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SBED Laboratory equipment and IVD devices Weekly Update ‘ 08-Oct-15

Dear,
SBED team is pleased to inform you that 7 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 9/28/2015 to 10/4/2015

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 IlI: 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

Data Type MedicalDevice Post Date Distrbutor

In vitro diagnostic devices

New Alkaline Phosphatase 9/29/2015 Siemens Healthcare Abdulrauf Ibrahim 2 http://
(ALPAMP, ALPDEA and Diagnostics Batterjee & Bros. ncmdr
ALPA_¢) used on the Company sfda.g
ADVIA 1200, 1650, 1800, ov.sa/
2400, and XPT Chemistry Secur
Systems

New chemistry premium plus | 10/4/2015 |Randox Laboratories Ltd = Alinfrad Trading Est. FSN  http://

control
New Dimension PHOS 9/28/2015 Siemens Healthcare ABDULREHMAN AL 2 &
Reagents Diagnostics GmbH GOSAIBI GTB
New INSTI HIV-1/HIV-2 10/4/2015 | Biolytical Laboratories N/A FSN | http://
antibody test kit
New MICroSTREP plus 1 and 9/28/2015 | Beckman Coulter, Inc.. ABDULREHMAN AL 2 8
MICroSTREP plus 2 Panels GOSAIBI GTB
New tests based on trinder 10/4/2015 Thermo Fisher Scientific ABDULLA FOUAD FSN | http://

reactions Oy HOLDING COMPANY


http://www.sfda.gov.sa
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8311
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8321
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8327
http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=3&rid=8325
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[High Priority ] - A25118 : Siemens—Dimension PHOS Reagents: Incorrect Assay Installation
Instructions May Lead to Flagging Errors
Medical Device Ongoing Action

Published: Thursday, September 24, 2015

UMDNS Terms:
® |VD Test Reagent/Kits, Clinical Chemistry, Calibration, Urine Test [17039]

Product Identifier:
Dimension Phosphorus (PHOS) Reagents used with Dimension Clinical Chemistry Systems [Consumable, Capital Equipment]
Reagent Catalog No. DF61A; Reagent Siemens Material No. 10720277

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Siemens Healthcare 100 GBC Dr, Newark, DE 19702, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Materials Management

Problem:

In an August 2015 Customer Notification letter submitted by an ECRI Institute member hospital, Siemens states that the assay installation instructions for
the above reagents (customer bulletin dated 2014-10) incorrectly instruct the operator to change the urine assay range in the assay parameters screen on
the above systemsto 5.0 to 90.0 mg/dL (1.61 to 29.07 mmol/L) instead of the correct 0.5 to 9.0 mg/dL (0.16 to 2.91 mmol/L). This may lead to the
following scenarios:

e Urineresults between 5 and 50 mg/dL (1.61-16.15 mmol/L) that are within the urine assay range 5.0-90.0 mg/dL (1.61 H 29.07mmol/L) are
incorrectly flagged with an assay range error (Below Assay Range).

e Urine results between 90 and 900 mg/dl (29.07-290.7 mmoL.) that are above the urine assay range 5.0-90.0 mg/dL (1.61-29.07 mmol/L) are
not flagged with an assay range error (Above Assay Range).

Siemens also states that it has received reports regarding these problems. Siemens further states that internal testing demonstrating that unflagged urine
samples with phosphorus concentrations >200 mg/dL (64.6 mmol/L) may exhibit nonlinearity and under-recovery exceeding 10%. These inappropriate
flag problems may cause adelay in reporting urine phosphorus results; however, Siemens states that the clinical impact of delayed resultsis negligible.
Siemens also states that the potential impact of missed flags and nonlinearity observed when reporting urine phosphorus values >200 mg/dL (64.6
mmol/L) is aso negligible. The potential for an elevated urine phosphorus value to be measured as normal does not exist when this problem occurs, and
urine phosphorus values at these substantially elevated levels would be clinically improbable. The manufacturer has not confirmed the information
provided in the source material.

Action Needed:

Identify any affected productsin your facility. If you have affected product, verify that you have received the August 2015 Customer Notification letter
from Siemens. Siemens does not recommend a laboratory |ookback. Siemens recommends making the following modifications to the PHOS urine assay
range information listed on the assay parameters screen of the Dimension system:

1. Select"F6: SYSTEM CONFIG > F1: METHOD PARAM" in the Operating Menu.

2. Type your password when prompted and select "Enter."

3. Select the assigned key for the PHOS assay.

4. Move the cursor to update the Urine Assay Range parameters, which should be configured as 0.5-9.0 mg/dL [0.16-2.91 mmol/L].
5. Store parameters.

