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1.0

SUMl\/IARY

The test article 1dent1ﬁed as UltraBlu™ Toothbrush was received from TechL1ght

N Systems, Inc. for use in this test.

* The test article was tested in triplicate against the test organisms contained in

whole saliva collected from healthy human volunteers (unrestricted), Candida
albicans, ATCC 18804, Fusobacterium nucleatum, ATCC 10953 and
Porphyromonas gingivalis, ATCC 33277 with a 2 minute exposure to the

- UltraBlu™ Toothbrush “blue light.”

: After an exposure period of two minutes no reduction in numbers of F. nucleatum

or organisms contained in human saliva was seen. Under the same test conditions,
The test organism C. albicans showed a 7% reduction in yeast organisms and the
test organism P. gingivalis showed a 17% reduction in the number of bacteria.

*"An additional test a;rticie, jdentified as UltraBlu™ Toothbrush (engineering ) ‘
_ prototype) was received from TechLight Systems, Inc. on October 29, 2008 for use

in‘this test as directed in Protocol Amendment #1. This test exposed the test

 organism P. gingivalis to ten, 2 minute exposures over a 29 minute period (2
" minutes on, 1 minute off; 10 times). :

‘When compared to an untreated control, the test article, UltraBlu™ Toothbrush
(engineering prototype) showed a 99.39% reduction (2.22 logyo) in numbers of the
test organism P. gingivalis after 10 - 2 minute exposures over 29 minutes.

November 26, 2008
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2.0

3.0

4.0

5.0

6.0

TechLight Systems, Inc.
PURPOSE

‘The purpose of this study was to evaluate the dnﬁbactéﬁal effect of the UltraBlu™

Toothbrush “blue light” in reducing bacteria found in human saliva and other selected
microorganisms known to be present in the mouth When art1ﬁ01ally deposited on 2
glass surface and exposed to the “blue light” under simulated use conditions without
brushing.

- STUDY SPONSOR

TechLight Systems, Inc.
P.O. Box 190
Dunnellon, FL 34430

_ SPONSOR REPRESENTATIVE: Michael Barnes

INVESTIGATIVE PERSONNEL

Study Director: Kathleen A. Baxter, B.S.
Study Manager: - Jane M. Young, B.S.
Study Coordinator: Margaret K. Haines, B.S.

'RESEARCH STANDARDS

This study was conducted according to standardized mlcrobmlogwal laboratory
practices as outlined in the Standard Operating Procedures of Hill Top Research
Corporation.

PROTOCOL

The study protocol and Protocol Amendment #1 as described in Appendix IIT were
followed :

November 26, 2008
Page 2 of 29
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. TechLight Systems, Inc. -

70 STUDY SCHEDULE

‘Date Study Initiated: - October 9, 2008
Date Study Completed: November 26 2008

P 80  TEST ARTICLES

. The test arhole identified as UltraBlu™ Toothbrush was received from Technght
I _ 'Systems Inc. on September 23, 2008, for use in this test.
[

: An additional test article, 1dentlﬁed as U"h:raBluTM Toothbmsh (engineering prototype)
b - was received from TechLight Systems, Inc. on October 29, 2008 for use in this test as -
o directed in Protocol Amendment #1. . ‘

P o The test article received October 29, 2008 will be returned to the sponsor upon
completion of testmg

9.0 PROTOCOL

The study protocol and Protocol Amendment #1 were followed.

- 10.0 RESULTS

S ~ The Summary Table and Tables of Results are presented in Appendm I forthe 2 minute
o . exposure period and the Summary Table and Table of Results—Protocol Amendment #1
(10 2 minute exposure penods) is presented in Appendix IL

_— 11.0 CONCLUSION
Conclusions, as a result of testing, are as follows:

e The test article, identified as UltraBlu™ Toothbrush, was tested in triplicate
against the test organisms contained in whole saliva collected from healthy human -
volunteers (unrestricted), Candida albicans, ATCC 18804, Fusobacterium
nucleatum, ATCC 10953 and Porphyromonas gingivalis, ATCC 33277 witha2
minute exposure to the UltraBlu™ Toothbrush “blue light.”

