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SBEDWegky Update,  27Aug1s

Dear,
SBED team is pleased to inform you that 22 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 8/20/2018 to 8/22/2018

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to public health:
Class | : High Risk, Class Il : Medium Risk and Class Ill: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a manufacturer
or its representative in relation to a Field Safety Corrective Action

‘Hospltal Name H

Anaesthetic and respiratory devices

New CPAP Mask Cushion 8/22/2018 Compass Health Brands N/A 1  A/Ca\

Diagnostic and therapeutic radiation devices

Update AXIOM Aristos MX/VX  8/21/2018 SIEMENS iiemens Medical Solution FSN A/Ca\
New  Blood Pressure Monitor  8/21/2018 Withings Sas N/A 2  A/Ca\
New Hitachi Scenaria CT 8/21/2018  Hitachi America, Ltd. N/A 2 https

system
New LiebelFlarsheim Hydra  8/22/2018  LIEBEL-FLARSHEIM N/A 2 https
Vision Urology XRay COMPANY LLC ://nc

System (DR)


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13083
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=13082
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13077
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13074
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13086

New philips DigitalDiagnost 2.x 8/21/2018

New  Various Endoscopes , 8/20/2018

New Vertebral Motion Analyzer 8/22/2018

Electro mechanical medical devices

New Flexible Endoscopes 8/20/2018

New  Tissue-Tek AutoSection 8/21/2018
Microtomes

New TriFlo"" Subglottic 8/22/2018
Suction System

In vitro diagnostic devices

New  Salivary Estradiol ELISA  8/21/2018

Laboratory equipment
New BD BBL GClect Agar ~ 8/21/2018

New bioMrieux VITEK 2 NHID 8/21/2018
Test Kit

Non-active implantable devices

New  Affixus Hip Fracture Nails 8/20/2018

New ColLink(TM) Lapidus Plate 8/22/2018
XP

New = Dymaxeon Spine System 8/22/2018

New ECHO BiMetric and 8/21/2018
ARCOS Modular Revision
Hip System

Philips Healthcare

Olympus

Ortho Kinematics, Inc

Olympus.

Sakura Finetek

Vyaire Medical, Inc..

DRG Instruments GmbH _A FOUAD HOLDING COl

s Healthcare Saudi Arabi.

Salehiya Trading Est.

N/A

N/A

Al-Jeel Medical &
Trading Co. LTD

Bio Standards

ecton Dickinson & Co. (BL Becton Dickinson B.V.

bioMerieux Inc

Zimmer Inc.....

In2Bones, SAS

Back 2 Basics Direct LLC

Zimmer Biomet, Inc.

Al-Jeel Medical &
Trading Co. LTD

Isam Economic Co.

N/A

N/A

Isam Economic Co.

1

A/Ca\

A/Ca\

A/Ca\

https

tt

R


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13081
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13087
http://Attached
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13088
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13073
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13070
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13071
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13084
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13079
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[High Priority ] - A31056 : Sakura Finetek—Tissue-Tek AutoSection Microtomes: May Start
Sectioning Again When Emergency Button Is Pressed before Alignment Stage Completes and after

Releasing Emergency Button
Medical Device Ongoing Action

Published: Thursday, August 16, 2018

UMDNS Terms:

® Microtomes, Rotary [15158]
Product Identifier:
[Capital Equipment]

Sakura Finetek Europe bv

Model Item No. Serial No. Software Version

Product

Microtomes Tissue-Tek AutoSection 5000 <=0297 5.89

Geographic Regions: Canada, Europe, Japan, South America, U.K., U.S.
Manufacturer(s): Sakura Finetek Europe bvFlemingweg 10A, NL-2408 AV Alphen aan den Rijn, The Netherlands
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OInaJdune 29, 2018, Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Sakura Finetek
states that when the emergency button is pressed on the above microtomes before the alignment stage has been completed, the AutoSection may start
sectioning (facing) again after the emergency button is released to reset the system. Because the user will not expect the chuck to move during this stage,
the user may be near the chuck and blade when the motion starts again, which poses arisk to the user. While the emergency button (ESTOP) may not
function as intended, the unit is designed with two blinking warning red/white LED lights indicating that the chuck isin a paused state and will move
soon.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 29, 2018, Field Safety Notice
letter from Sakura Finetek. Sakura Finetek will release software version 5.90a as a mandatory upgrade that corrects this problem. Until the software
upgrade is complete, you can continue using affected systemsif you remain aert that the chuck will start moving under the above conditions. This
movement can be stopped by pressing the touchscreen as you would to normally stop the AutoSection movement. Use the affected systems in accordance
with the operating manual, which references the use of a"blade guard" during sectioning motions. Maintain awareness that the two blinking warning
red/white LED lights indicate that the chuck isin a paused state and will move soon. Notify all relevant personnel at your facility of the information in the
letter, and forward a copy of the letter to any facility to which you have further distributed affected product.

