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- Medical Foods= Orphan Drug Act(3|H2I24E7)2| section 5(b)(3)0 FIE &5t T AUCH
X7} 7128 21 CFR 101.9()(8)0fl 7&5I1 92

I Medical Foods?| Zo|Q} 7} 7|&

Medical Foods2| H2|

a food which is formulated to be consumed or administered enterally under the supervision of a physician
and which is intended for the specific dietary management of a disease or condition for which distinctive
nutritional requirements, based on recognized scientific principles, are established by medical evaluation.
OJAe] 2= SOIM GF[otAL HEUC = RO S M= 1, MetM MRS E= H71E o5 BI10]| 2fo M-
TEE= Y 27H0| U= Y E= HEO S AAr #H2|E et AlE

Medical Foods2 Q17H4t7| 9Ist F7t 7|=

a) It is a specially formulated and processed product (as opposed to a naturally occurring foodstuff used in
its natural state) for the partial or exclusive feeding of a patient by means of oral intake or enteral feeding
by tube, meaning a tube or catheter that delivers nutrients beyond the oral cavity directly into the
stomach or small intestine;

Z7 47 T S S5 YU T = TIEIES So ¢ £ ANOR H FUNSS MGl
2 BIXO| BEM B2 THEXO| IQF DTS 5t S| AR L 7HEE (K11 AEHOIA ARREIS XIOT LhA AIZ T} Ch
Xo|) HIZQL|Ct

b) It is intended for the dietary management of a patient who, because of therapeutic or chronic medical
needs, has limited or impaired capacity to ingest, digest, absorb, or metabolize ordinary foodstuffs or
certain nutrients, or who has other special medically determined nutrient requirements, the dietary
management of which cannot be achieved by the modification of the normal diet alone;

Rz Ee= THEX01 oot IR [ME0| Uit AZ0|L EH YRS U5, A8}, &4 E= HAHS=ZHO0| Mgt &
YL 2o 2 AT E ABE = Y Q7 Atts 71 A2 AAF H2| S 2ot A0|H O] AArE2|= Lt
KOl Ao HiFRto 2= e 4= gigL T

¢) It provides nutritional support specifically modified for the management of the unigue nutrient needs that
result from the specific disease or condition, as determined by medical evaluation;
ofsE TH0f Jaf ZHE SEt iy i MR QI5) Lusls DR FYLTYO| BRS s S| 4
XES MSEHLL.

d) tis intended to be used under medical supervision; and
9|z | of0f| AFZS0{0F ofH,

e) It is intended only for a patient receiving active and ongoing medical supervision wherein the patient
requires medical care on a recurring basis for, among other things, instructions on the use of the medical
food.
£6| medical food AFE0]| That XS {I010] Bt=E= 53H0| 2 XEM0I oz =S Hhe Qe X|=7F HQSH
SIS T Q2 it

oF

i
02

- 0|=9| Medical Foods= RS fI8t 2= AlES 2|0[6HK| 220 5t ZX|(formulated) & 7H3
(processed)=|X| 242 Xt ME{O| AES2 Medical FoodsH| siESHX| 45

- Frequently Asked Questions About Medical Foods; Second Edition Guidance for Industry
Off 2JotH Ofzhet 22 Y = MEjQ| 2Xt= Medical FoodsE &8t AL #2| iAo E 4 8ig

o QL2 AU MO HAIS| 2REC= HEHOZ 76K 22T Medical FoodsE &6104 AAL £
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(CFSAN)OIN AA|Gt= Atzte|Z 2 7#(Compliance Program Guidance Manual: Medical

Foods Program - Import and Domestic)2 Soff 2t ME1k= T2 #2] ot /S

Medical Foods Compliance Program2 CFSANS| Z=ARHO0| =LY 22| Medical Foods +3H|
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3171 MEst 9 #8921 Delegated Regulation (EU) 2016/1
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for particular nutritional uses)0| MZ2& HE2| HHut S £HE AE Q30 Q9| FSMPZ}

