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Development and supervision of food for special medical purpose (FSMP) in China
ZHANG Lishi, LI Xiaomeng
(Food Safety Monitoring and Risk Assessment Key Laboratory of Sichuan Province, West China School of
Public Health, Sichuan University, Sichuan Chengdu 610041, China)

Abstract: In China, food for special medical purpose (FSMP) is defined as “formula food specially processed and
prepared in order to meet the special nutrient or diet needs for people with food restriction, digestion and absorption
disorder, metabolic disorder or specific disease state”. The development of FSMP in China started relatively late. Since
the revised “Food Safety Law of the People’s Republic of China” in 2015 officially brought FSMP into the track of legal
management, the supervision of FSMP has gradually improved, and the number of products approved for registration has
gradually increased. This article briefly introduces the relevant regulations, standards and regulatory requirements of

FSMP in China, as well as the basic situation of the products approved for registration, and puts forward some suggestions

for the reference of relevant personnel and interested readers.

Key words: Food for special medical purpose; supervision; regulations and standards

1 REXNESHEZAREARSHNEN DER
&R

FE GB 29922—2013C R ik B= 2= FH & Bl 7 £
3 U ) R K R AR T A (LA F PR AR S
di ) A U R T R R A2 BRI A B A AR
28 L 0RE R R S B X IR R U B
R B 1 T T B T I RLE I
KA AE BE A B RS SR 4R 2 T, i
s M E S EAEH.

R 1% B o A B R R N R AR Y B R R BT
FE AT F A 7, 45 3 R s R L%ﬁﬁﬁiﬁ?’ii

5 B #1:2022-09-14
EEEN:REZE F HE AT AARRLE
E-mail:lishizhang_56@163.com

R AV 9 A6 25, Bl By 952 90 T 7 R G SR T R, DA
Bt Fof [E) R[22 A 9% 45 1T AT ] ke 380 ARUA R B ik 7 £
o M 20 4 60 4FACFHF 46, 56 F . H A FI BRI &
R R B A A R R e, L S Y ik AR
P LA 1 b A AN BT S 3 . 2020 AF A BREFEE B
A 0 T 3 A R i 800 A2t B E i g 2t
5 WU RN H X

T R B B 1 R SRR P B, LR Dok —
LA K2 DL N E 3R R 0 B 9l A 2
m R, 2010 4F 12 A, R E R LAEERS A GB
25596—2010 ¢ 7k = 2% ik B2 LB J5 £ i 38 J) )
(20124F 1 A 1 HRSZE) . 2013 4F 12 7, E %K
BAFIHRIE T Z G 4 kA GB 29922—2013( 75k
B 2 FH R BC 7 £ Sham ) (2014 48 7 A 1 H R 52t )
Fl GB 29923—2013(Fr ok = 2 & i 7 £ 5 B 47 2E



AR AR

—152—

CHINESE JOURNAL OF FOOD HYGIENE

2023 4E%f 35 455 2 W

FERLYE Y (2015 4F 1 A 1 HRRSZ) . X = A E K
PRAEBIB TRRE S E AL S E 2 HRE
SRR A 70 TR T A X 3 R R A R R )
TR HESIER

T AR B SRR R BE T 0~12 A
I B R R R R LI B ALE AT 1 2 L
b ONHE R (38 )RR OR PR 2 IR G B A . RRER R
S L BE 7 8 A5 0 7B 5 6 i R
FUBERC & & FLE A KA & & FLEN
TR K St P 7 £ B SR R I T B R R B R
Hh A A LT D £ o L R R TR AR O R A I A
MR FLEFRAAAED EAT 12 L AR CE
)RR IR S 2 3 7 £ UL AR 9 AS [R) 0 1 R 5 2R
G FHNHE, 0 o0 208 I & fh e 408 R
DB AR A SRR | SRR B RET
TR AR B RO R E AR AR SR
FTORMAFER M. FFE BRI, ek
Ry B — 5 FROR VR R B bR T T A2 R ok s A
ARG F 5 TR TR A FR B2 5, AL 45 B IR I R
Gogedi VB IR e UL S LR A A/
SR /AR B A R BOIRES REE  EE a
B HE TG RGN L I /R R AR i R
R SR IR/ F R 4 E R O AL R
SE IR T B A SR AR AT B AR B S R
SRR BB A IR R AL (B AL AR
A KA A AL ) LR A R AR AL E R
B T 5 2 5 1 AR I A O 5

