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*F%E' (200-300 )

[P 2 PN RER S 3 S Bl E*Ff@% Fﬁ#[%ﬁ(Personal Care products council ,
PCPC)= &£l 72011 | ﬂflf ’{ Eﬁ%@ %lﬁﬁ, 2100 Cosmetic Science Symposium &
Expo s » I'| el BRTE] (™ RE L PR POI == - 2R uce g i -
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(HEfy GMP > BTE] 2013 & POzt (HE P EReERi ol > PO TR RS L A28 4
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Personal Care Products Council ( PCPC, it Cosmetics, Toiletry and
Fragrance Association) RLSCE[Y T (i * BB il 26 67 o - AR HHCAT PHE £ 2
RIBIF [ T S 2 o *%F‘FE“ o B RLSCBURLSSE B 2 6 F
FUZERAIAE RS, @ FY A WG 600 5 » W BUR] ~ BERH - pEEST TS 2
FY@ o™ (I RIe S o ORERL o33 ) CIR ~ RIFEEER jha =~ 224 -
5~ BRIV~ O PHIRSTEER RIS B AR RS
BEERIRS o 0 RERL VT F RSB R i R
RISFREPRI sl Rte] (PR MR EEs5E - 22055 250 © PRt J
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10 £] 26 ! éfgpﬁp@jrpﬂ%ﬁ%ﬁ(Quality Assurance Workshop)

10 £| 27 ! éfﬁpw?[‘gkﬁél ]’E‘[ﬁj‘rﬁ’ﬁlﬂ’? Safety Assessment Workshop)

10 F| 28 F 1 -1 (B [ f*%‘}}fﬁ[!, ‘7’}’[{1%]‘@(European Issues Affecting
Cosmetic Ingredients Workshop)
(EFfCI, The European Federation for Cosmetic
Ingredients)

10 F]28 [T [EAEGEE i 1)
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) PEF[’E’WJ%—‘PLF«]‘ rF’?(Quality Assurance Workshop)

10/26 K JFL[
[ el
8:30  |Opening Remarks
(Speaker: Halyna Breslawec PhD.EVP,Science Personal Care Product
Council)
8:45  |How to influence Management on the Importance of GMPs
(Speaker: John Availlanet Cerulean Associate LLC)
9:40  |Audit Readiness
(Speaker: Khurshed Kutky, QMI-SAI Global)
10:20 |Break (5¢[Féy)
10:50 |GMPsin theIEU and the Concept of Harmonized Standards
(Speaker: Manuela Coroma, COLIPA)
11:10 |FDA update
(Speaker: Karyn Campbell, FDA)
12:00 |Lunch
13:00 |Quality Metrics
(Speaker: Harry Koharcheck, Aveda Corporation)
13:40 |Supply Chain Oversight
(Speaker: Al Kentrup, RX-360)
14:20 |Break
14:50 |Cleaning & Sanitization
(Speaker: David Coker, Alfa Laval)
15:30 |Cleaning Validation
(Speaker: Bill Hall, ph D., Hall and Association)
16:10 |Roundtable Discussion
16:30 |Closing Remarks




(=) &= EEEEI I'F‘[’ﬁl—rﬁ]‘ T?f (Safety Assessment Workshop)

10/27 & JFLI

[ il

8:30  [Wellcome and introduction
(Speaker: Dr. Linda Loretz, Personal Care Product Council )

8:45 RISK 21 Project and Future Directions in Toxicology Risk Assessment
(Speaker: Dr, Tim Pastoor Syngenta Crop Protection, Chair, RISK 21
Project)

9:40  |Endocrine Disruption: Historical Perspectives and impact on the future
of Toxicology Testing
(Speaker: Dr. Sue Marty. The Dow Chemical Company)

10:20 |Break(5¢[r¢7)

10:50 |The EU Coslmetics Regulation-Product Information File Guidelines
(Speaker: Manuela Coroama, Colipa)

11:10 |Cosmetovigilance in the EU: Compliance and Best Practices
(Speaker: Christelle Guyomard, Siricle-IRIS)

12:00 |Lunch

13:00 |International Developments in Nanomaterial Regulation and Testing
(Speaker: Shaun Clancy, Evonik Degussa Corporation)

13:40 |Safety Assessment of Cosmetics in China
(Speaker: Dr. Shaoying Zhou, Procter & Gamble)

14:20 |Break

14:50 |Exposure Assessment for Personal Care Products
(Speaker: Dr. Michael Jayjock, The LifeLine Group)

15:30 |Safety Assessment Within Green Chemistry Initiatives
(Speaker: Dr.Thomas Osimitz, Science Strategies)

16:10 |Roundtable Discussion

16:30 |Closing Remarks




(E)EEA | “’%Fﬁ[![ ‘;’Yﬁl—rﬁﬁj‘ﬁ European Issues Affecting Cosmetic Ingredients

(EFfCI) Program

10/28 K JF'\[
S5
8:30  [Wellcome and introduction
(Speaker: Jay Ansell, US Council & Giacomo Santus, EFfCI )
8:45 |Convention on Biodiversity: International Treaty and the Nagoya
Protocal on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization
(Speaker: Patricia Wu)
9:15  |European Issues Affecting Cosmetic Ingredients
Cosmetic Recast: Guideline on Claims
(Speaker: Silivia Boracchi, Chair EFfCI Regulatory Affairs and Product
safety (RAPS) Working Group)
10:15 |Break
10:45 |ICCR
(Speaker: Jay Ansell, US Council & Giacomo Santus, EFfCI)
11:15 [Open Q & A
(Speakers Panel: Tonya Kemp US Council Moderator)
11:45 |Closing Remarks