451 A 93 U BRE FHO| WS 01 B 2

Diu
—~
—
(@]
(@]
o
wn
Q
(e
—
—
wn
5
=]
D
>
o
D
o

_11_




. Q| FSMPO| 23t AlZ

20228 AER80 0142
HICIF=QF NERISIAE AMSEE

=

H=

0= I:HAol'

foodstuffs for
particular nutritional
uses

Directive
77/94/EEC

foodstuffs intended
for particular
nutritional uses

Directive
89/398/EEC

. Infant formulae

. Follow-up milk and other follow-up foods

. Baby foods

. Low—energy and energy-reduced foods intended for weight

control

5. Dietary foods for special medical purposes

6. Low—sodium foods, including low—sodium or sodium—free
dietary salts

7. Gluten—free foods

8. Foods intended to meet the expenditure of intense muscular
effort, especially for sportsmen

9. Foods for persons suffering from carbohydrate-metabolism

disorders (diabetes)

N OowN —

foodstuffs intended
for particular
nutritional uses

Directive
1999/41/EC

1. Infant formulae and follow-on formulae

2. Processed cereal-based foods and baby foods for infants
and young children

3. Food intended for use in energy-restricted diets for weight
reduction

4. Dietary foods for special medical purposes

5. Foods intended to meet the expenditure of intense muscular
effort, especially for sportsmen

6. Foods for persons suffering from carbohydrate—metabolism
disorders (diabetes)

foodstuffs intended
for particular
nutritional uses

Directive
2009/39/EC

1. Infant formulae and follow-on formulae

2. Processed cereal-based foods and baby foods for infants
and young children

3. Food intended for use in energy-restricted diets for weight
reduction

4. Dietary foods for special medical purposes

. Foods intended to meet the expenditure of intense muscular

effort, especially for sportsmen.

ol

Regulation (EU)
No 609/2013

foods for specific
groups

1. Infant formula and follow-on formula

2. Processed cereal-based food and baby food
3. Foods for special medical purposes

4. Total diet replacement for weight control

- 20138 ZEEY 2016E AltE 5Y HHS ?let A
pS

S|E=O| AR Tt

609/20132

Regulation@ 2 A3E|US

AMEO| st #E21 Regulation (EU) No
28510 M2 4= Q= DirectiveOlAl =8 ¢l0| HM&ot=

- 10195 QAR HIZ0| 3 S0 ULt AIE T AIZ #ER|(food supplements)2 CHE 3|
A
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—

ZtS Q5 AZO 2 TIHE | K
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- Regulation (EU) No 609/20132 £4 TS flst AlE2| o2 a2t F2, 714(Compositional)

1t HE(Information)di| CHSE L8t QARSI EH QAN H7HE SZ(Union list) 52 78011

- FSMPESH AR H-8ot T Qe Y HEQ! Delegated Regulation (EU) 2016/1282 FSMP2]
AR SN M= AFS, ZM(Compositional)2t FA| 22 4&! 9l HIEH| 1351} 0|42 1559

3 9l 52 HAGHD g

- Regulation (EU) No 609/20132] Article 2.2.(g)0l FSMP2] M7} #-Ef US

H. FSMP g¢

food specially processed or formulated and intended for the dietary management of patients, including
infants, to be used under medical supervision:; it is intended for the exclusive or partial feeding of patients
with a limited, impaired or disturbed capacity to take, digest, absorb, metabolise or excrete ordinary food
or certain nutrients contained therein, or metabolites, or with other medically-determined nutrient
requirements, whose dietary management cannot be achieved by modification of the normal diet alone;

N
CIO| SO Al Ti2IS 53 4 G, UMEO! ALY LR AN 3t S
CHAF = HiIaH= S210] Rist 22

o Hi= £2 BENOI Y TFAOR NSt AR

- QEAS Delegated Regulation (EU) 2016/1282] article 90| 2|75t A% SA| ™ EA|E 3
A=A HAlet BXIHE MES Al(notification)g AS Q716t0 UX[2E AR 57t H
OfA| 240 MAAL= siE MZ0| FSMP HEQ| HR(0 £3Ith= XtH| BIHE 7[Hiez §
FSMPsZ R&8 & #= UM M1 HXt U HE MF= 3[E=0ICH 25 OHE 4= UL AIMAM, utetd

T Xt=2t 8 MIE LabelS MIZ0H0{0Fe!