November 26, 2008
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11.0

12.0

- TechLight Systems, Inc.

CONCLUSION CONT.

After an exposure period of two minutes, no reduction in numbers of F. nucleatum
or organisms contained in human saliva was seen. Under the same test condifions,
the test organism C. albicans showed a 7% reduction in yeast organisms and the
test organism P. gingivalis showed a 17% reduction in the number of bacteria.

. An additional test article, identified as UltraBIn™ Toothbrush (engineering

prototype) was received from TechLight Systems, Inc. on October 29, 2008 for use
in this test.as directed in Protocol Amendment #1. This test exposed the test
organism P. gingivalis to ten, 2 minute exposures over a 29 minute period (2
minutes on, 1 minute off; 10 times).

When compared to an untreated control, the test article, UltraBlu™ Toothbrush

(engineering prototype) showed a 99.39% rednction (2.22 logyo) in numbers of the

test organism P. gingivalis after 10 - 2 minute exposures over 29 minutes.

-

SIGNATURE

HILL TOP RESEARCH CORPORATION

Wdi il sfosfos
athlcenA Baxter, B.S. Date/

Study Director
Mlcroblology Business Unit

November 26, 2008
Page 4 of 29



I XIANAddV



B ' HTR Study No. 08-129295-106 .
TechLight Systems, Inc. . :

HILL TOP RESEARCH CORPORATION

APPENDIX 1

SUMMARY TABLE AND TABLES OF RESULTS

. November 26, 2008
Page 5 of 29



6230 9 a3ed
800T ‘9T JoqIaA0N

uononpasy ON = AN
o[qeorddy J0N = YN

SOINUTI 7 JO W[ amsodXy je jusunesiy,

AN AN L 01XTT
, : BAI[ES

YN VYN el LOLXTT. Snuitl 7 18 jo[uor) slaquinN

20°0 vCLl g€°C 01X SSIUILL T JO Surf, amsodxy Je Juatmeal], 1L7EE AOIV
VN VN op'S OIX6T SSINUTTI 7 18 [ONU0)) s1aqumy] | SYPaEur8 spuowodydiod
AN AN oc 01X L _ mB_EE_. ¢ 30 aunty, amsodxy Je JuouEal H €C60T DOLY
VN VN ¥o'C OLX P SAINUTWI 7 & [OU0)) SISQUINY] | HHIDIINU Wnti2joDqOSH.]
£0°0 69°L 80°9 LT XTT sejnuIW 7 JO Swy, amsodxg 18 JuatBal], £0881 DOILV
VN VN 119 LI XET  SOUII 7 JE [01U0)) SIqUINN Suv2LqIV PIPUD)

