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s YUFEE ERAREEAE($EYED, medical foods(Pl=), FSMPs, EX3mE&TAE(F7),
EF LT AE(YE) 5 AR OE £o& AHESHT
o I7MER A1E3} ok ogo] LRI ofo wE |- A= KA} Aolgt

=7t Cheral= o= ] u=
FSMPs
A ELRERAME Medical foods (Foods for Special E8EAE
Medical Purposes)
7t O)=
7= LHE
1941 FDA7} Q28428 S40|12HEAIE(FSDU)0IZt B
1940s dziet AEE T AEHES flet SEAE Y
1950~1972 9|2 EAIE(Medical foods)= FDAO| Qo &40z EFRE
1973 ‘Medical foods” 8017} &3t FSDURt= CHE |9l SXES floh A2
1988 ‘Medical foods'?| ZAIZQI o7t BHSO{E
1990 22 0| M= JHFEo| M2t At AF EXENZRH 22lE HFEE YsHEHAM, X Medical foodsOi|
thet 71& =8

What is a medical food, Axona

e Medical foodsE AlEZEo=2 st Jom, AEOJFL(FDA) I AL FEH = medical foodsE
‘TFekA Ao A J5HE HrtE AA AAHE I 9770 wet EF Aol AEoA 4o]
2EE 7] A HEHOoE A9 FESto] HIHSHAY AFROoE FoSEE JlagE AFRoR
Aolsta I

o ]2 medical foodS FDAOIA &= ¥WEQ Federal Food, Drug, and Cosmetic Act’©]
oA Tty A=

* 19724 oA medical food= F2 34 dA A8 A #H5H7] A AHEEHUS. IR F=
IHE IS AT 9 AEelen, —4 7= oo AME-Z HASH] Y9 QJekEo

* 197299 FDAE= AE9 /E 9 718442 =017] o] YFFoA Hold AojgaHE 93t AlFgez
AEFFAI 1 Al medical foodsZ /¥ ohget AlEo] /NEd
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I. HOFE

( 0|2 AYUFH™HE L Medical food2| X9| )
(21 CFR 101.9()(8))

a. It1sa specially formulated and processed product (as opposed to a naturally
occurring foodstuff used in 1ts 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 nutnients beyond the oral cavity directly into the
stomach or small intestine:”

b. Itis 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 nutnents, 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;

c. It provides nutritional support specifically modified for the management of the

unique nutrient needs that result from the specific disease or condition, as
determined by medical evaluation;

d. TItisintended to be used under medical supervision; and

e. Itisintended 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.

( 0] MZo|ok2 (FDA)Q| Medical food2l o] )
(section 5(b)(3) of the Orphan Drug Act (21 U.S.C. 360ee(b)(3))

d” means 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.

* U]29 medical Foodt #5Hd 92S EYE AAE 93 HrtE AX AZD 9L 373
et £ Agolut AFejolA Aol 2Es] A7t Ao At 4= ofoA AHstAY FHer
EOHEE /lgd AE0R FH4 Y 7HA AL wEsorgt

© LA AHOIA AREE AR ET 2R, 7|EY AAE FEAoR Hasiy &3]
A A8l 585 AL 7HeE AFoE2AM FFE dFeke SAoAU B § BEE
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Lt 78
s FHIAFED)NAY EFIRm8E5AEE EH AR EEAE(Foods for Special Medical Purposes

(FSMPs))o.2 & 4 1o, Regulation(EU) No 609/2013 of the European the parliament and
of the council® A|F| wz} ol QS

( Y S2ELAE (FSMPs)e| HH )

Az XA e

1977 Directive 77/94 o Y AES I8t AZE(Food for particular nutritional uses)? g =2

o
Ol
%

E

Q012 ZHIER, Follow-up 28, ROM, HSZHS 98t HOILX X OJL{X| Z4
1989 | Directive 89/398 = AIE, 54 22 BHo| 4B, NUEE A, S2HI2| 4E, 2YRSH|, B82S Of