- RIS FTJ‘rs’?(QuaIityAssurance Workshop)

2111 5| 26 Elﬁ@ﬁgx@ﬁm ol 1 it GMP R > S [FE GMP £
FUREE AR > 2 Elf%’ﬁ} GMP izt » E' HPHE T 1SO AR, = > 1™ *ﬁ#
?i%'[j‘ﬁ? ["‘fﬁ(lCCR) }HW\“;I'KU‘YGMP Y F—TF’} ISO 22716 12¥E » %
?}.@ﬁnl‘?[“ﬁﬂn& Q”%‘JIP%EEFU_«%EU il |1 1SO 22716 [“FEfif GMP AR
P PJ“’F&‘ ; cu?mf[{ 43 ﬁ%ﬁg‘ 1 (Qulity System Audit) ~ 57 ="1f| =, (Cleaniing and
Sanitizing) ~ FW@E}W(CIeamng Valldatlon)bﬁ:'FF[} I éﬁ(Supply Chains)= Z
[IEZ2EE ﬁif [T HRLAH SRRV PSS GMP IR IR bh- (i
= ‘*‘%E[,’JEJIE«EEJEWF 5 GMP gl@f F i 8055 GMP (LT M| %I;H&*y(certlfled)
F‘* R PR T AR i‘mﬁfﬁ GMP fdp 0 TIEWS 1SO 1% 5 2013 & 7 £
11 F R (R W T GMP — ERLEIRT 7 1SO 22716 GMP £ « ') ™ fi]
R
(- )GMP ‘ﬁﬂ‘ f:“ﬁﬁ (Audit Readiness)
fi 31150 22716 S I Wb A il T FTHE G R -
SR RAERD S S A TR éﬁ%#’i TE T TR
@E[ﬁfﬁu . PJﬁB’%ﬁl MR FERIF -
= )\]%‘[‘f%”lj’fié}k’;(CIeaning Validation)
B GMP 2R o1 (3l GMP/CGMP 53 » G5 2010 & FDA SLLIEF (57
50%]" | ﬁ?/ﬁﬁ”ﬁ@”ﬁ o Bl R K = E‘%%F}JEE » BbIF= FDA 7 2011
] F *L;@?ﬂw W?&ﬁeﬁﬁpd[ %J%E%ﬁ(Process design) > gﬁgﬁ T (Process
qualification) » i 7g1 &] A4 k& 57 (Continued process verification)(From FDA,
Guidance for Industry: Process Validation: General Principles and Practices) > f liﬁﬂf
FIF PRI B (PRI - i
AR (A = 2. b . i AT S LR ™ % i 53
30 mﬁ%mub TR [ 57 + 4.7 (5 5L SO
Fi AL -



(=) FDA P LI (FDA update)
SB[ FEFRGMPS 45 [ SRELFUBTIE, [~ BE ) [l F§ RLOTCHE it o 55 25
(b i+ PR AL T E SR ~ TSR ~ (Y FIBLR ~ P RN P SR R
JB‘:”%FF,#, ’ El’?"}%?%' ] F]ﬁﬁ FUGMP o [N =S IFDA [ 2 Ji 5 L5 Y GMP
ﬁﬁ"ﬁ%@ﬁ FIGMP > Frl] ¢ g §F;%f’p“g}fsr(val|dat|on)ﬂwF&Esl (steririzatioin)="
S o S BIFDA[" ﬂfﬁl AIGMPY i%ﬁ!GMP V Quality by Design(QbD)f& 1 >
&ﬁ#[@,l )~ KETF&;[JE%FE#I 1w lifecycle > ;mf;}%:ﬁ#[@%@* e & (process
validation: general practices and principle, Jan,2011) » 7 &) [[a@;llﬁlﬁﬁg i ez FE
A FF[[,EJFF#T@’FO =41 HFF#GMPE B VREE S A ETELGood Manufacturing
Practice (GMP) Guidline / Inspection checklist (http://www.fda.gov
/Cosmetics/GuidanceComplianceRegulatoryInformation/GoodManufacturingPracti
ceGMPGuidelinesInspectionChecklist/default.ntm) - %f& Fﬁpﬁﬁﬁ‘; RHEY
FUH ¢ Aduterated- @%FFH p‘ SEE —Fﬂ’?‘ym ] JHMisbranded-@'Fﬁ#[Wi?@?73"1‘45
R 2 5eRH  FDAY AT %EF'F [ e L SO PR R i
LA = S

1. Hair smoothing solution-f&2 =1 Z{aEL

Eyelash/eyebrow solution- ;h T SETR S (S f' EELE'J%FE#[’?%}

wrinkle cream—ﬁ"é B E S

Children hair relaxer kit-1&+1- £hshampoo

Baby wipes- £ ¥ 2

eye shadow-f{E | P T R S o)