uononpay | uononpay | soeyng/N gD | (evmyms/N.iD) o ,

01307 - juadreg | 013077 a8ereay | Jjunoy) a8eioay WSUEEIQ) 189

ob,»mo&.nm SPINULIA] 0AL], FO)JB YSNIQI}00], wgenI WA NOLLONATT 50T |
SLINSTY A0 ATAV.L AAVIIANS B

-ouT ‘swalsAg WEryoa L
90T1-S676Z1-80 "ON APIS ¥IH



67J0 £ o8]
8007 ‘9Z JequiaroN

uoneureed aye[d 5018 HUspIdOY QBT =V,

" sqesniddy 10N = VN,

SUOLJE[NO[BI UL PASN SAN[BA PAUILISPULY

Wno) oJ, snolswnN 001, = DLN.L,
syeo)jdnp i sejeyd ¢ ssosoe pajejd W 0" T4

O1XLT IRLE: T b 75 Fxs OLNL _ ~ DINL
(1000 X "OE X TW/N14D) 20BJNS/NAD) [BIN2I0aY L - (TaynLD) e 01 501 +01
JUno,) mmpnaou|
, 0 £ TP { OINL | DLNL | DLNL | DINY | DINE
o1xzL | ,01%9¢ , — : : o)
- 0 £ 0f | OINL | DINL [DINL | DINI | DLNL
— - sanuwl g
- 0 L 06 | DINL | DINL | DINL | DENL | DINL joauny,
£0°0 69°L 809 01 XT] LOIXET | 01%LL e . q smsadkq
: . 0 ¥ 79 | DLNL | DINL | DINL | DINL | DLNL R
J— jusuneal]
LR ol X0 0 L. 78 | DINL | DINL | DINL | DINL | DINL v
? g 0 i 55 | OINL | DINL | DINL|OINL | DLNL
. [ €1 76 | QINL | DINL | OINL | JINL [ DINE
LT X8 L1 X88 — : o)
0 8 T8 | DINL | DINL | DINI | DENL | DINL
— - , SoINUI g
W . . N — 0 | €6 | DINL | DLNL | DLNL | DINIL | DINL o "
_ YN 118 1XgT ‘ —
? ’ M I g 7% | OINL | OINL | DINI|DINI |DINE fonuoy)
— - - SRUINKN
o1 Xz - 0 ¥ ST | OINL | DINL | OLNL | DINL [ DINL v 1
= o _ 0 8 L€ | OINL | DINL | DINL | DINL |DINL
: o0B1INS/N.[D) . ,
uononpay | uoponpay [ T g (e0mpms/N10) | (3oems/NI0) | CTuyNID)
ogo | jusoray fumwm%\ Junop sfesaay | jumon) unon 501 »-0T 01 201 01 LSmog apoyday

DoTFLEIE somuw g
Dol F ST I SIOY ¢ F 8

:porag ainsodxgy
:uoneqnauy

SNIQI)0OT, oy N FEI] YA

¥0881 DOLV ‘suvdigmo D

. P08SIT 0094 ‘suporqqv pp1pun) 1O SHAANN NI ZOHBUDQH&

[ ——

SLINSTAY HO It m—dmﬂﬁ

8002 ‘61— €1 3010

smsuediQ 3say,
IpoLrag 159 ],

*OU] ‘SUWMSAS W9

901-$6Z6Z1-80 "ON £pmS W.LH



6z Jo g adeq

8007 ‘9T 12qaA0N
_ e.Emo:%E 10N = VN , . WMoy 0, snotewmp] 00), = DLNL,
uofaNpay ON = AN, SUORENO[ED U P3SN S3N[BA PSUT[ISpUN] q ayeanpdnp U sojefd ¢ ssorae parejd U 7Ty
0T X06 LOIX0E £ T ¥E @ DINL OINL
(100°0 X MOE X TW/NdD) 20BJINS/N1D) [BaRI0ay L (Tuyn D) uno) 01 il ;01
’ ) ' jano)) mnmyouy-
A 0 z 9 ¥2T | DINL | DINL | DINL [ DINL
LO1%pT | LOIXTI — - 1 0o
_ 0 0 A 927 | DINL | DLNL | DINL|OINL| -
- — ST 7
, : o 0 | 9 3t 81f | OINL | DINL | DINL | OLNL Joeuny,
UN SIN L9°G OIX LY 01X09 | L01x0¢€ p— . 4 ainsodxy
. . 0 I ¥4 76T | OINL | OLNL | OLINL | DINE oo
. juaunest],
ol xge I 0 z §¢ | OLNL | DINL | DLNL | DINL | DLNL v
L i 0 s TE | DINL | DINL { DINL|JINL | DINL
1 0 0T 6T | OINL | DINL | DINL [ DINL
OIXTP |- ,01X1T ‘ —— 0
0 z o, §EC | OLNL-| DLNL | DLNL | DINL : .
— S ganuiur g
’ o . . - [ £ 8E | DINL | DINL | DLNL [ DINL | DINL q 1
v VN 9° IR : —
: s ¢ - 0 z 6F | OINL | OINL | DINL|DLNL | DINL jonuo)
— . — sraquun iy
0 0 0 61 T6T | OINL| OINL| DLNL
LOIX0E | 01X8T ——T— : \
‘ 0 0 0 61 20T | DINL| OLNL [WDINL
) | saBIns/NID . | ]
ueponpsy | vononpay |- (saeyans/014D) | {208)108/140) | (TUH/NAD) :
91307 | jusazed omMM\m&« Junoyy a9e1aay wney Jnon 01 +0I 01 201 1-01 Smed opeorrdoy

