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Opening Remarks

8:30
(Moderator - Deidre Mitchell, Unilever )

History — Antimicrobial Effectiveness Test

8:45
(Speaker: Phil Geis, Advanced Testing Labs)

gii5 Preservative Efficacy Testing
' (Speaker: Leon Nepomniashy, Energizer)

10:00 | Break

16:30 Changing Landscape Towards a Lean Microbiology Laboratory
' (Speaker: Don English, Avon)

Panel Discussion - Open discussion with industry experts about potential
approaches for streamlining microbiological assessments (challenge testing,
microbial content testing, enrichment, identifications) in the laboratory during
11:00 | the development of personal care/cosmetic formulations/products.

(Panel Members: Vanita Srinivasan (Johnson & Johnson), Steve Schnittger
(Estee Lauder), Joyce Beauchamp (L’Oreal), Keith Goins (Consumer Product
Testing Labs))

12:00 | Lunch

Automated and Rapid Microbiological Methods; Selection and Validation

13:30
(Speaker: Michael Miller, Microbiology Consultants)

15:00 | Break

Leading Technologies in Microbial Identifications: Genotypic and Proteotypic

15:30
(Speaker: Christine Farrance, Charles River Laboratories)

16:00 | Q&A




(Z)FB AR ST &

B e N =®
8:30 | Opening Remarks
Keynote Speaker
8:45 | Environmental Epidemiology
(Speaker: Allen Burton, University of Michigan)
10:00 | Break
What can the industry learn from the pharmaceutical sector about
10:30 | environmental risk assessment?
(Speaker: Dan Caldwell, Johnson & Johnson)
Higher tier biodegradation tests and regulatory requirements: What data
11:00 | should be required?
(Speaker: Jon Ericson, Pfizer)
12:00 | Lunch
SETAC and the Industry: Future Partnership to Further Environmental Risk
13:20 | Assessment
(Speaker: Charlie Menzies, SETAC)
14:00 Animal Alternatives for Environmental Toxicity Testing
(Speaker: Scott Belanger, Procter & Gamble)
15:00 | Break
Featured Speaker
Wastewater Removal of Microplastic Beads
15:30 | (Speaker: Professor Rominder Suri, Temple University
Chair of the Environmental Engineering Department
Director of the Water & Environmental Technology Center)
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8:30 | Opening Remarks
Animal Alternatives - Current Status of Validation and Regulatory Acceptance
8:40 | (Speaker:Dr. Thomas Hartung, Center for Alternatives to Animal Testing
(CAAT))
Adverse Outcome Pathways: Designing Assays Based on AOPs and in vitro/in
9:20 | vivo Extrapolation
(Speaker:Dr. Melvin Andersen, The Hamner Institutes for Health Sciences)
10:00 | Break
10:30 Skin Sensitization — Development of Alternative Methods
(Speaker:Dr. Cindy Ryan, Procter & Gamble)
11:10 Fragrance Allergy — RIFM’s Role in the IDEA Project
(Speaker:Dr. Jon Lalko, Research Institute for Fragrance Materials)
12:00 | Lunch
Skin Penetration Methodology: State of the Science
13:20 | (Speaker:Prof. Jon Heylings, Dermal Technology Laboratory Ltd and Keele
University — UK)
14:00 FDA Cosmetic Research Programs
(Speaker:Dr. Nakissa Sadrieh, U.S. FDA Office of Cosmetics and Colors)
14:40 | Break
Elements of guidelines to Annex 1 of the Cosmetic Regulation
15:10 | 1223/2009......0Observations Made & Challenges within Industry
(Speaker:Tracey Finlay, Technology Sciences Group — Europe)
- Nanotoxicology
(Speaker:Dr. David Warheit, Dupont Haskell Laboratories)
16:20 | Wrap-up and Adjourn
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— ~ B A BRI E (Microbiology Workshop)

