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COA No. MU-CIRB 2020/009.1501

Mahidol University Central Institutional Review Board (MU-CIRB)
Certificate of Approval

Protocol No.:

Title of Project: -

Approval Includes:

1)

MU-CIRB is in Full Compliance with ‘International Guidelines for Human Research
Protection such as Declaration of Helsinki, The Belmont Report, CIOMS Guidelines and the

International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Date of Approval: 15/ January / 2020

Date of Expiration: 14/ January /2021
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* See list of Co-Investigators at the back page
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Title of Project (English)

Title of Project (Thai)

Type of Review

Princip'al. Investigator

"O_fﬁcié-l:--"._ﬁd_drESs

Ca;ir."?-’e#i_éétor(s)

Apprové I. mciudes

[ COA MU 2021/89

Submissicn Form Protocol Version 3 Date 27/1/2021
Patient Information Sheet Version 2 Date 24/1/2021 -
Informed Consent Form Version 1 Date, 1/12/2020 *
Case Record Form Version 1 Date 26/1/2021" .
Certificate in Ethics Training

1.
2,
3
4.
5.

Instltuﬂonal Rewew Boards in Mahdo[ University are in full compluance with International Guidelines-for -
Human Research Protection such’as- DecLarataon of :Helsinki, The: Belmont Report, CIOMS Guidelines and the
Intematlenal Conference on Harmonization in Good Clmlcat Practice (ICH-GCP)

Date of Approval
Date of Expiration

February 3, 2021

February 2, 2022

Methods

Study design and setting

This study was conducted in Bangkok, Thailand, from March
2020 to August 2021 at the Department of Pediatrics,

a 1,300-bed tertiary-care academic
center. The Department of Pediatrics included general pedi-
atric wunits (56 beds), a hemato-oncology unit (12 beds), a
pediatric surgery unit (20 beds), a semi-intensive care unit -
(nine beds), and an eight-bed intensive care unit (ICU). Four
ID staff members, six ID fellows, and 45 pediatric residents

-~ cared for infectious diseases in hospitalized patients. All

patients aged between 1 month and 20 years who received at
least 1 dose of cefepime or piperacillin/tazobactam were
included in this study. This study was divided into two peri-
ods. For the first period (March 2020 to February 2021),
cefepime and piperacillin/tazobactam were prescribed without
the DUE. We retrospectively evaluated the appropriateness of
prescriptions using the DUE criteria. For the second period,
a guasi-experimental study was implemented over 6 months
between March and August 2021 by implementing the DUE
program. The physicians voluntarily chose to use a DUE
form to evaluate the appropriateness of the antibiotic use.
The DUE form contains the checklist of indications for each
antibiotic. All patients were followed from initiation until
discontinuation of treatment. Infectious disease (II2) consulta-
tion remained voluntary throughout the study. Repeated pre-
scriptions of cefepime or piperacillin/tazobactam with an
interval of fewer than 72 h were considered as a single
administration. Exclusion criteria were those with no medical

- records available. The study protocol was approved by the

Institutional Rev1ew Board ((IRB, .
- ST T . Bangkok, ‘Thailand, COA. No.
MU 2021/89). ’
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Materials and methods
Sample preparation

The longissimus dorsi (LD) muscles of a local, natural, grass-fed swamp
buffalo were _purch from a local market in Nakhon Phanom Provin
Thailand. The cuts had the following characteristics: up to 5 years of age, 350-
400 kg live weight, 9 h post-mortem. The samples were packed, kept in an
icebox, and transferred to the research lab for 3 h. The meat was kept cool at
4°C 1n the refrigerator for 12 h prior to analysis. All excessive visible fats,
ligaments, and connective tissues of the muscles were trimmed, and a total of
seven parts of the muscles were then cut into 1-inch-thick steaks. Before the
study, the samples’ weight (77.2 = 159 g), pH (5.39 = 0.11), color, and
microbiological characteristics were measured.
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