XPRE~miba

‘ U.S. - China

16192 Coastal Highway
Lewes, Delaware 19958 U.S.A.
I I PA info@uschinahpa.org
HPHEAREXAELEEAREZSER TEZR <

www.uschinahpa.org
KT B 52 (NEITHE) EAHREE C A2 TN
2014 47 A 30 H

A

XFREF” M2 ( The U.S.- China Health Products Association ) 2
BEXEERBFSEANERINERFEDIAR, ZHaRRELKS
REEFmel , HRAB D TREEX TN ( Dietary Supplements ) F1H
CRARETmMBEE, ik . 2. TE, B, BZRASHSA,
B%. HE. 2WRMNANEARHRE,

XFREESEDENTRRERNBITRI 78T, BAXFERTE
REEMTILRENEE-F. PERRERTULREERNERRED ,
RAPEERETZAITRDNVAKT D, PERBRERTILNREBE
EXRICZTHEERNBRELEE,

AP MARA T O RHEEAREZRZEFH IFZERASELELIES S
FHBNED , FEEZACEREMEEROANAFRMNEEEDp2XT
(BEmZE2E (BITER)) FHREER VETE

APpLHFAMRMTILT (EmBEL2E (BITER) ) X TREEm”
Y58 65 M58 66 FAME , RHIN T2 R MEW :

1. B65FHFXT"REREM "M E LA

July 30, 2014 1
201447 A 30 H



XPRE~miba

APpaMEE —BANRBRER X —AREEXATINZ. BRIHPED
mE, TeRERMIRER., BRIMG. WA, &R PLEFIEmME M — L
SREm , BPEHXRIREEABET , XEBHERESE, TLNBAAER
NEREBER EXHNRBEEFELEX, At , AHDIBUCHENTIL
REIEFRERNTNEENMRT WESERZT,

XEESE 1994 F (ERMIRFNEREHEER) (DSHEA) FXIE
BAFEFMMTOMTEX

‘BRIRFNR—MOR~m , SEBREMENEF IR, XEFmPH
BRENZETETREITE  £ftwm, TYR. EAFHTEIKS. &2
B, REMMRGINE. BUAR, REA[AUERAHEY. BEEIFTH
A UREMRERYRERY  FaEXaeEAs,. RE, BRE, B
R, ORBRAKRB R, ™

EZE (EEMNRFRESHELER) (DSHEA) T ERHUERSESR
WEFTL , FeXATF—BRENENR, XEEZEEEZE-ITEEL
D, CEEBEBA, TULMEREHBAERNENTRRAEATHEE
EEE K WHREFEA, XEBESHITENE, BEINEN~RTBEH
REBRTTSUARIENER , RNETE TARBEE,

2. £ 65 ZAE "BHRAEONRBEMMIRHOE (#K ) x
EWMEFLETHEN~m",

XREMEY , EENASEHENBERINENm , LR R E
B, ARBEETFEHARRERRERITHTER  AREELSE
HERKE?

3. B65 RIE , " REAMFAHNRENE , NEEANEKRE"

BRERRALRRBEXFREMNUEEFEHIAESRR 27 T, KE
EmSMEBZSE KN IMARRE , SRIWHBRMAEN R |, FaeiR4t

1 http://www.fda.gov/Food/DietarySupplements/QADietarySupplements/default. htm#what is
July 30, 2014 2

201447 H 30 H



XHREFmD2

EAEDEEN , XM IEEAmFL+THEE. BRINN , £
BIEMIE FEMERFL T EFE=EE,

B, 27 TREFEMRE T REREmATKERIA R TR Rk, flm, 2
FX, SEFERNRERGIENERTREENRMAXE , #iK
AERMNTXTRE. BRBANTXVTRE X—FHRHRIADET
B, RANREEENRERYE , S~ mEHEREN.

HRX, TEADREBZINECLEINR, HEHARLLH., NEAEH
EIRE , BREWRZEMBPEN , 0™ mELITTKATE N RE
Fo —1MNEXREGHBREREXAETRENEZARANTNRTRED
HIheeFIFK | EAIXFIR ERNIAL/IERFERRS

2PIRYE , PEERITEMIUTNEBTZRS (NHFPC) JIHTHATF
REEGERNYRESR , EP3$E Omega-3 &R ( EPA. DHA )
M 21 MRER, B2, MRFXERBMNATER., REMFKRER
SHREBEERY  AZFEEERRHLR/HTEEF M. H2IAB,
BAERDAENUTNEBZACECLPBETERPRERANERAZ SN,
MEELERBANEEREFEHNREEMBITEMAE. IHEESH
EFEERRERREF DI KENEEMEAR,

F=, FEBRRTHEMERFERTHYXE , BREXEMEKER
TER. MEENEFNIYIR R XELERN , BNXLEX T R
ERZFNAFHRMILIL,

FERE , SFER|EAEREITXELRmTLFEEX &2 7™~ miy s
MR BNEEXFLRIVRE. ANEMNEFLEESREHA/XFL
X RERANFEFIRIT A A ER B YK ATEM

4. £ 65 FHAE  ‘“TATRERMESEFSRATHAERRER
NYURER (ATHITATRERERFAHER ) MR TREAM
FHRHNARIENER A HESEARAmEETERN2REAE
SERIDETHEN, BERPTEHEERNHE, BEHFLIH

July 30, 2014 3
201447 A 30 H



XHREFmD2

AXFRARER  BAAXBTEETRE— P EEAGHNE , AT
BEWBREEN AL EFAHLE  EFEEIHRRARER
FHRAMERT  A—~REF S EH AR REN L TRATFR
A RIR 2

5. %8 66 %ME  “ERAFTFRENRERENEREONRER R
MYZESERmAmEEEERNIMR. BR, FEAmERER
AN Z2UNRRBIETUESERTE, ALFERERHT
TMHNEREONREBERITEREE

ZREIZEBSNEANTERAMRBRERES DA~ ERRN 2P,
APpLBUFZARANEAFTFEHNFEERNEREOPENFRR
EmNIAZLESKEEmAmBEEEEMIVEM.

