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Food for Special Medical Purpose (FSMP)
Baidu Encyclopedia baike.baidu.com  2018-06-05 Source:

Foods for Special Medical Purpose refer to formula foods specially formulated to meet the special needs of nutrients
or diets for people with limited food intake, digestion and absorption disorders, metabolic disorders, or specific disease
states, it includes infant formulas for special medical purposes from 0 months to 12 months of age and formulas for
special medical uses for people over 1 year of age. [1] Such products must be consumed alone or in conjunction with
other foods under the direction of a doctor or clinical nutritionist.

Foods for special medical purpose belong to special dietary foods. When the target population is unable to eat a
regular diet or cannot meet their nutritional needs with the daily diet, Foods for Special Medical Purposes can serve as
a nutritional supplement and play a nutritional support role. These foods are not drugs and cannot substitute for the
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therapeutic effects of drugs. Products must not claim to prevent or treat diseases.

Chinese Name (in English):
Formula Food for Special Medical Purpose,
Objectives:
To meet the requirements of “restriction on eating” and “digestion and absorption disorders”
English Name:
Food for Special Medical Purpose, FSMP [2]
Classification:
Full, Specific, Non-nutritive formula
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Definition

Food for Special Medical Purposes (FSMP) is specially formulated to meet the special needs of nutrients or diets in
people with limited food intake, digestion, malabsorption, metabolic disorders or specific disease states. This kind
of product must be a doctor or clinical nutritionist. Under guidance, eat alone or in conjunction with other foods. [3]
Foods for special medical purposes belong to special dietary foods. When the target population is unable to eat
regular meals or cannot meet their nutritional needs with daily meals, FSMP can serve as a nutritional supplement,
and they play an important nutritional support role in their treatment, rehabilitation and maintenance of body
functions. Such foods are not drugs and cannot substitute for the therapeutic effects of drugs. Products must not claim
to prevent or treat diseases. [2]

Classification
According to different clinical needs and applicable populations, the "General Principles of FSMP (GB 29922-2013)
" classifies FSMP into three categories, namely Full-nutrition formula foods, Specific Full-nutrition formula foods,
and Non-nutritional formula foods. [2]

Full Nutritional Formula Food
Full Nutritional Formula Food can be used as a single nutrient source to meet the nutritional needs of the target group.
Suitable for people who need to fully supplement nutrients and have no special requirements for specific nutrients.
The patient should choose to use a full nutritional formula under the guidance of a doctor or clinical dietitian.
It can be used as a dietary or nutritional supplement for patients who need oral or tube feeding. [2]

Specific Full Nutritional Formula Food
A Specific Full Nutritional Formula Food can be used as a single nutrient source to meet the nutritional needs of a
target population in a specific disease or medical condition.
The specific Full Nutritional Formula Food is based on the Full Nutrition Formula Food of the corresponding age
group, and a certain type of nutrients is appropriately adjusted according to the pathophysiological changes of the
specific disease, further, can meet the nutritional needs of the target group when consumed alone.
Products that meet the technical requirements for a specific full-nutrition formula can be specifically adapted to the
specific metabolic state of different diseases and better play a role in nutritional support.
It is suitable for people who need to fully supplement nutrients under specific diseases or medical conditions, it can
meet the special needs of the peoples for certain nutrients. (i.e., under specific disease conditions, Full Nutritional
Formula Foods cannot adapt to the specific metabolic changes caused by the disease and cannot meet the specific
nutritional needs of the target group, and some of these nutrients need to be adjusted.)
For patients with other diseases or complications, it is up to the doctor or clinical dietitian to decide whether such
foods can be selected based on the patient's condition. [2]

Part Nutritional Formula Food
Part Nutritional Formula Foods, which can meet the nutritional needs of the target group, can be used as Part
Nutritional Formula Foods for Special Medical Purposes. They are suitable for people who need to supplement single
or partial nutrients, but not suitable for single nutrition sources. Such products should be used in conjunction with



other Part Nutritional Formula Food s for Special Medical purposes or ordinary foods under the guidance of doctors
or clinical dietitians according to the individual medical conditions of the patients. [2]

Development Status Management
Out of China

In the world, new changes are taking place in the health field, that is, when the disease arrives, the treatment is
gradually transferred to the treatment at the presymptomatic disease stage. In the area of nutritional foods, it is also
the case that providing scientifically-proven nutritional formulas for patients and co-adjuvant treatment with drugs
can accelerate the recovery of human body functions. This innovation has played an increasingly important role in
the medical system. The application of Specific Full Nutritional Formula Food has played a significant role in
improving the nutritional status of patients, promoting the rehabilitation of patients, shortening the length of hospital
stay, and saving medical expenses. Many countries have included such products in the scope of medical insurance
reimbursement. [4]

Many developed countries had widely used Specific Full Nutritional Formula Food for Special Medical Purposes as
early as the 1980s, and they have formulated management measures and/or corresponding standards, such as the
Codex Alimentarius Commission and the EU, USA, Australia and New Zealand, Japan and many other countries
and regions.

