
SBED Weekly Update 28-Mar-17

Dear,                   
SBED team is pleased to inform you that                   new FSCA/recalls posted on 
(Please note:  below list of FSCA/ recalls for the period of                                to 
In order to view more details, click the links and for ECRI alerts see the attachments 

24 SFDA website
3/20/2017 3/26/2017

NOTE:
FSCA / Recalls are classified into three categories, representing the potential risk to 
public health:  Class I  : High Risk, Class II : Medium Risk and Class III: 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

Ref: WU1713

MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Anaesthetic and respiratory devices

​CareFusion Patient 

Breathing Circuits

3/26/2017 Vyaire Medical 2 AttacN/A# New

Arkon Anesthesia 

Delivery System

3/21/2017 Del Mar Reynolds 

Medical, Ltd.

2 httpsN/ANew

Bivona TTS (Tight to 

Shaft) Pediatric 

Tracheostomy Tube

3/21/2017 Smiths Medical 

International Limited

2 https

://nc

almadar medical Est.New

HARTMANN VivanoTec / 

ATMOS S 042 NPWT

3/23/2017 PAUL HARTMANN FSN httpsABDULREHMAN AL 

GOSAIBI GTB

New

nsive care ventilators elisa 

600, elisa 800 and elisa 

800

3/23/2017 SALVIA medical GmbH 

& Co. KG

FSN https

://nc

N/ANew

http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10817
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10819
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10828
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10826



[High Priority ] - A28187 : Vyaire Medical—�CareFusion Patient Breathing Circuits: May Lack Proper FDA Clearance


[High Priority ] - A28187 : Vyaire Medical—�CareFusion Patient Breathing Circuits: May Lack Proper
FDA Clearance
Medical Device Ongoing Action
Published: Thursday, March 2, 2017


UMDNS Terms:
•  Breathing Circuits, Ventilator [15003]


Product Identifier:
Teleflex-Compatible Single-Patient-Use CareFusion Patient Breathing Circuits used with the following Ventilators: (1) LTV, (2) ReVel [Consumable,
Capital Equipment]
Patient Circuits: Part Nos.: 
15 mm SPU Dual-Heated Wire, with Positive
End-Expiratory Pressure (PEEP), Teleflex
(10/pkg)


18852-001


15 mm SPU Dual-Heated Wire, without
PEEP, with Elbow, Teleflex (10/pkg) 18856-001


22 mm SPU Dual-Heated Wire, with PEEP,
Teleflex (10/pkg) 18851-001


22 mm SPU Dual-Heated Wire, without
PEEP, with Elbow, Teleflex (10/pkg) 18855-001


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), &#160;U.S.


Distributor(s): •  Vyaire Medical Inc100 S Saunders Rd Unit 150, Lake Forest, IL 60045, United States


Manufacturer(s): CareFusion Corp3750 Torrey View Ct, San Diego, CA 92130, United States


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Pediatrics, Pulmonology/Respiratory Therapy, NICU, EMS/Transport,
Materials Management


Problem:
�In a January 30, 2017, Important Recall Communication letter submitted by an ECRI Institute member hospital, Vyaire Medical states that the above
patient breathing circuits lack proper regulatory clearance from FDA. Vyaire Medical also states that this lack of regulatory clearance does not pose any
additional hazards to health care workers, providers, or patients beyond that associated with similarly cleared LTV and ReVel ventilator patient circuits
on the market. Vyaire Medical further states that the Carefusion is discontinuing production of the above patient circuits. Vyaire Medical has not
confirmed the information provided in the source material.


Action Needed:
�Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the January 30, 2017, Important
Recall Communication letter from Vyaire Medical. If your internal procedures do not allow for destruction of affected product, contact the Vyaire
Medical technical support department using the information below for product instructions and to arrange for replacement circuits.
 
For Further Information:
Vyaire Medical technical support department
Tel.: (800)) 754-1914 (U.S. and Canada)
E-mail: ltvservice@carefusion.com
Website: Click here  
Comments:


 


● This alert is a living 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):


● 2017 Mar 2. Member Hospital. Vyaire Medical letter submitted by ECRI Institute member hospital Download
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

Assistive products for persons with disability

Carina Mobile Lifts  , 3/21/2017 Handicare Ltd 2 AttachedAl Safwa Dimensions# New

Diagnostic and therapeutic radiation devices

IQon Spectral Computed 

Tomography Systems  ,

3/20/2017 Philips Healthcare 2 AttacPhilips Healthcare 

Saudi Arabia Ltd.

# New

ProteusPLUS. 3/23/2017 IBA Dosimetry GmbH FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10829Al-Faisaliah Medical SystemNew

Toshiba Kalare 

DREXKL80, Ultimax 

DREXULT80

3/21/2017 Toshiba Medical 

Systems Corporation

2 https

://nc

Gulf Medical Co.New

Toshiba Kalare 

DREXKL80, Ultimax 

DREXULT80

3/21/2017 Toshiba Medical 

Systems Corporation

2 https

://nc

Gulf Medical Co.Update

Vivid Ultrasound , 3/20/2017 GE Healthcare FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10816GE HealthcareNew

Electro mechanical medical devices

AK 98, 230V, Bio 3/21/2017 Gambro Lundia AB FSN AttachedBaxter AG# Update

DBS Lead Depth Stop 3/20/2017 Medtronic SA FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10815Medtronic Saudi ArabiaNew

PENTAX Medical ED-

3490TK

Duodenoscope and 

inspection of all PENTAX 

Duodenscopes

3/23/2017 PENTAX Europe GmbH FSN https

://nc

mdr.

sfda.