For Further Information:

Sakura Finetek

E-mail: support@sakura.eu

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Sakura Finetek: AutoSection [online]. London: Department of
Health; 2018 Jul 23 [cited 2018 Jul 25]. (Field safety notice; reference no. 2018/007/017/291/004). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):

2018 Jul 25. MHRA FSN. 2018/007/017/291/004 Download
2018 Jul 25. MHRA FSN. June 29, 2018, Sakura Finetek letter Download
2018 Aug 2. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:support@sakura.eu

https://www.sakura.eu/Contact

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018?utm_source=b4f68c3f-9459-410e-b88d-fd0aa628eab2&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

https://www.gov.uk/drug-device-alerts/field-safety-notices-16-to-20-july-2018?utm_source=b4f68c3f-9459-410e-b88d-fd0aa628eab2&amp;utm_medium=email&amp;utm_campaign=govuk-notifications&amp;utm_content=immediate

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177981/20180723MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177982/20180629SakuraTissueTekAutoSectionMHRA.pdf



(A31056) Sakura Finetek-Tissue-Tek AutoSection Microtomes.pdf
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[High Priority ] - A31187 : Olympus—Flexible Endoscopes: Manufacturer Recommends against Use

of Simethicone/Non-Water Soluble Additives
Medical Device Ongoing Action

Published: Thursday, August 16, 2018

UMDNS Terms:

® Endoscopes [20475]
Product Identifier:
Flexible Endoscopes [Capital Equipment]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States

Suggested Distribution: Clinical/Biomedica Engineering, Infection Control, OR/Surgery, Pulmonology/Respiratory Therapy, Risk
Management/Continuous Quality Improvement, Gastroenterology, Otolaryngology, Central Sterilization Reprocessing

Problem:

InaJune 29, 2018, letter submitted by an ECRI Institute member hospital, Olympus states that it does not recommend the use of simethicone and

other non-water soluble additives with its flexible endoscopes or ancillary equipment because these products may be difficult to remove during manual
cleaning and may reduce the efficacy of the reprocessing procedure. Simethicone and petroleum/oil/silicone-based lubricants are non-water soluble and
thus not recommended for use. Olympus also states that it has received customer reports indicating that the use of high concentrations of simethicone
may be difficult to remove from Olympus endoscopy equipment (e.g., endoscopes, water containers) despite strict adherence to the Olympus reprocessing
instructions. Failure to remove simethicone during manual cleaning from endoscopy equipment may reduce the efficacy of the reprocessing procedure.
Olympus further states that simethicone isinsoluble in both water and alcohol. In addition, solutions containing simethicone (e.g., infant gas drops)
typically contain sugars, thickeners, and binding agents. These ingredients could support microbial and biofilm growth and may be difficult to remove
during reprocessing. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Determine whether your facility uses Olympus flexible endoscopes. If you have affected endoscopes, verify that you have received the June 29,

2018, letter from Olympus. Olympus recommends medical grade, water-soluble lubricants (e.g., K/Y jelly, lidocaine jelly) for the insertion tube of their
flexible endoscopes. In addition, Olympus cautions customers against the use of petroleum-based (e.g., ointments, Vaseline), oil-based, and silicone-
based |ubricants. Qil or petroleum based lubricants may damage Olympus endoscopes and may be very difficult to remove during reprocessing. As stated
above, Olympus does not recommend the use of non-water soluble products with flexible endoscopes or ancillary equipment. If your facility has
determined that the benefit of using a non-water soluble product outweighs the risk of potential reprocessing difficulties, see the letter for suggested
actions.