10 A 28 B A HFrs &0 RN BH W ESARRBR Y 5 - LEBRE S
BORRK ~ MM A DR RRA T ERTRELETIET - AT AN BERAEML

(=) BB B kRN &
R RS L RRREREAERERS OB EMENTE B
BAER A A E TP o 30 BRI A W B ORATE 0 BP A Iy B ) o 3R] 3R (Preservative
Efficacy test, PET/ Antimicrobial Efficacy Test, AET/ Preservation Challenge Test,
PCT) -
1. EHARIE
(1)£ B B 22 X8R & % 5% (over-the-counter, OTC » # 3% Bl 3F - /8 1 A1k &)
B AT E#(21CFR PART 210211) & % » #& SL4A @ 3@ By i 813
(2)& 2 2013 4 11 A 25 B % EC1223 35454 M4 —(L342/79) » 1&4 & 4,
BAE G(LEAE RN 20% ~ K IS B A B2 & &~ BiRdi g Xk
BF)EAABRB DR —REERAERBR A GHBAERZEM(E
HAERAVEE AWML R LBRATA E S BEA R B 2085
B g & Mo & R o S A 4 R 3R (microbiological quality test) @ 4 B4R
E BRI SLMAMRRIEEME > VP RBZE SRR E - 274
HERE AL (AEmb gD ER <1 CFUmL > 2)#£4 © <1
CFU/0.1ml) |
2. IR % B AR EA(— TR E 2 8H > 4 1075-6 CFU/m# & &
F o R ERR0-25C)— EREAE o BAIA YR ] o F R R A
M KIGARHE - SRATH - @R HHKRE - & sx%E - AR - BAT
"

B SR RIZR A R R N B > (2R3R@ B2 e R — » I E R !
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* 1/100 k¥ kI ke
B A ' 1/100 k¥h k¥l ke
BX 1/100 1/1000 1/1000  k¥ho K3

E 171000 k¥ KHhe  k3Ao  kiAe kI ks 1/10

ISO 1/1000  1/10 S S T S P R
11930

PCPC 1/1000  1/10 K¥h K3 KA KW kW kWil

F— ¢ B B R ) o 80R] RA 3BAR B (M AT 3 R B R v R 2 A R $03E)

(=) %43t Panel Discussion :

L At R B R BESRRGRY MARRER > REMALY
g AR TER RS KRS » AFE R TRTEGEBER » TR
U AEY  RAFMAEMER > MEXFBFATRARREERS A—— K
RTAE B E > RAER | Ak fEdey > £ ¥R B ELZAGHE
N BHRBFTERPRRATEGRBAZ— -

2. BB B R3R(PET, PCT, AET) % % 69 5 R 26 > 2 R A SAAR R 245 A M
TR 3R AR B XA R RR B R SRR AR
HERBIE > THEA—REZR ' IBEERRT X MAEWLSER
B E LB o ‘

3. HRBRTH —FERKEOPNIIRE > ho sbTTHEIRBPAE IR AR E > 17
AT B ABAR R 0 (2 RAE R BRI B ERIAZE R G — 0 ko b R R
AARFE Edn » REBEEEZER S e abE -

(Z) MAEMEBRT L ENHE
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() EEHFMAEME K > T2 12-16 | Bf -
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3. BB MR R ARAE R ) 22 4T
BERRER > TH AT 544

(D) %k B HBARITHERE > i
1R R IEH
BRIBEMERAS 2SI EH
& % ) W48 8) 350 A3 A m > T 5] B 1A

RGBSR 0 PR AR S R
HBAEm X E% o HGEXMER > THEE -
(2) B A FERIAESS - I B AT R + 36 M BB
So SR e P 2 IR A B B 0 %A B AL & AL SR
HOEAI AR LR WA
WAL A BRI BRI LA L
BARTEEY) B BRI R P ‘ﬁﬁ f
L

