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The Flowchart of Application for Health Food Permi; _
(Track 1: Individual Case Review) <

Ministry of Health and Welfare(MOHW)

P * Preliminary review fee: NT. 80,000
Prellrl:llnary +  Documents and information:
review . Application form

Specifications and quantity of ingredients
Safety assessment report

Health care effect assessment report 4[
. Identification report on ingredients with health
care effect of a product and its examination
method employed

+ Secondary review fee: NT. 170,000
+ submit copies of complete documents and information
* Review time: 180 days

Review by Health Food Review Committee ]

na N

+ Safety Assessment
1. Category I: the raw materials are conventionally consumed

& Teztdreportdqn tne irﬁredienetﬁs;:tbility ofa and the product is in the form of commonly processed food:
7 [S)l:m #lg ar:]f :'tlfanﬁ'?atctlfrai'r-le rocess no toxicity test required.
3' Ducumewnta evidence qu‘fud manufacturin 2. Category II: the raw materials are conventionally consumed
’ practices v 8 & and the product is not in the form of commonly processed
> - - o food: (1) genotoxicity study, (2) 28-day feeding toxicity study.
9. Sanitary spedifications and its test report 1 3. Category lIl: the raw maten'a[s are not conventionally

10. General nutrients analysis report
11. Relevant research reports and literatures
12. Product package, label and information leaflet
13. Registration certificate of the applicant's
corporation or business
* Review time: 60 days

consumed: (1) genotoxicity study, (2) 90-day feeding toxicity
study, (3) teratogenicity.

4. Category IV: the raw materials are not conventionally
consumed and contain carcinogen analogues: (1) genotoxicity
study, (2) 90-day feeding toxicity study, (3) teratogenicity, (4)
carcinogenicity study, (5)reproduction study.

Review by *+ The completeness of the documents and = Health Care Effect Assessment (Individual case review)
MOHW |nformat|on submrtted articulars of the 1. Regulating blood lipids
ge, label and instruction 2. Regulating the gastrointestinal tract
A sheet of the product, general consumption 3. Protecting the liver
safety of ingredients of the product etc. 4. Adjuvant Modulating Allergic Constitution
5. Protecting Bone Health
[ 6. Regulating the immune system
> 7. Reducing Body Fat Formation
l 8. Regulating blood pressure
9. Prometing Iron Absorption
Y 10. Anti-weariness
f + Notify the applicant for the reject reason or request the e 11. Regulating blood sugar
H applicant to submit further necessary information. Bravianannnead > 12. Postponing aging

13. Protecting Teeth Health

“— = Stability Test

Review Completion —[ Detection of Ingredients with Health Care Effect by TFDA ]
by MOHW
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(Track 2: Specification Standard Review)
Ministry of Health and Welfare(MOHW)

F—F *  Preliminary review fee: NT. 80,000
Prellr‘:“naw * Documents and information:
review 1. Application form
3 s .

. Specifications and quantity of ingredients
3. Identification report on ingredients with health

care effect of a product and its examination i * Documents and information not required :
method employed i 1. safety assessment report

. Test report on the in%‘redient stability of a 2. Health care effect assessment report
product and its health care effect i 3. Relevant research reports and literatures

. Summary of manufacturing process H . )

Documentary evidence of good manufacturing i * MNosecondary review {no committee review)

practices K

. Sanitary specifications and its test report

. General nutrients analysis report

. Product package, label and information leaflet
10. Registration certificate of the applicant's

corporation or business
*  Review time: 120 days

weN on A

Review by * The completeness of the documents and
MOHW information submitted, particulars of the
applicant, package, label and instruction
L sheet of the product, general consumption
safety of ingredients of the product etc.

—[ Detection of Ingredients with Health Care Effect by TFDA ]

[ Review Completion
L by MOHW

* Notify the applicant for the reject reason or request the
applicant to submit further necessary information.