For Further Information:
Olympus local representative
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Aug 16. Member Hospital. Olympus letter submitted by ECRI Institute member hospital Download

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177948/20180629OlympusEndoscopesClient.pdf?option=80F0607

http://medical.olympusamerica.com/content/contact-olympus-america

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177948/20180629OlympusEndoscopesClient.pdf



( A31187)  Olympus-Flexible Endoscopes.pdf
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[High Priority ] - A31161 : Olympus—Various Endoscopes: Use with Non-Olympus Accessories May

Lead to Loosening of Instrument Channel Port
Medical Device Ongoing Action

Published: Monday, August 13, 2018
Last Updated: Thursday, August 16, 2018

UMDNS Terms:
® Bronchoscopes, Flexible, Video [17662]
® Bronchoscopes, Flexible, Video/Ultrasound [25705]

® | aryngoscopes, Flexible, Video [23531]
Product Identifier:
[Capital Equipment]

Olympus America Inc Model No

Product Model Serial No.
Endoscopes Airway Mobilescope, Bronchofiberscope, BF-160, BF-1T160, BF-1T180, BF-1T240, All
Bronchovideoscope, Rhino-Laryngo Videoscope, BF-1T40, BF-1T60, BF-1TQ180, BF-240,
Ultrasonic Bronchofiberscope, Ultrasonic BF-3C160, BF-3C40, BF-40, BF-6C240,
Bronchofibervideoscope BF-MP160F, BF-M P60, BF-P160, BF-P180,

BF-P240, BF-P40, BF-P60, BF-Q180, BF-
Q180-AC, BF-UC160F-OL 8, BF-UC180F,
BF-XP160F, BF-XP40, BF-XP60, BF-
XT160, BF-XT40, ENF-VT2, MAF-TM

Geographic Regions: Worldwide
Manufacturer(s): Olympus America Inc3500 Corporate Pkwy, Center Valley, PA 18034-0610, United States

Suggested Distribution: Clinical/Biomedical Engineering, Infection Control, OR/Surgery, Pulmonology/Respiratory Therapy, Gastroenterology,
Otolaryngology

Problem:

In an August 8, 2018, Urgent Medical Device Safety Notice letter submitted by ECRI Institute member hospitals, Olympus states that use of the above
endoscopes with non-Olympus accessories can result in more applied force than expected, leading to loosening of the instrument channel port. Olympus
also states that it has received areport of an incident in which this problem occurred and patients became infected.

Action Needed:

Identify any affected endoscopesin your inventory. If you have affected endoscopes, verify that you have received the August 8, 2018, Urgent Medical
Device Safety Notification letter and Reply Form from Olympus. For information regarding service availability for specific affected models, see the table
inthe |etter . Post acopy of the letter with your inventory of affected devices, and conduct the following actions before every use:

1. Wearing sterile gloves, attempt to rotate or turn the instrument channel port in a counterclockwise direction as shown in picture Ol in the
letter . If the instrument channel port is able to be rotated or turned, do not use the endoscope and return it to Olympus for repair. If the
instrument channel port does not rotate or turn, go to step 2.

2. Visualy inspect the rubber part around the instrument channel port of the referenced endoscope. If the rubber part isin anormal
condition as shown in picture 02, the endoscope can be used in a patient procedure. If the rubber part islifted from the molding parts as
shown in picture 03, do not use the endoscope and return it to Olympus for repair. Refer to the letter for pictures.

If you have questions about how to conduct the inspection or you are not sure of the results of your inspection, contact the Olympus technical assistance
center (TAC) using the information below, before using the device. Report any patient injuries or quality problems associated with Olympus endoscopes
to the Olympus TAC. To reguest service for your endoscope, contact Olympus by telephone at (800) 848-9024 (select option 3). Complete the Reply
Form, and return it to Olympus using the instructions on the form. Olympus states that operation manuals containing the inspection instructions for
models MAF-TM, BF-UC180F, BF-3C40, BF-X P60, BF-M P60, BF-P60, BF-1T60, BF-XP160F, BF-3C160, BF-MP160F, BF-XT160, BF-P180, BF-
Q180-AC, BF-Q180, BF-1T180, BF-1TQ180, and ENF-V T2 can be downloaded from the OlympusConnect customer website . New users will need to
register. Once registered, log into OlympusConnect using your user name and password. After entering the OlympusConnect website, select [Product
Support] on the left navigation bar, select "Instructional Manuals," locate the endoscope model name, and select the applicable [Download] button.
Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further
distributed affected product.

