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On April 8, 2015, uniQure received a copy of a preliminary assessment report on Glybera prepared by the rapporteur designated by the Committee

for Advanced Therapies (CAT) of the European Medicines Agency (EMA), which is the committee that advises the Committee for Human Medicinal
Products (CHMP) on gene therapies.  The preliminary report was a response to the Company’s submission to the EMA on September 5, 2014 of a Type II
variation, which proposed an amendment to the Glybera Summary of Product Characteristics (SPC) to reflect certain information from the six-year follow up
data included in the Company’s final clinical study report.  The preliminary assessment report, which represented the sole view of the rapporteur, stated that
Glybera lacked efficacy and therefore the benefit-risk balance was negative. The rapporteur’s preliminary report was provided to the CAT for further
discussion in advance of the CAT’s monthly meeting on April 16-17.

 
On April 24, the Company received a copy of the final assessment report prepared by the CAT and endorsed by the CHMP, which states the

following:
 
“At the April CAT meeting, the CAT discussed the negative rapporteur recommendation on the benefit risk of Glybera. The CAT did not agree with

the negative view of the rapporteur and concluded by majority on the following recommendation presented below:
 
The efficacy of Glybera needs to be considered in its totality as defined in the initial approval taking into account, the criteria considered at time of

initial approval.”
 
In accordance with the Company’s Type II variation request, the CAT will continue to evaluate the six-year follow up data and has requested

supplemental information, which the Company is currently preparing.
 
The Company continues to believe that the clinical data from its Glybera development program, including the six-year follow-up data, support the

long-term value and efficacy.  However, the Company can provide no assurance regarding the final conclusions of the EMA and G-BA.  Any adverse
outcomes could require the Company to expend significant additional resources to support its conclusions or could have a material negative impact on the
revenue expectations for Glybera.
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