Bath and shower gel- il IR PO R R

RSB [ HERNUS R IS L) T 7 Pl -

(P4 [ GMP fﬁﬂ@ 1 wF | [ 27 (GMPs in the EU and the Concept of Harmonized

Standards)

e I N VR

.rﬂ@iﬁ%"l (The Cosmetics Directive 76/768/EEC)57 7.1 f% %,E;LP FL‘
(content of Product Informatlon)jf"ﬁ' ’ é‘;ﬁ@lﬁ%iiﬁ fl I F' GMP » i Eﬁ ]
Z 2013 F 75|10 }! » élﬁhﬁgﬁ ﬁ\]ﬁ\Fp? FE2020F 7T F[ 11 flko

2. B 1 (The Cosmetics Regulation 1223/2009) 27 8 57 ?F[Ll' %ﬂiﬁ[’“‘
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FELE iR i GMP 7 GMP for==fas £ [ “fiERL 1SO 22716,
2007 -

3.5711.2 &k Pﬁ[}[?{@ﬁi‘iﬂi’[ Fk(content of the product information file PIF)’fi5
ﬁﬁﬁ GMP U i 3055 i U] 2013 & 7 7] 10 F I F I i o
F[ 7R 12 GMP %2013 FTEILPIN ) §F1ﬁ‘[J fﬁﬁ[ I—JF[ I1ISO 22716
IS o

A. VR E BRI P GMP 2 RS R T e E R D g
W55 R kL DES A g PIFRR IS EE T GMP Y f -

SURBRPTE ) PIF S35 135 [T GMP #FAGEI (i -

(DR i GMP RLEi 1% (Compliance is mandatory)

(24 GMP £ F EEE: (Choice of GMP voluntary)

©NN %TEA%F [#=5 (Certification not required)

(4)Ffﬁ CEN 22716:2007 (Compliance is presumed if CEN 22716:2007 is

IZI

applied-but may still need to be demonstrated)
(5) [—JF[“B?“ ANENES ﬁ:z”*b =t (Complance can also be demonstrated in
other ways, e.g. via a reference to industry-recognised standards and codes)
(6) [ 1 7R ﬁ“f, GMP Elfjﬁfr"éjffglréfﬂ/ (4 (Authorities may ask for full cosmetic

GMP documentation, in addition to the statement of compliance)
(GOERE: %%?(Supply Chain Oversight)

PR b3k = R B S - PP S i 100~ g=d o 1)
heparin F5 3-8 i o = 1e [E S BUR R4 i [mﬁ?ﬂ@blﬁ SEIES
= ﬁL IRE - 7B ',F|E,I£_E,I;f g2 Fﬁ}[puﬁ =R thlﬂﬁﬁﬁﬁjﬂ ﬁ::_w—'?‘y
IR+ Gg ok b PR » e SO % ot B
%éﬁwﬁwﬁﬁi,ﬁw ,bﬁﬁﬁWmﬂééb@@’Ufaﬁ%‘
ﬁ“%ﬁ = 4 J@ﬁiif?ﬁ#l[ﬂr‘g%jj Lf{&?F%' = fF[ijJF]:’{[I:HV‘E:,ETEc[J A[ —I\]E[jigi
R

LFUE[$7T (Raw materials) 2.[‘Jﬁ[§§3iﬁ(lnternal manufacturing) - 3.%%{@3?’7
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(External Manufacturing) - 4.i£‘“_fﬁﬁ(Transportation) J S.F’Tﬁ[(Warehousing) ' 6.
e [Fzﬂ ph %= (Customer/Trading partner) - 7.f{| % (Marketplace) > 8.if§% ¥
(Consumer) °

SCBFEHEA R I 1S0 22716 GMP 178! » BTN 229 i 1
TR e o = SR P B R T GMP [ ER T -
A

- = ‘[EEF’J 'ﬁ'ﬁﬁ (Safety Assessment Workshop)
ZOL 27 P R fﬁ[’ﬁnﬁff’rf fol i il Lt Pk 2 o fif ey
K PIF O ORI i o PP 12 R e O R
i PRI e 7 S BT [y - (P9 S R PR RSO A e
T8 U R e B i 8 ﬁ;“?, AN ﬁml rH H]Jﬁ;’ﬁﬂ [EaN L
e A iﬂua%@*%?ﬁﬂ (bR E Rl o G PG e st 5 P Y
IR P PIRE IR o P BRI R i R

(—) E f“‘ﬁﬁ#,?ﬁktﬁé‘gfﬁ#@}?ﬂ@’ PIF fﬁﬂl(The EU Cosmetics Regulation-Product

Information File Guidelines)

LCHA e il VIR PIF 5 2018 Stk sl 4720 0 A o = o i
E

1% | PIF(Cosmetics Directive) #ri PIF(Cosmetics Regulation)

11



L~ 4HEE T LI e

2 MBI 2.% ﬁ#[?*ngi‘f”lﬁ

.S FIFVET I i GMP
A4S TR i = W
(CPSR, Annex 1)

2.PIF (O [RRLYISKCH 12 e WL ORRS T 4 GTRSRAIENN A# f < 7 2013
T E] AL F R O (5 et s RO T B IR ER E 5 10
PIF 2 I E) - PP IA RE AR )
()3 if ¢ (Product description)
(2){“FEfify% it 4 = ¥ (Cosmetic Product Safety Report, CPSR)