6.% 66 ZHAE : ‘WEmERERBNZEMNRERET B
ER#tE, ARFERERETTINMNERAREONREBREMEST
BEREHE"

APELBTHRINITHERSESREMEXTZR , ZAEEBETFNER 2 246
XU, EENERANARLEENANXITNTERKEEAEZR , R
EI5NIERETESMENE R,

o, SEZRZRFFTFEEINRBEMEEXGIEE FHRIR?
APLBW , TERLHBRFIFEBEINREREM , ERELHTMH
HENFRRER MU ZBAEER BB/ IRR. BN , HREER
WMEREmRAMMETLEEMFLENERFREER , XINT
ZAFRFFTEEINRBRERRET LT,

7. % 66 ZAE ,‘BESEEmARLEEERERTLAL/KRFIT,
NEERLMIEEHERN , EFIEH ;, IFHFELERH , 7
FTEMAFERAER. NEAFNEBNRE |mEHETFIM
REHN , NYRPRZHRABPATRATRERAFEBE R

July 30, 2014 4
201447 A 30 H



XPRE~miba

MR-MEREEMAHTUEFER , RETULHZRFEAFTETS ?
2K, MR -REBEMES DA N ATEF RIS T 21T 18
BEREENEN, R ATBEFERTHERFIEM , RFET RER?
BR , N TREFTHITHEFBNESRAIZF~AERTEXENEE?

UTR-—EXxTREEMTULNTZE RS

jlllll

B, URHBEIAARITLR

BREFAEI :
BN ELHE

ERIEFNBSEZECELE 100 ZENHE. RAMEZ 1994 F£E
2EE (BRAINEFRESHETER) (DSHEA) , BNMTUFEIF
Byuk, ZltzH , BENMTUETREHH  EFREFTEFERERINR
FIR—HEm, ER—MABRNAY , RETLZLNEEEENFH
MAREIN, BEE DSHEA M4 , BMNMTULE TEMMAN , BEMNF
BIEFAFHE(cCGMP) AR TN REHIRERSL(AER) , Tl HNERIT
FaTAmiRit. A, BRFEA B E R 2 ( Federal Trade Commission )
NRBEBERMENTHE REEMN , UL L A AmIELREFH
BImERE, DU —BEHEEMNTH , BaZE-E  SFEETTN ,
URIERMHNERT.

2012 FL¥F  EXERAKBEHLED 540,381 MAXAMHNTREE
HikE. MIE 2007-2012 FH) , EEEHEHNWE 6,300 BIXTEER
IFEFNOIRE , FHRP 1,050 B, HF , EERZIREHHRE TIE
BIEFNERARATE, ETULEE , EREINEFIRRAZEW,

BFETHEETERX GDP T &t

MREEAROSAANKBESRRAR , FHTHEET ™ RD ME™
mAS , XFLEBF, TLAERETRT 2 ANNZR, Hpz—fE

July 30, 2014 5
201447 A 30 H



XPRE~miba

EETTHRANTE, PEBUSR T KEVYNBIHEETRE , £15
2RAETEFTM 1950 F£8 45 F RS E] 2010 F/Y 75 %2

RERFEKXR , EHEBRFNTESTHIGHNRBEZEZRAOSEEM , 5
BARBELSHLD, FitE 2050 F , #E 60 F LA EAAFKEEAD
B 33%3, XFPFNBRETTRATRERED. MEATENR , A5
EEJ7 BASM 2002 3] 2012 FELEINT 4 134,

MRBERIEFNEBEANER , FERREMNBEMEFRAEXNRD
FRRaEhTHIFEERERENEZTIXANARE , URFE
GDP KB+, HXE , BRI FZH T AL KR BT NH R E =L
ELFBEER , ATERJLNLTTAVREFEREIL :

XTEARABRMEANMMTEETKENEE 2013 F9 A8
23 Hs

— AIUARE Frost # Sullivan BkE# 1T , HXEUREFRZELR S
( Council for Responsible Nutrition ) H%&, ARG KM T ESTKAK
BT ENETEE