Medical supplies & 

Services Co.Ltd 

Mediserv

New

ROSA Brain and ROSA 

Spine Surgical Systems

3/26/2017 Zimmer Biomet 2 AttacAl Amin Medical 

Instruments Co. Ltd.

# New

Sorin Group perfusion 

system – Heater-cooler 

1T, Heater-cooler 3T and 

FlexTherm devices

3/22/2017 Sorin FSN https

://nc

mdr.

Arabian Trade House 

Est.

New

In vitro diagnostic devices

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10829
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10820
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10820
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10816
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10815
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10827
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10823



[High Priority ] - A27644 : Handicare—Carina Mobile Lifts: Locking Pin May Be Too Small, Potentially Causing Increased Wear on Plastic Bushings


[High Priority ] - A27644 : Handicare—Carina Mobile Lifts: Locking Pin May Be Too Small, Potentially
Causing Increased Wear on Plastic Bushings
Medical Device Ongoing Action
Published: Thursday, February 23, 2017


UMDNS Terms:
•  Lifts, Patient Transfer [12330]


Product Identifier:
Carina Mobile
Lift Models:


Article
Nos.: Serial Nos.:


Carina350EE 60600009
660900500
through
660900571


Carina350EM 60600011
661102000
through
661102160


Carina350EML 60600012
661200500
through
661200584


[Capital Equipment]
Units manufactured before February 1, 2016


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): Handicare ABTorshamnsgatan 39, SE-164 40 Kista, Sweden


Suggested Distribution: Clinical/Biomedical Engineering, Nursing, Facilities/Building Management, Physical Therapy/Rehabilitation


Problem:
In a July 20, 2016, Important Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Handicare
states that the above mobile lifts may have been delivered with a locking pin that is too small. Handicare also states that if a locking pin smaller than the
correct size is mounted on the above mobile lifts, the locking pin is likely to cause increased wear on the plastic bushings (for an image of the bushings,
see Figure 5 in the letter ) and that, in cases of continued use, these components may cause wear on the metal of the piston rod eye (for an image of the
location of the piston rod eye, see Figure 6 in the letter ). For images of the locking pin through the actuator bracket of the lift arm and piston rod eye of
the actuator with plastic bushing on each side, side view of affected lifts, and side-by-side comparison of the incorrect size locking pin and correct size
locking pin from 2 different angles, see Figures 1 through 4, respectively, in the letter . Handicare further states that all Carina lifts manufactured
beginning February 1, 2016, are equipped with the correct locking pin. The manufacturer has not confirmed the information provided in the source
material.
 


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 20, 2016, Important Field
Safety Notice letter, FSN Read Receipt form, and Destruction Certificate from Handicare. Handicare will provide your facility with a kit (or kits)
containing a locking pin of the correct size (10 mm) and plastic bushings at no cost. Perform the following corrective actions (A, B, and C), as outlined in
the letter :
Corrective Action A - Removal of incorrect locking pin:


1. Lock the caster brakes of the affected lift.
2. Find support for the lift arm to secure its position during the remaining steps (Attention: The lift arm is normally supported by the


actuator. Maintain awareness of the risk of falling components which may cause device damage and/or personal injury if the lift arm is
unsupported through these steps.).


3. Unfold the shaft of the mounted locking pin to maximum position.
4. Hold onto the actuator, and remove the locking pin from the piston rod eye.
5. Gently lower the actuator to its lowermost position.
6. Gently lower the lift arm to its lowermost position.


Corrective Action B - Inspection of actuator:
1. Examine the 2 bushings attached to each side of the piston rod eye to ensure that there are no signs of wear.


● If no visible damage is detected on the bushings, they can remain attached to the piston rod eye.
● If visible damage caused by wear is detected on the bushings, they should be removed from the piston rod eye and replaced with


new bushings provided by Handicare.
2. Examine the metallic parts of the piston rod eye to ensure that there are no signs of wear.


● If no visible damage is detected, proceed to Corrective Action C below.
● If visible damage caused by wear is detected on the metal, remove the lift from service. Provide your Handicare sales


representative with photographs showing the damage along with the label, including the serial number, of the affected lift. The
photographs must be clearly labeled, specifying the serial numbers to which the damage corresponds.
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Corrective Action C - Mounting of correct locking pin:
1. Unfold the shaft of the new locking pin provided by Handicare to maximum position.
2. Lift up the lift arm and the actuator.
3. Insert the actuator bracket of the lift arm into the gap of the piston rod eye of the actuator (see Figure 7 in the letter ).
4. Insert the new locking pin with unfolded shaft into the piston rod eye and actuator bracket.
5. Secure the new locking pin by folding its shaft until completely folded.
6. Visually inspect the mounted locking pin and bushings to ensure that the components have been installed correctly. For reference,


compare with Figures 7 and 8 in the letter .
Once Corrective Actions A, B, and C have been completed, the affected lift is corrected and is ready to use. Corrected lifts with no sign of wear on
bushings and the piston rod eye may be returned to service. Scrap all incorrect size locking pins. Complete the FSN Read Receipt form and the
Destruction Certificate, and return them to your Handicare sales representative by mail or by e-mail. If returning by e-mail, enter "C030" in the subject
field, and ensure that your e-mail contains the following:


● Your company/facility name, address, country, and full lead contact details.
● The serial number(s) of all lifts corrected.
● If applicable, the photographs detailing wear damage on the piston rod eye as described in Corrective Action B above.