3k FF# i J%@“‘J A P | 5] 77 GMP(Method of manufacture and statement of

compliance with GMP)
(4)FR RBP4 (Proof of the effect claimed)
(O)grPadFEige | 1] (Data on animal testing)
3.PIF ﬁ’l' Ng:? Fﬁh TrFI R B | ;{:ﬁ[}[@ Fﬁw = [H I(Cosmetic Product

Safety Report, CPSR) > 53 5T A | ﬂﬁ#@% Pﬁ[lre}?*b STB | *’fpﬂhﬁ% Fﬁﬁlﬁ lﬁ[[ﬂﬁf 7
IV A~ BT DHEH R S
STA RIS ¢

((H); 2 Fﬁ‘l 7Y 55 P EE Rl Qualitative/quantitative composition of the product

)% Fﬁ[}[flf’dil f “?ﬁlﬂj 14==4 % Phsical/Chemical characteristics and stability

()= ?Jfﬁ#ﬂﬁﬁﬁﬂ Microbiological quality

12



(4)@%@@%5'?0 . %ﬁﬁ‘[ K e ZEFPR] Impurities, trace, informationabout the
packaging material
(5)% ﬁp}ﬁfj‘fﬁl F PR Normal and reasonably foreseeable conditions of use
(G)ng fﬁ@% Fﬁ#IElfJE%i:ﬁjgﬁdi' Exposure to the cosmetic product
(M) Fﬁpﬂ??ﬁgﬁ[ffé | %’#"J@T Exposure to the substances contained in the product
(8)=; 1*: {=" [#4W7 Toxicological profile of substances
(9)%%}3 j\ﬂi =5 | Undesirable effects and serious undesirable effects
(10)i% Fﬁ#@ﬁe‘[ Information on the cosmetic product
7y B -
Q) = FEI ['ﬁ,%’%ﬁﬁ Assessment conclusions
()= = AT [ # ]  Labelled warning and instructions for use
(3)FLHHFUX Reasoning
@F = FEI [’F‘, MR [ Assessor’s credentials and approval

(Z )7 A Prn=s 3 K B ek 41 Nanomaterials and Nanotechnology- Regulatory
update
L F PP R S oA
D)z-F #’ﬂﬁ’#j [EFNIE ”:Fﬁ"l‘gir(Hazards of nanomaterials-intrinsic properties)
()Ea Jﬁgpfjﬁ?:%g[’%ﬁ@ersonal Exposures-Are nanometerials free or are they
bound in matrix)
(3)§¢Eﬁi§‘¢lfw?&:%§['%%‘(Environmental exposure-can nanometerials get into the
environment ? what can happy ? what does happy 7 )
(4) N 5Hpy E‘I’ &L (Communication to the public-what are the best ways to
communicate with the general public information about nanomaterals ?)

2'§¢%3J%@fi S [E%ﬁgﬁ% K M :
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(D‘H{iﬁﬁ’ﬂ [ K #2843 > 41 Clemson, ONAMINIST,ISO %

Q)R =k pu 1% 91 OECD

(3) R T (R o e PO RS e [

(4) 35 e BN MIJTE@[% B E’*é'?j[ﬁﬁﬂi P NIOSH,NIST,ILSI =~

(5)7 K E#:-1-100 nm I'] = £ 5 “?ﬁ%‘ﬁ eI E (aggregates)siiiii(agglomerates)

HATYE
3. BIEERE A
(V)R | “‘ﬂ#,fﬁ ?J (EU Cosmetics Directive)
(2)=_[s EPASNUR’s for CNT’s
(3)"JLI§4\LIﬁjﬂi‘—;§—?%{<f}*’J@T§f‘F’,E}l%g%%?%%f%'*'} 1-100 nm K 3K ik EE
EXSE e
(AP o
(O)EC il s - JRETEEE TR ELRE
45 B f ORI
(L) F T e faa i i (FARF IR sy - 5= PR TR RL S
@71 :%hfh *ﬁﬂ}{ﬁr}iiﬂl ﬁ"f IR ErprfsT-
(3)F! IJ%[%E‘ o, B LS . ik A ] ﬁﬁ%%éﬂ@ﬁ VA E s R
R A APR @) 3 = I FRZER K iR AR o 26 fzﬂirﬁ%“’l
() St PRI L = TR g
e

(6)7 A ARl 'ﬁffwﬁ' & (rEE AN

(7)FDA S5 7 & [ Jﬁli ELE'IJ’E VAT il 7 PR

5. B 5 7[~pjﬁtﬁ£

(LW DR 5 A Poemm) S (=559 » REACH 41| R SFEFUTCRIR
VR SHRTE v IR AT ﬂﬁ WIS -

(2)EC ™.V sccp }%ké‘tl“f”ﬁﬁfl:"ﬁz’léﬁpﬁ[ﬁ:ﬁ,%fﬁmuﬁHi’?ﬁl@’i%ﬁ% R
P 2 IR TR 2 -

(3) ] 2013 F [k | [%¢ﬁ$?aﬁ$ﬁ:3'»?¢§§ FLATES ) T D
“ﬁ‘g Sl TS 1= 100 nm fE o SR ?Fk i#’iﬁ%@lﬁrb’ S{LQJ SIS
£ (nanomaterial means an insoluble or biopersistant and intentionally
manufactured material with one or more external dimensions, or an internal

structure, on the scale from 1 to 100 nm)
14



(4)ﬁ ﬁ4 FAPRLL RER & R > BT HE0E B (notification)