APEBH(P ) BN 93 B0 OEt 3Y 271

o Directive 89/3982] 22 24 (9012 ZHES, Q0 U A0 T2 712 AIZ HZ
1999 | Directive 99/41 | Directive 89/3989| 5= =4 (ROf =R, 70t I8 == *C’: =, AS

ZAS 93t 0| KIS AZ, S48 2 SHS Y3 TOOE AZ, 2ALSH)

=
MEAH HEE X0 SR, 20110 FETBARSI7E 412 F2 HF2 +#

2 Directive 2 _
009 Directive 2009/39 | o yoisie x miasi= HOISI0) 20134, Regulation No 609/20132 e

‘Dietery’, ‘Dietetic’?] JHES OHLT 4742 FL HF(RO0IE L MA7IE AE, It

Regulation No . . _
9 o2 7|9t HIE, EHETAIE(Food for Special Medical Purposes), MEXHE Al

2016

092013 g2 gxpiz Az wEE
Sy mW, 0N EE AL NHE DSWE AYS U3 A4S0 9% 7Y Y 2
Regulation (EU) s L . =
2019 2016/128 HAI0 CHEt X|EIQ! Directive 99/21/ECE CHA|Z FSMPsO| CHSH Y w14 3 2p4
g2 £Folel, 20154 9 25 AMEE0 20194 28 229UFE XHES
s FHAFNAE 199990, 20008 4¢¥ 30¥7HA 3HA=olA BH WIS NFstES st FAHE
AZAAE ARSI, 5 FLEEE A AR g A o] dFof, EFYR G AR Higt
A4l #Z(Regulation(EU) No 609/2013)2 AR

* Regulation(EU) No 609/20132 A8 FFAE9 AF EA9 #HE AFH(placing on the
market), ¥i3re] 7|2 92 W H®X Q(General Compositional and information requirements),
A7F& (Union list) 5ol s #4351 A3

s 5YREEAREESMPs)= folE EFS A9 Ao] #IEE ¢l 5935 7l ke AxRHE

FILAEF & FRE, 95 FF 5ol AEHE AEY
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ERGFAEE Yt AEo gt XA (Directive 2009/39/EC of the European Parliament and of

the Council on foodstuffs intended for particular nutritional uses)o|AE (a)43}, A} 5 o]
ARrE AnjRREoIY (b)AES 4 453 AFTCEAN ALY d9s €2 o A= A
o|F7F A= AHARECIY (07T Fott frotoll sidEE AlFl s AlRatAol A-gxojofF &
ARFEE AEY H4olv E4 g 2487, A=Y d(quality)°ol &3 4, 4884, 459
S8 W3, J7HE 55, BAI/3B10 Ut AlREAA, AR 8 7AR B A 95E A&

94 BAMoN} Ao vey

( 9 SHIRZEME (FSMPs)?| 23 )
T g el
AAITHS bt oy B 2 ABUS HAGINUS I FYHO LTYS BIT 4 AU AEY
SYNBO| HET AMTHG DEhs FUA | B} 2 AZ0IS HIGIRS I FYNOl 27YS S5 4 Y= AEY
2RO HEA B} 2 ABEIZ SIS U YYH 27YS BN 2ot AEY

Commission Directive 1999/21/EC

EAQoR &L A& i3t A& (Commission Directive 1999/21/EC on dietary foods for special
medical purposes)ol] 9514 Etﬂ%E AES AAE A FFA], FFEE0] JixE AATE

