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Optimizing the classification of specific whole-nutrient food for special medical purposes based
on clinical needs: a core outcome set study
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Abstract: Objective To provide a scientific basis for optimizing the registration and regulation, disease/medical states
with a high clinical need for specific whole-nutrient foods for special medical purposes (FSMP-S) were identified.
Methods A core outcome set construction method was used in this study. A systematic review was conducted to determine
the list of diseases/medical states that could be supported by FSMP-S. Then, a list of diseases/medical states with high
clinical demand for FSMP-S was selected through the Delphi method and face-to-face consensus meetings, and
optimization suggestions for classifying the FSMP-S were proposed. Results A total of 27 studies were identified, and 103
diseases/medical states with FSMP-S intervention were obtained from 5, 984 papers in Chinese and English. Forty-seven
physicians and dietitians from 3A hospitals participated in two rounds of Delphi surveys, after which 23 diseases/medical
states were recognized as having high clinical demand for FSMP-S. The consensus meeting narrowed the scope of the
FSMP-S to a high clinical need of 11 diseases/medical states. Finally, a “1+1” optimization strategy was proposed to add
nutritional metabolic characteristics to the classification method for FSMP-S. Conclusion The “1+1” strategy could
optimize the classification of FSMP-S from the perspective of clinical application requirements; however, its feasibility
remains undemonstrated.
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AR AR

CHINESE JOURNAL OF FOOD HYGIENE

2024 4E%f 36 4455 2 W

M RGN BUBA R

| ]

B e

— T ER A T T T/ B SR S
P

(L0, =103 )

PEIT IR 1
(=103 )

i
Y

SRR

P53 ) 452
(n=55)
AR AE N
(R1,n=55)

|

BB R ERIE N S
(R2, n=37)

o E A TR T A B e I PR 7R SR R/
(L1,n=23)

'

> LR
v

LI PR 7 SR 9 3 1 B R 5 4 TR BLTT B i 70 2

Al sk

(L2, n=11)

| =

A 4

eEs

P2 5 i R 0 SRR B R 2 R 1 e £ [

Figure 2 The roadmap for determining disease or medical

states in high clinical need
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Table 3 Score bands proportion of 55 diseases/medical states during 2 rounds of Delphi surveys
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Bt 10.98 1585  73.17 8.00 8.00  82.00 290  30.88  66.67 286 1143 8571
Bl 17.28 25.61 56.10  14.89  27.45 5098 448 47776  47.76 2.86  42.86  54.29
AL fili B A 16.88 26.83 5122 18.00 1373 66.67 — — — — — —
5 JIE A% A 16.25 2439 5732 1569  19.61  64.71 — — — — — —
JT e A% A 11.39 26.83 58.54 13.73 13.73  72.55 294 5294  44.12 2.86  37.14  60.00
UN 7K 2t 10.13 18.29 68.29 9.80 11.76  78.43 455  31.82 63.64 2.86 1143 85.71
B HERS A 26.92 29.27 4024  24.00  23.53 5098 — — — — — —
Lg% 5.06 12.20 79.27 1020  21.57  64.71 448 2985  65.67 0.00 2813  71.88
4R 30.86 32.93 3537  26.00 3333 3922 — — — — — —
B 31.25 37.80 2927  25.53 3922 2941 — — — — — —
FRCBR e 2 9 42.86 29.27 1951 3673 2745 3333 — — — — — —
PR 9% 12.35 1829 6829 1400 2941 5490 1594 2754 5652 2353 2941  47.06
Tl A 28.05 2927 42.68 18.00  21.57  58.82 — — — — — —
i T R A% S 10.98 15.85 73.17 14.00  27.45 56.86 2029  31.88  47.83 1429 4571  40.00
R LR A AL 26.25 28.05 43.90 18.75  27.45  49.02 — — — — — —
I KL 40.24 20.73 39.02  22.00 2941  47.06 — — — — — —
IRC 4 4.88 17.07 78.05 11.76 2549  62.75 7.25  39.13 53.62 8.82  47.06  44.12
JHF 1 i 9 1.23 10.98 86.59 3.92 13.73 8235 5.80  21.74 72.46 5.71 14.29  80.00
iR 3% 55 iR A A L 15.85 32.93 5122 21.57 3725  41.18 — — — — — —
Jo AR R 6.10 15.85 78.05 7.84 2353 68.63 870  27.54  63.77 9.09 2727  63.64

T —3FRm R
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Fd bR AR IR I T B AT B R e R SR A SR /BE S R A (L)
Table 4 Mean scores of 23 high clinical need FSMP-S in L1
i PR/ BT AR DL IS5/ 5 Eies PR/ BT AR FIAF 53 /53
1 RNk W i 8.03+1.40 13 + ik 6.96+2.10
2 S W 25 A ik 8.01x1.49 14 S e 6.95+1.99
3 JFF P i 7.401.92 15 e 4 6.90+2.21
4 18 VI 7.39x1.75 16 HETE ST 6.88+1.97
5 Fethi 7.32+1.70 17 A R ALY ) 6.86=1.79
6 AN 7EEZ0N 7.31£1.79 18 M A O AT i 6.85£1.90
7 TIPS Y B ¢ 7.27+1.73 19 DR /N B AR 6.79+2.00
8 JOUIA 0l 25 4 AT 7.27x1.75 20 i 3% BT 6.78=1.76
9 e 7 AR 0] 7.24+1.60 21 JFE MRS A 6.64+1.86
10 HLAE R IR R 7.15£2.13 22 B EH L 6.42+2.57
11 FLEE#% 7.05+1.84 23 PNI7EA 6.412.27
12 N 6.97+2.13
F5 LSO /BE AR B0 R 73 S 2 JEE B9 E 4 SR IBC 5 B i 0 AR AR R s (1.2-1)
Table 5 Optimization strategy for classification of specific whole nutrient Food for special medical purposes classified by disease/
medical condition

Iy EUEE A
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P A BE PR 42 R T B B R /R A R T B s 4 SR T B R CRTRDIRAS ) B SR T B A B

JiR 4 A2 B FR I T 6
2NN COPD %5 Jiff il T2y AE B A% 42 5 R L 7 £ FLIEER A JR I (2 dh

Fo  LUEFRR TR SN o3 28 B RE 0 R e A FR I T B o R AL e (L2-2)
Table 6  Optimization strategy for classification of specific whole nutrient food for special medical purposes classified by nutrient
requirement characteristics
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YU AR /N T R W 2SI 2 L R T I
PR T4 5 428 3% 8 dh FA W o 5 KA 0
BE 2R B0, 7328 T7 AR X 17 T

GB 29922—2013 K A58 L3R /N 21 X 4 5 4
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(The German Society of Medical Nutrition, GSMN) 114
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i) 790 A 7 R 28 B R A0 1R Tk B R R Bk
GSMN #5323 7E 2013 4F 19 BRI 1 S W 4 5 R 22 &
(European Society for Clinical Nutrition and Metabolism
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