2 RENHEERMBEENHEXEN

2015 AFETT 50 A € b A N R [ B 22 A
U AR AR R R R A LS Oy & O
USSR 7 Sy T A (A VR ey 4 U R
HER N\ SR HLRE L IR B I 2 28 [ 55 B A 2
B A HER 1T (2018 AFME 1T [ 55 Be £ i 2 A i
(LN DRG0 S 8 0 VA B N At B L Vs BN
A7 LA bR UL DL R R I e B SR
FE P IR R B 2 A I R BRI A RE . 5T
SRR RLE R R A VLAY A R A 7 Y
R

AR EL 2 4k 19 2R D [ S8 At 24 i s B
& P M JR (China Food and Drug Administration,
CFDA)2016 45 24 54 KA (2016 4F 7 H 1 Hi&
TAT ) R0k 2 2 P i B0 J5 0 ot VRN B 3 )1, %
FrBE R ENHE I T BAREE . Hoh S SRHLUE
R B A W R AN 2 O U7 3R R R O
B R R A 2R 7 Al AL e R B N A TR

BB BB AME Ak . B RN S B & 5 T e
B A N B & AR TR RE D) ST R R
WF ALK B G HL R = it R N B B L
PN GURNE Gh 2 B R N 5L 4 B R AR 7 R
YO B SR ST 5 BT AR ORI N A I A AR
F o, H A e R B AR E L E /Y A H
HERT B M RE F1 o BB LA BLE , AR & S
7 4 4 58T A bR < A B A TR RO P A
S A R0 O BT B AR R e T2 B R
7 AR R SR 5 7 AR S UL P AR e A A A
B4 s B & 2 AR 5 BE 0 F B R AL 5 H Aih 2 B
PR D AR B IR TR D R R I 2 P A I R K
R R U R 4B R B S A Y
P2 52 1 AT 560 41 15, I 5k 1A I PR K 56 7 2 PR R 1
s 1 A T 56 I o A LML Y T R

2016 4F 7 J ,CFDA kA (Reik B2 s Bl &
sty T U A B I ) AH DG i SO AL R A
TR A RE I B 5 R (AT, 2017 4R80T ) 3 Fe
S £ AR 2 UL B B AR AR R GRAT ) s B B AR
SEPERFIR SR GRAT, 2017 4E48 3T ) s H B2 2 5 i W
Az A B0 A% A R I SR G A T )

2016 4 10 A ,CFDA & #i (oK B= 2% & Be
1 i I AT 56 o A BRI Y IR A7) )™, W B 2
P i 1 e DA 3 565 ML AS) 7 >4 Ay 245 0 1 AR 3 58 LA
HAEFREMET N ENS R iR E &8 &
A Ll Bl 2=, LA TR JR R IS 2 I AR K 56 1F 9%
125 o

2018 4F 3 7, 36 [ B ALK B AR P R R 5
FE] €0 40 2 O W B A B )R L I 5 T R AT IR BE
Jed R %S5 e WA A 6 A A R R I A A Y [
FMG W ESEME)E, 20194 1 A, HEW 7 L%
S JR % A CREIER B 2% FH A& Ty 80 A 7= 18 7T A5 40
WY, 2019 4E 9 H R i WA B R & A6 IR
o B TR = R R R A AR T I R
BARFE T

3 REHERARNAZERMBMCEMR~RER

IR R B 1 0 Rk R AL B, HL 2015 4R iR
ZAE R 25 5 A BRI T 3 3 R R AN LA K
ANEE S, 2015 4R Bl AH G [ 5% o RIS A Tk
FLy &, TR A R B B a7k R R, 2016 4
I R B s T g B A S 2R TS 3.9%,
2020 E A L E TR 9.5%, 15 %] 77.2 /2o, H
7 i R i R i 22 b o T AT .