SSIURRIQ )59 ],
ipoLIag )saL,

";POLIA ] arnsodxy
ruogegnduy

€£6601 DDV ‘wnpapontt ]
800T ‘ST — €1 1990120

D7 F LETR SamuH 7
Dol F ST I8 SINOY  F g

[SNIQIOOY, wi MBI WA
€560 ODLV ‘upa PN WNL2IODGOSHT A0 SHAAWNN NI NOLLONAMI

SLINSTH A0 IT T Hdmﬂﬁ i
< -ouy ‘stSAS WIITuoaL

901-56T6T1-80 .oZ%ﬁEm dLH

e e T [V S [ [ORR— ——— e e e



6ZJO 6 9884

8007 ‘97 JoquISAON _
apgeolddy ION = VN, JURON) O], SNOISUWINK 00, = DIN.L,
SITONJE[N[eS Ul Pasn san[eA paulpiapun) , ajeorjdnp w seye|d ¢ ssosoe pajerd uI O° Ty
01 %97 ‘ O1XTY . g - | vl 96 ™ | oINL | oinL
(100°0 X IV OE - X T/NAD) sompng/N40 [eonaseayl | (TUyNLD)Iunod . o0l , , 01 01
, o _ _ . JUno)) WAMIoU]
: 0 0 b1 57 | o1l [ oanE | DINL | oLNL |
OT XL 01 X078 — _ _ o)
0 T 96 | OINL | DINL|OINIL | DINL
p— , synuIn g
. ‘ 0 1 gl 977 - | DINL | DOLNL | OLNL | DINL Josuy,
80°0 YL 8E'C D1 X T O XPE LT X LT — g arnsodxg
1 o z 01 5T | OLNL | DINL | DINL|DINL ®
— Juatueal],
_ 0 0 1 STT | OINL | OLNL | DLNL| DLNL
01 x0T HIXO0'T — . _ v
_ 0 0 V1 96 | DINL | DLNL | DINL | DINL
. _ . 0 £ 81 09T | DINL | DINL|OINL{OLNIL
N1 XTE L1X9] ; - — o)
0 € I ST | OLNL | DINL|OINL|DLNL
— — SOINUNI 7
N N c e 01 %06 orxgl 0 0 1 ST | DINL | DINL | OINL | DINL o ®
v ¥ 9F 01X6T — —
. S ; i 0 i 57 597 | DINL | DINL | DINL j DINL joruo}
— - : SIqUINN
0 I L 96 | OINL | DLNL | DINIL | DINL
HTX6T HIXL6 — v
: 0 0 9 8 JINL | DINL | DINL [DINL
| s0eyIns/NdD . .
ucnonpay | UonANpY o (eovyans/nAD)} | (eorpns/AD) | (TW/NAD) :
o130y Jad1a om_mmm< Juno?) aferay wunop Wunosy 01 01 _l: 201 01 #3mog aywotjday
DT F LETE SaMUIW T :poriag aansodxy . hnwmm 201V ‘stppap8urd HUE ULFATORECA
D FCTlE mu—.,_oi ¥ 8 - 2—:3.3__:2: ) . 8007 nm._. — €1 190120 ’ . {poLRg )89 ],
qSNIQI00 Y, 3 NAEII0 TN
'LLTEE DOLV .Ea&m.:u sonoutosfydiogd 30 SAATWNN NI NOLLONATA
SLTASTI A0 IT A'TAV.L
“al] ‘SWRISAS WBITYoa L,

901-$67621-80 "ON APMS MIH

——— [, i [ — [ S [ p




6230 01 9884

800T ‘97 1qUIGAON

uononpay oN =UN ,
uoreuiEINoD 8)8|d 55013 HUSPIOIY BT = VT,

ajquotddy 10N = VN ,
SUONE[NO[Ed Ul P3sn sanfes PSUIlISpU[]