« EEWAECHDYRIFSHE , BFTE 206 2%
MREEMA 55 F U LBEAERB AN EASRRARKL-3 T8
MAER R

o EWUACHDSAIFAHE , BETE 1521ZE
MBEEME 55 FULEEBORNEASKRAN B, 4t
B6 F1 B12

« EEWAECHDYRIFSHE , BFTE 43.8{2%

2 United Nations - http://data.un.org/Data.aspx?d=PopDiv&f=variable]ID%3A68

3 United Nations - http://esa.un.org/wpp/unpp/panel_indicators.htm

4 World Health Organization - http://apps.who.int/gho/data/node.country.country-CHN

5 CRN/Frost and Sullivan - http://www.frost.com/sublib/display-market-insight.do?id=285115104

July 30, 2014 6

201447 H 30 H



XPRE~miba

MREEMRAE 55 FULBEBOFNZEABRBRAEYHENLE
Bl F £F 4E 40 FE 5

s BEEFHERRCENAREEYAE , FTE 5740 X
MREEME 55 U LEBEULRENZBABREAHEZENE
K& B4 5T

e EBRBMESFA , BETE 18.71ZETT
MRXESH FULLEEERENENQLBREASM4tdar D
*MNFEF

s EERBMESHE  BFTE851{ZER
WMRXE 55 ¥ U LB ERBWNENG ZEXRRARITTH

XFOBREFHIEFINIGBRBMREWAIRE 2013 F 2 A 13 As

— (PEBEBHEE) ( Journal of Managed Care ) X xILIARIRE |, Z
BRECLEZEERESREDPARMNIGREFRSHGERBEDLFEL ERM,
ZMERZMFAE Tomas J Philipson B EL AR , HAEAKE
S TEE 100 AREAIEBHATER:

HAEOREFR*NFEH ( Oral Nutritional Supplements ) /& , F51Ebx
REMEET 2.3 K (BD 21% ) , FERA 4736 £5¢ ( F&IE 21.6% ) »
WERELI , OREFMIAFIERFEREEE 30 RABERM LLFIRRE
6.7%o

AXTERIEFNRAEESFRABEEZTFANEE (2012 F 3
H22RH)7

— A EHEETEEFZER S ( Council for Responsible Nutrition )
el B 7T1%NERNEFRAETELSEHRR, EHA4K  EERRX

6 American Journal of Managed Care - http://www.ajmc.com/publications/issue/2013/2013-1-vol19-n2/Impact-of-Oral-
Nutritional-Supplementation-on-Hospital-Outcomes/

7 Council for Responsible Nutrition - http://www.crnusa.org/prpdfs/CRNPR13-ConsumerHealthHabits061113.pdf
July 30, 2014 7

201447 H 30 H



XPRE~miba

B, 2FBREUARREREEE, MY TEERITHEHAART X1
LB 61%.

XTRERIEFTLNLFABMAIBE 2010 F 4 A 5 e

— AIWM#Z5EZER Dobson M DaVanzo #1T , HEATFmEL£4
( Natural Products Foundation ) #B8h, IR&EE T TREEAFEF 1T AT
XERFHRR. HFE , BEMTUHESHEETRE 240 Z£7T. T3
EELKFN s M 600 Z2%x , EE S GDP # 0.5%. 35
SHEBENT

o BEUTTE 101 2% ;

e BERAIFEMITUEESE 1 X7, WEXEKXFHNIRREN 2.71 =
JC;

s BREMEFTLECE-ITRLKN , F2EEXELHF 2.29 P
MU, BMTLAYEIET 100 NFRETILHES 50 7R F L
KA

15 i 2\ F B 5

EERMRFTIL , PRZEBERMBNEIRR, REREXRHZAN
BRI AmEENTZE K MPERERIEFN EERKZAHERHE
N7, AREFRE/LTHERH RN~ m. XEEE 70%HERH
FEHRBKEB THE,

RHEEARERAH OB, 2011 &, FERBEASTN 11
2%, PEHORB—RENERITHIER  ZEHEBHHEAZXE
Fﬁiﬁ KREERALER 2002 FAEYDHNNE) , PEHNER

BTEWELEM , AXERAUFRXAEBEANRLAT, XEDR

8 Dobson/DaVanzo and Natural Products Foundation -
http://www .naturalproductsfoundation.org/index.php?src=news&srctype=detail&category=News&refno=20

July 30, 2014 8
201447 A 30 H



XPRE~miba

HARREBE[ER , ABEMN LI HETTERK. RERBES R P
,BERBRFZI M KEBNREmFHMIMESF , XL FRH KA
B ma U TSR IR B E 37 o

REFEEMEENG , RASHENS , FEPTHERLSNR S F
., X, XEHRAULUHOESFmEePE , RIKRFEHRATUHAOE
ZRAZEE,

HHENRERAmE EEELRXTRERMAENE TER

ETERFmPEBFERERNBARTHEERSGZBENRAT
R ERENRAZFLZEFRANER"mBERE. AWM, HPRIARE
BIERPFFERE LN TFER—BMERE , BERZEHE , X—T1ERHE
BTITLRRE,

EEEREMARKEETELRNED  EmTEENBIT , URXT
REEMNVEAAENENFIHE , A TEREFFMPERBEMITIL,
HEAERAN FRURSEFBHNERELZENABEN R,

PEERERAMNTLRESRZ S , BRINEFFENER , BEMRE
NER, BNELTFEIMEFRLRETNF@EN , EFERETETD K
o

BNERXISRERRHLKBAVEIMRE. ARV~ RIS,
O BERFIURERMBELEPHRF

B 5¢ B 25 1 J5i 7 da 22 A

EHRATZHZEH , FlEFLAEERRAKBXE RN TR FHITEM.