FBAE A 3 > BT RIS Qi;/;;é%

Br et B A 4 o FIHAAR T IR ¢ 1

A8 4m By, ©
(3) 7’: ZE i%'@% o ’fé\ iﬁ'} ;ﬁ —l% ‘zﬁ\%(i Luciferase '
Luciferin + ATP + O, V AMP + PPi + CO, + Oxyluciferin +
L SOK

ZHAEE AR H (ATP) A 1 R B4
IEARB A~ AR T EAE B+ ALk RER,
FADT » R ba f R AAA
(4) RZA¥E4% ~ 1AR % & DNA :
G AE WA DNA K 5I1E A5 0 4T
PCR REB » 355 RIE-T AR ZE Y3ik o THER
HAES 5 fBsik T HEIE (B L) o

B+ — R R A A 5
14
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4. ERAEF X E

(1) B R A% EE A R %4 H (23S (RNA) T L EAE &8 g2 -

Q) RRA  RKTHREERB S TH AL LR BAHTMASS
MALTI-TOF) » #5845 A % & & B LR A AE -

=~ BB R 4E i € (Environmental Risk Assessment Workshop )

B A I E 0 RIE 1992 A B BAR R R ERIBER  AFHERE—

B %S ERKRETFEREGEEGTIRMEMGRRE - RRFIETERRZ a2
W0 SEIBRAI A 0 BRIERAE 0 AL E P K BER 0 AR A SR AE A B RAE B -
Tk 10 A 28 B F3#asm &
(—) BEEWILLW 4 (The Society of Environmental Toxicology and
Chemistry, SETAC) & 37 1979 4 » R § AR AR E A BT E - SAT48 Bt
EoHBPERANRETHERNER - AW EUBLEMGF I RBEATTHEE
Ao wRABETFEREBBEXEN  REREAFTX > BEFE M AEER
BRI AR E - R IeE A RBHARE B RET -

T ERCIERESIR £ E - T A~ &M~ FFMBENR
S oMEBELBERAS  WwEWE S SR MAEME ALRE FR
FEF > YR AT S AAIEBTR R THME 2R E XA RS 0 A BRA
T PR R LB AZAEHERE > BATAR R LM A REE =%
WEWLET c ARBMELAKFTIG HEABRBEL EXRA T URM
GE ST e A
(=) BEEARPEZHRMERR

ARBENBAREMWE Z BB ERE  AEAEX LY - TE T
e 5mEmis s B ATE RS AMRREAA EHREZI N c AT A&
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lﬂgges’(ed flow diagram for sequences for fish toxicity testing I

istry, fate, uze, istirg toxiaty fr gue. in it invivotestsi ing othertaxa). I

, Opportunity
4 areas for Fish
alternatives

Comider faviving Tuh aule tnicty velie bes on
trmhobs spproach, sequmtial deign of 16 218

Does regulatory regaitement exkit

B B poterais Mgh based on g edficted of messur, s fot ED Ustieg o sssphdon of €3

L effects based on QEASS, in vive
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B+= BmEmae (B AW &)

1. & pehs 3k 5 (Fish Embryo Test, FET) : Bk B+ » & 97 R B4 4 438 2
o MTA A &&FMRSE (TG203) 2 # 4K M 38k : TG236 (OECD 4
& Z A J 7% 45 5] Test Guidelines) -

2. % B (Cell-Based Test) : ik EAL 5 J& ¥ 0 B AT4E A 4 i 2k B f=~ AT
FrELRs > Fikth Eéh— o

3. AMBERNE  AMEMRIBM > FEAIME BRI~ 5 RSB
v LRI AT o P R B T 2 B SRR E]

4. BATIR MM RER i SRR > R EA RS RRY > THR B2
AR RRIERIE(AOP) » $EAR LIS R & 3 ho BERPT B Bt > 1238 L35 4
RAPERER 2 30 B 5 B -
sbsh o TR A AR R4 A 3 B A8/ S M E %1 B R 25 (Threshold of

Toxicological Concern, TTC) &, 8- A F M Y13 4 B2 H M o 3 3 b B4 7T 42
BB REEH 24 RUERE WY A E i — 5 RRTE FTRRE &R

