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Urgent Field Safety Notice
Dam Clamp no.12A, no.13A. no.26

| Black
Risk of breakage
Information on Affected Devices*
1 1. Device Type(s)*
Rubber Dam Clamp for dental treatment

The device is used with Dental Dam, Frame to prevent contamination by moisture or
saliva during dental treatment. The device come in a range of types including several of
the Kit/set.

1| 2. Commercial name(s)

. | Rubber Dam Clamp

1 3. Unique Device Identifier(s) (UDI-DI)

- | As per attached sheet(1)

1 4. Primary clinical purpose of device(s)*

.| It is compesed of instruments such as a dental rubber dam, a dental rubber dam clamp,
a dental rubber dam forceps, and a dental rubber dam frame, and is used for prevention
of contamination by saliva and moisture prevention during dental treatment.

1 5. Device Model/Catalogue/part number(s)*

. | As per attached sheet (1)

1 6. Affected serial or lot number range

._| As per attached sheet (2)

Reason for Field Safety Corrective Action (FSCA)*)
2. 1. Description of the product problem*
Regarding these products, there was information on defects related to breakage of about
1 piece on average per annual production of about 300,000 pieces. Since number of
cases increased significantly, we investigated and found that the above-mentioned Lot no
of the products using specific materials, may have a particularly high rate of breakage, so
we decided to voluntarily recall them.

2. 2. Hazard giving rise to the FSCA*

This product is to be worn on the patient's teeth. If it breaks in the oral cavity, there is a
risk of mucous membrane damage or accidental ingestion, but due to the nature of the
product, it will break under the gaze of a dental professionals, so it is thought that
appropriate measures will be taken immediately. Therefore, we do not think that it may
lead to serious health damage, In addition, there are no reports of heaith hazards that
may be caused by this incident in Japan and any other countries.
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Type of Action to mitigate the risk*

3. 1. Action To Be Taken by the User*
& Identify Device & Quarantine Device @ Retumn Device & Other
-Please identify the products first by Lot no., Product Code, Shipment date.
- From the link below or by email, please inform DENTECH of total quantity of defective products

with color distinction(Glossy, Matt, Black)
We will replace all of them free of charge. If you have any concerns about the items in your stock,
We will also replace them.

k1Hv8_PCItFedHivGUYz6cYKRURFIVQURQSIRSVUVYVURWSKhNOEdNUzRIMCQIQCNOPWcu
-If possible, please return the said products to us,

Returned Product should be addressed to .

(freight collect) FedEx A/C#1898-0580-0

(please choose international economy service)

DENTECH CORPORATION-

§3-5, Shimizu-cho, Itabashi-ku, Tokyo, 174-0053, Japan

TEL: +81-3-3964-2011 Attn : Keiko Kashiyama / Mika Kato

3. | 2. Is customer Reply Required? *  (If yes, form attached Yes

specifying deadline for return)

3. | 3. Action Being Taken by the Manufacturer
(1 Product Removal

General Information*

4. | 1. FSN Type* New

4, |2 Further advice or information Yes

already expected in follow-up FSN? | *Lot Nos. will be added later

4, | 3. Manufacturer information  (For contact details of local representative refer to page 1 of this FSN)

a. Company Name DENTECH CORPORATION
b. Address 53-5, Shimizu-cho, Itabashi-ku, Tokyo,
174-0053, Japan

Tel:+81-3964-2011/Fax:+81-3964-5624 .
4. | 4. The Competent (Regulatory) Authority of your country has been informed about this

communication to customers. *
4. | 5. Name/Signature DENTECH CORPORATION

A |
oo |

Transmission of this Field Safety Notice Y
This notice needs to be passed on all those who need to be aware within your organisation or to
any organisation where the potentially affected devices have been transferred, (As appropriate)
Please transfer this notice to other organisations on which this action has an impact. (As
appropriate)
Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action.
Please report all device-related incidents to the manufacturer, distributor or local representative,
| and the national Competent Authority If appropriate, as this provides important feedback..*
Note: Fields indicated by * are considered necessary for all FSNs. Others are optional.