HTFFREGEMEIENERMENZRERE K BERAUAREEMHEMAE
TR —BEEE=FFEEMBA , LFEEMRIEF. ININEIEZTER
ARENNBEMNEE. BE-NEIMRXEERZE=ZFNEFTETHK ,

FRABRTFmEROMRER , —RESIB4~mEE 50,000 £t
(SKU )., MAEANEMREEZTREFEREEF , FANED
10 AET. MXARTH , #FATSE , FMNERRRERE , 2 F
July 30, 2014 9
2014 47 H 30 H



XPRE~miba

ZEBHEEM. EXENTALENTHRFERER , EAFRELR
EHEF , AEEREHER/NENRET Mo

HTMZERARANES  SRERIEFTUTHABRNTE, ERZH
TERRABRITRAEMERE , BRI FTF £ B TTERIRHE B
FRIEFENMTR , LESHRENKESF R, XFSBF-mMRE
L REREFBRETULRBNF S RAINBERD . WHAETIEMRRE
EX, S T~ mBFTENE,

EMEFEMNTRE , RZEEY , ANREEREIN " mNZEMER
Wb, BUERRALRZRUS XS ECEMKXAE |, L= mK
DARENTmBATHE, IHELHESESHNERRALERERAR
REYNENRERTANTHEE  XNHEHTEETZERE , T8
form. MEHERE , TLLEMNES  EBTRAERESL , MX
MEEZ B BIATRZM,

EMXEERRMNELEERN , BFMETZEERRFERENRL
EUORBERNFR. 2T, RITUEIERBHERMAT X4
FHEMEARTLINEE  RABEELRS T ZTLHNZEY , BAE
HBEEERE Do

BABKEER B

ERRALEBN TEAERERFINRGHTEKBFTS LYaNERL
EFNHARE R, fl , FFOHAREKRE , ZANEEAEREDIFE
THYMRAKREHEMWEFRER | 6 1300mg , ¥ 25mg , HE&
600mcg., ZARFEEEERMEREZEMIF ( National Academy
of Science’s Institute of Medicine ) IENEBHEFRSZERAE (DRI)
W, ZHRFAR—RERFNALNE , AR AR BT EESHERS
EEMTULINSERHAEHRY., MPEERBALRBE ( EFHRI
ZFNRBESFTRE (R17 ) ) PE=ZFAE :

July 30, 2014 10
201447 A 30 H



XPRE~miba

“EEABNZA. IEUK 18 ZUTAEN , HE44EX, vYREA
HERAEBENZHEREZARZMEFRRHEERAE (RNIs 5 Als)
My 1/3~2/3 KF, ™

REEAE , ZATGHRABRNERD 50% , RBRARFTERD 48% ,
MHBREARFTERD 44% -

AR RAEHRE , 1T 1%E BBAYZHBHE MmN AT & S eIV
3%, BEMAENGT , 5, KNIHRERABETENEAFNT2ER
Rl RERE, A BABRRFHERAXZE~EEATETZHR
ZEL2 XEFRELRRNZLTF L RMBZEARE , BH
TRAERBMEEZHZATE,

&t

PENERHEFTLEEEARNESD , BREZAEREFEDMRX
AaTHAREN"m, EEXERT APENEBRINEFN TS , BR
ERMEARL  HEPENHHAEEIRE, BANEE , KNE
BIZHERFANTT. ENBHNTFHNERNEFTILFERNT
B, TLRE. KREENRERENRER,

A, FANERINEFTIZRIEESRULIS , SIEEZHIBU ,
HHEMEXTLINRE K NTFE, &, RENHAREFAE. THIE
WHESEEH P LEFARBRTEREEIZHTLNEMERNSE,

A, FERSH-ERBT KAFE. BEREMRFIBET HERERE ,
FRY Rt BB TRIESEH BAr. BEREAZH RS ERFEEEI K
HATEEREBMIN~mMR, IHE—KR, ARTHZIEZIHRK , MF
EEANZEFERtRAHEENH. DPRUNARABEEMREHX—K
B, FREHERSFHNEHARNEREERE , TNEESTFEARN
B AR P ERSIERT KERERN B R,
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U.S. - China
16192 Coastal Highway
‘ Lewes, Delaware 19958 U.S.A.
info@uschinahpa.org
Health Products Association| www.uschinahpa.org

Comments to National People’s Congress on China’s
Food Safety Law Draft

Article 65 and 66 “Health Food Reform”

July 30, 2014

Introduction

The U.S. — China Health Products Association later referred to as “the association” is a
U.S. non-profit 501c6 organization incorporated under the law of the U.S. Internal
Revenue Service. The association represents companies from around the world including
China that are involved in the manufacturing, marketing, distributing, retailing, publishing,
trade show organizing, advocating, educating, analytical testing/certifying, researching or
any other business endeavor that promotes dietary supplements (& & %M 7877]) and other
natural health products.

USCHPA is very happy to see that the National People’s Congress has taken the necessary
steps to begin the reform of China’s Health food industry. This is an important growth
industry for China and plays a significant role in helping China’s citizens lead a more
healthy life.

In advance, the association and its members thank China’s National People’s Congress
Legal Committee for taking the time to read and consider its comments and suggestions
in regard to China’s Food Safety Law Draft regulations focusing on the area of “Health
Food Products”.

The two articles of the draft Food Safety Law that deal with Health Food products are
Article 65 and 66.

The association has reviewed these two articles and have the following questions,
comments and suggestions:

July 30, 2014 14
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1. Article 65 refers to these products as “Health Food”.

The association and its members feel the term “health food” has too broad a meaning
and can encompass many products such as dietary supplements, yogurt, beverages,
certain Traditional Chinese Medicines and many packaged foods. This has lead to
confusion among consumers, industry and government to what exactly is a health food.
The association suggests using the term dietary supplement as that is the internationally
accepted term. The association invites National People’s Congress to consider using the
U.S. FDA regulatory framework for dietary supplements. Products that do not fit the
below designation should be considered functional foods or simply food.

