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Day!1 (7/9)

Time Topic

Welcome to Observers and Introductions and adoption
11:45-12:00 PM
of agenda

12:00-12:30 PM | Discussion about the Stakeholder session

1:15-1:45 PM | Governance update

Integrated Strategies for Safety Assessments of
1:45-2:00 PM Cosmetic Ingredients Joint Work Group JWG)

Cosmetic Product Preservation 11 JWG

2:00-2:30 PM | Allergens III WG

2:30-3:00 PM Communications

3:00-3:30 PM Microbiome JWG

3:30-3:45 PM International Standards JWG

3:45-4:00 PM | Preview of July 10, 2019 agenda and closing remarks




Day?2 (7/10)

Time Topic
8:30 - 8:45 AM | Welcoming remarks and opening statements
8:45 - 9:15 AM | Introductions
9:15 - 9:00 AM | Updates from Korea
9:30 - 9:30 AM | Updates from Taiwan
9:45 - 10:00 AM | Updates from Thailand
Cosmetic Product Preservation II Joint Working
10:00 - 10:30 AM
Group JWGQG)
10:45 - 11:15 AM | Allergens I JWG

11:15 - 11:30 AM

Integrated Strategies for Safety Assessments of

Cosmetic Ingredients JWG

11:30 - 11:45 AM

International Standards JWG

10:45 - 11:15 AM

Allergens [II JWG

11:15 - 11:30 AM

Integrated Strategies for Safety Assessments of

Cosmetic Ingredients JWG

11:30 - 11:45 PM | International Standards JWG
1:30 - 1:45 PM | Microbiome JWG
1:45 - 2:15PM | Communications
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2:15 - 2:30 PM | Governance: Transition process

2:30 - 2:45PM | Moving forward to ICCR-14

2:45 - 3:00 PM | Review of Meeting Outcomes

3:00 - 3:15PM | Closing Remarks

3:30 - 3:40 PM | Welcoming remarks and introductions

3:40 - 3:50 PM | Presentation by Rob Stewart Sharkwater Foundation
3:50 - 4:00 PM | Presentation by Humane Society International

4:00 - 4:10 PM | Closing remarks




Day3 (7/11)

Time Topic
9:00 - 9:15 AM | Welcome and Overview of the agenda
9:15 - 10:00 AM | Review ICCR-13 Action Items
Inventory of validated Alternatives to Animal Testing
10:00 - 10:15 AM | applicable for cosmetic products and their ingredients
1n all ICCR Regions
10:15 - 10:30 AM | ICCR- 14 Planning
Consolidated table for export certificates (Observers
10:45 - 11:00 AM
Regulators)
11:00 - 11:45 AM | Feedback from Observers and Roundtable

11:45 - 12:00 AM

Closing remarks
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B> S BTN T AR RIS AR R B AL AT 22 214 - ICCR B2~ 2018
FEE N —E (L (Next Generation Risk Assessment, NGRA)
Z 9 HEFRIAIT
(—)EERG H AR Ry A2 2 B 5F i (The overall goal is a human
safety risk assessment)
(T RFE 2 BEEGE 2 B85 (The assessment is exposure led)
(=) e DUMEESE By R (The assessment is hypothesis driven)
(PP F B 125 (The assessment is designed to prevent harm)
(715 47 2 8132 (XA (Using a tiered and iterative approach)
() E A (S BT & 3% (Following an appropriate appraisal of
all existing information)
(O 5 H AR 57A I 5ME (Using robust and relevant
methods and strategies)
(JOrHE 7 AR A I H BARERC#%(The logic of the approach

should be transparently and explicitly documented)
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PO FES T AT E MR SRR T THE 2 EC % (Sources of uncertainty

should be characterized and documented)