G AR o
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=~ M FEFEE (Safety Assessment Workshop)

(=) B ERZHNRERS - HhERAEE
MR R EAQ014 £K) > BB RSETRERRT > TRAR K
Z R AR RS BN RRAEEEE TR RBRAERMZ T NBILEE
KB EHRMERR S » B— BT kS 85K SRR - A 2ER > 2]
Wi FR LA RS T A - TR AR T
1. AERL - FaERE AMENELEERE AL WS A 2003
AR R AR BB EHIT R RS R RORBTF > £ A8
HFHE T DNA > RNA - & & % 24X #4H4p 0 30 A A2 505 2 R B
WA FE/E A %k 4% (System biology ) o T4 & 55 B A R Z
ARG o
2. A¥a#F a2 (Human Toxome) : RIFFA HFF d sy - &K deE Y B
A

1

AENABZRE B2 ERERTL > RESHFEHEAN
ABNZRE R ABRFERS BETEmRAEGLERSH
FAE bRk AR R M H RATRAE -

3. &i% B 47 (High-throughput Screening) * J& A & 7 2 514 2 i > A
B8 —RFHBETHELEETATHERZIRE > HHREZR
B RN T AE R B AR AR

4. F 33538 % (BEvidence-based Toxicology, EBT) : 20 #h#rffHE Ziih 2
WA 0 LAE 3 % 2 (BEvidence-based medicine, EBM) % Jt58 > & i B2
ERRNEEA T ABZENER > RV ENRER > ERAAELM
g 0 M e RZEW &ﬁm$%m$%$$ﬂ & &
%y A ILBIE A M EAR AR 0 SRR BTAT bk 2 A
Ik BERRE > RAMBRIARRE > BMH THREAARE TR
Z i o A RE T A B B AMBE X LB 8 FEE I

R AT 5 o B R B AR
5. ABEA M B (Human-on-chip) : 4 HELH % > ATk > %

N

B

\4
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MRS FHBBAE BRI A B AR N M > 25 i
BA3D M A3k HERANAMRET  EABBREMEMENALR
ﬁé‘ﬁa‘zgﬁh\ﬁ%ﬂﬁ AT EBRBBHAR TR LR AR T LA
(Organ-on-chip) #& > BB AR ETEL EL > RAHARAEHE L
AR R R F 0 BT R LT & RE F L E 5% -

6. #4A X HH K (Integrated Testing strategy, ITS) : ¥ 442 2 43 > 45
PHEEBEEBERR  LERLETHER :

() B—TRERFRI&EH

Q) B—F kS bmA ERRARZIYY

Q) BE—RAERFREREHRE ;

(4) EFERRERBURIT > URETREAMERBE o kB

(5) 4% % (positive control)i@# & & K. F BARM K BTG ;

(6) & ZLARINT IR BIFIEH A I THE R BAL ] > KB M ERRIESHE A
% °
EoXTRAGER FHMLY

(D) ZRAR—BEEXTHREBL T 2L L IMA  FRIBAZ Adi@E L
B RAEETARRAERLARRE > A EBAZ D BERRALE -
—RMHEHIRE -

Q) M > FEBARULE  ARTRIHE > BEMALETHR Bk
FELARZ B AGMRECIHE N B TR BAEZ ok o

() it HEATREBNARAR LR R FRBE > K HRAME » T4
FE R R AR AR &

Alternatives for Skin Sensitization:
The Challenge — Data Integration

Peptide Reactivity

Hazard ID
and Potency
(NESIL)
and
QRA

Modeling
Simulation

Data Integration / ITS / WoE / IATA

= = s B ki
+ _ i_EE)IE /Er\ fk‘ -E-'%ﬁ ﬁﬁ\ Metabolism
- (_Bayesian Network (P&G)

wg- %6151
Artificial Neural Network (Shiseido)