The U.S. Congress defined the term "dietary supplement" in the Dietary Supplement
Health and Education Act (DSHEA) of 1994 as the following:

“A dietary supplement is a product taken by mouth that contains "dietary ingredients"
intended to supplement the diet. The "dietary ingredients" in these products may include:
vitamins, minerals, herbs or other botanicals, amino acids, and substances such as
enzymes, organ tissues, glandulars, and metabolites. Dietary supplements can also be
extracts or concentrates, and may be found in many forms such as tablets, capsules, soft-
gels, gel-caps, liquids, or powders”.10

U.S. FDA regulations are based on notification not registration. Any ingredient that fits
into the category of dietary supplement as defined by DSHEA is allowed to be used in a
dietary supplement product. U.S. FDA has the legal ability to remove or deny market
entry of any ingredient or product they deem is not a dietary supplement.

DSHEA clarifies to government, industry and consumers that dietary supplements are
products that supplement the diet to ensure adequate in take and help support vital
functions of the body. Dietary supplements are not allowed to make claims of treating or
curing disease as this type of claim is reserved for drugs.

2. Article 65 states: “For health food imported to China for the first time, these products
should be approved by the administrative sections in the exported country (or region)”.

Does this mean that if the products are allowed to be sold as dietary supplements “Health
Food” in said foreign country that China will allow them access on a notification basis?

3. Article 65 states: “Health food claims should be based on scientific study”.
The association understands China’s Food and Drug Administration currently has a list of

27 approved functional claims that marketers of health food products are allowed to
make. Health food products can only apply these claims to their products after going

10 http://www.fda.gov/Food/DietarySupplements/QADietarySupplements/default.htm#what is
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through a lengthy testing process including animal and sometimes human testing, which
is very similar to the approval process for drugs. There are three main issues with this
current list and process.

First, the list of 27 functions is too restrictive with regard to what health food products
are known to support. For example, the ingredients Glucosamine and Chondroitin are
supported by years of solid scientific research from a variety of international sources to
benefit joint health, but “joint health” is not an approved claim. There are many other
examples of products that are left out because there is not a suitable functional claim.

The association recommends going with a structure / function claim system similar to
what the U.S. FDA uses for dietary supplements. This allows marketers to convey to
consumers that dietary supplement ingredients can be helpful in supporting structures or
functions of the body. For example, Fish Oil and Co-enzyme Q10 are both known to be
beneficial to the cardiovascular system. This terminology clearly tells the consumer that
these ingredients are helpful to their cardiovascular system, but it does not state that
these ingredients can cure or treat cardiovascular disease. This is an important distinction
and one that unfortunately has not been successfully made in China. Many consumers
still believe that health food products are a type of medicine.

Second, regardless of whether or not an ingredient has been tested and known to be safe
and have a specific function, it nevertheless has to go through all testing procedures
every time a company submits an application to China’s Food and Drug Administration.
This is redundant and adds time and fees to the registration process as well as adds
unnecessary work to the staff at China’s FDA. If an ingredient has already been
established to have a certain function and is safe for human consumption, it should not
have to undergo testing each time a company wants to register it. A more practical
solution would be to adopt a structure/function claim system based on a list of approved
ingredients and their known functions according to scientific evidence.

For example, China’s National Health and Family Planning Commission (NHFPC) formerly
Ministry of Health has approved a variety of food ingredients. For example, Omega-3 fatty
acids such as EPA and DHA as well as a list of 21 probiotics strains all are approved as food
ingredients. However, these ingredients are not currently allowed to be sold in tablets,
capsules or soft gel capsules unless they receive a “blue hat” registration from China’s
FDA. Since NHFPC, has already approved these ingredients as save for human
consumption, they should be allowed to be freely sold as health food in capsules, tablets,
soft gel capsules directly to consumers without needing to go through China’s FDA
registration system. This is redundant and adds large investments of both time and
capital for manufacturers and marketers.

Third, the above system of testing for a functional claim requires testing be done on
animals. The practice of testing dietary supplements on animals is not practiced in the
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U.S. or EU. It is unnecessary as dietary supplements have been well researched and
studied over the years.

This year it was reported that CFDA is in the process of ending animal testing for the
cosmetic industry and we highly commend this decision. We urge the State Council to
follow up by stopping the unnecessary testing of dietary supplements on animals.

4. Article 65 states: “The list of materials that can be used in health food products but
forbidden in food products, as well as the health claims list made by the Food and Drug
Administrative Department of the State Council, Health administrative departments of the
State Council and the State Pharmaceutical Management Department, will be adjusted
and released to the public”.

When will this list be available? Most importantly will companies be allowed to combine
these approved ingredients together to create formulas without having to go through the
current 2 to 3 years of testing that is required for a blue hat registration? Since these
ingredients are on an approved list and have already been thoroughly studied, the
association recommends that companies should be allowed to combine these ingredients
to create formulas.

Article 66 states: “For health food using new raw materials and health food imported for
the first time, registration management applies; for health food imported for the first time
and its raw material, if the safety and health function can be assessed by current national
standards and regulations, recording management applies”.

In order to keep regulatory language equal for both domestic and foreign companies, the
association suggests changing the wording to, “For health food using new raw materials
or health food that is offered to the Chinese market for the first time, registration
management applies; for health food offered to the Chinese market for the first time and
its raw material, if the safety and health function can be assessed by current national
standards and regulations, recording management applies”.