1. The Codex Alimentarius Commission (CAC): Codex Stan 180-1991 The Labeling of Claims for Food for Special
Medical Purpose is a detailed description of the definition and labeling of formula foods for special medical
purposes.

2. EU: Various nutrient levels are stipulated in Formula Foods for Special Medical Purposes (1999/21/EC), allowing
appropriate adjustments to nutrients based on specific diseases, disorders or medical conditions.

3. USA: The United States Food and Drug Administration (FDA) 1988 Introduced in the formulation of guidelines
for Special Medical Purposes and food production supervision, including production, sampling, testing and
determination and many other provisions.

4. Australia and New Zealand: In 2012, Standard Medical Formula Food Standard (Standard 2.9.5) was released and
implemented in June 2014. The standard mainly stipulates the four parts of the definition, sales, nutrient content
and label identification of formula foods for special medical purposes.

5. Japan: Article 26 of the Japan Health Promotion Act (Law No. 103 of 2002) determines the legal status of formula
foods for special medical purposes. [2]

In China

Before 2013, due to the lack of this national standard (i.e., so-called “GB”) , domestic companies had no basis for
production. The market for Formula Foods for Special Medical Purposes in China has been occupied by foreign
foods and has been forced to rely on imported products which lead an aspect of “small-quantity, hi-price”. [5]

In order to meet the needs of the domestic market for Formula Foods for Special Medical Purposes, we vigorously
develop Formula Foods for Special Medical Purposes in China and establish a national standard system that is in
line with international standards. The National Health and Family Planning Commission announced in its No. 11
Announcement in 2013 two national standards for "General Formula for Special Medical Uses" (GB29922-2013)
and "Good Manufacturing Practice for Formula Foods for Special Medical Use" (GB29923-2013), together with the
"General Principles of Infant Formula for Special Medical Uses" (GB25596-2010) promulgated in China in 2010,
there are already three standards for "special medical use formula food" in China's food safety standards system. [6]

Nowadays, more and more doctors, nutritionists and patients in China have begun to pay attention to the clinical
application of formula foods for special medical purposes.

There are a large number of people with special nutritional needs in China, including those with special nutritional
needs under normal physiological conditions, such as maternal and elderly people; People with special nutritional
needs under pathological conditions, mean such as diabetes, kidney disease, tumors and other diseases and surgical
and other injury groups. It is believed that the introduction of such products will play an active role in the formulation
design and clinical application of scientific support in improving the treatment of diseases in special populations.

1. Domestic relevant laws and regulations, international organizations and other national laws and standards;

2. Domestic and foreign clinical application research certification materials, or authoritative papers published in
clinical studies at home and abroad;

3. Guidelines, monographs, and expert consensuses issued by authoritative medical and nutritional institutions at
home and abroad, such as (in no particular order): The Chinese Medical Association and related professional
branches (such as the Parenteral Nutritional Nutrition Branch, etc.), Chinese Nutrition Society, Chinese Medical



Doctor Association Nutritional Medicine Professional Committee, The Food and Agriculture Organization of the
United Nations (FAO/WHO), European Society of Pediatric Gastroenterology Hepatology and Nutrition
(ESPGHAN), American Academy of Pediatrics (AAP), European Society for Parenteral and Enteral
Nutrition(ESPEN), North American Society of Pediatric Gastroenterology Hepatology and Nutrition
(NASPGHAN), American Society for Parenteral and Enteral Nutrition (ASPEN), Academy of Nutrition and
Dietetics (AND). [2]

Specific Formulated Foods
Full Nutritional Formula Food for Diabetes
Full Nutritional Formula Food for Respiratory system disease
Full Nutritional Formula Food for Kidney disease
Full Nutritional Formula Food for Cancer (Tumor)
Full Nutritional Formula Food for Liver disease
Full Nutritional Formula Food for Sarcopenia
Full Nutritional Formula Food for Trauma, infections, surgery, and other stressful circumstances
Full Nutritional Formula Food for Inflammatory bowel disease
Full Nutritional Formula Food for Food protein allergy
Full Nutritional Formula Food for Intractable epilepsy
Full Nutritional Formula Food for Gastrointestinal malabsorption, pancreatitis
Full Nutritional Formula Food for Abnormal fatty acid metabolism
Full Nutritional Formula Food for Obesity, fat-reducing surgery

