Quality Agreement (REICEI T DEUED)

This agreement is entered into by FLOTEGC, Inc. a manufacturer, and Wako-shoji, a Marketing
Authorization Holder (hereinafter MAH).

AEGRE(G, BEEECTHDIO0—TyvIHEHERFTES THDTVI—BHFE IUT. MAH &D.) COE
TH#fESND,

Manufacturer :  FLOTEGC, Inc.
Contact Person : Brian R. Davidson
Title : President
Address : 7625 West New York St. Indianapolis, IN 46214-4911, USA

Phone : +01-317-273-6960
Fax @ +01-817-273-6979

Mobile :

e-mail : Brian@flotec2.com

MAH : WAKO SHOJI CO, LTD./#AsttDI1—8%E
Contact Person @ Fumio Osada,/&HB3K
Title : President (in charge of the marketing supervisor-general) /L&
Address 7-3-5 Zengyo, Fl_.ljisawa-shi Kanagawa-ken, 251-0871,Japan
WRNEFRHBT7-3-5
Phone : +81(0)466-84-2485
Fax @ +81(0466-84-2484
Mobile @ +81(0)90-3965-5878
e-mail : fosada@wako-shoji.com

Scope (GEMHEEE)

This agreement applies to all products manufactured and approved for market in Japan and the
Quality Systems necessary to ensure compliance with regulations specified by the Japanese
Pharmaceutical Affairs Law.

AEGRE(G, BATIEETICRESN., BESNLEINTORE, RUBAOERBEICHRESNITETOETZ
BERICTIEHICHBERREY XT AICBRATND,

The scope of the manufacturing is defined below in accordance with the manufacturer’s
authorization by the classification in article 36 of the Enforcement Regulation of Pharmaceutical
Affairs Low.

[ O ] Manufacturer for general medical device
[ 1 Manufacturer for sterilized medical device
[ ] Manufacturer for tissue medical device

[ ] Packaging/labeling and distribution facility

SEOHEIG. BRBHBTHRAIE 36 RORDICEIL HNBREXEBELCH > TUTDLDICHESND,
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Quality System (REY AT/

The MAH and the manufacturer will each maintain complementary Quality Systems that comply
with the applicable articles of the Pharmaceutical Affairs Low and FLOTEC, Inc. Corporate policies.
Each manufacturer agrees to include a statement of compliance to the Japanese Pharmaceutical
Affairs Low in its quality manual and monitor the effectiveness of the quality management system
in its Management Review process.

BNEIRFTRSE & REESIR EBEOBASNDRERKIUTO-Ty I I—RU— RU Y —ISEET 518
HERESHREREY T AEHRFT D, SEEESE. ZOREVIaPIVICBROESEZET I DEDRRE
BORADBTE ZOVR—IAY FLE2-—TORRDDPTREVR—IXY FY AT LAOBMEEERIT S
LICERT D,

References (GIAXIGSENE)

- Japanese Pharmaceutical Affairs Low
- Standards for the Manufacturing Control and Quality Control of Medical Devices (Also
known as Japanese Medical Device QMS, Ministerial Ordinance No.169, December17, 2004,
or latest)
 Ministerial Regulations for Buildings and Facilities (Ministerial Ordinance No.180, December
24,2004,0r latest)
* Enforcement Ordinance of PAL (Cabinet ordinance)
~Article 17,” Effective Period of Authorization for Foreign Manufacturer”
-Article 18,” Mutatis Mutandis”
-Article 67,” Scope of Question or Inspection to Authorized Foreign Manufacturer by
PMDA”
+ Enforcement Regulation of PAL (Ministerial ordinance)
-Article35, " Application of Authorization for Foreign Manufacturer”
-Article36, "Authorization Categories of Overseas Manufacturer”
~-Article100,”Notification of Changes of Manager of Licensed Manufacturer”
-Article102,” Application for Approval of Marketing of Pharmaceuticals Manufactured
Overseas”
-Article 114, "Mutatis Mutandis”
-Article 244, "Report”
+ 1S013485:2003 Medical Devices-Quality Management System Requirements for Regulatory
Purposes
+ FLOTEG, Inc. Corporate policies
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Shonin (Approval) Conformance (RRABEO—H-EE)

The manufacturer is responsible for ensuring that each product shipped to Japan conform to the
regulatory documents Shonin maintained by the MAH. The Manufacturer is responsible for
ensuring that existing Shonin are maintained as current and notifying MAH of intended changes for
submission.

MAH agrees to provide current Shonin and current manufacturer’ s authorization information to
the manufacturer. The Manufacturer shall provide a self-declaration letter, defined by the MAH that
assures product compliance of Shonin to MAH every April 1st.