e G, PRYY HFNOE BRT 4 UL

&

AlZo| MEOo M [AXHPerson for whom it is intended)? @Y Q722 OLEs|0F o

AEQ| MF MRS 7S fote 2HE AMEdiAM= OfLEC BHef LI 2HE 7t5E SHQ d0= HESt
AHYLHO| AFBE[UCH= WS HMAIGHOFE

LMol MISHA AA0| 275 2ES EYITAEN AIEoIUS AR, Ol= HIEA| QX0 ME5t *OEOIR 7tsdhoret
HES ME EAY M= Regulation 257/9701 27, AN AEE 5 U= 7IES SFc= LIESHSHO0F &
EYETAES HA|, 31 Mol MEQ MESH 8-S HI|otE, AEQ £40| Hete| XMX|Lt IIE ol St
#2 EME XD RTsiME ¢ &
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« 20159 AlA 98§ AF AR dR2e < 1239 SR ZAECH, 202290+ <¢F 21079 &
TR o]F AR R0 A} 7|7 B9 AFAH F 6.9%29 AFES vUEbd Ao g AYH (Grandvew
research, 2017)

o Eyte] A9, 2183} ALS] 9] et Aol I3 B FUTE WY EE AHdo] EIF AAAE
Ho|x gloy F2d AAY FHE oAM= 22 2 7 AAY At AFT A2 AFE

( HOZE(S40ZRTAIE) 5 SXHA 20 TojeY 0| )
(Et9l: ot 2)

—

T2 2010 2011 2012 2013 2014 2015 2016
SAHE AYILA 20,281 22,094 30,100 30,100 33,225 30,530 29,118
SRIANE AE 2,678 4,848 5,530 6,185 7,276 10,987 14,318
MHHEAE AZF 578 901 879 952 1,121 1,021 1,225
YEEXNE 2ol MF 95 98 93 115 163 163 106
Y I Y 28 A8 AF | 3,670 962 1,117 1,233 1,762 4,420 4,565
Aohtt g H=STME - 16 44 23 106 104 226

A 27,302 28,918 33,293 38,608 43,664 | 47,224 49,558
20164 AE F ABIVIE MUAX (ABQAFATR)

9 AEE7HE AR g2 169 A W A 2= <F 5009
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« 224 958 AE(medical foods) AlZNA Er] G 2017¢ 7|1+ 7FF & AIFS 451 e
AOoR FAHEH, Bu] (Y F 7PF 2 AFS FA 5L U= U= 97g AE AFL 20169 A
oF 179 5dT 28 #EE A AAA 7HF 2 AFE FA5k o, B oF 10.0%S] ZFAE

« 95§ AE FHHIE F 7P 2 JRES AA sk F52 AXUA ARG AECE, uF R g
AE AR ok 40%(69 64 Eai)% AR 9doew A FF 10.0%2 AFAE et e

o U39 o FJAAEZ HE FEE AYS FES] Aol d¥HAlET medical foodsE A¥she
Aol Qlo], 4F o gug AFE HEo

* ‘US Dairy Export Council’9A& Z}% A5t FFute] "H4 Agmolo, o] Ay} Ho|AE
AzAE A AuE st /)\‘E‘ 3 A H7RE ggHet A, Ho|AE AlF T& st
sty 9l

Tg

EtZI Eat H|Z=AL A4
Nestle G SX0A 2> el LS HSctE sEE YXIE &
et Healthcare ot=dl =E80| H=5 IEF SuiA EslE, 25742 HIEMD 2t
oo FYA7t ZE HE
) Nestle AMEESIRO| JAYHSS Plof THEHE, HIERRI, OJH|E0| ZatE
AEEISH - =
Healthcare HE
crob ol Nestle SHO|L THHF K| I 2E FAYFES flo FEAC=Z
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How to choose smile care food

You are eating
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smess less or losing L Smile
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diet. Food
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Start No Easy-to-chew food f %) 9 v-fﬂ
(e.g. yaki dofu) g :
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crushed with the tongue | | 3 g
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sr_lvallpwed after some Care

® In spite of the above chart, consult with ket = Food

rofessional (e.g. doctor, dentist, [

[\ Al Food that can be Smile
diﬂmﬂl‘l] if you have Y questlon swallowed after some Care
regarding your diet. crushing in the mouth S Food

Select the food according to the instruction of your T

doctor or other professional. Food that can be v Smile

Dhpmrtal’ trgmjm g vl mondiimont, fralhing. sy swallowed at once @ > Care

enable people with problems swallowing to eat Food
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Healthy Eating Index (HEI)