JUnoeD 0], snojsumip 00Y, = DINL,
ojeor[dnp u1 saje[d ¢ ssorae pajerd T '],

OLX0T LHIX8'6 91T 08 OINL DINL DINL DINY
(1000 X IOT ¥ MU/NID) 20BJINS/(1]]) [BINI0Y], (4D} noy .01 501 i
. _ _ wnoe ) umjnaouy
£ IZ | DINL | DINL | DINI | DINL|OINL | DINL
OIXTT SOIXTT [— — ‘ —— 2
, z 71T | DINL | DINL | DINL | DINI | DENL | DLNL o 7
: ¥ BTT | DINL | DLINL | DINL-| DLNL | DINY | DLNL Joauny,
AN 1L L0IX97 L01%8¢ LT X6 — — : q amsodxy
St ¢$T | DINL | DINE | DLNL | DLNI | DINL | DINL _ e
— § : 3 Justne],
: g 79 | DINL | DINL | OINL |DINL|DINL | DINL
01%81 DIX06 _ — , v
6 ZTT | DINL | DINL | DLNL | DINL [ DINL | DINL
. ¢ 07 | DINL | DINL | DINL | DLNL [ OLNL | DINL ,
DTXTE SO1 X9 — : _ . o]
: £ BIT | OINL | DINL | DLNL { DINL | DINL | OLNL SS—
. orxgr L2Y0 98 | OINL | OINL | DINJ |OINL|OLNL|OLNL o e
VN VN AN orXr ’ : —
’ £ ¢ ‘ i 8 OZ | OLNL | OINL | DINL [ DINL| DLNL | OLNL tonue)
— - - SIaqem
: : A 0L | DINL | DINL | DINL | OINL | DILNL | DINL N
LX) 01 X%X89 — . . v
, 9 2L | DINL | DINL | DINL | DINL [ DINL [DINL
. SRIINS/NAD . .
uonInpay | uonANpR (sovgms/nAD) | (eorpms/NAD) | (TW/NAD)
0oy | usoreg ad! - | junoy a8e1aay unoe nnoy) 501 p01 01 01 101 «omed U
. _agdeloay
DoZF LEIB .SOINUIT 7 :poydg ainsodxyy (paoInsamuny eales - swstuedaQ s,

DeZF ST SINOY  F 8P

[,

moneqnauy

[ —

YSRIQIDOOY, y MBI WM
(paprysaxun) eAlES JO SHATNAN NI NOLLDNAT
'SIINSTY A0 ATTTAVL

[

8007 ‘ST — €1 %010

- IpoOLIAg 353,

"ouY *swIalsAg WBIruoa ]
901-6626T1-80 "ON ApmS UIH



APPENDIX II



HTR Study No. 08-129295-106
TechLight Systems, Inc.

HILL TOP RESEARCH CORPORATION
APPENDIX II

SUMMARY TABLE AND TABLE OF RESULTS
Protocol Amendment #1

November 26, 2008
~ Page 11 0f29 -



6730 71 °8ed
- 800T ‘97 12qUIRAON

mononpay ON = IN
2jqeoyddy 10N = YN

_ . (so1o£a yeadol {go
7T 6€°66 $0'€ OLXTT U | U0 "UWE 7) SYNUI £ ISA0 SAIMS0dxXo
_ ajnurw 7 - 0] Jo ewiy, amsodxy je EuEHR L LLTEE DDLV
: : . ssipar8u18 spuountoudydiod
) < woaug
- VN VN 9TS 01 X 81 “amsodxo smurar 67 18 BHEoU SISQUMN]
wononpay | uononpay | eovyms/N) | (drpmSs/N ID) _ , _ _
0130 0150 23eI0AY E:oo a3eIoAy pored .Bzmoaxm _ WSIUEEIQ 183