Lt l/Ll_F(iEPEEJﬁjC e e
Rk = 27 g Bd 7 & i (FSMP)

HEBR baike.baidu.com ¥ 2} A : 2018-06-05 KDt

RFPRIS 22 FTR T 75 B dh, AR R HE B2 IR T AR SRS AR 3R LB 5 R IR A N 8 97 2 B g
FRAPR TR B, LT DIN TR HITT RO £, BAREH T 0 AR A 12 AR HRRIRES 72 & %8 LIRS T £ fh A& ]
T 1 DU NIR R 2 AR EC T B e (1] S A e R A BRI E JR e & T, Pt sl A&
LA

FRPRES 22 AR IC 77 & b B THP R B B . 2 HAR AT JC 0t Il B BV L Ji i R LB IR A R
I, PR IS S R E 77 fr it T DM N —FE FRab st i 4e, RIS R SCRME . IR AR M, ARE LM
AITAERL, 72 W AN A RO B R T AR YT Thag. (2]

s IR IS 22 IR EC 77 8 b H i R ZIR . WAL I S S
V& Food for Special Medical Purpose, FSMP [2] S 4. e, JEEE TR R M

B3

1 EX

2 ok

3 RIEDARE
= [E4h

= EHPH

4 KRR B

E X
Wik 5 22 A& 7 & i (Food for Special Medical Purpose, FSMP), &4 T i B &2 MR . WAL IR E=mg . A 280
BRE E BRIR A NN S 72 R alURE B R IR TR 22, B 110 L HC ) 1m0 R A C T £ o 1287 i DA ZIAE s A BRI PR
FMfE T T, PMEHsEHMaRiEE8M. 3]
FRIRR S SR & E TRHRE S HE M. MEMRAR LRSS s ek HE e e L ERF R
i, kG FR RS & ST LUE N —FE JRb e 1%, WHHRYT . R AAUATh RE4ERr 45y T % E B 1E 77
TFAERH . HEREMA R, ARESRAGMINEITER, 7= WA B BB A T ShEE. (2]



VEES

AR AN [ PR 75 SRS PN, CREPRER 2 RGO 8 il ) (GB 29922-2013) KEAFIR DR FIIERC T & dh 70 8 =
XK, BRI R &8 Ri i g MaEaE R &dh.  [2]

EEFELFRM

SEFRECTT B, AR — B SRR B AR AR IR T R IR IR R S IR LT £

3T T R R AT AT A TS ELR R R R A R R B

FBE NAE DR A B PR E TR K48 R I £ 478 JRIC T & it

R DA 7 2 D IR EGE B R A R B e B IR . (2]
FEEEFLLTRm

R o€ 48 IRICTT B b, TN B8 FRORIEBE U506 A2 H b NIRRT 52 500 B ER SR 00 T 8 9% 7 SR AR IR = 27
IRECTT B e

RF T 4 E FRICTT B R AE A AR S B4 IR T £ i A A, AR R 52 R 09 AR FRAR T 0] B R AR gk
A& R 2R At BT PN R RT3 2 H AR AR TR 76 3K o AP SR 48 FR LT B s BOR ZER 7 iy, 7T
AT X (3 SLAS [R5 B RS S PEARPIRAS B4 i B8 IR SR

3 TR P R RO T 08 IR R AT A AN TR N, IR AT A XS B0 5 IR R MR IR T oK. (D
FERFERIIROL T, 48 FRICTT 8 b JCVRIE N IS S PEAR AR AL, ASBET A2 H AR NBFIOAS BB IR TR, i 20T
Hr RSB IR FEAT T O

Xt P BE AR BT ACRE (4 R, P b R AR B PR TR IR e o 15 DL P S T AT DL R B dh . (2]
FEE2EFELBm

AEaE IRACTT B, AL HAR NS E IR TR MR IR B 2 IR T 75 B, & 5 b Je B — B 0 B IR R
RINHE,  ANE ] TRy B — B FRRIA

I i NLAE R A BRI PR E TR 4R 3 A2 IR AR BRA R IR 2RI, 5 AR BR IR 2 F& L 5 6 i B 3
A . (2]

A RBRIIKETE

El5h

e SR N, (@ BEUSIETE R A B ARk, BRFEZ BRI SREUG YT FBOM B # 72 216 R B, 1R85 7%
AU R R, NEE RIS RIERIERE R T, S MILREBIRFIGIT, RN AR E, X
—IHT O TE B 7 R 2 b 47 T B R B ) A € R IR IS 2 PR BC U7 6 o A N FH 7 50 N Rk, (e ik s N\ R
S, AR ERER R, TE BRI R RIE T EXIER, AP EROEHX S AN E R TEE . [4)
V2 RIEEFRAE L 80 S 2 FRF IR L 24 FIREC 7 &8, e T BB HA (50 AN ARAE,
Prfr fiik s 2 R, S, . HAZSZ AN EFAMX .