| (}i Ig @i& Ik'i:— SEIJ —‘é"i“) ’ da }T?&?}jm % @ F%L(EH‘%%& Weight of Evidence (BASF)




wHAAREZEAR (UREL SN RESHWME BE AR
(Center of Alternative to Animal Testing, CAAT)) 2007 “£3% i &% B % 1+ 3R %%
(Read-across approach ) : ke R E #i 4y H MWL/ R M E HMAH —F R EARZ
g AR RBRER (e ER) Be 0 A S RN FEN - RHF
R R TIEED F4'E (Test-across) o b ki@ %5 QSAR/SAR (Structure
Activity Relationships ) > 12 SAR # A& R ATAE3T H4 A - BATA % 8 A $kag i
g b T BT AL SAR X BRFE

FI LA RARS 0 AL BT 4 6,162 (Green Chemistry) 5] & » Bl 46318
% ¢, 532 % (Green Toxicology ) > A EASHEE > M HEE KRRV ERILE >
DAMEARIR IR B 3% -

R ERANA VS IRA B RER HBRRF @R TR S Reks
Flafp  RBREBELFT AR > gk BRSLRA > DRFHMEZR
ER BRI F R SUIR -

(=) RIFH MBI ARG SR R & R BB I T B

The Pieces of an “AOP”

chemical & molecular > cellular ® tissue » organism
properties target response response respanse
i )

Molecular Initiating Event
L

1
Toxicity pathway

|
Mode of action

1

Adverse outcome pathway
B+ Hmp Rl ERS R REREETEE
R B4 38542 (Adverse Outcome Pathway, AOP ) #7245 42 ¢
F P84 (Toxicity Pathway ) —4F A 4% X, (Mode of Action, MoA) —7F R & R 18

( Adverse Outcome Pathway, AOP )

19



| Animal MoA
| (and related endpoints)
[ not relevant to humans

Animal MoA
{and related endpoints)
spocific 1o test spacias

MoA unikely in humans

Is the weight of
evidence sufficient
to establish the
MoA in animals?

Taking into account
No - kinetic and dynamic

Yes

Animal MoA relevam
or potentially
relevant to humans

Data insufficient to
characteriza
animal MoA

Animal-to-human
comparabdity indicates

dua to quantitative human relevance or
species differences in the animal MpA potential for human
plaasible in humans? relevance

No need to continue - Continue risk assessment

risk assessment for Including dose-response,

this eadpoint human exposure analysis.

icol. S 11 . g
Thompson C M et al. Toxicol. Sci. 2011;119:20-40 TOXICOLOGICAL SCIENCES

© The Author 2010. Published by Oxford University Press on behalfof the Socuctv of
Toxicology. For permissions, please email: journals.p

oxfordjournals.org.

B+ FRAIATIFE AR AR R R RETREMRZE
AR RERBETIRTIR  MERA K BT R AL FEMY
REGYBAZAERBR? UBARTCEAMNBAL? ¢ EEREIARZ
T REERBAL -
BTy
Lt odz Fit for purpose
F B (fit for purpose assays
assays ) LAf® 3% B l
cellibased é Measurfa of Response
834+ (Key-event) pathway (ecf};clgn\::::igcss)’o
SRRk S T modeling \ QIVIVE
. _z;}“‘;i ’k‘ i $_L P ]"] Point(of Departure reverse
L2\ 5% 8 in vitro mm—— g
e = concentration) dosnmetry
W48 B AL S R
e E in vivo human /
Z KR g RlEHE safety estimate
L (mg/kg/day)
B JE > (Quantitative

B o5 - bR A R e B HEE

In Vitro to In Vivo Extrapolation,

20



QIVIVE) # 3 Em T RARARLEREZHE - LT HAINRTHEERL S 4
i EG TR Wb~ F o BEERHERBRFERZRE -
(=) @BHUBR 3R4E 57 % (International Dialog for the Evaluation of Allergens,