juaniad

Ebec.a u..:sswas USNAGII0O, MBI I zoﬁu:amm IDOT
. SLINSAH AO & CYCAA XAOVININNS

— FROSNE SUU, i et an

“Ol] ‘SWANSAS Ewﬁ:om 1.
901-$6Z671-80 "ON ApmS ULH



6730 €1 93rd

800¢ ‘9T 12qUIBAON
ajqearddy 10N = VN, N0 O, SNOBWAN 00T, = DINL,
SUO}IBINO[O UI POsn San[ea Paulpiapuy] , ajeorjdnp ur soje|d ¢ ssosoe pajerd T Q7 fy
OIXST LOEXET 4 11 [44 724 067
(100°0 X IO X TUy/NAD) 20813/ [B2H10TL (/N 40) 1no) 01 501 .01
JUNO0 ) mnmaouy
. . 0 0 0 1 s sT 9T | o1

alalo o | o
0 0 0 z 8 72 | 8T | T Sl sodyo

. 0 0 0 0 6- ¥E 0t 9T sinur

e 6566 PO'E QOIX 1T OTX LT 01%9'8 — — a 7-01

0 0 0 (4 01 5T 7z 7t 10 oL

5 » 0 0 z 1 3 R v sam%m
01 XTL 01%X9°¢ o — — .
t ! 1 o 0 I- z ss | T iT Al JuSUNEALL,

0 0 1 17 60T | DLNL | DLNL [ DINL

LT *8T HIXFT - — . sonuIw

0 0 9 1% 79T | OINI | DLINL [ DENL 67 1240
. _ 0 I £ SOT | OLNL | DINL|DINL | DINL samnsodxa

" VN sVN 9T’s (O X80 01 XTT HTXETT ; — q sIntIu
0 I KAl 611 JLNI | OLNL | JINL | DINL =01

. 0 z 61 DET | OLNL | DINL | DINL|DINL 10100

JOTXOE WOTXET p— - - v SI2QUINN

. 0 0 14 ql&l1 DINL | DINL | DINL |DLNL
2aeIns/NID
uoronpay | UonINpIY ol (sovpans/1d0) | (P0ryns/NAD) | (TYNAD) ,
o130 W01 um_ww“ﬂ wnoyadeisAy | une) uno) 01 p-01 01 -01 01 «=mod sjearyday

'S

D07 ¥ LE B samsodxa ajnumt 7 01
Dol F G I SMOY § F 3F

[ —

:poL1J aansodxy

rmop NN

LLTEE DOLY ‘sippaidutd g

800T € 19QUSAON — [€ $2G0R0

ﬁ...:::oﬁ wilR[FBIIN PIA
?umm DOLV ‘sipwardupd spnowoidydiod 10 SUATWNN NT NOLLONATA

SLINSTI A0 TA'TAV.L

[

susymediQ 19,
1POLIBY IS,

U] ‘SWINSAY Emﬁ:%u.

901-S6Z6Z1-80 "ON APWS WLH



APPENDIX II1



- I
. J

HTR Study No. 08-129295-106 *
TechLight Systems, Inc.

LT
. -

<o iy
. -,

HILL TOP RESEARCH CORPORATION
e ; APPENDIX III

COPY OF PROTOCOL

i ' : _ _ November 26, 2008
' Page 14 of 29



ey —_———

HTR Study No. 08-129295-106

: Tecli%w fems, Inc. - _

Ml Td/p

RESEARCH

 Hill Top Research Confidential
PROTOCOL FOR -

ASSESSMENT OF RAPID GERMICIDAL (TIME KILL)
* ACTIVITY FOR UltraBh™ TOOTHBRUSH

" TechLight Systep_m, Ine,

" HTR Ref: 08-129205-106

* November 26,2008 -

Page 15 of 29



v i

oy

,.__".‘

PU——

" HTR Study No. 08-129295-106 -

TechLight Systems, Inc.

