Aimmune Makes Global move with Submission of MAA for
AR101 to the European Medicines Agency
Aug 05, 2019 in News
“This is an important milestone for us as a company, as well as for people across Europe living
with peanut allergy, a growing worldwide health problem that signiﬁcantly aﬀects the quality of
life of both patients and their families,” Jayson Dallas was quoted on June 28th, the day
Aimmune submitted a Marketing Authorization Application to the European Medicines Agency.
“We are continuing to expand our organization across Europe to prepare for potential approval
of AR101 in key markets and engaging in reimbursement discussions to expedite access for
patients upon approval.”
The Phase 3 ARTEMIS study, which represents a key component of the MAA submission,
reinforced the consistent clinical proﬁle of AR101 after six months of dose escalation and a
three-month therapeutic dosing phase. ARTEMIS enrolled 175 peanut-allergic children and
adolescents ages 4 to 17 from 18 sites in France, Germany, Ireland, Italy, Spain, Sweden and the
United Kingdom. The MAA submission also included extensive data from PALISADE, the only
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Phase 3 clinical trial program anywhere to meet the primary endpoints in children and teens
with peanut allergy.
Louise Peacock, VP Global Regulatory Aﬀairs, who works in our London oﬃce and who was
primarily responsible for orchestrating the completion of the MAA submission, recounted at the
Town Hall on June 25th a carefully thought through strategy, including a series of productive
meetings with EU regulators and EMA participants last spring to collaborate as best as possible
prior to submission. Quoting Louise: “ Filing the MAA was the culmination of months of hard
work involving a large cross-functional team. It was a privilege to lead such a committed team
of Aimmune employees and we now look forward to the review process and bringing this
important medicine one step closer to patients in Europe. “
A standard review time of 12 to 15 months is expected after acceptance of the submission.
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