PR
Ao PRRIEORI > 837 (5 £7BIUPAC) 1 1 Pt FE

>
> BRI W] P
> Fk i e B M@%ﬂ@r@ VT -
> —‘7{~ffﬁ~]gu§ [ -

> S (BRI F AR S g -
> (PERTRL R -

(=) WA U EEF AR 5% Cosmetovigilance in the EU: Compliance and
Best Practices
18 ij, -1 (Directive 76/768/EEC) * 1+ #/(Regulation EC 1223/2009)4 t-f!
ot PIF SR 88 U v i o
2. J R 1 AL R E | ’f?iﬁ‘éfl’}—iﬁ'*@ﬁ"(?’ff‘lﬂ%ﬁ': ) B = B
SIS ’iﬁ‘ﬁé[ﬁ?{ﬁ@lﬂli Fﬁﬁfllﬁ‘ﬁ']}lﬁﬁ%ﬂﬁcl’—iﬂﬁ_?ﬂ%ﬁﬁﬁw HresE
2 E i e B (T 3 E R S
(ffp=) > = (=1 20 w.‘%’ziﬁ]i@f‘ﬁjé L GIIDE
3.2010 3P T R A By T U TR A BT ) 13% 0 = fLRLUFHIELE: §f, -
MR 92%5“%4&"?,&@( SR H Y 6% -
(PH) Flifssi—[eE [’“‘%Fﬁ[{,k = Al Cosmetics Safety Requirements in China
1-F I@“*@Wl’“‘%ﬁ %IE’—EWFE'FTJ%WF ﬁfﬁhﬁ—?%@ w (SFDA) ~ [
TR iR B (AQSIQ)™ ﬁpﬁ Hb (SAIC)  SFDAZ RI% i &
f ﬁﬁ,rﬁﬁfé TR [ R R TR R (R R AR
PSR P IR 7] - AR B (R o 1
DGELIEPVRAET B (MR R FTM RS **E{L (55 PIEIRE 6
FEYERT (=0 AQSIQZ 17 [ESBI]) 8 WAt | fhfp TV
> SAICEL I & (P ,Ed?[l*%i'
2.1 [l 73 K278+ ZERFRE ) (RGOS ~ T ~ BJRE SR
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DRI RN E RO T 0 e B ST SO FREL
B2 IS o = ol EEHCEIEY] > JR RS 00 R A - T 23S
PRV ﬁtﬂ il ajm%g ﬁ:lﬁlﬁ;h T (T2 N P 3 TR ﬁjﬁ;
HIERERFIF i PRt 2 TR rﬁ'ﬁ@ﬂ AL EE Iy £
“,1[__’ °

3. l@«'*@ﬁ@*lﬁﬁw%f‘ﬁﬁ@iﬁ%ﬁ‘ > TR el ] B 5
FIsgiiF o BIPSKILY 14-DioxancTRFTE! - 8153l 7 iAfi(Asbestos) + A,
[ ﬁﬁﬁiﬁf FITFIRESS s = o B g wﬁﬁﬁkﬁﬂﬁ'ﬁ%@@%ﬁ H
RILRL IR I RURIS U | o

4.5%%;9?5%} R |91 S (5 S5 PIETE1w FBSBE D I R/ 2004

JHJINCI:c'EV HELEY ST 0 2004F '] i H e 5T -
S35y ST AL FLE J%%%N%'?[‘%%E@%f/ﬂﬁﬁii oo e

N il ['%*%FFI#[F‘} j}’ﬁﬁﬁjﬁ European Issues Affecting Cosmetic
Ingredients (EFfCI) Program

(- )[ﬁ;’x‘ﬂFHé’ﬁgk#Epr?{[f[ @’*ﬁ%—'ﬁ—_’(Cosmetic Recast: Guideline on Claims-guidelines
on Annex | and product claims)

LB BT 4 2013 55 R - SREVR T SRS IO [ 3T (R RpE
PR A S S 2 R ,E}’EBJ:TW]‘ (A 3 Iﬁ FF(EFFCI) 15 L#hR
f’rfﬂg (B R~ Sfrff FIFAE %#‘*ﬁ@ﬁﬁﬁifﬁﬂ ltipilﬂﬁlﬂ?ﬂ“ » EL kA

Hpges F}Fﬁ} = 7 (B 32 (Working Group for Regulatory Affairs & Product
Safety(RAPS)) i< GMP ~ 2,7 ~ %2 ~ Ji#r#3E » REACH I %
2.?3?, PO ETRL G E 2013 PR I[OR i 2 PIF H[@%E&ﬁﬂﬁ s A
> ANNEX1 HI » EREE 2013 = HiHg > BFICT =I%° 2011 & 11 F—Jﬁjuzi_"f?ﬁlf,ﬁr
FEAEN R SRR IR 2012 52 F 2
3T R R f,*t?af,pxi 6 T ’ELEJ[J :
(1)Legal compliance

(2)Truthfulness
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(3)Evidence support
(4)Honesty
(5)Fairness
(6)Allow informed decisions
APIIHFfHIE T free of y 4 INGEL ek ORI ) A
(& YR I ER P F‘ SRS 5 (Impact on the animal test and marketing bans)
L AU P B FIFRE (Animal Welfare) o1 SR8 Ee - JCEE [ PEf L1
ﬁﬁ”ﬁﬁﬁﬁﬂ}ﬁ¢ﬁTﬁW$U&ﬁ IHE PP IRRER i % 552 2004
B9 F| 5 B L 2000 F 3 F] o M 2T HTFS A (M KD 2009 F 3 7]