Article 66 states: For those products which meet the requirement of safety standard and
health claims, registration will be approved.

The association would like to know if there will be a fee for this evaluation approval and
how long will it take? For example, for New Dietary Ingredient evaluations by U.S. FDA
the process is free of charge and takes up to 75 days.

Also will products that go through the notification / record process be issued “blue hats”
just like products that need to go through the entire registration process? The association
recommends that both products that have health claims and those that are approved on
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a notification basis should all have the “blue hat” logo. Otherwise it could send a message
to consumers that notified products have less of a health benefit, which is not the case.

Article 66 states: for other food with claims of special health functions, recording
management applies.

Does this mean if the product does not claim a function it can be offered to the China
market on a notification / record basis? For example, if a company wants to make the
claim increases bone density for a calcium supplement they would need to go through
“blue hat” registration process. But what if a company wants to sell calcium without
making any claims? Can this company then get approval without going through “blue hat”
registration process?

Below is some industry background information and suggestions, which the association
feels will improve the industry:

Safety of Dietary Supplements

Dietary supplements have a long history in the U.S. dating back over 100 years. However,
it wasn’t until 1994 with the passing of DSHEA did the industry really become organized.
Prior to 1994, the industry was in a gray area, consumers were unclear if dietary
supplements were food or a type of medicine that could cure or treat disease. Also,
legislation to oversee the safety of the industry was lacking. With DSHEA in affect, the
industry has clear regulations including current Good Manufacturing Practices (cGMP)
and Adverse Event Reporting (AER) both of which are specific to the dietary supplement
industry. Furthermore, the Federal Trade Commission oversees compliance in regard to
the marketing of dietary supplements to ensure marketers are not making illegal health
claims to cheat consumers. Those companies that break the law are severely penalized
facing heavy monetary fines and in some cases criminal penalties including jail time.

In the first six months of 2012, the U.S. FDA received 540,381 reports of adverse events in
relation to drugs. Between the years 2007 -2012, U.S. FDA only received 6,300 reports for
dietary supplements, which is an average of 1,050 per year. Furthermore, many of those
reports could not positively connect the adverse event to the dietary supplement in
guestion. Based on the above comparison, dietary supplements are extremely safe.

Savings in Government Healthcare Costs and Overall Benefit to GDP

If the regulatory system moves toward a system of notification and one based on
ingredient not product approvals, the benefits to government, industry and consumers
will be substantial. One such benefit would be savings in health care expenditures. The
Chinese government has spent a great deal of effort and money reforming the healthcare
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system, which has resulted in the increased life expectancy of its citizens from age forty-
five in 1950 to seventy-five in 2010.11

Although this is a great accomplishment, it has resulted in the creation of an expanding
elderly population with a shrinking work force. By 2050, the population of those sixty
years or older will triple to 33% of the total population.12 This will place increased
economic pressure on the government to fund healthcare costs. To make the situation
worse, healthcare expenditures per capita have increased five fold from 2002 to 2012.13

If dietary supplements become more readily available in potencies that reflect the latest
in scientific and nutritional research, dietary supplements will compliment these efforts
by promoting health and lifestyle changes for Chinese consumers as well as contribute to
the country’s overall GDP. These savings and benefits to the government and consumers
alike have been clearly documented in the U.S. Here are some published examples:

Health Care Cost Savings Resulting from the Targeted Use of Dietary Supplementsl4
September 23, 2013 — This study was conducted by Frost and Sullivan with funding from
the Council for Responsible Nutrition. The report revealed huge annual savings in
Healthcare costs as follows:

e $2.06 billion annual savings in costs related to Coronary Heart Disease (CHD)
If all US adults aged 55 and older diagnosed with CHD took daily supplements of
Omega-3.

e $1.52 billion annual savings in costs related to Coronary Heart Disease (CHD). If all
US adults aged 55 and older diagnosed with CHD took daily supplements of the B
vitamins folic acid, B6 and B12.

* $4.38 billion annual savings in costs related to Coronary Heart Disease (CHD). If all
US adults aged 55 and older diagnosed with CHD took daily supplements of
phytosterol and psyllium fiber.

e $57.4 million annual savings in costs related to Macular Degeneration and
Cataracts. If all US adults aged 55 and older diagnosed with Macular Degeneration
and Cataracts took daily supplements of lutein and zeaxanthin.

1 United Nations - http://data.un.org/Data.aspx?d=PopDiv&f=variableID%3A68

12 United Nations - http://esa.un.org/wpp/unpp/panel_indicators.htm

13 World Health Organization - http://apps.who.int/gho/data/node.country.country-CHN

14 CRN/Frost and Sullivan - http://www.frost.com/sublib/display-market-insight.do?id=285115104
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e $1.87 billion annual savings in costs related to Osteoporosis Fractures. If women
over the age of 55 diagnosed with osteoporosis took daily supplements of Calcium
and Vitamin D.

e $851 million annual savings in costs related to Osteoporosis Fractures. If women
over the age of 55 diagnosed with osteoporosis took daily supplements of
Magnesium.

Impact of Oral Nutritional Supplementation on Hospital Outcomes?!>

February 13, 2013 — was published in the Journal of Managed Care as well as presented
to the European Society for Clinical Nutrition and Metabolism annual congress in Leipzig,
Germany. The study was led by Dr. Tomas J. Philipson from the University of Chicago who
with his team analyzed over 1 million inpatients and came to the following conclusions:

Patients that were given Oral Nutritional Supplements (ONS) had a shorter hospital stay
by 2.3 days (21.0% decline) and decreased episode cost of $4,734 (21.6% decline). Also
the study found that ONS reduced readmission levels of these patients after 30 days by
6.7%.