For additional guidance, contact your Handicare sales representative. Handicare recommends that all technicians consult the firm's current service
manuals for ceiling rail systems for advice. 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:
Handicare
Tel.: 46 (8) 55762200
E-mail: customerservice@handicare.se
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Handicare: Carina350EM Carina 350EML Carina 350EE [online]. L


ondon: Department of Health; 2016 Nov 28 [cited 2017 Feb 17]. (Field safety notice; reference no. 2016/007/022/299/009). Available from
Internet: Click here .


Comments:


● This alert is a living 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):


● 2017 Feb 17. MHRA FSN. 2016/007/022/299/009 Download
● 2017 Feb 17. MHRA FSN. Download
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[High Priority ] - A28116 : Philips—�IQon Spectral Computed Tomography Systems: Various Problems May Occur


[High Priority ] - A28116 : Philips—�IQon Spectral Computed Tomography Systems: Various
Problems May Occur
Medical Device Ongoing Action
Published: Wednesday, February 22, 2017


UMDNS Terms:
•  Scanning Systems, Computed Tomography, Axial, Full-Body [15956]
•  Scanning Systems, Computed Tomography, Axial, Head [15955]
•  Scanning Systems, Computed Tomography, Electron Beam [16899]
•  Scanning Systems, Computed Tomography, Spiral  [18443]


Product Identifier:
IQon Spectral Computed Tomography (CT) Systems [Capital Equipment]
Software Version V4.7.0


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.


Manufacturer(s): Philips Medical Systems Inc595 Miner Rd, Cleveland, OH 44143, United States


Suggested Distribution: Clinical/Biomedical Engineering, Diagnostic Imaging, Information Technology


Problem:
�In a December 13, 2016, Customer Information letter submitted by an ECRI Institute member hospital, Philips states that the following problems could
occur on the above systems:
(1) Different patient details may be mixed in result images if the sequence of events is followed:


● Restart host computer and login,
● Perform offline reconstruction of 2 spectral results, where a Spectral Base Images (SBI) for them already exists,
● In most cases, one of the reconstructions will fail,
● Perform offline reconstruction of a different patient and request spectral results with an existing SBI;
● Review the image in View2,
● The images may be displayed with the 2 patients mixed in the same series in View2 (but the details on each image would be correct).


(2) Changing datatype of overlay may affect all viewports. Changing the overlay datatype of a fusion viewport to a few different datatypes makes all
nonfusion viewports present a fused image instead of the datatype labeled on the viewport. For example:


● Load SBI to Spectral CT Viewer (sCTV)
● Change the preset to Urinary Stones
● Change the datatype of the overlay of the fusion viewport
● Change the datatype of the overlay of the fusion viewport to a new datatype