>
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i
=
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)
HH
mo

- EFSAZQ] X|E(Scientific and technical guidance on foods for special medical purposes)d|
2 M5 2 Rize @ FSMP F2| sHF0R 2AXZ (MRS CHAAL CHAXIA &gt IUE

S
§) @ M LT Y0 tigt 2Rt @ Qg REY A4S A=Y
X

[=) [
- 250 Tlefolks et X|AS HiEO = of MZo| Lhfd it siMXQl HiE /S LS #lotH
FSMPOI| Aflet B 7|& H w2S ol 2= HEoHX| Rl THOIK FSMP= 37 O] A
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Smile Care Food
For Energy and Protein
Supplement

(ADKY AH|Of 29| HM Ot32)
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Care
Food
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370,659 370,369
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40.401 39,052
35,953 ]
50.059 L] ?7.0[}1
255,308 270.503 254,316
2016 2017 2018

382,789
29,863
78.611

274,316

2019

321,667
35522
107.603 dEorE+ g4
gxte B
ERL
178,541 AE=28
2020

X ZX : https://kosis.kr/statHtml/statHtml.do?orgld=145&tblld=TX_14503_A060 H&!
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153626 169796  1e6.600  182.643 170,641 AExEE
2016 2017 2018 2019 2020
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A 20164 201749 | 20184 | 20199 | 20204 | CAGR
1 [Ciafato] =Alo] A A+ChAME| 27,389 31,906 | 47,999 48,747 ¢ 73,374 | 27.9%
2 feo 89,500 85,148 | 87,383 93,241 72,785 | -5.0%
3 Lok 0 ol mAIZ|A} 84,623 72,271 57,266 : 43,886 @ 37,380 |-18.5%
4 =M Ec ZAlE)A} 9,520 11,172 14814 | 23208 | 31,859 | 35.3%
5 | RHHE+SAIZC A AR | 16,141 30,605 23,651 25,186«  27.133 | 13.9%
6 FAFH AL = 13,836 16,135 16,228 16,482 18,305 7.2%
7 (FE= C A of 2,970 3,523 7.439 9,615 13,347 | 45.6%
8 | ZAls]|ab Lo = oyl - - - 11,993 12,074 | 0.7%
9 FE= 6,728 5,978 8,075 12,246 10,398 | 11.5%
10 | @2aAxds]|apgol - - - 10,007 9,011 [-10.0%
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12 | @o|3ee] Atz o] g Al - 4,206 - 11,684 5214 | 7.4%
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14 V0 AH 41313 7.338 8.647 6,711 5,171 4.6%
15 228 ZA3|A} - - - 3,062 4803 | 56.9%
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Historic Years (2017-2020) Forecast Years (2022-2030)

Base Years
(2021)

12,448.67
11,428.73

10,562.06

9,822.22
9,189.47

8,647.66
778370 | 818273

6,691.74 6,902.67 7,151.13 7,442.48

2017 2018 2019 2020 2021

2022 2023 2024 2025 2026 2027 2028

_12!. Global Medical Food Market Size, By Value, 2017-2030 (USD Million)
© 2022 Astute Analytica, All Rights Reserved
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m North America
® Europe
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...contribute around 35%-45% of
Top 9 players profiled... the market share.
Global Health Products, Inc.

Mead Johnson Nutrition Company Other Players

55%—65%
Meiji Holdings Co., Ltd.

Danone SA

B. Braun Melsungen AG

Top 8 Players
35%-45%

NestlA Health Science

Fresenius Kabi AG
Abbott Laboratories

Victus, Inc.

2 AIEHEG ©9719] 7|1¢at A& MGE. © 2022 Astute Analytica, All Rights Reserved

- O QX = HEH MO, A0 & 22401 T FEE0 2HEUCH 2 22401 B2 Tkt
medical foodE 0|8 = UN F=S &7 RS, Zalando, Amazon St 22 2 EHE2 2 H
H S0 M MA L CIXE &2 H=7| X[HistLl QU=H, 01 AHE0| MiSok= 012 7 FHefut 1124
FISHEQI MHIAZ Qlof &2 & H7E 22101 o2& MM tH REH0| IH S S

- QIEUIE DHS0A 252 7141t ABS RX[ot= B0 tHet M2 MET SXHE MSez
M medical food &2 TSR BHS FEUS (CAGR 8.63%). =RIZALAH|A0 M=H 0=
=0 6H & 4T2 QAR HEoP | M 2102 o= X Lo, A{Of=F 2210k 7t 7t
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