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MHRA Adverse Incident Report - Maxtec EyeMax 2
(Premie) Inbox x

Steve Nixon 29 Jan 2020, 16:16 (12 days ago) Reply
to Bob, Derek, Steve

MHRA Adverse Incident Report - Maxtec EyeMax 2 (Premie)
Hi Bob

Can you please provide feedback and advice from Maxtec regarding the attached adverse incident report
received from the MHRA. We have just learned of this and we need to construct a response ASAP either
from Maxtec or from Viamed (on behalf of Maxtec).

Initial quick thoughts:

a) Did they affix the EyeMax 2 in accordance with the instructions?

b) Did they used the correct size EyeMax 2, did they measure the occipital-frontal circumference? What
was the documented occipital-frontal circumference?

c) Was the EyeMax 2 overstretched at any time?

d) Was the EyeMax 2 used on a single patient? How long had the EyeMax 2 been in use on the patient
concerned?

e) At the time of the reported incident, how often was the position of the EyeMax 2 checked?

Regards

https://mail.google.com/mail/u/0/?tab=rm&ogbl#search/maxtec+eyemax/WhctKJVjVIcKJLIpnFtk GHRmpjpMJJTvVMksbtWIgTGDxQgpDriIKkTWX...
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