IDEA project) | Quantitative Risk Assessment - Today %F-ﬁ
AR R ERY > |
FEFFAHRBLH Acceptable NESIL NOEL
Exposure Level =
e L (AEL) SAF Uncertalnty
o - - Factor
LR B+E AR XTI R B R AR
B3 TAE B FHEBT R

ST B B RA— B9 TR S 2 P B EUR A B P M o B P
&> AELHABTHRREMBRERMERBEXRE S NESILA T R o 2
SAFL R # T B E At E X RS L E8 > RSAFF 28 A@AR & (M3 -
g~ AR BRE) C BB RE GeFHas  #ERE TR ) Bk
MERM (ML~ & FER) =488 &% 2 SAF - IDEAs £ A

A U4SAF
Sensmzatlon Assessment Factors (SAF) a-

Anz#4 | Specific to product categories - Today RIFM
pEmzE B 10
| Inter-individual Variability |

t B Sk A ’ (Age, gender, ethnicity, inherent dermal barrier and
S B ; genetic effects) i
%] B N q— ) Z

= 1- Qooy e B 10
AR R B ' Vehicle or Product Matrix Effects

(e.g. presence of irritants, penetration enhancers)
A% AL AT :
1 = = 3 10
> i F = - . !
mp 25F [ ] Use Considerations |
(Site of contact, barrier function, occlusion)
B S = |
~ B e Interim proposed product effects, SAF 0.3, 1 or 3

FIT A R PIT (Modified)
ERZIE - e Uncertainty related to the way products are used

(Modified)

» Interim proposed frequency and duration of use, SAF 1 or 2
» Degree of occlusion, SAF 0.5 or 1
» Interim proposed skin site SAFs -
Due to the condition and predisposition of the skin, SAF 1 or 3

B\ AR B EUR MR P R R B K
(A) FATHF5 38 B 9156 B (B) A KM 3 hoH B P30 B 520



(W) BJEFERBRMZ BN %
TR THBIT R F ek (#H3em’) > ke TREE 0 BB
ERZENLET R FERBURET 2R E @b T msfmaigiEs -
Lo ARE: : TAHR &K~ BABRRMERSENERE > FTHUHA TR
Boata M8 BAEZ A% BAESIE — K0T AR -
2. BB R EREEREEEAETRER AR ERA R A ERE AR -

» )

b

Design of a Typical Glass Static
Franz Diffusion Cell

Activated charcoal filter
to trap volatiles AUTOSAMPLER
Programmed to sample over
a specific time-course

Donor chamber e Autopipette sampling into

scintillation or HPLC vials

. Volume maintained by replacement

Skin membrane of fresh receptor fluid
(2.54cm?) e

Supportgrid ~———————— < TP

Receptor chamber

Magnetic stirrer bar

Receptor chamber/ fluid maintained at32°C+ 1°Cina
temperature-controlled water bath -

B+ RJEF &R AR R T EE

U5, Food and Drug Administration www. fda.gov
Pratecting and Primsting Public Reaity

Title Status
a2 s
( A ) ENEN ,EH— ﬁk %ﬁ&% > =] Lead in Lipstick Completed
Heavy Metals in Cosmetics, I Completed
/77\ /#7 = F /77\ : Heavy Metals in Cosmetics. I Completed
|Asbestos in Tale Completed
5 Eye area Cosmetics for Microbial Contamination (Micro I) (Completed
v E . p4 b, jud
I ®RHEBEE £ XBRHERGE
BT 2 { Assessment of Microbial Contamination of Eye Area Cosmetics Containing  [Ongoing
OTC) Tos /E —I-— ":F Al g —é— ? 5E 'ﬁ{ [Non-Traditional Preservatives (Micro II)
Methylisothiazoli (MIT) and Methylchloroisothiazolinone (CMIT) in  |Ongoing

por 3 Cosmetics
’%ﬁ j:— ')B_- #& }%a ﬁﬂ' TF @ —t é ‘7‘:"’ #i Tat:oo and Pennanent Make-Up - Injectable Cosmetics for Microbial Ongoing
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