For Further Information:

Olympus technical assistance center (TAC)

Tel.: (800) 848-9024 (select option 1), 7 am. to 8 p.m. Eastern time, Monday through Friday

Laura Storms, Olympus vice president of market quality

Tel.: (484) 896-5688 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: laura.storms@olympus.com

Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Aug 13. Member Hospital. Olympus letter submitted by ECRI Institute member hospitals (includes reply form) Download
e 2018 Aug 13. Manufacturer. Manufacturer confirmed information

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177684/20180808OlympusEndoscopesClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177684/20180808OlympusEndoscopesClient_Redacted.pdf?option=80F0607

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177684/20180808OlympusEndoscopesClient_Redacted.pdf?option=80F0607

https://www.olympusconnect.com/

mailto:laura.storms@olympus.com

http://medical.olympusamerica.com/content/contact-olympus-america

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/178003/20180808OlympusEndoscopesClient_Redacted.pdf
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[High Priority ] - A31179 : Zimmer Biomet—Affixus Hip Fracture Nails: Sterility May Be

Compromised
Medical Device Ongoing Action

Published: Wednesday, August 15, 2018

UMDNS Terms:

® Nails, Bone[16078]
Product Identifier:
[Consumable]

Product

125° 9 mm x 180 mm Affixus Hip Fracture Nails

125° 9 mm x 260 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 300 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 320 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 340 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 360 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 380 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 440 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 460 mm Affixus Hip Fracture Nails
Right

125° 11 mm x 180 mm Affixus Hip Fracture Nails

125° 11 mm x 340 mm Affixus Hip Fracture Nails
Right

125° 11mm x 360 mm Affixus Hip Fracture Nails
Right

125° 11mm x 380 mm Affixus Hip Fracture Nails
Right

125° 11mm x 420 mm Affixus Hip Fracture Nails
Right

125° 11 mm x 440 mm Affixus Hip Fracture Nails
Right

125° 11 mm x 460 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 180 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 260 mm Affixus Hip Fracture Nails
Right

Zimmer Biomet

Item No. Lot No.

814309180 177830, 177890, 177910, 177920, 177820,
244120, 287770

814309260 450640

814309300 219750, 450750, 244110

814309320 450770, 450790

814309340 584910, 616470, 244100

814309360 219760

814309380 436160

814309440 289130

814309460 369120

814311180 178050, 178060, 178070, 129900, 129910,
287720, 287740

814311340 288670, 244090

814311360 244170

814311380 244180

814311420 289160, 369250, 369260

814311440 369280

814311460 436200

814313180 244220, 558020

814313260 343500

814313280 369340

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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125° 13 mm x 280 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 300 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 360 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 400 mm Affixus Hip Fracture Nails
Right

125° 13 mm x 440 mm Affixus Hip Fracture Nails
Right

125° 9 mm x 260 mm Affixus Hip Fracture Nails Left
125° 9 mm x 300 mm Affixus Hip Fracture Nails Left
125° 9 mm x 320 mm Affixus Hip Fracture Nails Left
125° 9 mm x 440 mm Affixus Hip Fracture Nails Left
125° 9 mm x 460 mm Affixus Hip Fracture Nails Left

125° 11 mm x 260 mm Affixus Hip Fracture Nails
Left

125° 11 mm x 320 mm Affixus Hip Fracture Nails
Left

125° 11 mm x 340 mm Affixus Hip Fracture Nails
Left

125° 11 mm x 360 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 260 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 340 mm Affixus Hip Fracture Nails
Left

125° 13 mm x 360 mm Affixus Hip Fracture Nails
Left

130° 9 mm x 320 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 180 mm Affixus Hip Fracture Nails

