CHStSHtAOLtStS|X| X373 Mi3S(2023H 8E)
J Pediatr Korean Med. August, 2023;37(3):121-132
ISSN 2287-9463(Online), https:/doi.org/10.7778/jpkm.2023.37.3.121

o} 7] A FIAE BARBFERL) 454 2 BUAS
ks 18 FAA, olF o, 9ok = AHEAY:
NEEERLIESE S

Al - A AT - AR
'SAICHEIBIES! SIIAOHD, *PAHEID SIOSAISHS

( Abstract )

Randomized, Double-blind, and Placebo-controlled Human Trial to Evaluate
the Efficacy and Safety of Humulus japonicus Extract Powder on
Child Height Growth: Study Protocol

Jang Subi' - Choi Bom' - Cheon Jin Hong'” - Kim Ki Bong"*"

' Department of Korean Pediatrics, Pusan National University Korean Medicine Hospital
2 .. . . .
School of Korean Medicine, Pusan National University

Objectives
We aimed to confirm whether Humulus japonicus Extract Powder can enhance child height growth significantly
and safely compared with a placebo.

Methods

A total of 150 children between the 3rd and 25th percentiles in height and between the ages of 6 and 9 years
will be recruited to participate in this randomized, double-blind, placebo-controlled clinical trial. The participants
will be randomly assigned to the treatment or placebo group. Participants in the treatment group will take one
pack per day (700 mg of Humulus japonicus Extract Powder) for 24 weeks. Participants in the placebo group will
take one package of placebo per day (0 mg of Humulus japonicus Extract Powder) for 24 weeks. The primary
outcome will be a change in height after 12 weeks, and the secondary outcomes will be the height after 24 weeks,
growth rate, height standard deviation, growth hormone, insulin-like growth factor-1 (IGF-1), insulin-like growth
factor binding protein-3 (IGFBP-3), bone alkaline phosphatase (BALP), and osteocalcin after 12 and 24 weeks.

Results

This protocol was approved by the Institutional Review Board (IRB) of the Korean Medicine Hospital of Busan
University (IRB No. PNUKHIRB-2023-03-002). Research participants will be recruited from June 2023 to
December 2023.

Conclusions
The results of this study provide clinical information regarding the effectiveness and safety of the Humulus
Japonicus Extract Powder in increasing child height.
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II. Materials & Methods

1. SC|xf

‘ Eligibility Assessment ‘

l

’ Random Allocation (n = 150) ‘
I

[ 1

Treatment Group Placebo Group
(n=75) (n=75)
Humulus japonicus Extract for 24 White grape juice concerntrate for
weeks 24 weeks
(700mg per day) (3,000mg per day)
| Evaluation at 6, 12, 18, 24™ week ‘ Evaluation at 6, 12, 18, 24™ week |
| Analysis ‘ ’ Analysis |

Fig. 1. Flow chart of the clinical trial
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Table 1, A Flow Chart of Clinical Trial Process

Period

Screening

Intake period

Visit

1 2 3 4 5 6

Week

-2 0 6 12 18 24

Window period (day)

H
N
H
~l
H+
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~

Informed consent

Basic information

lifestyle survey

Medical history

Medication history

Change in medical conditions

Physical exam

<
<

Inclusion & Exclusion criteria

Randomization

Vital signs

Tanner stage

Weight, Body mass index

Height

Bone age

Validation assessment -
Growth regulation markers

Bone markers

Laboratory test (Blood, Urine, Thyroid Hormone test)

Sex hormones (Testosterone, Estradiol, Follicle-stimulating hormone,
Luteinizing hormone)

SN AN AN NN AN AN AN N AN AN A A AN N AN

Dietary assessment

Distribution of human trial products

Adverse events check

Adherence Assessment
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