B= EEEREmRERECH) ZEEREE

R1999 % 8 A 3 HEMEERMEEAR - "#ER'Mm. MMREFERUNZ
2 AVGHEERECZIE AATESREEm NERESENSTABZAT L
MAIEE ;- EmNERSCEEMNERER/ VETRETHS ZBFRERIINER - H
ARFEMNG EHREE EEEN - ZEAMBAIZE "I LHAEE ) ETHERE
BEmZE®E - M "IFLHAEE . FIKERAR - RENEMK EHEEENSIE
RN SETT R -

=ERVEE B M 7Tm(Dietary supplement)™

ZEHNERHARIEEENE 1994 S G ZERHARBRENNBE LR
(Dietary Supplement Health and Education Act, DSHEA) ; I5A R EE BT mnNE
SO BEERAXSKBEFERREYSIERF(US. Food and Drug Administration,
USFDA)Z#f - Blo] EikE - HEREBRERMREIRE - DSHEA A FEES
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ANEERLE | BFEAREN | aRRE% ‘
EEREEZ#ERN  BEEREMEERRAIRMEEm AN - 822 - ®REDINIEBHEE
o NRERSSDEHEREEETERERZZEN  BEMNEUENEAETES
AEZHBR -

— ZEERWEmINEREN S

ZEERRHARNERS EmARERIMIFFBRER SEFRNENMHTH-
It maa— B IEEENy  AIAEEER  BYE  IREK S EMEY
MEM ; DEEMHIRESHEGHYE . MEMNEREEEEAN - BE 1K AH
REES - AEORNENHERERE - BRESTAEE®HTM® -

i RMAmPTERNN DTS DSHEA WRE - EmUERZEEEEER - 8l
BULEMRE REREMTmPZEMEEMN 2 (New Dietary Ingredients, NDI)F -
RBIPRTEEm LAl - 2/ 75 XM USFDA IRR FHAI 2 L2 MR - RIKREPIEE -
USFDA BIETTEFEIFE - i§EmMAME LBFRE USFDA BREREAMEBRE ZHIE
R -MEERRABRNZENMUERFAEARZFRNREBEZEBRMERMND - BITIR
USFDA ERERE "B DA RER , FTITHE -

T ZEBEARARZSEERC

=
T

B EnkEemTmIAZERSE  gFF M= -
(—) BRI mAMNINREEER

ERmAmKEEZEBEMBEm - ZmMbH A% (Federal Food, Drug, and
Cosmetic Act, FD&C Act) 7% - OJEEmNEREH T RFLERR - BIFRY/REIE
NEERE "EntEREERG N BEAHER ) ' EMNANBSRA LR RERATE AR
B, DIRHE "TREBR. EEZARAN

(1) EBEEMIURERR  WARLEEEDBEIESMZTE - Al "§50]1)
SREEFEE

(2 EHZEERUZREBMD - UMISEHAMSIEIIEEY - Al T Am ol EEE
M (fiber maintains bowel regularity) J ;
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(3) =RAR "IEEMFTMILIFRLIEZE - ABESEMEER . ZHERER
A -

IHEEMZIEEXHO2%E CFR 8§ 21 &5 101.93 &5 " Certain Types of
Statements for Dietary Supplements s BU& 2000 &£ 1 B 6 HE USFDA ##Hh2
" Regulations on Statements Made for Dietary Supplements Concerning the

Effect of the Product on the Structure or Function of the Body . -

=

Iﬂl]

(D) EERDE

1990 £ EE R REHE AZZE (Nutrition Labeling and Education Act, NLEA)#%
RERSEREENSIZEE HEBEHHEERINER - HAEEESE251
% SR AEERZEERZEEH I - AlNESHNEBEB0 =5%)H Omega-3 I5IHEE
222 100 EHRANME -