In the fused viewport, the datatype of the overlay should be updated according to the selected datatype, and other viewports should not be affected and
should present the datatype that appears in the datatype viewport control; however, all viewports were affected by the overlay datatype change, while
their viewport control labels did not change.
(3) Scan may abort during bolus tracking. While performing a bolus tracking scan using the breathing lights, an error message was displayed just as the
contrast threshold was reached and the clinical scan was about to start. This error caused the automatic trigger to fail and the clinical scan to not start as
expected.
(4) Gantry may fail to produce the scan. During CT angiography (CTA) runoff, using the bolus tracking feature, the scout, locator, and tracker scans
completed without problems. After peak contrast opacification was achieved, the scanner moved into place, gave breathing instructions, and then failed to
scan the patient.
(5) Exam application may fail with extend option. If a spectral result, which contains a "parent-child," which is smaller than the conventional result, is
extended the exam application may fail. This failed exam will result in a partial set of images.
(6) Console "Lock" button may result in unexpected locking. If the "Lock" console confirmation message is left unanswered, it may be possible to lock
the CT console during scanning or calibrations.
(7) The system may not display surview. The system may not display dual surview images, even though the surview images were reconstructed. The dual
surview is saved in a local directory; however, it is possible this system may not display either of the surviews, or may only display a single surview.
(8) First preview image may arrive after scan is finished. The late arrival of preview images may cause the technologist to abort the scan.
(9) Gantry error may cause surview to fail. While attempting to pause the planning process and repeat a surview scan, a gantry error message was
displayed, and the repeated surview was unable to be acquired. To recover from this problem a complete system restart was required.
(10) The system may be unresponsive after cancelling an exam. When canceling an exam after all the scans included in one study were completed, the
system may display a "still initializing… please wait..." message and appear unresponsive.
(11) Artifacts may occur in knee exam card. There are splay artifacts in the thin slice (0.67 mm) images created when using the knee exam card and high
resolution. This is an inherent problem with very thin slice images using high resolution.
(12) Mottle type artifacts may occur at lower MonoE keV. Recognizable mottle type artifacts appear at lower MonoE keV settings.
(13) Change in Step&Shoot field of view (FOV) may increase scan's length. When planning Step&Shoot scans, modifying the FOV may cause an
unintended increase in the scan length.
(4) Plan Dialog Box may change scan end position. When creating a scan plan without a surview and entering values in the Start dialog box, the length of
the scan is not changed. When entering a value in the End dialog box, the scan length will be modified to a value equal to the difference between the start
and end locations.
(15) Auto location may not function as expected. When using auto location to plan a scan exam including multiple acquisitions, which also contain
multiple results, the auto location may not function as expected. If the user does not recognize that auto locations failed to plan the same Z coverage for
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the selected results, an incorrect scan location may result.
(16) Post injection delay changes may occur. When planning more than one contrast enhanced series using timed scans, the planned delay between the
first and subsequent series may not be accurate. When the post injection delay of the subsequent series is modified by the user before pressing the "Go"
button, the delay may be recalculated once the "Go" button is pressed, causing the user defined delay time to be increased. This may lead to insufficient
contrast enhancement in the second phase of the scan.
(17) Streak artifacts may occur in tracker images. Streak artifacts may be present in tracker scan images. Because of the streaking artifact, the automatic
clinical scan may be triggered at the wrong time resulting in suboptimal contrast opacification of the CT Images. This may cause the images to be non-
diagnostic.
(18) Cardiac Step&Shoot may stop after arrhythmia is detected. If an arrhythmia is detected at the end of the first shot or a Cardiac Step&Shoot scan, the
procedure may unexpectedly stop.
(19) The console may freeze when pause is pressed. A software error may occur when the Pause/Cancel button is pressed at the end of an axial scan. This
pause may cause the console to freeze.
(20) The console may be unresponsive when gantry cancels a scan. If a scan is canceled by the gantry in the last 200 ms of a scan, the console may
become unresponsive because of a software error that results in the gantry software not notifying the console that the scan was cancelled.
(21) Ring artifacts may occur when using filtered back projection (FBP) and high-resolution (HR) scan modes. Concentric fine ring artifacts were
observed on the start and end images of HR helical scans reconstructed with standard (FBP) reconstruction.
(22) The scan trigger may be too early when phase tolerance is non-zero. In cardiac Step&Shoot scans, when phase tolerance is non-zero, the scan trigger
time is earlier than expected. This may lead to degraded image quality.
(23) Incorrect Z annotation may occur on coronal/sagittal plan box. The start and end positions (z-location) displayed on the plan box of the surview in a
coronel/sagittal plan result are incorrect when the patient position is feet first.
(24) An image annotation problem may occur. When the scan is paused during a volume continuous CT (CCT), interventional procedure, in the
acquisition viewer and the operator switches from overview layout to any other layout the image orientation labels (L/R/A/P) are not displayed on the
images.
(25) Halo artifacts may appear. While performing brain scans using high resolution a dark halo or hypodense ring artifact may be seen at the bone-brain
interface.
The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. To identify the software version, click on the "help" button, then select "about." If you have affected
product, verify that you have received the December 13, 2016, Customer Information letter from Philips. Philips recommends taking the following
actions:
(1) Notice that the images bears its own correct patient name and other annotations.
(2) Use presets for fused images, do not edit the preset without ensuring the information on the image is consistent.
(3) Click "manually trigger the clinical scan?" in the console user interface to start the clinical scan.
(4) Click "manually trigger the clinical scan?" in the console user interface to start the clinical scan.
(5) Create parent-child pairs that are the same length, thereby reducing the probability of an application crash.
(6) If the user unintentionally clicks the "lock" button, reject the "lock" operation request with the confirmation message.
(7) Daily rebooting of the console or reboot in closer intervals (depending on the rate of patient scans) will mitigate this problem.
(8) Daily rebooting of the console or reboot in closer intervals (depending on the rate of patient scans) will mitigate this problem.
(9) The user may initiate the rescan of the surview after the system has been restarted.
(10) The user may create an offline reconstruction, thereby removing the need to rescan the patient.
(11) If these artifacts appear on 0.67 mm thick images, the user can perform an offline reconstruction and create thicker images that would not exhibit this
same level of artifact, if the raw data were still available.
(12) If these artifacts were to appear, the user can modify the keV level by the Spectral Diagnostic Suite (SpDS) or request an additional reconstruction at
a higher keV level if raw data is still available on the scanner.
(13) Confirm the planned scan coverage and number of cycles before "GO" is pressed.
(14) The user may manually change the scan length after changing the start position.
(15) The user may manually plan the same Z locations for the results with autolocation.
(16) For contrast studies, when making changes to the post threshold delays, after pressing, "GO", confirm the injection timing before utilizing contrast
injection.
(17) If the user experiences the tracker image streak artifact problem described above, there are 3 possible outcomes:


● The tracker image may not be affected by the streak artifact and the scan will trigger as expected,
● The streak artifact may cause the tracker to trigger prematurely resulting in suboptimal results, or
● The track will not trigger when threshold is reached. If this occurs, click "manually trigger the clinical scan?" in the console user interface to


start the clinical scan.
(18) There is no recommended solution for this problem until a software correction is available.
(19) Comply with the routine system shutdown recommendations outlined in the system's Instructions for Use (IFU).
(20) If the system freezes near the end of a scan, restart the system. After the restart, the results may be available under the patient directory and/or may
be reconstructed from the raw data under the reconstruction folder. If the data is not present, a restart may be required.
(21) Use the following alternative parameter selections:


● For high resolution mode, a YC filter can be used. Image enhancement can be applied, if needed.
● The standard resolution scan mode will not generate high frequency ring artifacts.


