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ABC Products i

¢
EEn il VITAMIN 500 mg
ABC Products
2% Helps Support the
] t

- ANTIOXIDANT - HELPS SUPPORT THE IMMUNE SYSTEM!
I\ | Vitamin C helps neutralize free radicals and helps iron get absorbed in the body.t

Supplement Facts

5| Serving Size 1 Capsule SUGGESTED USE:@MOM---
Amount Per Capsule “%Daily Value | O VTN :;WA&:,,A. o
Viarmin C (as AscobicAdd) 500mg ___556% ®

OTHER INGREBIENTS: 00® - - -
i 1 by: ABC Products (address, URL, TEL)
ot: 23245 Exp: MAR. 2023

#Based on Pharmacy Times Survey of pharmacists recommending
Letter Vitamin Suppléments.

VITAMIN 500 mg
Helps Support the

DIETARY SUPPLEMENT % This product is notintended to diagnose, treat, cure or prevent any disease.

TThese statements have not been evaluated by the Food and Drug Administration.

Immune System?
DIETARY SUPPLEMENT
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: Supplements Facts /SRJL (B4 T A ) —BABLUERBERSEFEZNERT)
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BHMELELDTHRLWEDET)

DT O (BERAE. TEBRES)

K2 #4xr)—47FY) A (DS) OFERE
DS THrZ iz, HMOQLOTHRTES, DS: Dietary Supplement (¥4 L&Y —H%7FY X )
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X, K20 EREREF v 7552 L TEHITH
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2\
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R 2R L7z,

MedWatch i, FDA H3H(Y o T 5 HFEEFICH
72 ZEMERB LUAEERME Y AT AT, 47,
DS DEEFRIIERMPIER L & D ITEbNTEY
DS IZOW TR AR E DA TH o720 2003412 &
%4 - IBM% %+~ ¥ — (Center for Food Safety and
Applied Nutrition : PI'F CFSAN) 1%, ZoOHHIxt5sLs,
TdhAHEm, DS, fLHEMICHET2HHRBERAES AT L L
L C CFSAN FEHLHE T A7 4 (CFSAN Adverse
Event Reporting System : EL T CAERS) &7 — ¥ g%
BGA L7=s BAE, DS T 2 EEFLRII4E T CAERS I
ESN TV 5,

2006 4F |2 3 FB £ an [ 3 an bk st i (Federal Food,



K2 kEoy4zsY—4TFYxr 1 (DS) BT HHEEHERVEMRH ORERE

19934 MedWatch 3 A (FDA %)

19944 DS fre#cEd: (DSHEA) & - ftifT

20034  ARTE - SHNEY Y ¥ — (CFSAN) Kk 2HEFHLT— 5 ~—2A (CAERS) i)

20064 DS B L UGG R T HIH BB RED (Die‘;ary Supplement and Nonprescription Drug Consumer

Protection Act) 2A4F (20074E5E1T)

200748 DS ® cGMP H#HAIAA (2010412 B2 HEAT)

20004  AEFRMEICHTZEROT VA 5 RAR (0I3FSE)

20104  FDA X REEAAEMER (NIH) 12X 272794 MaAT2REEHRER—F )V (SRP) DR

201448 SRP 2 DS, OTC K3 - WS, WMERHODH LN - 8, BWHERR, 51 aFoRewIC

DWW TOMEDMEELE oz,

20154  FDA @ CFSAN {z DS Yu 7 5 A% (ODSP) # i%&

DS: Dietary Supplement (¥4 L% 1) —471) % > }), FDA: Food and Drug Administration CKE&WmER M), DSHEA:
Dietary Supplement Health and Education Act (DS fRe#t &%), CFSAN: Center for Food Safety and Applied Nutrition (&
%E4e - ISH %Y v ¥ —), CAERS: CFSAN Adverse Event Reporting System (CFSAN BEHZHE > X 7 4), cGMP:
current Good Manufacturing Practice (1470 1F 57532 %0), NIH: National Institutes of Health CKEIE L& ABIFRAT),
SRP: Safety Reporting Portal (224 M4 — 4 V), ODSP: Office of Dietary Supplement Programs (DS 71 27 4 #8)

