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WAL Introduction:

#wxE (BRHEFERIBEE) (DSHEA) FEERFNFTEF (DS) E X AET 7 My
AR N—(k8R. SERAARLEEEIER (US FDA) 1RHE DSHEA X REXRAH 7 ERH
ZEFMTRGFEF=EEMTE CGMP) ZM, EEBIHRERUEFNRERFRIPAREE.
EEMERAP, cOGMP EME R = ryi@id #2 5 F AL AR E SRR = R E .

XEHHZRS (USP) EAXEE 200 ZERENF EEMTHRAR. ER/RUEFIMNE
EAHAERBEARIVNE, BOTFRESHKBERRL. FH USP ARIEHHFS GMP
2k, BHTHRERBERMEN~HNREMN—K.

ARESWHEEARZRSHNPEEARBREE DTS2, FABIFEIRE US
FDA. USP. FEEMRES. ZERHSH. FYARFARNER, REERRSWMEFE
M. THEFH. cGMP EX. RERE. SHSHTERERSBATNE, BENOENBIE
YIHREY) . TEIBREA(EME) . RMERENMALEZNIE, SWAEEBEHET = RN RES/
AFE/HEOF. EREENE. B8, ARIMNEIEESEM. 5SEFFISRT
MIHZR T #R US FDA BER W FEFT B M A BN AR K FHEANEE.

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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L3R Who Should Attend:

BRIZFERBRBESCW/DES/EOF. EREENME. Bk, SEMEIREFS
A, BEEHY. THREE. RETE. k. FIMEEH. XBWFEAR, UEREMNHINTS
F ARSNGB 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.

SUES Language:

S/ (IREEEIEARSS)  Chinese / English (simultaneous interpretation will be offered)

£ HE Agenda:

9H12H DAY1

9:30-9:45 Fi%HEiE Opening Remarks

SEIELT, XEHHRZRSBISHFRFPEXDEIE

Geoff Tsen, Ph.D., Vice President and General Manager, USP China
REX, PEEARBRALOFZEISK

Shengcai Tan, Vice President, CCCMHPIE

FRRkEL XERLALEEETERBEENMETTE

Sarah McMullen, Ph.D., FDA Country Director, China

Session I: EEERMWEFIEMETiH#EHE DS Regulation in the US and Market Trends

9:45-10:30

EEBERHWFEFIEM US Regulations for Dietary Supplements

Haijing Hu 8+, XERMARBGEEEERERIENIMENAEEMMITHLK
Dr. Haijing Hu, Branch Chief, Regulations Implementation Branch, ODSP, US FDA

10:30-10:45 4§t Coffee Break

10:45-11:15

FEEREUA: FENXENERHIENES

CCCMHPIE Perspective: Trade of DS from China to the US

FHER, FEEAREMHE OFSBREVBETE

Ms. Guiying Li, Deputy Director, Department of Health & Nutrition, CCCMHPIE
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£ HE (4£8) Agenda (cont.)

11:15-11:30

HiEEE SelectUSA
EERSI US Department of Commerce

11:30-11:45

ZEBRERNENXBEEREAE

Critical Considerations for a Secure and High-quality Supply Chain
Daniel Mabey, REXR™mELEI M5

Daniel Mabey, Asia President, United Natural Products Alliance

11:45-13:00 F& /X 7ZKE Lunch / networking break

Session II: BERHZFEMFRELRAE DS Regulations and Quality Standards

13:00-13:45

XEERHMER cGMP ER (21 CFR 111 55#) US cGMP requirements for DS (21 CFR 111)
Haijing Hu 8+, 2E& %S LB SERERNEHTENATEMNITLLK

Dr. Haijing Hu, Branch Chief, Regulations Implementation Branch, ODSP, US FDA

13:45-14:30
P ERER A E Q@A X E T EIEABkE

Challenges for China Dietary Ingredient Exporters into the US market
TER, PEEARBERAL ARSPABIE
Mr. Zhibin Yu, Director, Department of Traditional Chinese Medicine, CCCMHPIE

14:30-15:15

USP BER I EFItRA - RENGZETTE (XEHHR)
o F®. BUMIREYR

USP DS Standards — A Comprehensive Approach for Quality (USP)
e Monographs, General Chapters and Reference Standards

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

15:15-15:30 4L Coffee Break
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£ HE (4£8) Agenda (cont.)