(22) There is no recommended solution for this problem until a software correction Ii available
(23) For studies using axial with subsequent coronal/sagittal results, use the surview to plan scans (versus typing-in z-locations on the plan box) or review
the location of the plan box with respect to patient anatomy.
(24) During a volume continuous CT (CCT) interventional procedure, it is recommended to remain in the volume display mode.
(25) If dark halo or hypodense ring artifacts are observed at the bone-brain interface, changing the resolution from high to standard can decrease their
appearance.
A Philips service engineer will contact your facility to arrange to complete field change orders on affected systems.
For Further Information:
Philips customer care solutions center
Tel.: (800) 722-9377
Website: Click here
Comments:
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● �This alert is a living 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):


● 2017 Feb 21. Member Hospital. CIL 16-058-72800659 Download
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[High Priority ] - A27533 01 : *Baxter—AK 98 Dialysis Machines: May Become Stuck in Fluid Bypass State; Ultrafiltration Supervision May Be Put in Idle State [Update]


[High Priority ] - A27533 01 : *Baxter—AK 98 Dialysis Machines: May Become Stuck in Fluid Bypass
State; Ultrafiltration Supervision May Be Put in Idle State [Update]
Medical Device Ongoing Action
Published: Monday, February 20, 2017


UMDNS Terms:
•  Hemodialysis Units [11218]
•  Hemodialysis Units, Renal, Intermittent [24897]
•  Hemodialysis Units, Renal [24896]


Product Identifier:
230 V AK
98 Dialysis
Machines:


Product
Nos.:


Software
Versions:


Bio 115248 1.1.0 and
below


Bio Version 2955403 2.0.0


Efficient 115244 1.1.0 and
below


Self-Care 115250 1.1.0 and
below


[Capital Equipment]
All serial numbers


Geographic Regions: Algeria, Bulgaria, Denmark, Dominican Republic, Ecuador, Egypt, Finland, Hungary, India, Iran, Ireland, Ivory Coast,
Jordan, Korea, Lebanon, Macedonia, Malaysia, Morocco, The Netherlands, Nigeria, Norway, Poland, Rwanda, Saudi Arabia, Senegal, South Africa,
Sudan, Sweden, Taiwan, Thailand, Tunisia, Turkey, U.K.


Manufacturer(s): Baxter Healthcare Corp8100 Zurich, Switzerland


Suggested Distribution: Clinical/Biomedical Engineering, Critical Care, Dialysis/Nephrology, Nursing, Information Technology, Home Care


Summary:
�This Alert provides additional information based on an October 26, 2016, Urgent Device Correction letter and correspondence with the manufacturer
regarding Alert Accession No. A27533 . Additional information is bolded in the Product Identifier and Geographic Regions fields.
 
Problem:
[February 16, 2017]�
In a November 2016 Urgent Device Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Baxter states
that the above machines may exhibit the following software problems:


● The machine may become stuck in a fluid bypass state if the operator confirms the air detector alarm during priming. In a fluid bypass state,
the fluid path bypasses the dialyzer and no Ultrafiltration (UF) or diffusion occurs, leading to an absence of treatment and the patient not
receiving prescribed therapy.


● The Ultrafiltration Supervision (UFS) may be put in an idle (nonfunctional) state if the functional check of the blood module is delayed and
is completed after the functional check of the fluid module. When the UFS is in a nonfunctional state, the machine may not be able to detect
deviations in UF during treatment, potentially leading to hypovolemia or hypervolemia.


Baxter also states that it has received no reports of injury associated with these problems.
 


Action Needed:
�Identify any affected systems in your inventory. If you have affected systems, verify that you have received the October 26, 2016, and/or November
2016 Urgent Device Correction letter and Customer Reply Form from Baxter. The following actions are those listed in Alert Accession No. A27533 . A
Baxter service representative will contact your facility to arrange to upgrade your software to a newly developed version that addresses these problems.
Until your software is upgraded, follow the below instructions to ensure that your machine does not get stuck in a bypass state or have the UFS in a
nonfunctional state (for images of each step, see the letter ):


1. Ensure that the blood pump door is closed during the Function Check (i.e., before "Green Fluid Patch" is reached).
2. Wait to put the blood lines and the dialyzer on the machine until the machine has reached Green Fluid Path.


If you received the Customer Reply Form directly from Baxter, complete and return it to Baxter using the instructions on the form. If you did not receive
a letter and reply form directly from Baxter, do not return a reply form to Baxter. Notify all relevant personnel at your facility of the information in the
letter, forward a copy of the letter to any facility to which you have further distributed affected product, and retain a copy of the letter with your records.
Report any adverse reactions or quality problems experienced with the use of affected product to Baxter.
 
For Further Information:
Outside U.K.:
Baxter local representative
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U.K.:
Baxter continuous quality assurance department
Tel.: (01604) 704603
E-mail: uk_shs_fca@baxter.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. Gambro: 115244: AK 98, 230V, Efficient 115248: AK 98,230V, Bio


version, 115250: AK 98, 230V, Self-Care 955403: AK 98, 230V Bio, v2 [online]. London: Department of Health: 2016 Nov 7 [cited 2017
Feb 14]. (Field safety notice; reference no. 2016/011/001/291/015). Available from Internet: Click here .


