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The Augmented versus Routine approach to Giving Energy Trial

Recruitment

Unbelievable...

84/4000

36 Fiona Stanley Hospital (WA)—started this week. Randomised
Welcome
about 3 minutes after assigning stock– well done!
Thanks to every site for your fantastic start to the study.

Contact
Details

Inclusion criterion: About to commence EN or EN commenced within the
previous 12 hours.
This is confusing – is it 12 hours of EN feeding or just 12 hours since the EN
Full steam ahead!
started?

Project Manager:
Lorraine Little
Telephone:
+61 (0)3 9903 0513
Mobile:
+61 (0)437 207 413
Email:
lorraine.little@monash.edu

The 12 hours should be what it says i.e. feeding commenced within the
previous 12 hours regardless of amount of EN received in the 12
hours’ (that was the intention of this criterion).

Protocol ANZIC-RC/MC001 v2 dated 2/10/2015
Exclusion criterion: Any EN or parenteral nutrition (PN) received for >12 hours in this
ICU admission.
This question is confusing for clinical ICU staff when they are assessing the patient for
eligibility and they will make mistakes by not knowing to check other ICU admissions in
this hospital episode to see if they received EN prior to being transferred to the
screening ICU.
Any EN or parenteral nutrition (PN) received for >12 hours in this ICU admission
(this ICU admission = any ICU in your hospital or another hospital’s ICU).
This simple definition of ‘this ICU admission” will be displayed on the online
Randomisation Form to prompt clinical staff to check.
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Baseline data Q2.5 (Sepsis). If the patient has a known or suspected infection a SOFA
score is collected.
Q2.5.6: SOFA—Glasgow coma score component. How do we collect this data?
The GCS is the score recorded prior to administration to sedative agents, prior to
intubation, closest to randomisation. The time frame for collecting SOFA data is the
24 hours prior to Randomisation. Use the SOFA Worksheet provided in the CRF folder
and score 0 to 4 according to the criteria.
On the Daily form there is data to be collected while the patient is receiving TARGET
protocol EN—gastric residual volumes (Q4.2); blood glucose and insulin administration
(Q4.6); Respiratory data (4.7) for example.
My patient had the study feed on and off all day; do I only consider data for the hours
the patient was actually being administered the study EN or should I collect data from
the entire ICU chart for that day? Should I only count the insulin given specifically when
the study EN was given?
Collect the data from the entire ICU chart for that day even if the TARGET protocol EN
is on and off or only given for a short time. For example, collect the volume of insulin
given for the whole day even if the study EN was given for a short time that day.
Any instructions like this: Collect daily whilst the patient is receiving TARGET protocol
EN – up to day 28 or Collect daily on days 1—7 whilst the patient is receiving TARGET
protocol EN – up to day 28. Collect the data from the entire day not just the hours
the patient was receiving the study EN.
Daily Form Q4.5.8 (Citrate for regional anticoagulation) How do I enter the citrate
data?
Please record the 24hr pre-dilution total used in CVVH.
We will apply a correction formula, from the literature, to estimate the likely amount
that is actually administered to the patient.
Can we co-enrol with other studies?
Up to date information about co-enrolment is
located at the TARGET study website: http://
anzicrc.monash.org/target (& check the side
panel)!

Protocol ANZIC-RC/MC001 v2 dated 2/10/2015
Screening data: If the patients are screened on Monday after the weekend are all
those admissions “missed” if they were commenced on non-study EN and not
considered for the study? Should I put them on the screening log?
These patients, admitted over the weekend, have not met the inclusion criteria
because EN is not about to commence or EN commenced in the previous 12
hours. They should not be added to the Screening Log.
The patients are assessed for eligibility at the time of screening. Please don’t assess
eligibility retrospectively for patients who would have been eligible if you had
screened them earlier.
Who should I contact if I
have questions about the
study?

Please contact any of the
following —we can assist:
Marianne Chapman
0412 183 894

Patients who have not met the inclusion criteria are not included on the screening
log, the database will not capture these patients.
We collect screening data for patients who have met the inclusion criteria and have
met one or more exclusion criteria.
We collect screening data if the patient met the inclusion criterial and none of the
exclusion criteria but were not randomised for whatever reason.

Sandra Peake
0400 623 116
Project managers details
are listed on page 1
Paul Young (NZ)
027455 2269
Sally Hurford (NZ)

A tidy up of the Screening Log will be conducted over the coming weeks to delete
patients who should not be on the log. The project manager will contact the site.
Best to be clear about this sooner rather than later.

Please note: Do not enter randomised patients on the Screening Log, there is no
need because we already have this data on the online Master List of Enrolled
Patients.

021034 5515
TARGET Fast Facts
Started 16 June 2016
First patients enrolled 21
June 2016
Recruitment for June
2016—33 patients at 9
sites
Current activated sites—11
sites
Sites still to be activated
with 1st shipment—2 sites
2nd shipment due at Sydney mid-Nov 2016
39 sites will be activated
when the 2nd shipment
arrives (all sites up & running)

Patients recruited per site per week
(week ending 10 July 2016)