H 2015 F& 1T RCE % 475 ) 2016 4 (FF
Bk = 2 FH 3 BC 5 63 T WA B R ) B AR S S



11 e 1 2 O TIC 7 0t ) R e B LM A —— 3R S s, 4%

#

—153—

M\ 2017 4FFF 4f A7 FF BE B G GE o N, 2 2022 4F
8 7, i ik A 2 B R R/ K
WA R T A R R — O 88 AN A AR R
PE 2 4 B2 L J7 £ 0 38 A (JEFLBE I 7 £ 0 2%
MCFUME L 7 £ 5 11 A V2L 8 P 4 K A B0 O 8 4
6 A~ FLAR IR B K A B0 7 £ SR R I O B A
44 CREECIG A R LSy B A 12 A VR
FR AR AT L B ah | A VE AT 4 ) A
FEBCTT B 21 A R A E SR I T 'S 1A (i
St it

= LR ST BC 77 L
AR A RS BL TS B

O R RES 2 & ) LBCTT £
o EFRELTT R

B R E 4 TR BT R

o AR AE TR B

J R 28 FR &5 28 N CEFR RN 144,
FEL AR BT TG B 12 0 g T AR B A I
245, UL 1

2017—2022 4 4F 3 fE VE 0 4 5 B 5 A
DA 2, F(2017—2019 4E ) 35 e 7 W B 7= 5 DL
FEOR B2 R LI 7 & b s £ i s 1 (2020—
2022 A ) Ho A 2 Y 7 5 0 B B RS . 2022 4F
ARMEE W — CRR R S 2 3 MR A FR I T B,
TR EAR BRI B ER R .

@ FEFLARFE 7 B S SIS SURR 7 £
o L 4 KR

TR RS fr R R A
[ R H A LR

o R LR R

SHHTEA

P i 24 W R /T T 3 M R U ) A I A R 2

Figure 1 ~ The composition of food for special medical purpose registered with the China Food and Drug Administration/

State Administration for Market Regulation
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Figure 2 The number of food for special medical purpose

approved for registration each year from 2017 to 2022

4 RBE

R B B R I PR 9 0 B R A BN L A A
T v R 0 B AR ER 0T R A g g, o o R R
FE 5% I KE K A W A B s 1) R S Y AR 3%, R A
YER S BEINAIT 2017 4E 6 H kA (R R g
FEIT 4 (2017—2030) )22 19 75 50 5 K AT 3h i

S5 DU i R IR AT B WIRR 9 A SRR AR R 2
R WET7 Bk R R B R AR o BE— 2 Bt
FE 56 3 1 IR B2 o T I IE 5 B b o 2R AR T
Je e R IR 12 2 T E J7 £ il B A K MLAE T
FrE B i — 2 R AR W T 05 10 o BE A X E SR
550 5% Z BN TR A, 3 R B2 62 i 199 2 ]
R A S KRR, R 5 7 ol A0 T 37 0 R ) oA B
PR K JE

5 #iY
5.1 BE— B ST R AR SR A R AR o 1A 2

T 10 4Ff, FR I O dar 1l Y
R DR R AR O TR MRS E MR R, T R 2016 4R K A
S it B CRE R B2 2 FH 3 TE 5 80 i T A BRI 0 ) K
FUMC SO, 0 B £ TE W AR AL A8 B2 T
Jefi o AHIZIE MU ER RIE A0S 5 3, R e
FRMC 7 B HOAG R4 T 13 28, MR BE I 2 H A



AR AR

—154—

CHINESE JOURNAL OF FOOD HYGIENE

2023 4E%f 35 455 2 W

PR TR, BB AT H R A T = R O IR
o R R ) I DR K 50 R R R R &
BRI T U R B R . S oAb B B2 AR
TR WA S L B AR A A DR R A 1k
AR ME ST L AW IT 583 , LI aF b R B
i WA Al R SR BRI S
5.2 2B R AR BRI DR

GB 29922—2013 B8 ML |, ¢ < £ 2 20 A
P AR B R FR T4 S T, B A Bl A A
B A 7, RIARR B £ 5 A0 & R 5 DI PR N H oK
SRR A G . KRWTLUCE B E 2 B B MR 9T T
Az AR X R IS B 0 S R TR T RIS B OG &R
DA Kl FH R B A 1) B B A O T O AE 7E AR
AN B[R] R, IR A AE S G B O, S AR 24
ARG . Rt I 5% T4 g e 2 s o 4 AT
FIMBHCIIRE TR0 H &R TAEA A8 M XL K
M5 T IE T BT LA B CRE IR R 2% TR T 7 8
(FSMP) IIfii JR % # % 2 JL 48 (2021 f) ) (LA T &) B
IR IR IE R B A . IR N2 24 R
TTRE R A B I DR N R A O AR TR
YR E , P 48 5 A0 R R BE DY R R R 5 A I
PRIV A 38, 4 = A R B A B SR IT N . 2
WE GE T A BRE 25 01 23 RN 4% B0 I8 B 4 B3 1)
R I A R SO 4% I e AL A B Y AR ML
Z BRI HE— 2 ROR I A R A A I R
N o
5.3 REEE A AR Al N R B T LT A AR R
7 i JoT