Comments:


● �This alert is a living 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):


● 2017 Feb 20. Manufacturer Letter. October 26, 2016, Baxter letter submitted by the manufacturer: FA-2016-054 (includes reply 
form) Download


● 2017 Feb 20. MHRA FSN. 2016/011/001/291/015 Download
● 2017 Feb 20. MHRA FSN. November 2016 Baxter letter posted by MHRA: FA-2016-054 (includes reply form) Download
● 2017 Feb 20. Manufacturer. Baxter confirmed the information provided in the source material.
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[High Priority ] - A28186 : Medtech/Zimmer Biomet—ROSA Brain and ROSA Spine Surgical Systems: Robot Arm May Exhibit Error and Decreased Applicative Accuracy


[High Priority ] - A28186 : Medtech/Zimmer Biomet—ROSA Brain and ROSA Spine Surgical Systems:
Robot Arm May Exhibit Error and Decreased Applicative Accuracy
Medical Device Ongoing Action
Published: Thursday, March 2, 2017


UMDNS Terms:
•  Telemanipulation Systems, Surgical [18599]


Product Identifier:
ROSA Surgical Systems: (1) Brain 3.0.0, (2) Spine 1.0.2 [Capital Equipment]
Serial Nos.: (1) BR16004, BR16005, BR16006, BR16009, BR16010, BR16011, BR16012, BR16013, BR16014, BR16015, BR16016, BR16017,
BR16018, BR16021, BR16023, BR16025, (2) SP16008
Units distributed between January 2016 and February 2017


Geographic Regions: U.S.


Manufacturer(s): Medtech SAS Parc de Bellegarde Batiment A,  F-34170 Castelnau Le Lez, France


Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology


Problem:
In a February 27, 2017, Urgent Medical Device Recall (Correction) letter submitted by an ECRI Institute member hospital, Medtech states that a robot
arm file parameter linked to arm calibration on the above surgical systems was modified by the robot arm manufacturer without notification to Medtech;
as a result, once the robot arm is on trajectory, an error leading to a device reboot may decrease the device's applicative accuracy to a level above
specification. Medtech also states that this problem may occur after the device is shut down either intentionally or because of an error, without the robot
arm returning to a parked position. In the worst case scenario, this may result in the incorrect positioning of instruments by the above system and if
undetected, could lead to ineffective treatment, serious injury, or patient death. Medtech has received no reports of this problem occurring under normal
conditions of use.


Action Needed:
Identify any affected systems in your inventory. If you have affected systems, verify that you have received the February 27, 2017, Urgent Medical
Device Recall (Correction) letter and Certificate of Acknowledgment form from Medtech. Pending implementation of a permanent correction, Medtech
recommends taking the following actions:
(1) After a shutdown of the device, (voluntary or because of an error) without the return of the robot arm to a parked position, switch off the device using
the I/0 switch button on the device rear panel.
(2) Restart the device after 10 sec after full extinction of emergency button light. If the "Reset" button at the device rear panel is red, restart the ROSA PC
by pushing the "Reset" button.
(3) If the robot position is not "Home," load the patient folder and the main software interface will appear on the screen.
a. Go to the "Guidance" menu, select trajectories and follow instructions.
b. Click on "Start" button.
c. Start the recovery procedure, and follow all instructions displayed on the screen until the robot arm position is "Home."
d. Close the patient folder.
e. Click on "Exit," and follow all instructions displayed on the screen until robot arm position is "parking."
f. Switch the device off again with the I/O switch button. Restart the device after 10 sec and after the full extinction of the emergency button light. If the
"Reset" button at the device rear panel is red, restart the ROSA PC by pushing the "Reset" button.


g. To continue surgery, load the patient folder and follow software instructions.
(4) If the robot position is "Home," load the patient folder and the main software interface will appear on the screen.
a. Go to the "Guidance" menu, select trajectories and follow instructions.
b. Click on "Start" button.
c. Close the patient folder.
d. Click on "Exit," and follow all instructions displayed on the screen until robot position is "parking."
e. Switch off the device with the I/O switch button. Restart the device after 10 sec and after full extinction of emergency button light. If the "Reset"
button at the device rear panel is red, restart the ROSA PC by pushing this button.


f. To continue surgery, load the patient folder and follow software instructions.
Medtech will contact your facility to arrange for Medtech engineers to restore the initial parameters of affected systems. Notify all relevant personnel at
your facility of the information in the letter. Complete the Certificate of Acknowledgment form, and return it to Medtech using the information on the
form. Retain a copy of the form for your records.
For Further Information:
Medtech customer call center
Tel.: 33 (4) 67107740, 9 a.m. to 6 p.m. Europe time
Website: Click here
Zimmer Biomet
Tel.: (800) 874-7711, ext. 9225 (U.S.)
E-mail: elise.lagacherie@zimmerbiomet.com
Website: Click here
Comments:


● This alert is a living 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):


● 2017 Mar 1. Member Hospital. Zimmer Biomet Medtech letter submitted by an ECRI Institute member hospital. Reference No. CP04102
(includes reply form) Download


● 2017 Mar 1. Manufacturer. The manufacturer confirmed the information in the source material.
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MedicalDevice Post Date Manufacturer Class LinkDistrbutorData Type

DIASTAT ANA ELISA 

Reagents

3/20/2017 Euro Diagnostica 2 AttacSaudi Import Co. Banaja# New

Medical software

Custom Glenoid Shells 

and Proximal Humeral 

Replacements

3/21/2017 Stanmore Implants 

Worldwide Ltd

2 Attac

hed

N/A# New

Non-active implantable devices

Guide Wire 3/21/2017 Acumed LLC 2https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10821N/ANew

iASSIST validation tool 3/23/2017 Zimmer inc FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10824Ebrahim M. Al-Mana & Bros. Co. Ltd.New

Single-use devices

7 Fr Prelude Short Sheath 

Introducers

3/20/2017 Merit Medical Systems 

Inc

2 AttacMajal Care for Trading 

Est.