(Z) BEEHE
(1) USFDA E#7F 5 SSA(significant scientific agreement) Z 2 R EE

ISR EEREBRE RN - &£ USFDA EE% - o ARERE@ME
Bf7Em - PERANRE R a2 345 E B an 2 B R el fi2 AR B8 AR 2 EIRY
B -

o] §78IEE7A : " Dietary Lipids (Fat) and Cancer .~ " Calcium, Vitamin
D, and Osteoporosis .~ " Dietary Saturated Fat and Cholesterol and
Risk of Coronary Heart Disease 1 - ' Dietary Non-cariogenic
Carbohydrate Sweeteners and Dental Caries ;~" Folic Acid and Neural
Tube Defects 1 ~ " Fruits and Vegetables and Cancer , - " Fiber-
containing Grain Products, Fruits and Vegetables and Cancer , »
" Fruits, Vegetables and Grain Products that contain Fiber,
particularly Soluble fiber, and Risk of Coronary Heart Disease .
"Sodium and Hypertension ; ~ " Soy Protein and Risk of Coronary
Heart Disease 1 ~ " Soluble Fiber from Certain Foods and Risk of
Coronary Heart Disease ; & " Stanols/Sterols and Risk of Coronary

RegMed 2023 Vol. 155 5
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Heart Disease ; °

IERER ZIEE M 0J£%E FDA 2008 F 4 At 2 E%iEm " AFood
Labeling Guide & 2009 & 1 H¥f 2 &EZEm " Evidence-Based
Review System for the Scientific Evaluation of Health Claims , -

(2) aBZREEM

iR a2 REEN RIEEAREBMEE - BRA SSAE - & JHEFRIE
EWAEAREN  EnGREHTRNLEEREE  WANBREER
HiPREMIRE - U EREEFILEEE ZRBIRIRE -

LBHEEM I8 H - oJ£2 2006 £ 5 A 12 H3gth 2 EZEEm " FDA's
Implementation of "Qualified Health Claims": Questions and
Answers ; & 2009 £ 1 A3 2&ESREm " Evidence-Based Review
System for the Scientific Evaluation of Health Claims . -

(3) 1997 £ USFDA 1M {EiAZ(FDA Modernization Act of 1997, FDAMA)
TIRENEESTE

FDAMA R#EMIEEA : " Peanut-Allergy s~ "Choline . - " Linoleic
Acid ; ~ " Fluoride and the Risk of Dental Caries 1 ~ " Potassium and the
Risk of High Blood Pressure and Stroke J ~ " Substitution of Saturated
Fat with Unsaturated Fatty Acids and Risk of Heart Disease J -

" Saturated Fat, Cholesterol, and Trans Fat, and the Risk of Heart
Disease s & "Whole Grain Foods and the Risk of Heart Disease and

Certain Cancers  °

IWHEEM 2IEEXHO£2%E 1998 & 6 A 11 HEH® ZEXIE™E
"Notification of a Health Claim or Nutrient Content Claim Based on
an Authoritative Statement of a Scientific Body ., -

B2 2 Bm# 7Bl (Food Supplement) @

RHERMBEZHEEEABNEREFRAMER A FEZHRIEGRYE - T ETHN
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B BNESMNIEEEN2002FE6 B 10 HElEBEmEREIE (Food Supplements
Directive 2002/46/EC - LU & 2002/46 15%) - Mkig 2002/46 5<% BHosE—
1\’51%1%? AR ZREERSE  BEPERS—MROIJEREP IR - I[TVE%@)’E’E"‘
(RZE8BR HEMRAFR/ATERZEETER EmBEEALENKE 2002/46 15
L  ZHEHBEENOMBZESRERIPHE - BUNBRmELZEFE (European Food Safety
Authority, EFSA)# &t SR ZRETRENTE  RESRUMBEZEESLE - MK
REEZASIE EFSA ZRHAERES - dEMAREmmREZE8REE

— BREERHERBEZERENSD

A

BERmEITEE<(2002/46 IER)RERmARH A RREER(BENERESE
R) ZEm JEMEEERNEBMFERZYE WS & HARE - AIINZEL -
FE - BRARES , ERm@THTIERR/EMEKLRET - ML ZEREEZRE