Drug, and Cosmetic Act) #HIEIN T, [DS BLUIE
WT5EHIIH B B EREDE ] (Dietary Supplement
and Nonprescription Drug Consumer Protection Act) 67) s
flesh, BEELZAZEFZROMEOM, 2TOHEFER
DLk - RED DS BEFHLIHEBMN T 5/, DS FHHE
Hl3, BERE, EEEBIURREEZ ST, DS
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W% b %, BERTEWEERROWMEJMERLD,
ETCOHFEREROREFEY 6 EHMRAFELZTNEZ L%
Vo F7z, HEHEZHEICHT SN A 5 AA20094F 12
AREN, &5IC2013F CHETHA AT E NP, 2010
4£5 A, FDA ZKkEEN#AIZEAT (National Institutes
of Health : PA'F NIH) &3t12, AERELLELOMER
LVBEICRECTE DAL Vv —2y M EATHEREMH
&R — # )V (Safety Reporting Portal : 2L'F SRP) %
MedWatch ®—#& L TR L%, DS nAEERIC
DWTIE20144E 1 AL, SRP 24 LCHETE S L)
ol COBTERAEATHRELZZITLZEICLY, L
2 TOREARMEIE L ) 327 Y ST,
DS 3 & OFRAL IR § HB B IREE] 23l
ENBED007EIZ DS OB L REREH D201
cGMP BRI 23245 &, BAENS DS HIEHOBBUC
e UCIEREFT S, 2010E ICREEBE N, 74
2015%12H, FDA @ CFSAN OF#FRIZL Y DS 7o
75 4% (Division of dietary supplement program) 7%
Bl &, #7212 DS Fu s J aE (Office of Dietary
Supplement Programs : PLF ODSP) 7%#%& S 7z, L

10 = REFHS

%k, ZOWET DS OREWHRITHAL L 7247 BO B A
T TWwah,
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DO, SRP ZAT 5%, H%\id FDA » MedWatch
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RINE R SRV, O, HERECERBREEESICL
LMEBLIU DS FEZICILEEUNOFEREZITH
WL L LT, SRP 245 % b @, MedWatch D Fid
AER % AT FDA ICE TR F 72 13K % FAX -
WETHHEENTHHD, FDADHEBEEEHI—F 1
% —% — (Consumer Complaint Coordinator) 2T
EHEFEONEHDO0DH 5, %3, MedWatch DIREGH
£Xi3 7+ — 24 FDA3S00 (HEMMEH), 7+—4
FDA 3500B (HZEMWHER  WEEDOD XY V5%
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Hbo DSEHEEIZHE SN/ MedWatch @ 7 1 — A4
FDA 3500A i & % EL#EFRHEEZ K I IR L,

HEHGRLHRBOMELHETHETHD SRP X, H
BE L EREELOERNMREIDbAADOZ L, DS F
EEDOHRBMETH S 7 +— 2 FDA 3500A DE%I X
LRMEF VT4 S TOWMETRRE Lize 2HICTLD,
MR L D R IR R & %2 o 720 SRP TOAT)
== DEMIZEZ AW TUERIERIFIE SN
VAT LR o TWh,
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- = . 7+—L FDA 3500BXI% &0)

7 #—L FDA 3500
- ERHEEE - 7+ —L FDA 3500
-DSEHEE . T+—L FDA 3500

| _
| CFSANIZER#Y

K3 XkREWCBFLZYATyY—%F) A2 (DS) OFEHRBEHE
DS: Dietary Supplement (¥4 % 1 —4% 7Y % k), FDA: Food and Drug Administration (K& £ 5 &3¢
#hJ5), SRP: Safety Reporting Portal (&R — % V), CFSAN: Center for Food Safety and Applied
Nutrition (Bf%4 - IBAREL Y ¥ —)

#3 Medwatch 7 # —4 FDA 3500A 2 V7284 25 Y—H 7YX b (DS) BRFECIIEELEEFROE
LRI

1. BEZRETE LER
BELGEEXELZIEAN (BE) OB, AABREED-OELLT 5,

2. BOMEZEZIFETELER
DS BEHEIHERZ E RS EL AP EFETE 2ER.

WEHEE 3. HHEERBETELEHR EKSE
FDA I L CEELAEHER 2 ME T2 HUEEE, BEEZ T LEIREEZOHER.

