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Latest News on the BASIL-2 and
BASIL-3 trials

D
P
®
O
Q.
)
L)
©
-
|_
-
p)
<
)

o
=
o
=
=
[5}
D
-
=
=
55
{5}
ac
@
i=
=]
o
gl
D
°
=
=
LL

ISRCTN: 27728689

IRAS: 144764

Programme Grant 12/35/45

BASIL Trials Newsletter

New Addition to the BASIL Trials Family—BASIL-3!

The BASIL Trials Office is pleased to announce that the BASIL-3 trial has been successful in gaining
funding from the HTA.

BASIL-3 is a 3-arm RCT that will look at patients with SLI due to femoro-popliteal disease and
which compares plain balloon angioplasty, drug coated balloons and drug eluting stents.

The trial is due to formally start in August 2015 but the BASIL Trial Office will be inviting all BASIL-2
centres to participate in BASIL-3. We would like to have as many centres as possible in an ad-
vanced state of readiness prior to August and should be able to achieve this by using either the

same or very similar documentation, as for BASIL-2. Be prepared.

3rd Substantial Amendment

The third substantial amendment to BASIL-2 was approved on 12th November and relates to the
patient-completed booklets. As with all substantial amendments, this should be formally acknowl-
edged by your R&D and acted upon immediately subsequently.

Prior to this amendment, data about the patient’s personal financial circumstances and use of
primary and secondary care was achieved by having separate forms. These forms have now been
compiled into the patient completed booklet because the nurse should check all booklets with the
patient and it was felt that this was the most appropriate time to discuss these topics with them.
Now, the patient is instructed to complete the majority of the booklet prior to their appointment,

but the last two pages should be completed at their appointment

Latest Progress
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Meeting News

BASIL-2 had a presence at 2 major meetings during the last quarter. The BSIR in Liverpool,
where we had a stall, and the VSGBI in Glasgow where we held an Investigator’s Meeting
and a shared presence with EVRA. There was some discussion about the screening pro-
cess and as a result the TMG is currently drafting an amended screening information
sheet and has issued the following clarification.

1.  All patients presenting with SLI should be screened and go on the screening log

2.  The screening log is the only data that should be returned to BCTU, at present