# New

Absorbable Hemostats  , 3/21/2017 CuraMedical BV 2 AttachedThe National Medical Products Co. Ltd. (Damad)# New

Easyderm wipes . 3/26/2017 Welcare Industries Spa FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10830Commercial & Maintenance Co. For Technical EquipmentNew

Vygon 3/21/2017 Vygon UK Ltd FSNhttps://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10822Al-Jeel Medical & Trading Co. LTDUpdate

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.

*      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

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

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=10821
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10824
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[High Priority ] - A28126 : Euro Diagnostica—DIASTAT ANA ELISA Reagents: May Yield False-Positive Results


[High Priority ] - A28126 : Euro Diagnostica—DIASTAT ANA ELISA Reagents: May Yield False-
Positive Results
Medical Device Ongoing Action
Published: Thursday, February 23, 2017


UMDNS Terms:
•  IVD Test Reagent/Kits, Immunoassay, Autoimmune, Connective Tissue, Antinuclear Antibody [19038]


Product Identifier:
DIASTAT Antinuclear Antibody (ANA) Enzyme-Linked Immunosorbent Assay (ELISA) [Consumable]
Product No. FANA 200; Lot No. TS 2076


Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): Euro Diagnostica ABPO Box 50117, SE-202 11 Malmo, Sweden


Suggested Distribution: Clinical Laboratory/Pathology, Materials Management


Problem:
�In a February 15, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Euro
Diagnostica states that �the above reagents may malfunction because of an unstable conjugate. Testing of retained material with a sample panel from
healthy donors showed that there was an increased risk for equivocal sample results, suggesting that the lgG conjugate may become unstable over time.
Euro Diagnostica states that the shelf life cannot be guaranteed. There is a risk that the above reagents may yield false-positive results. The manufacturer
has not confirmed the information provided in the source material.


Action Needed:
�Identify and destroy any affected systems in your inventory. If you have affected systems, verify that you have received the February 15, 2017, Urgent
Field Safety Notice letter and confirmation form from Euro Diagnostica. Complete the confirmation form and return to Euro Diagnostica using the
instructions on the form. Inform all relevant personnel of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any
facility to which you have further distributed affected product.
For Further Information:
Malin Bornschein, Euro Diagnostica VP diagnostic solutions
Tel.: 46 (040) 40537635
E-mail: malin.bornschein@eurodiagnostica.com
Website: Click here


�
References:


● Great Britain. Medicines and Healthcare Products Regulatory Agency. Euro Diagnostica: DIASTAT ANA ELISA [online]. London:
Department of Health; 2017 Feb 20 [cited 2017 Feb 22]. (Field safety notice; reference no. 2017/002/016/299/005). Available from Internet:
Click here .


Comments:


● �This alert is a living 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):


● 2017 Feb 22. MHRA FSN. 2017/002/016/299/005 Download
● 2017 Feb 22. MHRA FSN. 2017-02-15 Download
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[High Priority ] - A28005 : Stanmore Implants—Custom Glenoid Shells and Proximal Humeral Replacements: May Have Been Incorrectly Manufactured


[High Priority ] - A28005 : Stanmore Implants—Custom Glenoid Shells and Proximal Humeral
Replacements: May Have Been Incorrectly Manufactured
Medical Device Ongoing Action
Published: Friday, February 17, 2017


UMDNS Terms:
•  Prostheses, Joint, Shoulder, Total [23305]


Product Identifier:
58 mm Custom Glenoid Shells and Proximal Humeral Replacements [Consumable]
PIN No. 20391


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): Stanmore Implants Worldwide Ltd210 Centennial Avenue Centennial Park, Elstree,  WD6 3SJ, England


Suggested Distribution: OR/Surgery, Orthopedics, Materials Management


Problem:
�In a January 20, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Stanmore
Implants states that the above glenoid shells may have been manufactured with a profile not specific to the patient. The shell was intended to be made
from a custom CNC model. The manufacturer has not confirmed the information provided in the source material.


Action Needed:
Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the January 20, 2017, Urgent Field
Safety Notice letter and Acknowledgment Form from Stanmore Implants. Complete the Acknowledgment Form, and return it, along with affected
product, to Stanmore Implants.
For Further Information:
Amit Agrawal, Stanmore Implants regulatory affairs and compliance senior manager
Tel.: 44 (20) 82386518
E-mail: amit.agrawal@stanmoreimplants.com
Website: Click here
 


References:


Great Britain. Medicines and Healthcare Products Regulatory Agency. Stanmore: Custom-made medical device—glenoid shell & proximal
humeral replacement [online]. London: Department of Health; 2017 Jan 30 [cited 2017 Feb 16]. (Field safety notice; reference no.
2017/001/023/299/002). Available from Internet: Click here .