HTR Ref.: 08-129295- 106; Hilt Top Reszarch Conf dential

Germicidal (Time Kill)
Activity Protocol, ‘ . ‘ .
' TABLE OF CONTENTS
1.0 ]NTRODUCTIONI :
20 'PURPQS-E'...-.; ..................... e 1
30 - STUDY SPONSOR AND SPONSOR REPRESENTATIVES.................. i
40  TEST FACILI'I'YANDIN.YESTIGATTVE PERSONNEL ...rccorverere e 1
50  RESEARCH STANDARDS ...... S
1 6.0 EXPERIMENTAL DESIGN w.coeverore e eneranes SRR | 2
7.0  PROPOSED EXPERIMENTAL STARTINGANDCOMPLETION |
© DATES.comvmr R 2
§0  TEST ARTICLE IDENTIFICATION oo 2
90 TEST ARTICLE CHARACTERIZATION ... 2
10.0  TEST SYSTEM JUSTIFICATION .ocrooeree e seemrns S 2
110 TEST SYSTEM IDENTIFICATION...... B S S
120 TESTPROCEDURE ..... S ......... i3
© 130 STATISTICAL METHOD oo
140 REPORT e TSR S
150 DATA RETENTION st it
16,0 NOTICE ol 4
| "17;07'

Appendix VMaterials and Reagents

Appendix I/ Test Organisms ..o, e eranr et st g e et s -

November 26, 2008
Page 16 of 29



Pr—
H

-

e i

ity

HTR Study No 08 12929‘5 -106
Technght Systems Ine.

HT'R Ref: 08-120295- 106 Hill Top Research Canf dential
- Germicidal (Tlme Kill) -
Activity Protoco]

10

2.0

30

40

INTRODUCTION

The UltraBIu™ Toothbrush was developed with blue light technology that -

has been proposed to-be of benefit to people with gum discase. The
toothbrush was selected as the vehicle for incorporation”of the blue hght
since itis used daily by everyone and would therefore be most heneficial
to the greatest number of people. Since the growth of microorganisms in

-the mouth has been associated with gum disease, the effect of the blue

light on microorganisms occurring in‘the mouth is being mvestlgated inan
in vitro test procedure. : . .

PU'RPOSE

‘ To evaluate the antlbactenal effect of the UlIIaBIuTM Toothbrush “blue

light” in reducing bacteria found in human salivaand other selected

" microorganisms known to be present in the mouth when artificially
_ deposited on a glass surface and exposed to the “blue light” under N

s1mu1ated use condmous without brushing,

STUDY SPONSOR AND SPONSOR REPRESENTATIVES N

' TechLight Systems, Inc.
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REPRESENTATIVE: Michael Barnes
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" FaxNo: = (95:.) #5-8399 .

TEST FACTLITY AND INVESTIGATIVE PERSONNEL

- Hill Top Research Corpora’uon
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Fax No.: . © (513)831 1217

Study Director: : KathleenA Baxter B:S.-
- Study Manager: - © Jane M. Young, B.S.

" .Study Coordinator: Margaret K. Haines, B.S. .
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RESEARCH STANDARDS

This study will be run according to the good laboratory practlces a.nd
Standard Opcratlng Procedurcs of Hill Top Research Corporat:on

EXPERIMENTAL DESIGN

The test article is brought into-contact with the glass surface previously
inoculated with pooled human sativa or other microorganisms for a
spcciﬁcd period of time. At the end of a specified exposure period, the
microorganisms are eluted from the glass surface and are then plated to -

" enumerate the survivors. The percent reduction and the logm rcduc’uon
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8.0

from the ongmal populatlon are ca]culated

PROPOSED EXPERIMENTAL STARTING AND COMPLETION DATES

i Proposed Expem:nental Starting Date - October 13, 2008

Proposed Experimental Termination Date: * October 20, 2008
Propossd Completion Date; November 3, 2008 ..

TEST ARTICLE IDENTIFICATION

The test artlcle received on September 23, 2008 and identified by the

- sponsor as UltraBlu™ Toothbrush will be used for testing. ‘The test article

 will be assigned aHil Top Research code for generation of the test data, '

9.0

TEST ARTICLE CHARACTERIZATION

. Not apphcable

0.0

. TES'I' SYSTEM JUSTIFICATION

The test system has been used hlstoncally far this type of study

TEST SYSTEM IDENTI'FICATION

The test orgamsm.s to be used in ﬂns study will be those contamed in .
~whole saliva collected from healthy human volunteers (unresiricted) and

those identified in Appemhx I The saliva will be collected. from a
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