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LN Introduction:

TEE (BEEHEFIERMEBE L) (DSHEA) FERINERI (DS) HIE X AR T = ma0 i

AE'M—%(k8R. EERMAMEEEER (US FDA) 1R#E DSHEA JARER L/ 7 RER4
%Uﬁ RIFEF=EEME (cGMP) A, EEBEHRERIZTHNRERRIPLARER.
FEHMBERS, cCMP EMERE =BT HA S /2 FIARAIFROE SRR = R E .

XEHHZRS (USP) EAEE 200 ZEHENFHEFT N THRAR. BRUIEFMR
BAHIRERIBE TRV, BHTHRESKBRERR. FH USP A#IREFFFE GMP
23X, BMTHERERIEF =RNREN—EUHE.

AREWHEEARZRASNHTEEARELEE OFSEKEED, 538 IEZIkE US
FDA. USP, HEERES. ZEFSHM. PYARAEREARNETR, BEERERWEFANE
M. mHEHE . cCMP B3R, RERE. EMERTERIRSHTNEA BRBENBE
YIREY) . PEISSRE(ARAE). HMERMESENIRE., SWEEESH R~ RN RET/
AER/AOF. FREEYE. AL, ARMNESRESEEMN. 52EBEYISED
MIHZ R T 8 US FDA ERHMZTFIT B D AEN AR FKFEBANEE.

The Dietary Supplement Health and Education Act (DSHEA) in the United States defines dietary supplements
(DS) as a category of foods based on the “intended use” of those products. The US Food and Drug
Administration (FDA) issued the DS current good manufacturing practice (cGMP) regulations in compliance
with the mandate from the DSHEA, with the intention of protecting public health by ensuring the quality of
DS. Among other requirements, the cGMP regulations require manufacturers to ensure product quality by
establishing specifications for components and finished products.

USP is a drug quality standard-setting body with a history of more than 200 years. It is committed to
developing public standards and related programs that help ensure the quality, safety, and effectiveness of
DS, foods and drugs, and has made outstanding contributions to improving global health. Use of the public
standards developed by the United States Pharmacopeial Convention (USP), in conjunction with GMP
compliance, is presented to help ensure quality and consistency of DS products.

This workshop brings together experts from US FDA, USP, CCCMHPIE, US Department of Commerce, industry
and academia will provide training on DS regulation and market trends in the US, US cGMP requirements for
DS, quality standards, compliance and enforcement. Botanical extracts, chewable gels (gummies) and
probiotics will be also included in the training. Participants from brand parties/manufacturers/exporters of
DS products from China to the US, regulators, academic institutions, contract labs, etc. will have opportunities
to seek inputs from FDA Office of Dietary Supplement Programs on their perspectives on topics of interest
from China.
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S5 38, Who Should Attend:

BRAEFRRBRRESCV/SET/EOF. EREENME. Bk, aEMEIRESR
i, BEEHY. THREE. REEE. L. FFMEEH. XBWEAR, NEXEMNTHTS
FEBSGBAIAN R

Strategic Planning, Sales & Marketing, Quality Assurance/Quality Control, Regulatory affairs, Purchasing staff

from dietary supplements and health food manufacturers, brand parties, exporters, regulators, academic
institutions, contract labs, etc. and others interested in the topics of this workshop.

£WIES Language:

/X (IREEEERRS) Chinese / English (simultaneous interpretation will be offered)

2WHFE Agenda:

9H9H DAY1

9:30-9:45 FFi%Zia Opening Remarks
AEEL, REARZRASELRFRPEXESEE
Geoff Tsen, Ph.D., Vice President and General Manager, USP China

FRRELT XERRARKEEERFENAET(E
Sarah McMullen, Ph.D., FDA Country Director, China

Session I: EEERSEFEMETIH#EFE DS Regulation in the US and Market Trends

9:45-10:30

EEESHTEFERH US Regulations for Dietary Supplements

Haijing Hu i+, XERK#AKKEEERRRTEMNAEFRPOERWMETE HAEXNPITALK
Dr. Haijing Hu, Chief, Regulations Implementation Branch, Division of Policy and Regulations Implementation,
ODSP, CFSAN, US FDA

10:30-10:45 Z*& Coffee Break

10:45-11:15

TEERFSUA: PENEZENERIENRES

CCCMHPIE Perspective: Trade of DS from China to the US

FER, PEEAREREL OFSBREVHREEE

Ms. Guiying Li, Deputy Director, Department of Health & Nutrition, CCCMHPIE
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£ HE (4E) Agenda (cont.)