Dietary Supplement Users Tend to Make Healthier Lifestyle Choices!®

March 22, 2012 — The report was conducted by the Council for Responsible Nutrition and
found that 71% of supplement users made better choices in regard to eating a balanced
diet, visiting their doctor on a regular basis, getting a good night’s sleep, exercise regularly
and maintaining a healthy weight compared to 61% or non-supplement users.

The Economic Contribution of the Dietary Supplement Industry”’

April 5, 2010 — The economic study was conducted by Dobson and DaVanzo and funded
by the Natural Products Foundation to record the impact the dietary supplement industry
has on the U.S. economy. At that time, the dietary supplement industry was worth over
$24 billion in sales. The industry’s overall economic impact to the U.S. economy exceeded
SUS 60 billion or 0.5 percent of the U.S. GDP. Some of the report’s detailed findings:

* Total tax contribution to the U.S. economy was $10.1 billion

* For every dollar spent by the dietary supplement industry, $2.71 is contributed to
the U.S. economy

15 American Journal of Managed Care - http://www.ajmc.com/publications/issue/2013/2013-1-vol19-n2/Impact-of-Oral-
Nutritional-Supplementation-on-Hospital-Outcomes/

16 Council for Responsible Nutrition - http://www.crnusa.org/prpdfs/CRNPR13-ConsumerHealthHabits061113.pdf

17 Dobson/DaVanzo and Natural Products Foundation -
http://www .naturalproductsfoundation.org/index.php?src=news&srctype=detail&category=News&refno=20
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* For every job created by the dietary supplement industry, 2.29 jobs are created in
the U.S. The dietary supplement industry is responsible for creating approximately
half a million jobs across 100 different industries.

Balanced and Fair Trade

The U.S. and China have a unique and dependent relationship in regard to the dietary
supplement industry. The U.S. is the largest manufacturer and marketer of finished
dietary supplement products and China is the largest supplier of dietary supplement raw
materials, which are used to produce thousands of U.S. finished dietary supplements.
Upwards of 70 percent of the raw materials used by U.S. manufacturers are sourced from
China.

China exports billions of dollars worth of dietary supplement ingredients to the U.S. on an
annual basis. In accordance with U.S. FDA’s “Bioterrorism act of 2002”, Chinese suppliers
need only register their facility and give notice of shipment to U.S. FDA. Both these
requirements are free of charge and can be done online in a matter of minutes. Although
these ingredients originate from China, these same ingredients are not allowed back into
China as finished products without going through lengthy and costly registration
procedures. Restructuring China’s current regulatory system to one of notification will
allow both the U.S. and China to benefit by creating a more balanced exchange of goods.

The U.S. would be able to export more products to China, which in turn would increase
the export of raw materials from Chinese suppliers to the U.S. Furthermore, opening up
the dietary supplement market will help Chinese ingredient suppliers balance their
business by the increase of domestic business. Currently many ingredient suppliers in
China rely too much on export for their businesses’ livelihood. This is not a balanced
business structure.

Specific Issues with Current CFDA Regulations for Health Food Products

U.S. — China Health Products Association understands that China’s regulators have set up
the current system in order to protect consumers from fraudulent and unsafe products.
However, it is the association’s opinion that the current system suffers from regulatory
contradictions, harmonization issues and a lack of transparency that stifles industry
growth. With the reorganization of CFDA, the revising of the Food Safety Law and new
regulations on health food products on the horizon, this is the perfect opportunity to
review the health food product industry in China and make necessary regulatory
adjustments to improve safety and access for manufacturers and consumers alike.
Industry reform will also benefit Chinese consumers by increasing the availability of
dietary supplements, which are freely available in the U.S. and other international
markets. Consumers will also enjoy lower prices due to manufacturers saving money on
the high costs of registration and redundant product testing.
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Areas of concern are CFDA’s product registration process, ingredient potency restrictions
and allowable functional claims, which were already discussed above in regard to article
65 of the Food Safety Law Draft.

CFDA Product Registration

Prior to market entry, manufacturers must register dietary supplements with the CFDA.
Due to the complexities and transparency issues involved in the registration process,
domestic as well as U.S. and other foreign manufacturers hire 3" party Chinese
registration consultants to facilitate registrations. The process requires enormous
investments of both time and money. A typical registration can take between two and
three years to complete and cost well over $100,000 per product (SKU) depending on the
product’s ingredients and how much the registration agent charges as their consulting
fee. However, if an ingredient is new to the market, it can take as long as five years and
well over $100,000. After market entry, the registration is valid for only five years and
then must be renewed, which adds unnecessary administrative processing to a product
that has already been in the market for five years and approved to be safe by CFDA.

The global dietary supplement industry is continuously evolving and improving due to
scientific and technological advancements. Because of CFDA’s lengthy registration
process, dietary supplement companies are unable to introduce new products rapidly or
reposition product lines to best suit consumer demands. This results in a significant
reduction in the variety of products that offer the latest developments in nutritional
health as well as increases retail pricing due to the high costs of registrations.