130° 11 mm x 320 mm Affixus Hip Fracture Nails
Right

130° 11mm x 340 mm Affixus Hip Fracture Nails
Right

130° 11 mm x 360 mm Affixus Hip Fracture Nails
Right

130° 11mm x 400 mm Affixus Hip Fracture Nails
Right

130° 13 mm x 360 mm Affixus Hip Fracture Nails
Right

814313300

814313360

814313400

814313440

814409260

814409300

814409320

814409440

814409460

814411260

814411320

814411340

814411360

814413260

814413340

814413360

814509320

814511180

814511320

814511340

814511360

814511400

814513360

©2018 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA

616680, 616780

136750

584890

678960, 678970

679000

201230, 201240, 500030, 679050

558060

584790, 584810

584760, 584770

244270, 679300

679160

244280, 558120, 558130

244290, 343530, 343550

679240

369380, 436290

369400, 369410

201440

136520, 244300, 244320, 436430

616240, 616250

369640

343590, 343610

343630

436470, 616630, 616640

May be reproduced by subscribing institution for internal distribution only.
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130° 9 mm x 360 mm Affixus Hip Fracture Nails Left 814609360 616460

130° 11mm x 360 mm Affixus Hip Fracture Nails Left 814611360 289190

130° 11mm x 380 mm Affixus Hip Fracture Nails Left 814611380 287810, 343660
130° 11mm x 400 mm Affixus Hip Fracture Nails Left 814611400 500220

130° 15 mm x 360 mm Affixus Hip Fracture Nails 814615360 436650

Left

125° 9 mm x 165 mm Affixus Hip Fracture Nails 816709165 694950

Geographic Regions: Chile, Europe, U.S.
Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInan August 8, 2018, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the sterile
packaging of the above nails may be open, potentially resulting in adelay in surgery, infection, or malunion if adifferent sized product must be used.
Zimmer Biomet also states that the affected product was packaged correctly at the time of manufacture; however, approximately 20% of the affected
product was opened by the firm for an unrelated inspection and inadvertently distributed after December 28, 2017, without the intended rework. Zimmer
Biomet further states that this problem is highly detectable at the point of use (see the photo in the letter ).

Action Needed:

Oldentify and isolate any affected product in your inventory. Affected lot numbers were distributed between July 2017 and July 2018. If you have
affected product, verify that you have received the August 8, 2018, Urgent Medical Device Recall letter and Certificate of Acknowledgment form from
Zimmer Biomet. Y our Zimmer Biomet sales representative will remove affected product from your facility. Notify all relevant personnel at your facility
of theinformation in the letter. Regardless of whether you have affected product, complete the Certificate of Acknowledgment form and return it to
Zimmer Biomet using the instructions on the form. There are no specific patient monitoring instructions related to this problem recommended beyond the
surgeon's existing follow-up schedule. Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at
product.experience@zimmerbiomet.com . U.S. customers should also report adverse events or product quality problems relating to the use of affected
product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid
FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch
website .

For Further Information:

Zimmer Biomet customer service department

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mail: CorporateQuality.PostM arket@zimmerbiomet.com

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information.

Source(s):
e 2018 Aug 15. Member Hospital. ZFA 2018-00413 (includes reply form) Download
e 2018 Aug 15. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2018 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177898/20180808ZimmerBIometAffixusHipFractureNailsClient.pdf?option=80F0607

mailto:product.experience@zimmerbiomet.com

https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:CorporateQuality.PostMarket@zimmerbiomet.com

https://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/177898/20180808ZimmerBIometAffixusHipFractureNailsClient.pdf



(A31179) Zimmer Biomet-Affixus Hip Fracture Nails.pdf


New Ulnar Osteotomy 8/21/2018 TriMed Ortho N/A 2  https
Compression Plate, Short
Single-use devices
New Ext Set 8/21/2018 ZU Medical de Mexico, S./ N/A 2 JZA[Ca\
New  McKesson Powder Free  8/21/2018 Cypress Medical N/A 2  https
Vinyl Exam Gloves Products.
New  NICO Shepherds Hook  8/21/2018 Nico Corp 7 N/A 2  https
Greenberg

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI

* : Indicates that medical devices subject to removal and/ or destroyed action.

* SBED Team Recommend ensuring The listed Distributors in this report as they may
differ from the distributors you are dealing with

SBED is devoted to receive the adverse event report and feedback information about
any medical devices malfunction from hospitals and healthcare facilities all around
KSA, studying them and collaborative working with manufacturers, authorized
representatives and distributors to take the right action and assuring the proper safe
performance.

To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositelListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13076
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13080
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13072
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=13075
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