11:15-11:30

“EFEEE"BI NIV HE SelectUSA Introduction
Bk, EEE MNASSEFSLESER

Clinton Harper, Commercial Officer, Foreign Commercial Service, U.S. Consulate General in Guangzhou

11:30-11:45

RAENFELZEMNERENKBERER
Critical Considerations for a Secure and High-quality Supply Chain
Daniel Mabey, EXRA BB NEFERE

Daniel Mabey, Asia President, United Natural Products Alliance

11:45-13:00 &/ X358 Lunch / networking break

Session II: BERNFEFEMFIRESRE DS Regulations and Quality Standards

13:00-13:45

ZEBESWIER cGMP E3R (21 CFR 111 ;%##) US cGMP Requirements for DS (21 CFR 111)
Haijing Hu i+, XERK#AKKEEERRRTEMNAEFRPOERWMETE HAEXZNHITALK
Dr. Haijing Hu, Chief, Regulations Implementation Branch, Division of Policy and Regulations Implementation,
ODSP, CFSAN, US FDA

13:45-14:30

[ BE R B 40t O R N 35 [ T T I RO Pk AR
Challenges for China Dietary Ingredient Exporters into the US market

TER, PTEEARRMRHEL OFRTAREE
Mr. Zhibin Yu, Director, Department of Traditional Chinese Medicine, CCCMHPIE

14:30-15:15

USP EER I EFIIAE - RENGZRTIE (XEZHHL)

USP DS Standards — A Comprehensive Approach for Quality (USP)

Nandakumara Sarma {8+, EXEHA#RZERSRFEIIRBEIRFIRELS S

Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

15:15-15:30 Z*¥& Coffee Break
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£ HE (4£) Agenda (cont.)

Session Ill: & : HYIRE Focus topic: Botanical Extracts

15:30-16:00

US FDA f1fa - BB R DL 51N FDA Perspectives - Dietary Ingredient Identity Testing

Haijing Hu i+, XERKAKKEEERRRTEMNAEFRPOERWMEFI B HAEEZNHITLK
Dr. Haijing Hu, Chief, Regulations Implementation Branch, Division of Policy and Regulations Implementation,
ODSP, CFSAN, US FDA

16:00-16:30

HEIRE T RE Industry Perspectives on Botanical Extracts

KX, ERFERAFYBRNARLAIESK, PEERFSEDRERIDISESTK

Mr. David Zhang, President, Chongging Joywin Natural Products Co. Ltd., Chairman, Sub-Chamber of
Plant Extracts, CCCMHPIE

16:30-17:00
USP {E¥IREI#RAE USP Standards for Botanical Extracts

Nandakumara Sarma {8+, EXEA#RZERSRFEIIBEIRFIRELS S
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

17:00-17:30 EZX4HIFi® Panel Discussion

9H10H DAY2

9:30-9:45 Fip. F—KRLIWE Opening Remarks and Messages from the Day 1 Meeting

Session I: ERHREFIESMEHIT Dietary Supplement Compliance and Enforcement

9:45-10:15

frdk 3t 21 CFR 111 SEAMZE R IR MR LER

Industry Understanding and Practice on Specification Requirements in 21 CFR 111

mE, IREBREERNDERASENSHFESATA

Pan Huang, Head of Regulatory and Scientific Affairs, Sirio Pharma Co., Ltd.

10:15-10:45

US FDA {1 f8 - &1l 54 30 FDA Perspectives: Compliance and Detention

Haijing Hu i+, XERK#AKKEEEERRRTEMNAEFRPOERWMEFE HAEXNPITLK
Dr. Haijing Hu, Chief, Regulations Implementation Branch, Division of Policy and Regulations Implementation,
ODSP, CFSAN, US FDA

1045-11:00 & Coffee Break
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2 HE (42) Agenda (cont.)

Session II: 3£ : MHIFEAR / ¥ Focus topic: Chewable Gels / Gummies

11:00-11:30

USP 31 f5 - MEHIERERS / 2k¥E USP Perspectives on Chewable Gels / Gummies
Nandakumara Sarma @+, EXE#A#RZERSRFEIIB R TFIRELS S
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

Session lll: Bf: #4EH Focus topic: Probiotics

11:30-12:00

US FDA f1f - B &% FDA Perspectives - Live Microbials

Haijing Hu i+, XERK#AKKEEEERRRTEMNAEFRPOERWMETEHAEXZNHITALK
Dr. Haijing Hu, Chief, Regulations Implementation Branch, Division of Policy and Regulations Implementation,
ODSP, CFSAN, US FDA

12:00-12:30

USP &4 B USP Standards for Probiotics
Nandakumara Sarma @+, EXEHA#RZERSRFEIIB RN TFRELS S
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

12:30 %iE Closing Remarks

12:30 F# Lunch

£ & Location:

YR ErZE&ERE (- RERYI T L X L8R KE 9026 5)
HOTEL INDIGO SHENZHEN OVERSEAS CHINESE TOWN
Address: 9026 Shennan Rd., Nanshan District, Shenzhen, Guangdong 518000, China

B HBEHRZEIL-A O, $154 260 KEEEE
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5% Fee: ARM9505T/ A RMB 950/person
D ALEHRETE, ENRSHMEBEFABEE, Including fees of attending, coffee break and lunch only.

B Register Procedures:

1. FELZIRE: USP LW EEIIFES www.usp-edu.org, R&/4%HEEHIER: 2024498 2H
Make online registration and payment by Sep. 2,2024.

USP-China AR MUKERMK: USP-China account (RMB)
KA Beneficiary: EHHITEMEZRARS (L&) BRAS
kS Account No.: 6841 12464 120
$R47 Bank: XERITHERA S LENT
2. RENBREW: AERAR- BRI RS EH L EF@H (EELRENIERFLER) | <E%—
RFEBFREZESSHEHA,
Content of Invoice — “Training fee”, or “Service fee”, or “Consulting fee” (Please select during registration).
E-invoice will be sent by email after the workshop.
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