk in 
clinical studies or post-marketing use. Additionally, the 

information available in literature is limited and conflicting and 
widely related to the systemic use of ciclosporin with 
significantly higher doses. Thus, there is no evidence that peri-
ocular skin cancer, conjunctival or corneal neoplasia would occur 
in relation to the use of IKERVIS. 

Risk factors and risk 

groups 

Patients with local malignant/pre-malignant conditions in or 

around the eye. 

Risk minimisation 

measures 

IKERVIS: 

- Proposed text in section 4.3 with corresponding information

in PIL.

- Proposed text in section 4.4 with corresponding information

in PIL.

Additional 

pharmacovigilance 

activities 

N/A 

II.C Post-authorisation development plan

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

IKERVIS PAES: 

- A three-year study to explore the long-term evolution of sign and symptoms, and
occurrence of complications in Dry Eye Disease patients with severe keratitis

receiving IKERVIS® eye drops

Purpose of the study: 

- To evaluate the long-term efficacy of a continuous treatment of IKERVIS®
(1mg/mL ciclosporin) eye drops in adult dry eye disease (DED) patients with

severe keratitis on corneal sign and symptoms, and to find the lag time to
improvement in symptoms (if any) and time to relapse (if any).

- To assess the ocular surface complications (defined as corneal ulceration, corneal
perforation, loss of visual acuity, and ocular infection) over the three-year study



period." 

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

Not applicable 