Al B HL 28 35 2 AR RN AF A B R B B R PR
ST, LA R N 0 BT K A it 4 4 0T RE A% & BRI F
RN GL N B A R A R AR T
F AL T2 B e M B O A 5 DR IE I &
45 BRI i PSS PE SRR AT B RORE P
AN AR A BB A A A B R i R A
i I 5 R ORI B T S 4R B B T Y
B A IR OCR R R MBS IR 3C 77 ah F
REERA A C MR 65003 kw8 [\ R )
b, LUK 7= 5 B SE S I T 3 A R BT RE
SR B ACE 1 FGE 30, AT % R R B
XoF > 0 1) AR A 4 R G B LR R
JEE S R 2z AT R T T e AN, HLE R
BORTE R R Bl T N T E AR A RS
P
5.4 s e e AR R S T
RS 1y

B T Y A 7 N R O A A R

7l ) 22 A AT RO o 6 BT S A A A BT
BT AT T 64 M DB, 7 A ™ i A 0 e AR o
FEAE R IR RE A TS8R DL B I A A BB e A 45
XoF 7 ity A RE R AR RS2 PR SR A 4
T 25 00 B8 BEAR O A A B I K I >R JBUH B A% ke A
SR TR [] ARt ] S 77 it B B 225 A0 4

S % 3k

(1] e NRILAEEZ TAMTRAFTRN S 8 E2EE

bl R O B S R L B ) GB 29922—2013[S]. dt
AU AR EBRE R B, 2014,
National Health and Family Planning Commission. National food
safety standard-general rules for formula food for special medical
purposes: GB 29922—2013 [S]. Beijing: Standards Press of
China, 2014.

(2] hwFEAE AT B . 2022—2027 4R W45 B2 & ATl 1 3%

s oy br 5 B ROl S i i AR s S (R AL o
HIF A M B 5 B L 2022.
Zero Power Intelligence Institute. Market environment analysis and
investment trend forecast report of China’s special medical food
industry from 2022 to 2027 [R]. Shenzhen: Zero Power
Intelligence Institute,, 2022.

(3] oA AR T A . 50k B 2 1 i M LI 7 0 i )

GB 25596—2010[ S]. bt : 1 AR AEH iRAL, 2011.
Ministry of Health of the People’s Republic of China. National
food safety standard general rules for infant formula food for
special medical purposes: GB 25596—2010 [S]. Beijing:
Standards Press of China, 2011.

[4] hee NRIVHEEZ DAMTET RN S A E2EEK

I 5 B 2 FH AR T D7 £ i Aoll BLAF A 7 B - GB 29923 —
2013[S]. dbmt . E AR HE AL, 2015.
National Health and Family Planning Commission. National food
safety standard-good manufacturing practice for formula food
enterprises for special medical purposes: GB 29923—2013[S].
Beijing: Standards Press of China, 2015.

(5] HEEFEBEIAT . PAENRIEHE % 4% [EB/OL]. (2015-

04-24) [2022-09-14]. http://www. gov. cn/zhengce/2015-04/25/
content_2853643.htm.
General Office of the State Council of the People’s Republic of
China. Food Safety Law of the People’s Republic of China[ EB/
OL]J. (2015-04-24) [2022-09-14]. http://www.gov.cn/zhengce/
2015-04/25/content_2853643.htm.

[ 6] [ Z2Erfh 2 i B BLER . Rk B2 27 R IR IR 7 18 o TR

P (1 52 ATl 24 il B A BLEL ) 4 58 24 %5 ) [EB/OL].
(2016-03-07) [2022-09-14]. http : //www.gov.cn/gongbao/content/
2016/content_5076983.htm.
China Food and Drug Administration. Administrative Measures
for registration of prescription foods for special medical purposes
(Order No. 24 of the China Food and Drug Administration) [EB/
OLJ. (2016-03-07) [2022-09-14]. http://www. gov. cn/gongbao/
content/2016/content_5076983.htm.

