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Risk Assessment form

FSCA Reference:
Medical Device Name:
Manufacturer:
Sewverity Probability of harm
Value Lewel Description value Lewel Description
5 Catastrophic Loss of Nmky; Mie-threzting Injury 5 Frequent >1im 10
or death
Severe; long-term injury; lin
4 Critical potential disability 4 Probable 11 to 100
Short-term injury or impalrment
requiring additional medical lin
3 Serlous intervention to correct (e g. 3 Occasional 101 to 10,000
Reoperation)
Slight customer inconvenlence; 1in
2 Minor little to no effect on product 2 Remote 10,001 to 1,000,000
performance, mon-wital fault
1 Negligible No or negligible risk to patient 1 Improbable < 1im 1,000,000
Fill the fields below: Risk Level Value Range
. - 10- 25
Severity Probability ek beere lu eabeulste risk value -
Critical (4) Frequent (5) 20 1-4
Health Risk Index Table
Probability of harm = Severity | Negligible [1) Minor (2} Serlous |3) Critical [4) Catastrophic [5)
Frequent [5)
Probable (4)
Occaslonal (3)
Remaote (Z)
Improbable (1)

I hereby confirm that | am the authorized person from the company listed below, and | am aware of SFDA
Safety Alerts requirements, and | have verified the information provided in this document.

Authorized Person Name:

Company Name

Date:

Signature:
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Date: 23 May 2022

Reference Number: SG-2205-390-H
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To: Healthcare providers
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Important Awareness about insulin pump

e reporting incidents Oshl
Medical Device Description Insulin Pumps 1etiall 5 3l gl i g g pesd
Manufacturer: All sghaal! and
Potential B.m.:lon lh SFD_Aai p‘o.sz-r’nz.:;ke‘t Ltllr:tt.‘ill. evaluat.u.)n >tpdy o amlyzzf AL sl
" and evaluate multiple safety signals related to the insulin pumps. The i S
[Associated Risks study revealed the below issues associated with the insulin pump | 2 th’l "hl /
reporting incidents: C i~
1. Lack of awareness of insulin pump device incident reporting vs.
the rapid development in pump technologies.
2. There are many cases in which pumps were not returned for
investigation based on many manufacturers’ evaluations of
insulin pump device-related Adverse Events.
Recommendations for healthcare providers:
o Ensure that healthcare practitioners who follow up with patients
have updated training.
Recommendations ¢ During chinic visits, inform the patients that if there is a problem Cila g1l
with the insulin pump, keep and return the device to facilitate
the nvestigation.
e Improve patient-healthcare provider communication and use
technology to extend the relationship between patient and
healthcare provider between clinic visits.
Recommendations for users:
e Read and carefully follow the nsulin pump manufacturer’s
mstructions for use.
Be attentive to pump notifications, alarms, and alerts.
Users are highly advised to report any related incident /Adverse
Event to SFDA and manufacturer.
- SFDA 19999 .
For Reporting: °§o \ . N c M D R e
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Kingdom of Saudi Arabia > Auogtoull Suynall A lasll
Saudi Food & Drug Authority ZZ dgallg (anall Aol &iwanll Kingdom of Saudi AruhiaQE’;, Auogouull Aol A laxcll

