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StudyReference KeyFindings

Prospectiverandomiseddouble-blird trial to assess
the benefitsof an immune-enhancingformula in 206
(171eligible) patients undergoingsurgeryfor cance
of the colorectum,stomachor pancreas. Patients
weremalnourishedand well-nourishel and were
randomisedto the following treatmentgroups:

a) Pre-oplL/d Oral IMPAC™P for 7 days

b) Pre-op 1L/d isonitrogenous,isocaloriccontrol
feedfor 7 days

Post-opjejunal tube feedingwith the sameformulas
as abovewasstarted within 6 hours and infused for
7 days.

Therewas a47%reductionin overallinfectionsand
55%reductionin complicationsin the Oral
IMPAC™ group.

Significantreductions in hospital stayand antibiotic
usein the eligible Oral IMPAC™ group werealso
seen.

Benefitswereobservedin both the malnourished
and well-malnourshed patients.

Conclusion: Perioperativeadministration of a
supplemented enteralformula significantlyreduced
postoperative infections and length of stayin
patients undergoingsurgeryfor cancer

SenkelM, Zumtobel V, BauerKH, Marpe B, Wolfram
G, Fei A, Eickhoff U, KemenM. Outcome and cost-
effectivenesof perioperativeenteral
immunonutrition in patients undergoing elective
upper gastrointestinaltract surgery

ArchSurg1999;134:1309-1316

Prospectiverandomiseddouble-Hind trial to assess
the effectof animmune-enhancingformula in 154
patients with upper Gl malignanciesundergoing
surgery Patients wererandomisedto receiveeither
of the following:

a) 1L/d Oral IMPAC™ for 5days pre-op

IMPACT,
Summaryof
Clinical Studies

b) Isonitrogenous,isocaloriccontrol formula (1 L/d
for 5days pre-op)

Tube feedingwith IMPAC™ or an Isonitrogenous,
isocaloricformula was started within 12hours post-
op and continuedfor more than 5days.

There was a 48% reduction in total complications in the
IMPACT® group compared to control. Fewer patients
develgped complications in the IMPACT® group
compared to the controls 3 days post-gp, indicating a
clinically relevant faster return of immune function.

There was also atrend towards a reduction in hospital
stay and reduction in complicetion cost per patient.

Conclusion: The perioperativeadministration of an
enteralimmunonutrition significantly decreasedhe
earlyoccurrenceof postoperative infectionsand
reducedsubstantiallythe treatment costs of the
complications after major upper gastrointestinal
tract surgery
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Introduction

This booklet contains a summary of the published clinical trials on the use of
Oral IMPACT® in patients undergoing cancer surgery.

Oral IMPACT® is a powdered enteral sip feed enriched with omega-3 fatty acids,

arginine, RNA and soluble fibre.

Clinical studies have shown that pre, peri and postoperative supplementation with

Oral IMPACT® or IMPACT® can lead to:
B A reduction in length of stay in hospital

B Significantly fewer post operative infectious complications, such as:

e \Wound infections e UTls
e Abdominal abscesses
® Pneumonia

Study Reference Key Findings

Braga M, Gianotti L, Vignali A, Di Carlo, V. Pre-
operative oral arginine and n-3 fatty acid
supplementation improves the immunometabolic
host response and outcome after colorectal
resection for cancer.

Surgery 2002; 132:805-814

e Anastomotic leaks

Prospective randomised controlled trial to assess the
benefits of using an immune-enhancing feed in 200
well-nourished patients with colorectal cancer
scheduled for elective surgery. Patients were
randomised to the following treatment groups:

a) Pre-op 1 L/d Oral IMPACT® for 5 days

b) Pre-op 1 L/d Oral IMPACT® for 5 days with
post-op jejunal feeding with Oral IMPACT®

c) Pre-op 1 L/d isonitrogenous, isocaloric enteral
formula orally for 5 days (control group)

d) No nutrition support before or after surgery
(conventional group)

There was a significant reduction in infection rate in
both the pre-op and peri-op groups compared to the
control and conventional groups.

There was significantly better immune response, gut
oxygenation and microperfusion in the pre-op and
peri-op groups compared to the control and
conventional groups.

Hospital length of stay and length of antibiotic
therapy in patients who developed post-op infections
were significantly shorter in groups receiving Oral
IMPACT®.

Conclusion: Pre-operative oral arginine and n-3 fatty
acids improve the immunometabolic response and
decreases infection rate.
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Study Reference Key Findings

Gianotti L, Braga M, Nespoli L, Radaelli G,
Beneduce A, Di Carlo V. A randomised controlled
trial of preoperative oral supplementation with a
specialized diet in patients with gastrointestinal
cancer.

Gastroenterology 2002; 122(7): 1763-1770

Prospective randomised controlled trial to assess the
effect of immune-enhancing feed on 305 well-
nourished patients undergoing planned surgery for
Gl cancer. Patients were randomised to the following
treatment groups:

a) Pre-op 1 L/d Oral IMPACT® for 5 days.
b) Pre-op treatment (a)+ post-op jejunal feeding with
IMPACT®

c) No nutrition support before or after surgery
(conventional group)

There was a significant reduction in post-op
infections in both the pre-op and peri-op groups
compared to the conventional group.

Hospital length of stay was significantly shorter for
patients receiving Oral IMPACT® versus the
conventional group.

Conclusion: Pre-operative supplementation is as
effective as perioperative administration in
improving outcome. Both strategies seem superior
to the conventional approach.

Braga M, Gianotti L, Nespoli L, Radaelli G, Di Carlo
V. Nutritional approach in malnourished surgical
patients.

Arch Surg 2002; 137(2):174-180

Prospective randomised controlled trial to assess the
effect of an immune-enhancing feed on 196 (150
eligible) malnourished patients undergoing surgery
for Gl malignancies. Patients were randomised to
the following treatment groups:

a) Early post-op jejunal feeding with standard
enteral formula (control group)

b) Pre-op 1 L/d Oral IMPACT® for 7 days with post-
op jejunal feeding with standard formula (pre-op
group)

c) Pre-op 1 L/d Oral IMPACT® for 7 days with post-
op jejunal feeding with IMPACT® (peri-op group)
There were significantly less post-op complications
in the peri-op group compared to the control group.
Hospital length of stay was significantly shorter in
the supplemented pre-op (13.2 d) and peri-op (12 d)
groups compared to the control group (15.3 d).

Conclusion: Perioperative immunonutrition seems
to be the best approach to support malnourished
patients with cancer.




