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Initiative evidence-based establishment of an indicator pool for clinical evaluation
of nutritional and functional food for the elderly with sarcopenia

GONG Jie,SHI Lei,MU Dong-Yu,JING Xiao-Fan,XUE Yu,LIU Yuan,HU Wen "
( Department of Clinical Nutrition, West China Hospital , Sichuan University , Chengdu 610041, China)

[ Abstract] Objective To establish an indicator pool for clinical trials on nutritional and functional food interventions for the elderly
with sarcopenia as the basis of subsequent core outcome set. Methods CNKI, VIP, WANFANG DATA, Ovid-Embase, Cochrane
Library and PubMed databases were electronically searched to collect randomized control trials on nutritional and functional food inter-
ventions for the elderly with sarcopenia. The outcome indicators were extracted as set A. Chi-CTR and the Clinical Trials were then
searched to collect the related registration schemes, and the outcome indicators were extracted to form set B. Using the convenience
sampling, a semi-open questionnaire survey was conducted among the clinicians and patients in 17 first-class tertiary hospitals with
great influence in this field to collect the set (C) of outcome indicators concerned by the doctors and the set (D) of outcome indicators
concerned by the patient. A 5-dimension indicators pool of 64 end-class indicators was initially constructed by integrating the sets A,
B, C and D. Results A total of 16 randomized control studies and 15 clinical trial protocols were included, yielding 95 outcomes in
set A and 86 in set B. A total of 86 doctors and 85 patients’ opinions were investigated, and 38 and 35 outcome indicators were collected
in set C and set D. According to inclusion and exclusion standard of indicators, a final pool of 64 terminal indicators was established.
Conclusion This study established an indicator pool for the elderly patients with sarcopenia and found heterogeneity and inconsisten-
cies in the outcome indicators of clinical trials in this field. It is of great significance to continue constructing the core outcome set on
nutritional and functional food interventions for those patients.
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Table 1 Results of bias risk assessment for included literature
Study Readom sequence Blinding Allocation Incomplete outcome data Selective Other bias
generation concealment reporting
Takeuchi et al!®, 2019 Random number table Single blind No Yes,ITT analyses Unclear Unclear
Bo et al'”!, 2019 Computer randomization Double blind Envelope concealment  No Unclear Unclear
Zhu et al'®’ | 2019 Computer randomization Triple blind Envelope concealment ~ Yes,without ITT analyses Unclear Unclear
Bauer et al'® |, 2015 Computer randomization Triple blind Unclear Yes,ITT analyses Yes Unclear
Miao et al''! , 2017 Draw lots Unclear Unclear No Unclear Unclear
Wang et al t , 2016 Random number table Unclear Unclear No Unclear Unclear
Ren et al''? | 2016 Unclear Unclear Unclear No Yes Unclear
Rondanelli et al'™*" | 2016 Random table Double blind Envelope concealment  No Unclear Unclear
Maltais et al'™ | 2016 Unclear Unclear Package concealment  Unclear Unclear Unclear
Kim et al'* , 2016 Computer randomization Unclear Unclear Yes,without ITT analyses Unclear Unclear
Cramer et al'"® | 2016 Unclear Double blind Unclear Yes,without ITT analyses ~ Unclear  Unclear
Zdzieblik et alt'), 2015 Computer randomization Double blind Unclear Unclear Unclear Unclear
Kim et all™® | 2013 Computer randomization Triple blind Unclear Unclear Unclear Unclear
Kim et '™, 2012 Computer randomization Single blind Unclear Unclear Unclear Unclear
Aleméan-Mateo et all , 2012 Unclear Unclear No Yes,ITT analyses Unclear Unclear
Solerte et all? | 2008 Unclear Unclear Unclear No Unclear Unclear

ITT ; intention-to-treat.
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Table 2 An index pool of clinical evaluation on nutritional and functional food for elderly patients with sarcopenia

Source

Domain Level 1 Level 2 Level 3 ——

A B CD

Clinical Muscle mass Muscle mass Total muscle mass vVVvyv ey
effectiveness Upper limb muscle mass vV

Leg muscle mass Y

Appendicular skeletal muscle mass vVVvyv iy

Circumference Arm circumference Vv VARV

Calf circumference vV VvV

Muscle mass ratio Total muscle mass ratio Vv VvV
Trunk muscle ratio vV

Appendicular skeletal muscle mass ratio V'

Appendicular skeletal muscle mass vVVvVvYyY
index
Muscle strength Hand grip strength vVVvyv iy
Strength of lower limb muscles Leg extention vVVvv ey
Muscle strength of knee-flexor v vV
Isokinetic quadriceps strength of
right leg
Muscle function Gait speed Fast gait speed Vv
Usual gait speed vVVvyvy
Short physical performance Chair stand test vV
battery Balance test vV
Time up and go test vV
Physical activity ability Self-reported physical activity vV
Physical activity scale for the elderly \YRY
Activity of daily living scale Y
Muscle protein synthesis Vv
Security Incidence of adverse events vV YV
Lipid metabolism Low density lipoprotein cholesterol vV Y
High density lipoprotein cholesterol VvV
Triglyceride vVVvyv ey
Total cholesterol v VvV
Renal function Creatinine VvV
Urea vV
Glomerular filtration rate vV
Liver function Alanine aminotransferase vV
Aspartate aminotransferase vV
Transglutaminase vV
Alkaline phosphatase vV
Glucose metabolic Fasting glucose vVVvvy
Glycosylated hemoglobin \YY
Blood pressure Systolic pressure vV
Diastolic pressure VvV
Serum phosphorus VvV
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(& =x)
Source
Domain Level 1 Level 2 Level 3 e
A B CD
Nutritive Anthropometric measuring Body mass index vVVvyvyv
Body mass vVVvyv ey
Waist circumference VvV
Body composition Total fat mass Y
Body fat rate vV
Visceral fat area vV
Body cell mass vV
Dietary survey Total dietary protein intake vVVvyvyv
Total dietary energy intake vV VvV
Laboratory examination Albumin AYARVARVARV
Total protein vVVvyvyv
Vitamin D vV YV
Hemoglobin Y
Mini-nutritional assessment- VVVYV
short form
Economic Cost-effectiveness ratio Price of nutritional and functional food used vV
by each 0. 1 m/s gait speed increases
Price of nutritional and functional food used VARV
by each 0.1 kg hand grip strength
increases
Price of nutritional and functional food used VvV
by each 0. lkg appendicular skeletal
muscle mass increases
Others Inflammatory Indicators Serum C-reactive protein vVVvyvy
Interleukin-6 vV
Tumor necrosis factor alpha vV
Insulin-like growth factor-1 vV
Compliance Y
Life quality vVVvyv Yy
Gastrointestinal intolerance vV
3 it ® ERFEM 16 i RCT 1, 4L 26.32% (25/95) 1Y
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