BEEEL. BRICHESNEZSRBHIERTEES DRI DRBICES I D LERRICTDIEEEZR D,
BERE L. BFOERRERHOECDICHBIDCE, BRUBRBEDEHDFTESNCEEERERTHEBICE
MIDCEEMRICTDEEERD. BERFTEEL. BHOER CREESOREDERERERSEICIEHT
BDTEICART D.

WYBEHG, VR<EE 1 FIC 1 B BRICHESNIHRNSISHEZERBABICES U TN T EETER
DCLEICERTD.

Verification of Compliance (V754 77> ZDEEE)

The parties agree to cooperate with each other’ s periodic facility audit necessary to ensure
compliance.

The Manufacturer is primarily responsible for ensuring their Quality System complies with all
reguirements of the Japan Pharmaceutical Law. The Manufacturer and the MAH agree to support
periodic MAH audits and host PMDA audiits.

m&Eld, BEEREICT DEHICHESERNRBROEEICDVWVTIHEERNIT DT LEICERT D, BHEEE.
ZOREY AT ADBAROESEDEDDHEWDBEMERBICT CCERRICTDCLCENDOEEZERD,
BLERE CEIRFESL. THNSRERFTESICLDIHENTEITDIC L. EEREEMSSIRSHEDR
BICHAWI D LEICERT D

Certificate (W—F+142715—F)

The Manufacturer will provide updated certificates of quality system certification to the MAH as
they are renewed. The manufacturer agrees to provide a copy of the governmental license for
medical device manufacturing (GMP certificate, certificate for foreign government, ISO certificates,
etc) to MAH as request.

HEREL. EHOBPERBEY AT ABSORHORES ERERTHESICIEHT S, WEESEBRICH LT,
GMP SIEBEE - SAEBE5E CEEBAE - ISO BEE /5 EERMERHEHRODANNEBENE LU 1 BERERTTEBIC
RHIDCLEEERI D,
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Technical Conditions (3{ilia05&44)

The Manufacturer shall describe materials, manufacturing methods, and testing and inspection
methods for each product as described in Shonin or registration documents of individual products
as required by the Japan Pharmaceutical Law.

BhERES. BAOESEORTEICHNSRRBOERRILIIBEECEDHDERD ., SHEHBORME - 84E75
% - BEREREENEIRT D,
Packaging and Shipping (B2RUE#HHX)

The Manufacturer shall preserve product in package designed and tested, and shall ship product in
containers appropriate for the transportation method used.

BhERED, BEEBOREERY IT ALK > THRETEN, ARSNEBETHREREL., FRY DR
BCBUREDIYTT—C8REHETD,

Change Control (ZEEB)

- The manufacturer agrees to define, document, and operate a complete consistent system to notify
MAH prior to implementation of changes on product identity, efficacy, intended use and labeling,
and manufacturing methods and testing/inspection methods, Including acceptance criteria or any
items defined in the Shonin document.

This personification shall comply with FLOTEC, Inc. Corporate policies.

- Also, the manufacturer will notify the MAH in writing, of any changes to any items  described in the
manufacturing site authorization by the Japanese government, such as name and address of
registered management, or buildings and facilities.

» MAH shall keep the Manufacturer informed of the quality, safety, testing and regulatory
requirements for the manufacturer to manufacture products to be exported into Japanl(e.g.
applicable QMS standards and other Ordinances and Notifications as outlined in the Japan
Pharmaceutical Law),

- BLEREE, BRBOARE - B - BABN - RREIRIEBIE - BETER KUHRRESEOEEDEAICH
5., BUEIRGFEEEBIOENITIEHD, REND—BUREIYRATAEREL. XBILUEATICEICERT
B, CHICIE. SANEERRBSZOMOERRECRESNEEENSEND. COSBaHENIS. SRS
270—F7vy O —mRU—bFRUY—=ICHD,

- F e, BEEEIBARBEXIDRESNCESEHOREHBIEOEE., #E5E UTCEBITHONEEEBEDK
ZHEKERR - MEROPTTEG DU\ SEEROEBNEE EEIRTESCE@TENT D,

- BLERFEESIL. BAEBRATHRGSNDHGBDRE - Z&MH - BRI UBRHINBEREBC DU TERYSEESBIC
BIREIRHTD (Bl | BEROESENTED DBEHAIND QUIS BEZDMDETRIOERD,

Compliant Handling  (BBOIURLYD

MAH will gather and report product complaints directly to the Manufacturer. The Manufacturer is
responsible for analysis of complaints and returned products and will provide timely (i.e, as soon as
possible) reports for analysis to MAH.