FROGRAUS > CENTERFOR RUTATIONPOICYANDPRONCTION » ESEARCHER - REATHYEATNG DB

Resource Type

Nurition Educztion
Related Content
Fezlthy Eating Indes +£1)

1 Scores for Americans

FouWe Use the 4EI

Fowthe HEIls Scored

FElResourees

Food Safety for Older Adults and People with
Cancer, Diabetes, HIV/AIDS, Organ Transplants, USDA Healthy Eating Index (HEI)
and Autoimmune Diseases Informational Booklet
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HOW TO USE THIS SUPPLEMENT

I T I R T T T I R T T I I I I I I T T T I

Welcome to Safer Food Better Business for residential care homes supplement

IS THIS SUPPLEMENT FOR ME?

Older people may be more likely to suffer from food poisoning
and become ill because aging weakens the immune system’s
ability to fight infection. So it is important to take extra care

when dealing with food intended for people in residential care.

This supplement is for small residential care homes that prepare
and cook food for people in either long-term or short-term
residential care. It is not intended for use in nursing homes.

HOW DOES THE SUPPLEMENT DIFFER FROM THE CATERERS PACK?

The safe methods in this supplement cover the following specific food safety issues found in care homes:

« Extra care: protecting food

= Mini-kitchens

= Gift food

These will help you to reduce the spread of harmful bacteria between the rest of the care home and the kitchen.

You will need to use this supplement together with the Safer food, better business for caterers pack and not on its own.

HOW DOES THIS SUPPLEMENT WORK?

If you have completed the SFBB caterers pack yvou will already be familiar with the safe methods and how to complete them.

Work through the supplement and complete the relevant safe methods and the new safe method completion record. Then insert
the safe methods into the approgriate colour-coded section of the pack.

When you have completed all the sections, make sure you and your staff [this means anyone working with food in & care home
setting):

= follow the safe methods all the time

= fillin the diary every day

Remember, the safe methods in the supplement will not provide a food safety management system by themselves.
The supplement should be used alongside your caterers pack.

WHO SHOULD TAKE CHARGE OF THIS SUPPLEMENT?

The person responsible for the main pack should also work through the supplement. It is a good idea to involve other staff to
help the pack work in your care home.

Guidance on food served to older people in residential care, Food Standards Agency

o ESF FFo thEFQ FFsAQ FEQA ¥A (Caroline Walker) Ado|A+= Eating well :

supporting older people and older people with dementia Practical guide?|Al& X|ufl %91
93t Normal texture-meals, Finger food meals, Softtextured foods, Pureed(smooth) foodsS

T2 A3 4 DA e AF EE4 Ad, 28 YHESE AN



Breakfasts - soft-textured foods

Each of the example breakfasts shown in the photos below meets approsimately 20% of the average daily
energy and nutrient needs of older people.

Omelette and creamed mushrooms, with
buttered soft wholemeal toast

Omelette (110g), creamed mushroams (S0g),
buttered soft wholemeal toast (254q), orange juice
(150ml)

Scrambled egg and mashed baked beans,
with buttered soft wholemeal toast
Scrambled egqg (S54q), mashed baked beans (20q),
buttered soft wholemeal toast (S0g), orange juice
(150ml)

Porridge with chopped canned prunes in
juice

Porridge (made with full-fat milk) (200g). chopped
canned prunes in juice (100g), orange juice (150mil)

X[OH 2RI OFRAAL MIZHIAl www.cwt.org.uk

Wheat bisk soaked in warm milk, with
stewed apple, and buttered soft
wholemeal toast with seedless jam
Wheat bisk (36qg) soaked in warm milk (150mil),
stewed apple (80g), buttered soft wholemeal toast
(254]), seedless jam (10q), orange juice (150ml)
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l Montag