Notify all relevant personnel at your facility of the information in the Customer Notification letter, and forward a copy of the letter to any facility to
which you have further distributed affected product. Retain a copy of the letter for your records.

For Further Information:

Siemens

Website: Click here

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2015 Sep 23. Member Hospital. August 2015 Siemens letter submitted by ECRI Institute member hospital, DC-15-08.A.US-OUS
Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.siemens.com/contact/en/business.htm

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122470/201508SiemensPHOSReagentsClientRedacted.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122470/201508SiemensPHOSReagentsClientRedacted.pdf



mmoqalaa
File Attachment
(A25118) Siemens—Dimension PHOS Reagents.pdf
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[High Priority ] - A25116 : Beckman Coulter—MICroSTREP plus 1 and MICroSTREP plus 2 Panels:

Samples May Exhibit False Resistance to Certain Antibiotics
Medical Device Ongoing Action

Published: Thursday, September 24, 2015
UMDNS Terms:
® |VD Test Reagent/Kits, Microbiology, Bacteria, | dentification, Streptococcus Species [17388]

Product Identifier:

MICroSTREP plus
Panels:

Reference Nos.: Lot Nos.:

2016-01-27 EXP JAN 27 2016,
2016-02-27 EXP FEB 27 2016,
2016-03-26 EXP MAR 26 2016,
2016-04-02 EXP APR 2 2016,
2016-04-14 EXP APR 14 2016,
2016-05-01 EXP MAY 1 2016,
2016-05-15 EXP MAY 15 2016,
2016-06-12 EXP JUN 6 2016

1 (MSTRP+1) B1027-201

2016-01-30 EXP JAN 30 2016,

2 (MSTRP+2) B1027-202 2016-03-23 EXP MAR 23 2016

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Beckman Coulter Inc 250 S Kraemer Blvd, Brea, CA 92821-6232, United States

Suggested Distribution: Clinical Laboratory/Pathology, Materials Management

Problem:

In a September 10, 2015, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Beckman Coulter states that it has received
reports regarding ampicillin and penicillin fal se-resistance with clinical isolates and out-of-range (high) quality control (QC) results on the above panels.
Beckman Coulter also states that its investigation has confirmed a manufacturing error leading to antimicrobic degradation and the potential for elevated
false-resistance results for some antibiotics (e.g., ampicillin, penicillin) in a portion of the above panels. Beckman Coulter further statesthat if used for
QC testing, this problem may cause an affected panel to exhibit out-of-range high MIC results because of degradation of labile antimicrobics (e.g., QC St
reptococcus pneumoniae ATCC 49619 vs. ampicillin or penicillin). Beckman Coulter states that if the panels pass QC testing and are used for clinical
isolate testing, there is the potentia for elevated or false-resistant MIC results because of degradation of |abile antimicrobics. The manufacturer has not
confirmed the information provided in the source material.

Action Needed:

Identify, isolate, and discard any affected product in your inventory. If you have affected product, verify that you have received the September 10, 2015,
Urgent Medical Device Recall |etter and Customer Response Form from Beckman Coulter. Retain your inventory of other lot numbers of MSTRP+1 and
MSTRP+2 panels because they are not affected by this problem. Beckman Coulter recommends discussing the contents of the letter with your medical
director regarding the need to review previous test results, conduct patient followup, and/or repest testing by another panel lot if the isolates are still
available. Beckman Coulter states that the manufacturing problem has been resolved. Complete the Customer Response Form, and return it to Beckman
Coulter using the instructions on the form.

For Further Information:
Beckman Coulter
Website: Click here

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2015 Sep 22. Member Hospital. Beckman Coulter letter submitted by ECRI Institute member hospitals: FA-25885 (includes reply
form) Download

©2015 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.beckmancoulter.com/

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/122478/20150910BeckmanCoulterMICroSTREPplus1Andplus2PanelsClientRedacted.pdf



mmoqalaa
File Attachment
(A25116)  Beckman Coulter—MICroSTREP plus 1 and MICroSTREP plus 2 Panels.pdf


New VITROS Chemistry 10/4/2015 Ortho-Clinical Samir Photographic 1 | http://
Products Calibrator Kit 9 Diagnostics Supplies Co. Ltd.

*  The sign (#) on the left side of the FSN's indicates that the source of this FSN is EC
* T 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/CaCompositeListing.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.


http://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=8332
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

