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Number of participants

A pragmatic randomised controlled trial comparing the effectiveness and costeffectiveness of levitiracetam and zonisamide versus standard treatments for
epilepsy: a comparison of Standard And New Antiepileptic Drugs
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SANADII Trial Office
Tel: 0151 529 5463 / 5464
Email: sanad2@liv.ac.uk

 SANADII is attending the ILAE conference in Nottingham, 18-20th
September. Visit our stand, get
your questions answered, give us
some feedback or simply chat with
the team.

 Substantial Amendment 5 was approved by the ethics and the MHRA.
It involved changes to the protocol
allowing the enrolment of incapacitated adults. Paper copies of the
new protocol and localised versions
of the new patient information
sheets and consent forms will be
posted to sites. Electronic copies of
the new documents are available on
request.

 Get in touch, if anyone from your
site needs to attend an initiation
training. We are booking in new
dates all the time.

 We have opened 73 sites since trial
commenced in Jun 2012 and there
are about 25 more sites in setup.

 If collecting blood samples please ensure the volume is minimum 2
ml.

 When emailing the lab, include the patient s randomisation number,

 We are still open to new sites. Get
in touch with the trial office, if you
want to take part.

initials, date and time of sample collection.

 Blank tube labels are provided by the trial office and located in the

 Get in touch, if you have any com-

Section 13 of the Site File.

ments or simply want to leave some
feedback. Thank You!

 Site staff completing and signing CRFs and data query forms must be listed on the
delegation log with responsibility No.12.

 Always post consent/assent form in a separate envelope from the CRFs.
 The current version of the Contact Details form 2 is version 3.
 Always post Contact Details form 2 on its own in a separate envelope.
 Investigations form 4 should be completed for investigations related to determining the epilepsy type at the trial commencement only.

 Trial office is supplying postage pre-paid and pre-addressed envelopes for the return of consent forms and CRFs.
 Always Initial & Date corrections on any trial documentation.
The SANADII Study is funded by the NIHR HTA Programme , and is being run from the Liverpool Clinical Trials Research Centre.