%%%DE?@EX ) - BREBABRRAEEER - BYE - RERK - LRI - #4 - L
REZYEYZZBYE il Eem@n B ERsERERNELONIRER - AIEE
g ER T LB EIE -

]:I

BEEFFARE O FEANREmMAE 2 #E &% Vitamin A ~ Vitamin D ~ Vitamin E -
Vitamin K ~ Vitamin B1 ~ Vitamin B2 ~ Niacin * Pantothenic acid - Vitamin B6 - Folic
acid - Vitamin B12 ~ Biotin & Vitamin C ; ol AR Em@AE ZEYE % Calcium -
Magnesium - Iron ~ Copper - lodine  Zinc ~ Manganese ~ Sodium ~ Potassium -
Selenium ~ Chromium ~ Molybdenum - Fluoride ~ Chloride ~ Phosphorus ~ Boron
K& Silicon - FRAEERBEBBYEI - B 2005 FHRAMBEZ A ZMEEmMNTEEm
o zER - mu—1.
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2005 D-Tagatose

Sucromalt
2010
Guar gum
Arachidonic acid-rich oil from the fungus Mortierella alpina
Magnolia bark extract
2011

Zinc L-pidolate
Wheat bran
DHA and EPA rich oil from the microalgae Schizochytrium
2012 Synthetic Vitamin K 2
Krill oil (extension of uses)
2013 Methyl cellulose
2014 Tetraselmis chuii
Dihydrocapsiate (DHC)
Vitamin K2
2015 Phospholipid-rich oil extracted from Antarctic Krill (Euphasia Superba)
Chia seeds
Phosphatidylserine from Fish Phospholipids
Isomalto-oligosaccharide

2016

UV-treated mushrooms

chondroitin sulphate

Tetraselmis chuii

Chia seeds- extension of use in sterilised ready meals based on cereal
2017 grains, pseudocereal grains and/or pulses.

Chia seeds

UV-treated mushrooms

Phospholipid product containing phosphatidylserine and phosphatidic
acid

RegMed 2023 Vol. 155 8
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INPUTS:
General Operational Actions by
DRIVERS PROBLEMS OBJECTIVES OBJECTIVES public authorities, food QUTPUTS RESULTS
business operators, EFSA
High level of - Harmonised use of
Lack of truthful, consumer Ensure the Regulatory framework nutrition and health
clear, reliable and pretection from same level of requiring scientific claims
useful information || untruthful and / scientific substantiation of
. . . i iti . - Better alignment of
Absence of i:r consumer ‘0" misleading claims e;udem:e for nutrition and health \Q A harmonised Autrition aid health
scientific criteria the nutritiona and facilitating the claims list of permitted utrition
. status of foods ' ion o . claims with
for making consumers’ L nutrition claims . .
- . of nutrition nutritional advice by
nutrition and healthier food d health ublic health
health claims on chaices and heal Procedure for the P -
foods Foods contain claims establishment of the list autharities
false heallhl claims of éuthorlsed health_ i N e - Increased trust of
and thus mislead Improve the free claims by the collection Aharmonised consumer in nutrition
the consumer movement of Ensure that of national lists by list of authorised .
health clai and health claims
foods bearing only Member States, ealth claims
nutrition and authorised scientific evaluation by 1 - Reduction of
Probl ith th health claims nutrition and EFSA, adoption of the list misleading nutrition
'ro §mSIV|:IIt t fe within the Internal health claims of authorised health and health claims on
. ree circulation o Market may be used claims by Commission foods marketed in
Duﬂerenlﬂt rules inndls‘heanng on the EU Nutrient profiles the EU
governing the nutrition and market the
use of nutrition health claims in Ensure fair Procedure for establishment of - Smoother
and health the Internal competition in the authorisation of new nutrient profiles functioning of the
claims made on Market area of foods health claims via internal market
foods in bearing nutrition Ensure that application by Food
different and health claims nutrition and Business Operators, - Legal certainty for
Member States Mo level playing health claims scientific evaluation by food business )
field for food are coherent EFSA, authorisation by Restriction of :DEIV‘?‘"ZW“T"_‘HSWQ
business operators Guarantee legal with ammission claims on Ie? and nutrition
for making health certainty for food nutritional alcoholic claims
and nutrition business advice . beverages - Fair competition in
claims on foods operators on the Conditions for the use of
iti nutrition and health the area of foods
“52:1 ”'I"thm:c'." claims bearing nutrition and
and health claims health claims by