Comments:


● ���This alert is a living 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):


● 2017 Feb 16. MHRA FSN. 2017/001/023/299/002 Download
● 2017 Feb 16. MHRA FSN. (includes reply form) Download
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[High Priority ] - A28112 : �Merit—7 Fr Prelude Short Sheath Introducers: Sheath Marker Tips May Detach during Use


[High Priority ] - A28112 : �Merit—7 Fr Prelude Short Sheath Introducers: Sheath Marker Tips May
Detach during Use
Medical Device Ongoing Action
Published: Monday, February 20, 2017
Last Updated: Tuesday, February 21, 2017


UMDNS Terms:
•  Needle Introducers [12727]
•  Catheter Introducers, Vascular, Central Venous, Hemostasis Valve [17578]


Product Identifier:
�7 Fr Prelude Short Sheath Introducers [Consumable]
Catalog Nos.: Lot Nos.:
K15-00070 H1041469


K15-00170 H1041473


PSS-7F-4-035MT H1036880


PSS-7F-4MT H1041464


  1,265 units distributed


Geographic Regions: Taiwan, &#160;U.S.


Manufacturer(s): Merit Medical Systems Inc1600 W Merit Pkwy, South Jordan, UT 84095, United States


Suggested Distribution: Anesthesia, Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, OR/Surgery,
Materials Management


Problem:
�In a February 16, 2017, Urgent Product Recall Notice letter submitted by an ECRI Institute member hospital, Merit states that the sheath marker tips for
the above introducers may detach during use, potentially resulting in embolism of the marker tip, prolonged procedure times, and the need for an
additional surgical intervention to remove the marker tip.


Action Needed:
�Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the February
16, 2017, Urgent Product Recall Notice letter and Customer Response Form from Merit. Complete the Customer Response Form, and return it to Merit
using the instructions in the letter. Return affected product to Merit. Notify all relevant personnel at your facility of the information in the Urgent Product
Recall Notice letter.
For Further Information:
Merit customer service department
Tel.: (801) 208-4381
Website: Click here
Comments:


● �This alert is a living 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):


● 2017 Feb 20. Member Hospital. February 16, 2017, Merit letter Download
● 2017 Feb 21. Manufacturer. The manufacturer confirmed the information provided in the source material.
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[High Priority ] - A28054 : �CuraMedical—Absorbable Hemostats: Incorrect Use May Lead to
Postsurgical  Infection
Medical Device Ongoing Action
Published: Thursday, February 23, 2017


UMDNS Terms:
•  Sponges, Hemostatic, Absorbable [16791]
•  Dressings, Nonimpregnated, Synthetic, Fabric/Gauze [24842]
•  Hemostatic Agents, Surgical, Absorbable [27008]


Product Identifier:
�Absorbable Hemostats: (1) Curacel, (2) Curaspon, (3) Curatamp [Consumable]


Geographic Regions: �(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.


Manufacturer(s): CuraMedical BVIndustrieweg 13-1, Assendelft, NL-1566 JN, The Netherlands


Suggested Distribution: Critical Care, Emergency/Outpatient Services, Nursing, OR/Surgery, Home Care, Materials Management


Problem:
�In a January 3, 2017, Urgent letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), CuraMedical states that
incorrect use of the above hemostats may lead to infection after surgery. CuraMedical also states that 8 patients developed infection after neck
surgery because an entire piece of Curatamp CT-140 was used to pack the wound and create hemostasis, which does not conform with the product's
instructions for use (IFU). The manufacturer has not confirmed the information provided in the source material.


Action Needed:
�Identify any affected product in your inventory. If you have affected product, verify that you have received the January 3, 2017, Urgent letter from
CuraMedical. Confirm receipt of the letter by e-mail using the information below. Adhere to the IFU when using affected product. CuraMedical reminds
users to follow the following instructions:


● Do not use affected product for packing and wrapping. Affected product should not be used to produce a hemostatic effect on a non-
hemorrhagic oozing surface.


● Curatamp should be saturated completely with blood to obtain the absorption effect.
● Only use as much Curatamp as is necessary for hemostasis, holding it firmly in place until the bleeding stops. Remove any excess before


closure to facilitate absorption and minimize the possibility of foreign body reaction.
● Curatamp may be left in tissue when necessary, but it is advisable to remove it once hemostasis is achieved.


Notify all relevant personnel at your facility of the information in the letter, forward a copy of the letter to any facility to which you have further
distributed affected product, and notify the manufacturer of the transfer.
For Further Information:
Patricia Garcia Rodriguez, CuraMedical
Tel.: 31 (075) 6571885
E-mail: p.garcia-rodriguez@curamedical.com
Website: Click here


�References:
● Great Britain. Medicines and Healthcare Products Regulatory Agency. CuraMedical: Curatamp [online]. London: Department of Health;


2017 Feb 6 [cited 2017 Feb 14]. (Field safety notice; reference no. 2017/002/001/291/007). Available from Internet: Click here .


Comments:


● �This alert is a living 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):


● 2017 Feb 14. MHRA FSN. 2017/002/001/291/007 Download
● 2017 Feb 14. MHRA FSN. FSCA Identifier 30 November 2016 Download
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