BEIRFTHEED. HEROBEENE URSEEICERRST D, HEEBL. SREFESNEREODWICE
E‘ED‘ZEVJ'S"KA'J—L (FEHB. TIBIETEWO) RERTESICOIMRSSEIRM T D,
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Global Adverse Event and Malfunction Reporting  (Z0O—/VYVUSEHEB ERESIHRE)

The Manufacturer will report adverse events that occur outside Japan, but involve products which
are approved / registered in Japan. MAH will define the criteria by which Manufacturers determine
which events to report to MAH. MAH will determine the need to report the event to MHLW/PMDA
and notify the Manufacturer of the decision and the outcome of reporting. MAH report content to
MHLW/PMDA is mutually agreed upon by both MAH and the Manufacturer before submission to
MHLW/PMDA.

%x.%%lat BABATIRTTEINTNDE UL EEBAERTERBAP THIRRD. BAEN TOREERZ

EIRFTRECIRE T D, BERTHEE EBLEHEEL. BERFESICREINSHABNTEUIZEEBRD
iL%%L&SU%’)#J&ﬁEEE%EE?% BNEIRFTEBID. EZSCDEIW%'GEOEEE$%®J— FEBE/ EER
EEMESHEHEBC I DREDUBUDOERERTET D, BELEHBE/ EERERSERSHBICNT DRE
ARFTEEDWMSABIE. BEH DG/ EEGERMSSHREHBICIRED T DaIC, “ﬁ?ﬁ;u%ﬁ&@%iﬁ%ﬁ[&j
THEICEREIND,

Field Corrective Action and other notifications (BN - 2EEMHIHR THOBIFNEZDMOEIRIATR)

The Manufacturer will follow the FLOTEC, Inc. Corporate Policy for Field Corrective Action and will
notify the MAH of all actions taken. The MAH will determine the need to notify the authorities in
Japan for actions not involving product in Japan. The Manufacturer further agress to notify the
MAH in the event of suspension of manufacture, distribution or sale of products marketed in Japan.

NEREL, IR CORENBICRETZ 70— v I I—RU— MR Y —(CHEV), SN DNEZRIER
FEBIOBIT D, BERFTESE. BABRNICEE URNRRICX UTERSNDIUNEBEDBEARDIBZN\DIBEX]
OUNBUHEOERERTET D, FE. BEESE. BABRTHRASN TV DREBODEEDIL - RFEOIUTED
BIE - FEENRBONERERTESICBNIDCEICERT D,

Sub Process Site  NETREDOT T TOEZROEURLYD

If the Manufacturer used sub process site, the Manufacturer shall make an agreement or equivalent
document that covers reguirements of this agreement, or ensure the site makes same agreement
between MAH and site.

BhEEEN U T 0B OREHEERATDIHE. CNODMERISEEEEDREY AT ALK > THRESN.
NERECROBEEHEEDRE Y AT AICRNELEND.

Additional Provisions (BHIIZEIE  Fi1T7H)

This agreement shall come into effect from April 1, 2007

FEGREIL, 2007 £4 8 1 BICHGI3.

Periodic Review (FEHigVELE 2 —)

This agreement and the attached table of facilities and contact persons will be reviewed and
revised as necessary.
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RIREB LT OMBRBIEEED—EBIL. MEBICH U TRESNHETSND.

The parties agree to the contents of this agreement and the requirements implied therein as
indicated by the signatures below.

WMUESE. FLOEBRES > TARIRBOABRIUFIRE TEDIBHICERT D,

Date (YMD) /HAB:
Manufacturer/8&%%& . FLOTEG, Inc.

CEO/BeiRE&fE® . BrianR DM
Signature/ 1>/ : @

Address,/1Xfi : 7625 West New York St.Indianapolis, IN 4621 4-4911, USA

Date (YMD) /588 : 4//1/07

Manager Production : Jerry Allen

Signature/ U1 . (/ZVV/

Address/ i 1 7625 Westdlew York St. Indianapolis, IN 46214-491 1, USA

Date (YMD) /&80 : 3 3/
MAH,8hERTTEES ! O SHOJI CO,, LTD NEHTI-BEE
President,/# £ : Fumlo Osada,/EH3xE

Signature/ 91 : @éf @‘ﬁé\

Address/{EFi :  7-3¥5 Zengyo, Fujisawa-shi Kanagawa-ken, 251-0871.Japan
$$J||Lraa*,Rﬁi§fj7 3-5
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