/ How the risk assessment should be conducted \ﬂioal of risk assessmenﬁ

Human relevant
Following an TR RO Using robust
appropriate 8 4 and relevant

appraisal of existing iterative ethoaoand Hypothesis driven
information approach
approaches Designed to

prevent harm

Exposure-led

Transparent and explicit about logic of overall approach

Identifying and characterizing sources of uncertainty

How the risk assessment should be documented
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[BRIP2 A2 45 4H 4% (International Organization for Standardization,
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OECD &A1 2 FRyEE (B A0 T
o OECD TG 442C; In Chemico Skin Sensitisation: Direct Peptide
Reactivity Assay (DPRA)
o OECD TG 442D: In Vitro Skin Sensitisation: ARE-Nif2 Luciferase
Test Method
o OECD TG 442E: In Vitro Skin Sensitisation assays addressing the
Key Event on activation of dendritic cells on the Adverse Outcome
Pathway for Skin Sensitisation
PRI b AU (a7 TR (R MR m BE — AR L
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KeyEvent3 ( TG442E

Chemical Structure | [
& Properties L
Dendritic cells (DCs)
|nelwim d
Key Event 4
md surface m T-cell proliferation

Mt KeyEvent1 o (EMhiainsies ) o) Adverse
W Outcome
A | B

‘ bl ) Key Event 2 SR ’ %

‘ Keratinocyte responses ‘ ' m&

Electraphilic
5 | e mm]
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	壹、 目的
	國際化粧品法規合作會議(International Cooperation on Cosmetics Regulation, ICCR)成立於2007年，為國際間化粧品主管機關及產業界共同組成之自願性組織，致力於國際間之化粧品法規調和，由各國化粧品法規人員一同討論國際間化粧品法規趨勢及分享實務管理經驗，並因應全球化市場發展及法規協和化趨勢與新興化粧品管理等議題，持續精進化粧品管理法規，期能減少國際間化粧品管理法規之技術性貿易障礙，保護消費者使用安全兼顧產業發展。
	目前ICCR指導委員會(Steering Committee)正式會員有美國食品藥物管理局(USFDA)、歐盟成長總署(DG GROWTH)、日本厚生勞動省(MHLW)、加拿大衛生部(HEALTH CANADA)、巴西國家衛生監督局(ANVISA)等，由會員國輪流擔任每屆主席，成立秘書處召開工作小組電話會議、官方暨產業電話會議及年度會議等相關活動。
	自2016年起，本署已連續參加 ICCR-10、ICCR-11、ICCR-12共三屆會議，並加入其關注議題之工作小組，持續進行國際間化粧品法規及政策交流，亦爭取未來轉為 ICCR會議正式會員。此次本署積極向本屆主辦單位加拿大衛生部提出申請擔任第十三屆ICCR會議之觀察員，再次獲邀以觀察員身分參與ICCR-13會議。本屆觀察員有本署(Taiwan FDA)、南韓食品藥物安全部(MFDS)、哥倫比亞食品藥物管理局(INVIMA)、以色列衛生部(Israeli MOH)、泰國食品藥物管理局(Thai F...
	因應全球化市場發展及法規協和化趨勢，本署積極推動化粧品衛生安全管理法，為使化粧品業者因應調整外包裝作業，除化粧品應標示事項相關規定自110年7月1日施行外，其餘由行政院核定自108年7月1日施行，將促使我國化粧品管理邁入新紀元，透過法規協和降低我國化粧品產業面對國際市場之法規障礙，提升我國化粧品產業之國際競爭力。
	未來我國一般非藥用牙膏及漱口水將納入化粧品管理，可更保障消費者使用安全，後續須依衛生福利部公告之期程，業者須於上市前完成產品登錄、建立產品資訊檔案(PIF)，另製造場所須符合優良製造準則(GMP)，以取代特定用途化粧品查驗登記制度，將可加快產品上市速度，提供消費者線上查詢產品資訊，加強化粧品之安全性管理，及確保穩定生產優質化粧品，建構更具安全性及品質優質之化粧品使用環境。
	ICCR 第十三屆會議(ICCR-13)於2019年7月9日至7月11日於加拿大蒙特婁舉辦，本次會議主要議題為各國化粧品管理法規更新情形，以及各工作小組報告安全性評估、防腐劑、公眾溝通、微生物群、過敏原、國際標準等工作議題之最新進展與未來工作規劃，並邀請Rob Stewart Sharkwater Foundation、Humane Society Internatioal二個動物保護團體分別就減少使用角鯊烯與角鯊烷，禁止以動物執行化粧品安全評估測試等議題進行報告。出席ICCR會議有助於本署掌握國...
	貳、 行程與內容紀要
	參、 會議內容摘要
	肆、 心得與建議

