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From Aug 24, 2017, to Oct 31, 2018, 93 patients were enrolled and
FTD-TPI plus Bevacizumab FTD-TPI randomly assigned to TAS-102 (n=47) or TAS-102 plus bevacizumab
Event (N=246) (N=246) (n=46). The clinical cut-off date was Feb 15, 2019, after a median
follow-up of 10-0 months (IQR 6:8-14-0). Median progression-free
survival was 2:6 months (95% Cl 1-6-3-5) in the TAS-102 group versus
4-6 months (3-5-6-5) in the TAS-102 plus bevacizumab group (hazard
ratio 0-45 [95% Cl 0-29-0-72]; p=0-0015). The most frequent grade 3
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Randomized Comparison of Cooked and Noncooked Diets
in Patients Undergoing Remission Induction Therapy for
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July 8, 2008; published online ahead of A neutropenic diet is often used to prevent infection in patients with acute myeloid leukemia
A &1 Wwwr J60.01 On OeIober 27, (AML). Although such a diet potentially entails inconvenience, its value is uncertain

2008.
Patients and Methods

One hundred fifty-three patients admitted to a high-efficiency particulate air-filtered room
(protected environment [PE]) to receive induction therapy for newly diagnosed AML were
randomly assigned to a diet containing no raw fruits or vegetables (cooked diet) or to a diet
containing fresh fruit and fresh vegetables (raw diet). Stratification was based on the patients’
early risk of mortality (ERM) score. All patients received antibacterial and antifungal prophylaxis
article. and remained on study until they were discharged from the PE. The outcomes of principal interest
Corresponding author: Elihu Estey, MD, were major infection (pneumonia, bacteremia, or fungemia) and death; if the true probability of
either event was 20% on the cooked arm and 40% on the raw arm, then the probability that the
cooked arm would be selected as superior was 83%.
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Seattle WA 98108; e-mail: cestey@u Seventy-eight patients were randomly assigned to the cooked arm, and 75 were assigned to the

washington edu_ raw arm. The two groups were similar with respect to age, ERM, chemotherapy received, and
© 2008 by American Sogiety of Ciinical days at risk. Twenty-nine percent of patients in the cooked group and 35% of patients in the raw
Oncology group developed a major infection (P = .60). Time to major infection and survival time were similar
07321 83X/08/2635 5684/$20.00 in the two groups. Fever of unknown origin occurred in 51% of the cooked group and 36% of the
raw group.
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Conclusion

In patients treated in a PE, a neutropenic diet did not prevent major infection or death.

J Clin Oncol 26:5684-5688. ©@ 2008 by American Society of Clinical Oncology

Despite the routine use of a neutropenic diet,
there seems to be little evidence of its benefit.” In

It is well known that neutropenia predisposes pa-
tients to infection." It is similarly established that
foods, particularly fresh fruits and vegetables, con-
tain Escherichia coli, Pseudomonas aeruginosa, and
other Gram-negative bacilli that can cause life-
threatening sepsis and pneumonia.”’ These two
facts have led to the use of the neutropenic diet. After
querying 400 hospitals associated with the Associa-
tion of Community Cancer Centers, Smith and
Besser® reported that 78% of the 156 responding
hospitals used such a diet, typically once neutrope-
nia (<< 1,000 or 1,500/ L) was documented. A wide
range of dietary exclusions fell under the rubricofa
neutropenic diet. However, 98% of such diets re-
stricted fresh vegetables, and 93% restricted fresh
fruits and juices.

5684 © 2008 by American Society of Clinical Oncology

contrast, data exist that demonstrate that at least
some patients would prefer not to be limited to a
neutropenic diet. Specifically, DeMille et al® found
that 30% of the 23 outpatients participating in a
study of the effect of this diet on infection rate were
not compliant with the mandates of the diet. Infec-
tion rates were similar in compliant and noncompli-
ant patients. A small trial (19 patients total) in
children (median age, 4 to 5 years) found no differ-
ence in rates of febrile neutropenia according to
whether patients were randomly assigned to a US
Food and Drug Administration—approved food
safety diet or a diet that, in addition, did not allow
raw fruits and vegetables, take-out food, or fast
food.” Similarly a small randomized trial (total of 20
patients, 15 with acute myeloid leukemia [AML])

PMID:18955453