1. EPreE ks (CAC): Codex Stan 180-1991 The Labeling of and Claims for Food for Special Medical Purpose
T B RFIR S IR AL T8 S 1058 CRRR AR IR AT T VR4 E

2. B TERFBRER 2SI 8 fbrdE (109921/EC) HHE T & FE R R &5, ARVFRMEREE R . ZELE
BRI B IR R A I S R

3. KHE: HEEMAREEEHR (FDA) 1988 fFH & 7 RRE 2= HSEL 7 & S A = AU 1 4s 35, s
PR R ARG A % L2 T E

4y PRFIEFIFTVUE: 2012 SR T RFIR DS 22 F IS EL 7 & A (Standard 2.9.5), T 2014 4F 6 A 5L, Zhs
Y BINE TR RS S R T e X . EREASE. SRR N .

Sv HA: HA#ERIE (2002 L5 103 5) 5 26 500 THRRE A HIRE 7 & Mk dar. 2]

EMRA

2013 ZERT, 6= PRI E ShRiE, A A B A P A o Y RRIR S 2 B IR 5 & T S A B
KIACISRAR I O, AT 2N E R, 5]

i e [ P T3 R R S 2 B IR L 5 & I 5 3K, R TR E R Rk [ 25 AR B U7 B i, S 5 [ PRz i
KEEME AR R, EELAETAEZ 2013 4F5 11 SAEAG T CRREREE 22 H IS8 7 & sy (GB29922-2013)
A CRFIR B2 22 F IR T 7 6 fh R AP AE = EYE Y (GB29923-2013) 9 T [l X b, 7[RRI 2010 FEMAT I (PR EE 22 %
W)L B B (GB25596-2010), fEIRE G M Z etk R LR 7 3 T “BRESHER TR 7
HHIARHE. (6]

s, B PRECRERZ B S IR SO B TR IR SRR B2 2 F IR T 77 & il IR PR R

REGRREFFEROABREE A, O EFAFRN FREARREFRFERONE, mZ=d. 28N R
HURGL T HARRRE 752 F5 R INEE, QOME R B0 B S5 25 Pl s BB 38 A TP R S04 N B o MRS 9IRS~ i,



VEE DGR R AR VR 97 rhoke B AR B BC 7 B v Al PR S (R 7 3 F

1. ENAHSEABRAE [ BRZH 2R H A B 502 R AR v 5

2+ B ARG R R A FEE BIAA R, B P ARG R 5T R BB S

3. EWAMUEER Y BEFRFIM MRS T&. B5ILRE, 1 GERA D). AR AR T
SN NE RS 2%, TEERY S, TEHEMBSEFREMN GRS, BREERRAZ/M A AN
Z1 (FAO/WHO), KRy JLEHE BTt s 772 < (ESPGHAN, European Society of Pediatric Gastroenterology Hepatology
and Nutrition ), 3£ JLEI2E 2 (AAP, American Academy of Pediatrics), Bz Mg N & 5% 22 (ESPEN, European Society
for Parenteral and Enteral Nutrition), At3€JLE} B M 9 & 77 % 2 NASPGHAN, North American Society of Pediatric
Gastroenterology Hepatology and Nutrition), 3% o1 M & 77 2% 2 (ASPEN, American Society for Parenteral and Enteral
Nutrition), 3€EE 37 I R FUBE(AND, Academy of Nutrition and Dietetics)o  [2]

FERL R o

W PR B TR L T B

IR R GE 5 4 8 IR L T B b
(EREN=E W R=T

iR 4B IR LT

JFHI 48 IR LT £ i

LA S £ 0T 4 TR L T 8 i

Q. Y PARLHARN RS 48 TR I T &
RANER v 48 TR BT &
BRI EAE IR T B A

HEIA P 47 TR T B

A e R G  BRITR 2 4 TR T &b
JE R BRAC 7 48 TR LT &

NERE s T AR 48 TR AT &

20180605A $FHEFRAERARR (BFEEEAR M FSMP) (BEEH)