(7] B SR 2 B A B Ry . R 06 T R A Rk = 2 o
e 7B i A B 2T 1 ) AH O THE 5 SC PR Y 28 4 (2016 4R 55 123



T [ p ok = 27

FHIRTC 5 €0 ah Y 22 Ji% B A —— ks e,

#

—155—

[10]

5 )[EB/OL]. (2016-07-13) [2022-09-14]. http://www.che.org.
cn/news/detail.php? 1d=62779.

China Food and Drug Administration. Announcement of the
General Administration of the People’s Republic of China on the
issuance of relevant supporting documents of the Administrative
Measures for the Registration of Prescription Foods for Special
Medical Purposes (2016 No. 123) [EB/OL]. (2016-07-13)
[2022-09-14].
62779.

Vel it 24 it M A TR L 2 M R G T R A
Uk B2 2 T T 7 L I PR 6 BT MLV (AT ) B 4
(2016 4F %% 162 5 ) [EB/OL]. (2016-10-13) [2022-09-14].
http ://www.gov.cn/xinwen/2016-11/01/content_5127064.htm.

http://www. chc. org. en/news/detail. php? id=

China Food and Drug Administration. Announcement of the
China Food and Drug Administration on the issuance of Good
Clinical Practice for Prescription Foods for Special Medical
Purposes (2016 No. 162) [EB/OL]. (2016-10-13) [2022-09-
14]. http://www. gov. cen/xinwen/2016-11/01/content_5127064.
htm.

K 3 A SR T I W R O T R R R B A
TE 75 B i A= 7 TR R A0 ) i 2 45 (2019 4R 5 5 %5 ) [EB/
OLJ. (2019-01-29) [2022-09-14]. http://www. gov. cn/zhengce/
zhengeeku/2019-11/11/content_5450775.htm.

State Administration for Market Regulation. Announcement of the
State Administration of Market Supervision on the issuance of
the Detailed Rules for the Examination of the Production License
of Formula Food for Special Medical Purposes(2019 No. 5) [ EB/
OLJ. (2019-01-29) [2022-09-14]. http://www. gov. cn/zhengce/
zhengceku/2019-11/11/content_5450775.htm.

Rl T A SR T A R DG T R A (R A SR I

5 2 it e AR X 36 PR A 5 LI B ) A SC AR 24 5 (2019
AL 43 5 ) [EB/OL]. (2019-09-27) [2022-09-14]. http : //www.
cnhfa.org.cn/fagui/show.php? itemid=448.

State Administration for Market Regulation. Announcement of
the State Administration of Market Supervision on the Issuance
of Technical Guidelines for Clinical Trials of Certain Whole
Nutrition Formulas diabetes and Other Documents (2019 No.
43 ) [EB/OL]. (2019-09-27) [2022-09-14]. http://www. cnhfa.
org.cn/fagui/show.php? itemid=448.

K i g W - F 7 WA SR R R AR AP
A[EB/OL]. (2018-03-21) [2022-09-14]. http: //ypzsx.gsxt.gov.
cn/specialfood/#/food.
State  Administration for Market Regulation. Special food
information query platform of the State Administration of Market

Supervision [EB/OL]. (2018-03-21) [2022-09-14]. http: //ypzsx.
gsxt.gov.cn/specialfood/#/food.

[ 55 B I 28T . 45 Be InA T 56 F B0 2 1 R 331K (2017—
2030 4F ) Ay @ A L)) E e R AR A AR, 2017, 29(4) ¢
514-518.

General Office of the State Council of the People’s Republic of
China. Notice of the General Office of the State Council on Printing
and Distributing the National Nutrition Plan (2017—2030) [J].
Chinese Journal of Food Hygiene, 2017, 29(4): 514-518.

WRAR, 887, FALER, 5 R IREE 2 TR TT 7 fh (FSMP)

Wi PRAT B & 52 IR (2021 KO LI ] v B B T7 AT BRRL 2, 2021,
11(4): 91-96.

CHEN W, LI ZENG N, XU H X, et al. Expert consensus on
clinical management of food for special medical purposes (FSMP)
(2021 edition) [J]. Chinese Journal of Medical Management
Sciences, 2021, 11(4): 91-96.