4. BEDLWF A2y =47y XY OFHR
77 FEEREUEEERMEB LIV ZOMORGERFER G, SERE WNERE Zofh),

5. BERLAEFER T 3B
1. BEVEBRERAL-ERIVOIE —
2. NBREH, B, BETLIBET—5, CoMBRT—5%
DS: Dietary Supplement (%A .£.% V) —¥% /1) X » }), FDA: Food and Drug Administration CRE®&REELE)

SRR

HEZEEHEI—T 1 2 —F — 20T WS, K25 NeESE - mEE  BEOFEHRZHREL, HENFO

IR IR E ST b FDA MO EMRRO 2L
T, FDA 238l 2 MEICOWCHBES ), OHFE LN
EECHRZ A ESR P E2ICED & Tk, B0
HEETHIDOT, TTWHHEEHET— 5 N—RBH
Ehb, 0 bES, DS, LHERICEDbLIEERSIC
DWW, 12 CAERS I2B4kSh 2,

R OREERTINE S WA EFROBH, 3/,
B L OITERIBIZOW TR 4 1278 L7z. CAERS (2B &

ILEFEEHHER SN, FDO% DS DFEFEZHREICOWT
i3 ODSP 540249 %5, ODSP i%, Office of Director,

Evaluation and Research, Consumer safety regulation @ 3
tr v a VTR INTWS, Office of Director 13312
EERFCHE S N CTHEEZMFAE L, Evaluation and Research
HMEEELHENFE EERMTRR SN TB Y, MEE
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HEUEN Ty 5L | RGBSR [0 55 7y x|
EERHS _
sE0Be | EX&AS BIMREL
\_ BHOBE BELHE
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DS: Dietary Supplement (%4 x.% 1) —%#7 X~ 1), FDA: Food and Drug Administration CRE£

mEZ S F), CFSAN: Center for Food Safety and Applied Nutrition (EfR%4 - REREYL Y ¥ —),

CAERS: CFSAN Adverse Event Reporting System (CESAN AEHEHZ#HE > X5 L), ODSP: Office of

Dietary Supplements Programs (DS 7’1 25 4 %)
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FEENOEELERTEEE, HEZ\OIEERE)
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DS OREAMICHT 215, oErKEREE Y 5 —

%4 (American Association of Poison Control Centers)
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ABSTRACT

Objective: The increasing use of health foods has led to concerns about the possible health problems it
could create. This review aims to clarify the current status and problems in ensuring the safety of
health foods in Japan by comparing it with the measures prescribed for dietary supplement (DS)
systems in the US. 7

Methods: A literature review provided data on actual status, usage of products, and systems for collecting
and evaluating adverse events. Information on the situation in the US was obtained by visiting the
concerned department in charge.

Results: The majority of severe adverse events suspected to be related to health foods was not attributed to
the foods themselves, but to unapproved pharmaceutical ingredients added illegally to them. Minor
to moderate cases involved discomforts such as gastrointestinal problems and allergies, which were
not reported to the concerned authorities. Not enough action was taken on the reported adverse
events owing to the small number of cases and the difficulty in determining the causal relationship
of the symptom with the product. The US DS system and the Japanese system are similar in terms
of safety measures, except for the mandatory GMP for products, compulsory reporting of severe
adverse events to business operators, quick information collection using electronic media, and evalu-
ation of information.

Conclusions: Measures should be implemented to collect and evaluate as many cases of minor to moder-
ate adverse events as possible, which have occurred post marketing of the health foods, to prevent

recurrence of such events and more severe reactions.
Jpn. J. Nutr. Diet., 80 (1) 3~20 (2022)

Key words: Health foods, ensuring safety, adverse events, good manufacturing practice, dietary supple-
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