Be
Mohren "naturell”
Stampfkartoffeln

S SnM.MeLa

l Mittwoch

Quark-GrieB-Auflauf; mit Pfirsi-
= Chen

N GGLEMMeLa

Freitag

@

- haltiger Fischwirtschaft
Bio Blattspinat
Salzkartoffeln

E» G.GLA M MeLaS5Sn

. Sonntag

dunkler BratensoRe
Steckribengemiuse "naturell"

Petersilienkartoffeln
o 5.5 M MeLa

Rindergeschnetzeltes; in Bratenso-

Dorschfilets in Senfsole; aus nach-

Zarter Rinderbraten; in klassischer,

Dienstag

Kartoffel-Blumenkohlauflauf; mit
- Gefliigelhackballchen

| Salat*
! 7 cclmMmMeras

Donnerstag

Putengeschnetzeltes; in Brokkoli-
. Rahmsolie

Spiralnudeln

Salat*

%) G GILMMeLs S S

Samstag
Vegetarischer Pastinaken-Kurbis-
eintopf; ACHTUNG: Andere Block-

high ] chenform
S =

ApetitoAl FZHICE OJA| www.apetito.de/essen—fuer/senioren/senioreneinrichtungen
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What is a medical food, Axona

https://www.about-axona.com/us/en/cgp/cgp-articles/what-is-a-medical-food.html

Medical Food®] #9]: 21 CFR 101.9(G), ul= d+4%
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/cfrsearch.cfm?fr=101.9

FDA Medical food®] %9]:Section 5(b)(3) of the Orphan Drug Act (21 U.S.C. 360ee(b)(3)).
0] AF9]2=t (FDA)
https://codes.findlaw.com/us/title-21-food-and-drugs/21-usc-sect-360ee.html

2018 7H5AF AEAE 8%, EFdm8AEs AR, s8SAET, ST ERESA

%9 voRE WE 2L A -

https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0609

S 19 Aol HH MAES AT wEd ST T2 i,

JFEEES T TP LARE AW AT L o|FTYNY BY TF, LS4,
E ,
=

FUHERE ARE 77 - ARATAEYE

https://www.udf.jp/campaign/

A& GRE 223, KATI S4ETE4E
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Efforts Relating to "Smile Care Food", Y& SdTAH

https://www.maff.go.jp/e/policies/food_ind/attach/pdf/index-9.pdf

Food Safety for Older Adults and People with Cancer, Diabetes, HIV/AIDS, Organ
Transplants, and Autoimmune Diseases (Informational Booklet), FBI
https://www.fda.gov/food/people-risk-foodborne-illness/food-safety-older-adults-and-

people-cancer-diabetes-hivaids-organ-transplants-and-autoimmune

Healthy Eating Index (HEI), USDA Food and Nutrition Service
https://www.fns.usda.gov/healthy-eating-index-hei

THAE e AES A B L T AL B, 4EH} 4, Vol46 No.l
THAFAEAG A U B P, ARFEEAAATY

59 BAlR4 L A4 Aquls EEs)
https://www.dge-medienservice.de/dge-qualitatsstandard-fur-die-verpflegung-mit-esse

n-auf-raedern-und-in-senioreneinrichtungen.html

SFBB - Safer food, better business supplement for residential care homes, Guidance on
food served to older people in residential care, Food Standards Agency

https://www.food.gov.uk/sites/default/files/media/document/sfbb-care-homes-pack.pdf

Eating well : supporting older people and older people with dementia Practical guide,
The Caroline Walker Trust
https://www.cwt.org.uk/wp-content/uploads/2014/07/EW-0Old-Dementia-Practical-Res

ource.pdf

el AP FAAY A T H B4 et AEAets AFY, Vol.44 No.4

Application of Dairy Food Processing Technology Supplemented with Enriched
Nutrients for the Elderly: 1. Nutritional Conditions and Care-foods for the Elderly,
Journal of Dairy Science and Biotechnology 2019; 37(1):69-80

= ApetotoAte] T HZATIAE Au|A

www.apetito.de/essen-fuer/senioren/senioreneinrichtungen
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