Rew 1: July 2018
Template for a Field Safety Motice Distributor/iimporter Reply Form
Distributorfimporter Reply Form

1. Field Safety Motice (FSN) information

FSMN Reference number*

4

FSM Date™

April 21, 2021

Product/ Device name*

RUBBER DAM CLAMP

Product Code{s)

01012912, 01014512, 01018912
01012912, 01014913, 01018913
01012026, 01014026, 01019026

| Batch/Serial Number (5]

As par attached

2. Distributoriimporter Details

Company Mame*

Account Number (if any changes)
Address{if any changes)

Shipping address if differant to above
Contact Name™

Titla ar Function

Telephone numben(if any changes)

| Email{if any changes)

3. Return acknowledgement to Sender

Email

Dasfributorimporter Helpline

Aa mentioned abowe
+81-3-3964-2011
+E1-3-3962-5624

Postal Address

DENTECH CORPORATION
53-8, Shimizu-cho, Rabashi-ku, Tokye 174-0053
Japan

Weab Portal

hitps-itwssre dentech . co. planglishdproducts_en

Desadline for returning the Distributos!l mpanter
reply Form™

4. Distributors/importers (Tick all that apply)

*| confirm the receipt, the reading
and understanding of the Feeld
Safety Motice,

Distributorimporter to complete or enbar NS

| have checked my stock and
quarantined inventory

| have identified customers that
received or may hawe received this
device

Distribulerimparter to enbar quandity and date

istribulorimparter to enter guantily of each products

| have attached customer list

| have informed the identified
customears of this FSN

Crabe of commmiirmcalion:

Page 1of2




Rev 1: July 2018

D I have received confirmation of reply
from all identified customers

D | have returned affected devices - Add quantity, Lot/Serial Number/Date Returned (same
enter number of devices returned information 2s requested by the Customer Reply form
and date complete.

D | have destroyed affected devices — | Add quantity, Lot/Serial NumbenDate Returned (same
enter number destroyed and date information as requested by the Gustomer Reply form
complete.

D Neither | nor any of my customers
has any affected devicas in inventory

Print Name* Distributor/importer print name here

 Signature® Distributorfimporter sign Here
Date *
Mandatory fields are marked with *

It is important that your organisation takes the actions detailed in the FSN and
confirms that you have received the FSN.

Your organisation's reply is the evidence we need to monitor the progress of the
corrective actions.

Page2o0f2




-Attached sheet (1)

Commercial Name(g)| Tuoer Dam Clamp Rubber Dam Clamp Rubber Dam Clamp
no.12A no.13A 026

LD

v

Product Code 01012912 01012913 01012026
e um-on (4560218660961 04560218660978 D45E021BE60183

— Product Code 01014912 01014913 01014026
uDi-oi 04360218669450 0456021 9669506 04560218669124

Blac Product Code| 01019512 01019913 01013026
uDi-o1 04560218672T42 Q456021867759 0456021867 2377

<Sample Label=
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-Attached sheet (2)
Product Name ; Rubber Dam Clamp ne,12A, Ghssy (01012912)
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Prodyct Name ; Rubbar Dam Clamp no, 124, Matt (01014912)
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Product Name : Rubber Dam Clamp n0.13A, Glossy (01012913)

e

TOIRRNT  ISCTI0N  1DITIN  SyOBNCYY  190RIOO0  19CTADE G000 MOTNONY  INDNGNIT ISCHINNNT 10T 103000
M INNNEN WUAE RIIN00E NN JGREE  SNXNIY ILNET  THOIO0IS 1021006 DMOMIEINT AN
DOAIO0E PN THORINT  MORMIOS  JUOEMOS MBI MOAMOR  MOAMACT  INEREOE 193X JOMOIE  NOAMSS
JOTOI) WOLITON  VMCIY  MOOXOIT  IMNGIND  IDOMNET  DCEROTE  JOONMOE  19M2NTD  JOROMDY DOLEINT 1NN
AMSINET  LVCSDALIS  TREONIWI  MNCBINCHE  19ORONOGO  [VOMAODY FICRASIT  MAUMATIE  LSGE0E  BROAADI 0NN e
Qe aTon

Shizarg cete | JOORE M~

e E T
s 0N
omema  Men

001N IOIEANE  MINI0EN  Medls

e

190811005
et
Hewieear
0020857

st

TN DRTNI0A DRRINGE  IWINAMQY  IWILIORI  IRSIREE IO ROTIUNT TRl MO 061N XTI ANE0Ne
IRO3000  IBINMED  1MOCS0E  INRL0RY
Quentty Wl

Snppeg dere R RN

Preduct Name : Rubber Dam Clamp no. 138, Black (01019913)
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Product Name : Rubber Dam Clamp no.26, Black (01019026)
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