577 PR EY 2013 3 K| o

2 GHFREE] AT LR E U EFICH PRRR T [ RIS T [y g
A folty 2013 & 20T G EER R PR AL RS o FI =
BT ERL B ol gsve B | RS B POt e

3.l R = Aot BERR Y TR T P mthee  F el
¥ o

(P4) =P IR (= PAICCR)

l'"‘*’ffﬁ[fdit Hl [E&'I@?ﬁ f‘ElfF’ﬁg:%;(ICCR » International Cooperation on Cosmetic
Regulation) » 7§ 2007 = 8 *| F'ﬁjt[ﬁ%ﬁ%& ERY @,{Jtzﬁ B £ )1 68 A (Health
Canada) -~ [ [] (the Directorate of the European Commission in charge of
cosmetics) ~ FI 4 Fi & 5 E i (the Japan Ministry of Health, Labour and
Welfare) ~ % 3 FDA(US Food and Drug Administration) = f3fivpi £} £ ™ ﬁﬁ[ﬁj
FIL[ES«I[S;—F | [5(Cosmetics Harmonization & international cooperation (CHIC)) -

Tt 1999 Z[ 2000 =+ FREE)D - hfg P12 S e Py SR ¢ 3 0 JURIE Jﬁ]‘
I?ﬁ%ic’ﬁ ’E%E,Tﬁ,[‘p[fﬁﬁ% (£l 2001-2006 [t %?%%Tuﬁ%& £ 2007 = °F
AR Rt £ [RER AP BIR £ [S7(ICCR) » ICCR fomid
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= RLR 7 (e BT AL 2 (R (- RE 3 P 1 5 o TR
o T [eEpgr Wﬁ‘fﬁ fF [ P g A PR el S | (R TIPS B
OTC gt %Iﬁl = | 124 B Quasi-J {1 3E FF[[,EJE*%N@ S e e 3 o (= R
(Technical Working Group) ﬁ#ﬁéﬁwﬁkﬁgjﬁﬁ%j [E R ggg\ligfl ; ff%
iy FEREEL v > ICCR f§-2007 F = 2011 = ] » f =T (R if[?fﬁj TIZRHY

1. [HPERHIEE 3% Sun protection Methods
2. f&=. Labeling
3. “Hﬁp@ﬂ@@tﬁﬁ Good manufacturing practices(GMP)
4. %K $ 5 Nanotechnology
5. E{*J?JF 4120 Animal Alternatives
6. = ‘LF: FL' Lf# Safety assessment
7. ’72‘?}[@ 1% %= Trace Contaminants
8. %ﬂﬁ & %2 Expansion of ICCR-Stakeholders & new members
ICCR f B ol FLad A s
1. Good Manufacturing Practices (GMP)
(1) ICCR rg—&per?: GMP pv;gEI’[@i‘f%TEIﬁIEJmJiL [l 1452
(2) ICCR ¥£. GMP £27] 1SO 22716 ¥i % gg BT S Y P UBRLE 1Y
A o R [ o F R ALRLR P IS0 22716 e AR
F}—:gj_ I’ GMP tfl%’c?? ] ISO fZivs » |14 FEI?Jbr U A ﬁﬁﬁﬁ

SO &% > i@"ﬁ'[%?ﬁ VEE 4] i B (]| ISO ARYE o

2. Nanotechnology & Nanomaterials

(1) 5 4 ]'[ahggjpa (“‘)F%Pﬁ[}[%r[g’ﬁn(Canadian CTFA ~ @[} COLIPA ~ |14

JCIA ~ [ PCPC)%% - Nanotechnology ~ =] i
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(2) ICCR Joint Regulator-Industry Ad Hoc Nanotechnology #4111 ™ i&f’,:
a. FH FPIETRERS L i (to determine if a specific material is to be
considered a nanomaterial for regulatory purposed)
b. &K @’rﬁ % o A% H] 7 3% (Currently  available methods for
characterization of nanomaterials)
c. WAE HWE &-F 1-100 nm #F[E - -] I 7% (insolubility,
biopersistence, measurement of size in the realm of 1 to 100 nm in

final formulation)

() =l As 4 4T (B el A Poipvd = IfE“T[F‘,TJIZ[“(mltlated an Ad

Hoc Working Group on Safety Assessment on Nanomaterials)
3. Alternative Methods
ot ICATM s @*J‘T’*J:%Eé?ﬁ%}fﬂﬂiw J<(Alternative test methods)
4. Safety Assessment Principles
ICCR #+7 [= ]l e FTJJH”[“HFF E‘yni I—‘c*ﬂﬁ,ﬁu— A
(El
5. Trace Contaminants

alCCR Fo™ (= AEINY PRy F e f B s R P v R

(trace materials)

b. 7 ]”J%’gﬂgf’}]ﬁ*}hﬁ]‘ﬁﬁ lead ¥ 1,4-dioxane ;@Hﬁ%‘? BIpEE

6. Stakeholders Meeting

2011 * g 4 IF"’T RICUEE Er‘ﬁ 'JT;’WJ*“TE R H R
FF) 5 @ f $L#E - endocrine y}ﬁjﬁ?ﬁ R~ f ﬁfﬁhé‘ylﬁ% = EEI*J?J[%F,
(¢4 % = (Nanotechnology, endocrine disruptors, Cosmetic product safety,
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and Formation of alternatives to animal testing)