The amount of time and money required for registering products lacks justification and
plays no role in enhancing consumer or product safety. CFDA should consider replacing its
registration system with a notification system based on approved ingredients not
individual approved products. This shift would allow more CFDA agents and officials to be
allocated toward market surveillance, which would help rid the market of suspect or
dangerous products. Increased surveillance will increase the safety of the industry as well
as enhance consumer confidence, which are both currently lacking.

As we have witnessed over the years, government regulations that strengthen market
surveillance are the most effective at protecting consumers and building confidence. As
examples, we can see that CFDA’s increased surveillance of the diary and cooking oil
industries have certainly helped to increase safety and rebuild consumer confidence.

Potency Levels

CFDA has potency-level restrictions that do not always coincide with current dietary
supplement research. For example, the latest research indicates that pregnant women
should supplement their daily diets with the following substances to meet their increased
nutritional needs: calcium (Ca) 1300mg, iron (Fe) 25mg and folic acid (acidum folicum)
600mcg. This research is also reflected in the Daily Reference Intakes (DRI) for nutrients
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established by National Academy of Science’s Institute of Medicine, which is a U.S. non-
profit organization that advises policy makers and industry leaders on matters of
improving public health. CFDA’s Regulations for Application and Evaluation of Nutritional
Supplements subsection IV states, “Supplements should be reduced by 1/3 to 2/3 of the
recommended dosage for pregnant women.” Per CFDA regulations on daily intakes,
calcium would be reduced by 50 percent, iron by 48 percent and folic acid by 44 percent.

With potency limitations in place, there is no room for the industry to adjust potencies to
match current research. Furthermore, using the previous example, calcium, iron and folic
acid taken below the recommended levels will not be effective at supporting optimal
health for pregnant women and their unborn child. In addition, limitations become a
trade barrier to U.S. companies that have time-tested, scientifically based products that
have been used for decades, but are not allowed to enter China due to potency issues.

Conclusion

China’s dietary supplement industry has great potential and a growing number of
consumers are interested in purchasing products that will enhance their overall health.
Regulatory reform will expand China’s dietary supplement market benefiting both
domestic and foreign enterprises and will allow China to surpass the U.S. to become the
largest market for dietary supplements in the world. Free and open access to dietary
supplements benefits the government, the industry and most importantly consumer’s
health. Furthermore, supporting industry expansion will create jobs, generate more tax
revenue as well as support existing Chinese industries such as retail, shipping, distribution
and research / development, etc.

Furthermore, the Ministry of Commerce (MOFCOM) has been working to encourage
domestic spending. The dietary supplement industry falls into the category of consumer
goods and would certainly contribute to MOFCOM'’s goal. Dietary supplements are one of
those items that Chinese typically purchase in abundance when traveling overseas. When
this happens, China loses RMB and in country retailers lose sales. The association feels
adopting the term dietary supplement and moving toward a system of notification based
on approved ingredients, will not only improve the health of China’s citizens, it will also
assist MOFCOM in their pursuit of increasing domestic spending and keeping RMB spent
in China. The below listed recommendations are for the National People’s Congress Legal
Committee’s consideration as a foundation to bring China’s dietary supplement industry
to the forefront.

Recommendations

* Replace the term health food product with the term dietary supplement. This will help
to consolidate the industry and dispel confusion about what these products are and
what they do.
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* Replace CFDA’s product registration process with a notification system. Notification
would eliminate the need for re-registration and free up CFDA personnel and
resources to enforce market surveillance, which would enhance consumer protection.
Removing the added expense of registering products will also reduce costs to
consumers.

* Dietary supplement approvals should be based on ingredients not products. Product
approvals are responsible for redundant testing of products made with similar
ingredients that are already known to be safe for human consumption and have been
used internationally for years. In fact, many of these ingredients have already been
approved by China’s Ministry of Health as new resource foods.

* Adopt a function/structure claim system that allows for a broad range of statements
to be made about dietary supplement ingredient’s functions based on scientific
evidence. No medical treatment or disease claims should be allowed. The current 27
claims allowed are more similar to drug claims and should be abandoned.

* Stop testing dietary supplement products on animals. This is redundant and
unnecessary. Dietary supplements have decades of research available to satisfy risk
assessment.

* Increase the transparency of the approval process. Currently, the documents
necessary and costs involved are not clearly defined. Companies are left to pay
exorbitant fees to registration agents without clear understanding of the actual fees
involved.

* Overhaul dietary supplement ingredient potency restrictions, or at a minimum alter
the restrictions so they are utilized as recommendations that serve as guidelines. We
urge that the recommendations be made more flexible to coincide with the latest in
nutritional science recommendations.

* CFDA should allow all ingredients that are already approved of as new resource food
by MOH to be used in dietary supplement delivery forms such as capsules, tablets,
soft-gel capsules, chewable tablets, effervescent tablets, two piece capsules, liquids
and powders. For example, fish oil is approved as a food by MOH and can be added to
food products. However, if it is placed in a dietary supplement delivery form, it is not
allowed without a CFDA “blue hat” registration. This does not make sense since MOH
already approved fish oil as safe for human consumption.

Another example is chewable milk tablets, which are popular in China and sold
nationwide as food. But they are in a tablet form, shouldn’t they require a “blue hat”
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registration according to CFDA regulations? This confuses all involved including,
government, industry and consumers.

Should you have any questions on USCHPA’s report, please feel free to
contact:

Wang Duo

Executive Assistant

+86 13658313225
wangduo@uschinahpa.org

Visit our website at www.uschinahpa.org

July 30, 2014 25
201447 A 30 H