Session Ill: & : HHYIRE Focus topic: Botanical Extracts

15:30-16:00

US FDA {1 - IE R DL 5K FDA Perspectives - Dietary Ingredient Identity Testing
Haijing Hu 8+, XERSARKEESERERWIZHMENAEEZMRITLLK
Dr. Haijing Hu, Branch Chief, Regulations Implementation Branch, ODSP, US FDA

16:00-16:30

HEYIREITLRE Industry Perspectives on Botanical Extracts
KX, ERFERATYRGERATVESRK, FTEERFSEVRBYSSEEK
Mr. David Zhang, President, Chongging Joywin Natural Products Co. Ltd., Chairman; Sub-Chamber of

Plant Extracts, CCCMHPIE

16:30-17:00
USP {E¥1IREUI4r A USP Standards for Botanical Extracts

Nandakumara Sarma 1+, XEAAZASKFZMIIRERIEFFAD K
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

17:00-17:30 EFXK4HiFi® Panel Discussion

9H 13 H DAY2

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

Session I: [ERHTEFISHMEIHNTT Dietary Supplement Compliance and Enforcement

9:45-10:15
73t 21 CFR 111 ;Z I E R HIRMRAI IR

Industry Understanding and Practice on Specification Requirements in 21 CFR 111
B, WIREBREEBRNERAEASHFESATA
Pan Huang, RA Head, Sirio Pharma Co., Ltd.

10:15-10:45

US FDA{if8 - ¥l 5430 FDA Perspectives: Compliance and Detention
Haijing Hu i+, XER®&AMGEEEERER I E HAEEANITLLK
Dr. Haijing Hu, Branch Chief, Regulations Implementation Branch, ODSP, US FDA

10:45-11:00 4§t Coffee Break
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£ HE (4£8) Agenda (cont.)

Session II: 3£ : NMHIBEEA / B ¥E Focus topic: Chewable Gels / Gummies

11:00-11:30

USP ¥ F - MHIGEERL / ZBE USP Perspectives on Chewable Gels / Gummies
Nandakumara Sarma i+, XEAAZRASKFZMIIERIZFFAD L
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

Session lll: }&: #&EW Focus topic: Probiotics

11:30-12:00

US FDA #1£ - SE4EY  FDA Perspectives - Live Microbials

Haijing Hu 8+, XERSARKESERERWI T ENAEEZMRITLLK
Dr. Haijing Hu, Branch Chief, Regulations Implementation Branch, ODSP, US FDA
12:00-12:30

USP 28 £ E 4 USP Standards for Probiotics
Nandakumara Sarma 1+, XEAAZASKFZMIIRERIEFFAED K
Dr. Nandakumara Sarma, Director, Dietary Supplement Standards, Science-DS & Herbal Meds, USP

12:30 %45iE Closing Remarks

12:30 4F# Lunch

S Location:

EEFEKEERE (EERTHHEXERITIMNKHE 26 5)
Hotel New Otani Chang Fu Gong
Address: 26 Jianguomenwai Street, Chaoyang District, Beijing 100022, China

E MEEEII, F1TA 370 KELEE
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B5% Fee: ARTI5055/ A RMB 950/person
I BEEEFE, ZREHMEFEABIE. Including fees of attending, coffee break and lunch only.

REZ R Register Procedures:

1

ELIREB: USP £ SYITES www.usp-edu.org, R&/EFHEHIEH: 202498 2H
Make online registration and payment by Sep. 2,2024.

USP-China AR TUXEKM: USP-China account (RMB)

WK Beneficiary: EZABIVEMARARS (L&) ARAS
K5 Account No.: 6841 12464 120

$R47 Bank: XERTARAS LEDTT

RENBRI: AZERNE- FF RS HHE0H (RLREMNIFHERERE) | 55—
REBFREZSHMHE.

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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