P~ @ﬁﬁ

EBLE*T{ PR BTN 0 5597 30 F Ry = o 2 R RCR T ~ Bt Pk
[~ il o3 A > L i R0 ATEERY e R S IR P A

JEARABL ST 2 o ELp[E £ 2T ] it AMA Laboratories ~ SGS Al
Intertek 7 F $i~ | *’fﬁlﬁ” * ‘ﬁ%ﬁ?’% FIE! EIJ?H (1) = MEHIEE (Safety
test) (2)[" ¥ SPF == PA ﬁ«%(B)ﬁJ (=85 ﬁlﬂ;;?ﬂa’?ﬁ—r |F‘,(Wr|nkle
Evaluation) ~ R/ g {354 % ] 28 (Moisturization/hydration) ~ < Jj %i@zfgfﬁ@r
FHIEE (Transepidermal Moisture Loss — TEML ) ~ wr—;‘ﬁg;%wgmu%
(Skin Moisturization by Electroconductivity) ~ A7 9 14 ] ¢ (Skin
Elasticity) - ﬁu&b’ﬁﬁﬁ" 73 i/WEJ F14EEZE (Anti Sebum Efficacy) - Fiﬁﬁiglﬁﬁ
75 11 (Sebometry Skin Lipids Analysis) ~ R 3 oA 1755 #7(Skin
Friction) « L1} F—ﬁigﬂjﬁ e ]’“‘%EFE#IF‘E} IHMIEE R fe Y Institute for In
Vitro Sciences (I1VS) » B = 7 ]’“‘ﬂﬁ#ﬁ[ﬁ‘éﬁ%ﬁﬁ RS > &
i

1.Eye irritation methods
2.Skin irritation methods
3.Skin Corrosion Methods
4.Phototoxicity Methods
5.Skin Penetration Methods
6.Systemic Toxicity Methods
7.Embryotoxicity Methods
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%fﬁg,%}? i CIR> B FDA 7 NTP- 1" i A (R 71595 £ T;‘ﬁ & SCCP
o B PSR 5T ORI 3 P R 2 8
RV 2 T E'*fji&[ﬁﬁ«'ﬂ:ﬁ‘mﬁﬁlﬁ.lﬂ ey 5T IR - PR
iR ALRE 2 IR R R PRI - AR A
BT PR 2 1 AR - B AL ISP wmﬁm@ﬁ
SR PIF > B il 0% 2 1 PRI RIS BT R
S o S et PIF PF{0RL - NEGE

~EYB TR (A GMP [l i B RSB Y N AR

il
CHE s {1REE GMP 3 2013 5 VBl GMP ERF 1558, 77
GMP > IRty =0 I | i e e > ] R ot 0 1
PHLY - (B2 wﬁ&rﬁ 1@%%@%@411 GMP F g frﬁl%%‘e‘ﬁﬁl » AEETEE A
PRI VR (LB GMP » $R 1SO A8 - 0 (11t S g
AL VR T BER U AR o 2R LD ]
BT PRI Ry ) AR BIE  FRRREL R GMP -
WHERTELY )RR £ 7 (AL BT I 300 RO sl - 5o i
U %~ i A IR L ERRTE T - FIRBI OEM W%k % - (1% |3
GMP BRI+ ¥ F1e |19 QC ARERTERS » (e fEAeet =i bl i il
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E@@H?W@GMPﬁ%@?%ﬁw&%$@%@ﬁaﬁﬁﬂﬁempﬁ’
P R (R 0 R -
= W BT L S B £ R R A
I 2000 % 11 F[HERTCI T R 32 IR £, R % ¥ 2012
Y25 A LA AR R A TG 6 R T R

P+ R R R ROE RV - TR WS R R
FERVRU =g -
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A description of the cosmet ic product

which enables the product information
file to be clearly attributed to the
cosmetic product

Cosmetic Product

Safety Report
(CPSR)

A description of the
method of manufacturing
and a statement on
compliance with good
manufacturing practice

Where justified by the
nature or the effect of the
cosmetic product, proof
of the effect claimed for
the cosmetic product

Data on any animal testing
performed by the manufacture,
his agents or suppliers, relating
to the development or safety
assessment of the cosmetic
product or its ingredients,
including any animal testing
performed to meet the
legislative or regulatory
regirements of third countries

Part A— Cosmetic Safety
Information

¢ Quantitative and Qualitative

composition of the product
« Physical / chemical
characteristics and

stability of the cosmetic product
 Microbiological quality
eImpurities, traces, information

about the packaging material
» Normal and reasonably
Foreseeable use

» Exposure to the cosmetic
product
 Exposure to the substance
* Toxicological profile of the
substance
« Undesirable effects and serious

undesirable effects )
* Information on the cosmetic

PartB — Cosmetic Product Safety
Assessment

« Assessment conclusion

« Labelled warning and
instructions of use

« Reasoning

« Assessor’s credential and

approval of Part B
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Toxicological Data Requirement for NCT Registration