creating a level
playing field for food
business operators

Bl - E&@REEFEE ZH EREEB

BEEmEREZERNREEERERAAEEL  EBRERRS  ABE : (1)
ABEZEREAEBREUZHRE ; QAREER  ERMIJAREZRIL ; )AL=

HEZMBBERRERRY | A BEHEABERIE ’A’?‘Tmﬁiiz =B8x=AE ; (5)
AEASIZERRRZSW - ' EBEHW . W ARNEEBEN RS ZERAHBREE]
B/ER - iR RZIBEEEEEEER - %EEI% "REREM

S KEIRE -
HERIBEREY  BRUSFSHERCRIEEER BREeRERN SR 287 a
BB
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1. B Grand View Research 3% - 188 :
https://www.grandviewresearch.com/industry-analysis/north-america-
dietary-supplements-market (2023/2/10)

2. Dietary Supplements Market Size, Share & Trends Report, 2022-2030. #&
B :
https://www.grandviewresearch.com/industry-analysis/dietary-
supplements-market (2023/1/10)

3. BmEFRFE-PRERERNR - 2022 - KLEB M EEER A EREET S
FIRDI-111-T101 -

4. BEENTEREYEEZER - 88 .
https://www.fda.gov.tw/TC/site.aspx?sid=1507
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ITHEREYEEFELHE - 8 : https//www.fda.gov/food/dietary-
supplements (2023/8/17)

ZEHBEMEYEERELMAR - B8 !
https://www.fda.gov/food/food-labeling-nutrition/label-claims-

conventional-foods-and-dietary-supplements (2023/8/17)

=A|—‘—|

BNZEESERME - 8 : https://food.ec.europa.eu/safety/labelling-and-
nutrition/food-supplements_en (2023/8/17)

BNEmEZEZEERME - 88 :
https://www.efsa.europa.eu/en/topics/topic/food-supplements (2023/8/17)
BNEmEZEZEERME - 88 :

List of authorisations under the former Novel Food regulation (europa.eu) (2023/8/17)
BNBEmZEZBEERMAE - 18
https://food.ec.europa.eu/safety/labelling-and-nutrition/nutrition-and-
health-claims_en (2023/8/17)

RegMed 2023 Vol. 155 11


https://www.fda.gov/food/dietary-supplements
https://www.fda.gov/food/dietary-supplements
https://www.fda.gov/food/food-labeling-nutrition/label-claims-conventional-foods-and-dietary-supplements
https://www.fda.gov/food/food-labeling-nutrition/label-claims-conventional-foods-and-dietary-supplements
https://food.ec.europa.eu/safety/labelling-and-nutrition/food-supplements_en
https://food.ec.europa.eu/safety/labelling-and-nutrition/food-supplements_en
https://www.efsa.europa.eu/en/topics/topic/food-supplements
https://food.ec.europa.eu/safety/novel-food/authorisations/list-authorisations-under-former-novel-food-regulation_en#2000_2005
https://food.ec.europa.eu/safety/labelling-and-nutrition/nutrition-and-health-claims_en%20(2023/8/17)
https://food.ec.europa.eu/safety/labelling-and-nutrition/nutrition-and-health-claims_en%20(2023/8/17)