Data Requirement Then Data Requirement Now
Nonestricive ﬂi’:’:‘;’rd ey | OO
. Retitive | Nonsestictve | "eoemt Wl rond | mw igner | MO
Toxicological Test | LleadTime | — ° - global use - approved by
ingredient | ingredient - additive | than 1000
history . global
(Gina o M authorit
global) Y
Au{tgoralanddermal 2 mon / y y |
toxidty tes The authority
ActeorRepeated |15 or 25 / q q / q review report
Dermal Irritation Test | mon and condlusion
Acute .E}‘E irritation/ 2 mon / J J J J are requirgd,
corrosion tegt and there isno
Skin sensitization test | 3 mon y { y J needto
J J Y y provide the
Sinphototortyand | rf';'iL oy | (T | ony eqied izn:f"e o rmeufor :'g*f'dl .
photosensitivtytest | ; for UV for UV d ; OXlologica
W aborent) | absorbent) | W uata.
absorbent) absorbent) | absorbent)
Gene mutationtest | 2~4 mon y Y {
Chromosome
dbemtiontes | > oomon | Y '
Sub-chronicoral and/or
demaltodatytes. |0 om0 | Y
Teratogenicity test | 6~3 mon {
Chronic toxicity /
carcinogenicity test Al Y
Toxicokinetics test {
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Safety Test Requirements for Imported Ordinary Cosmetics

Items Hair care Skin care Color cosmefic Nail | Fragrance
Product that may| Regular | Productthat [ Regular | Evearea | Lip [ care
easily confact eye product | mayeasily | product | product | area
contact eve product
Dermal Irritation fest V Y y
Acute eve irritation V y y
test
Multiple dermal Y Y Y Y \
irritation fest

+ applicable human clinical tests
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Safety Test Requirement for Special Use Cosmetics

Items Hair Hair | Depilator Breast Slimming | Deodora | Freckle | Sunscreen

grower | dye y beautifying product nt remover product
product

Acute eye irritation test | ¥ y

Dermal irritation test

Multiple dermal { { | | { {

irritation test

Skin sensitization test | { | { \ | | |

Skin phototoxicity test y | |

Salmonella V { | \

typhimurium/reverse
mutation assay

In Vitro chromosome y y y y
aberration test

Human skin patch test | { |

Safety evaluationof use | ¥ | { y
tests of cosmetics on
human body

Test in vivo of UV |
protection efficacy of
cosmetic sunscreens




B-  EFFCIAZ @58
Secretariat
Working Group Working Group Working Group Working Group Working Group Working Group
International Ingredients of Regulatory Affairs & Colorants Communication Ingredients
Regulations natural origin (INO) Product Safety Defence
(RAPS)
Working Group Susctgirrg%t;]ility/ Task Force
Toxicology Footprint hano
Working Group
GfOOd Analytica A
Manufacturing
. | REACH
Practices (GMP) el
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Global PMS process
Consumers, Health inthe EU

Professionals, Authorities...

Mail, Fax .
’ Inform the person responsible for / E-mail

placing the product on the market
elephone " (manufacturer, distributor) about a = Direct contact

health-related complaint

l

[ Undesirable event (alleged) ]

- |dentification of the cosmetic product(s)

Criteria requested to - |dentification of the notifier or consumer
confirm a case => - Description of the undesirable event
l - Date of onset (undesirable event)

Undesirable event (confirmed) ]

Actions Tools
Step 1. Data collection & analysis 1. Standard questionnaire (+/- medical data)
Step 2 : Assess the causality l 2. Decision tree

Causality assessments = VERY LIKELY / Other causality assessments
or LIKELY ()

Registration to the Product Information File To be kept
Information to the public (on request) May be reviewed (occurrence)
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Focus on SUES / Reporting procedure for SUES
received by RP or Distributor

[ Initial receipt }

20 calendar days

[ Report to local Comp. Authority }

Report mentions
« Initial » and «Final »
+ Causality assessment

Level of data is
complete

[ Report mentions ]

« |nitial »
Il"u\‘
!,f" ~. Yes Penort menti
~ eport mentions
_V,—f’ New, relevant ~~. Fp I
————— < : : « Final »
| . information -~ ,
~. - + Causality assessment
\\‘\. ..-*"H
-
No

Report mentions
« Follow Up » OR « Final »
+ Causalilty assessment

RIS

BRAND VIGILANCE

________
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Case study#1_Hair balsam

Symptoms

Itis important to note that a causality assessment can only
be performed if there is sufficient information on the case
history (in particular symptoms and chronology).

Symptoms are evocative

Chronology

compatible

REIE\::;;I;?CM Relevant specific
investigations , me.dmall
andlor '"Vﬁtldgfatlnns
andlor
rechallenge not
performegd or rechallenge

positive

equivocal results

| Questonable | Likly

likely to likely, likely to questionable questionable to unlikely)

chronology is not compatible the causal relationship is excluded.

Relevant specific
medical
investigations
andlor
rechallenge
positive

Likely

Chronology not
clearly
compatible or
unknown

Symptoms - if the symptoms are not evacative (i.2. not suggestive of the product effect) the final level of causal relationship is decreased by one degree (very

Compatible chronology - A time sequence between product use and the occurrence of symptoms as well as between stopping product use and clearing up of
the symptoms which is plausible from a medical viewpoint and can be reasonably anticipated for this kind of product use and undesirable event. If the

Rechallenge : Controlled re-exposure to the product, considering the exposure conditions of the time when the event occurred.