Medical Devices Sector ) Akl ciagially 5 jeal gl Saudi Food & Drug Authority dgallg Jggj_l agLDJI c_._&a:._ll
Surveillance Biometrics Excutive Department A el iud Bl g ALlE LA ALGETN 5 lay) Medical Devices Sector L . 15 5 3gad) g
Surveillance Biometrics Excutive Department A peal CilodEll g i__,l_i.Ju 3-_1-@-\33 B_lay
O7-Jun-20 |
. MNo. of Field Safety Comective Actions (FSCA): 8 sl Aaeall Amasl e )t S
Attached beloww is the weekly report of Field Safety S UL SN | LTS [N L G, T L TR P~ 7
Corrective Actions (FSC.As) for the period: & _aall &t aaall
fom Mmoo e o
To 0o-Trme-20 ]
which affect Sandi Arabia and being followed up with the Cpoalinall cpliaall ma Lgindia (g fa G0 g ASHaall Lgs 5 550 , Assistive products for persons with disability
authorised representatives to accomplish the required A Il e e W Ra AT
action. Lokomat and the Body Hocoma AG. Bio Standards H ks I:l
“Weight Support Rope
* Role of contact officer: el e A g F
° B - Electro mechanical medical devices
* Kindly respond to the sweekly report in both cases Fr =11} illa ‘E.,PJQ-.H“SI s EEN e a0 el =
either vou are affected or not affected. = =i | ACTIV.AC™ Therapy Unit || KCI USA Inc Ieel Medical & Trading Co. Iuﬂ.l.nELCMaMLemEB:I ] |
* Disseminate and share the information with other Tm ol SLnhal Jads Salis il LS 7l e e el | Corpuls CPR, |medizinische Gerate G. Stemfll Khateeb United Trading Esjcure/CA/CaViewRe| [ | |
Drepartments within healthcare facility and Ensuring that R . Fiaa 3 L 5 pa RS
L e e sl e ale o lheef lgs g1 e pls pe 50N ,
1‘;-11\-? M?ﬂxﬁe facility is free of any affected i ilasal Ao é] A T )Y | EV1000 Clinical Platforms || Edwards Lifesciences o Health Care Supply Co. (dleurs/Cascaviewss] [ |
evice, product.
* Qommumnicate with the Authorised Representative of the Sems a5 ae ol el all ‘—ﬁ““‘j' o Lj“":"'-’"""" In vitro diaenostic devices
mamufacturer if there is any device/ product affected by a Amma il e ')2-15" (e .__,-;'—'l i%a ot p e Jlea =
Feca Alaall Azl Btellica IM 1300 Analyser / Siemens Healthcare ABDULREHMAN AL |[httpsy//nemdr.sida,
Atellica IM 1600 Analyser Diagnostics GmbH GOSAIBI GTE I:l
VITROS® System — Ortho-Clinical Diagnostics Samir Photographic https:/‘nomdr.sfda.
Hospital name: | | T Lrietiall f.l.n'l Modification to Micro®ell Supplies Co. Ltd. gowv.safSecureCAS
L Qualitative Assay Parameters CaViewRecall.aspx I:I
Date: B Not Retained
Hospital affected by any device/product in this repoxt: ST Cpands Sl B Sine cilasiafE g Sa g
Non-active implantable devices
es |:| aad
No I:I 5 Arrow AutoCATZ and ACS Teleflex Medical.. Gulf Medical Co. https:/‘nomdr.sfda.
(Optimus Intra-fortic Balloon gowv.sa/Secure/CA/S I:I
Pumps
= The yellow highlights indicates that medical devices I U P TR S R - B P UL 90, P PP Reusable devices
subject to remowval action. P T, | | a5 A Lall Al G0 S 5 3 A8 gmal =
» To identify the affected serial mumbers/lots, please open s R N I phE J’J:J‘-’le } 45 “Welch Allyn Patient Cables Welch Allyn, Inc FAROUK, MAAMOUN  |lhttpsi//nemdr.sfda. O
the hnk. A e or Lead Sets TAMER 8 COMPAMNY
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Introduction

In accordance with the royal decree issued on
25/01/1428H (13 February 2007) which assigned the
responsibility of regulating medical-devices, in vitro
diagnostic devices, prescription eye glasses, contact
lenses and their solutions to the Saudi Food and Drug
Authority (SFDA). And the council of ministers decree
No. 181 on 03/06/1428H (18 June 2007) which gives
the SFDA full authority to issue guidance that include
rules and procedures of registering medical-devices
establishments and their products. The Saudi Food &
Drug Authority (SFDA) is responsible for protecting
patents and the public from deficient medical
products. To do so it maintainsg an up-to-date
database of medical-devices recalls and adverss
event reports. This database includes productks
manufactured in or imported into the Kingdom of
Saudi Arabia (KSA). SFDA also works closely with
hospitals and healthcare providers to help them take
appropriated corrective action.
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Advance Search

BfArM

Flease click on an item below to view.

ﬂ;::m Manufacturer Device Type __:3::
mdprc 044 12 17 Ion Beam ProteusPLUS, ProteusONE BfArm
000 Applications S5.4.

mdprc 029 12 17 B. Braun Melsungen Perfusor compact plus BfArM
ooo AG

mdprc 028 12 17 CAMLOG CONELOG SCREW-LINE Implant, Promote plus, CAMLOG SCREW- BfArm
000 Biotechnologies AG  LINE Implant Promote und . CAMLOG SCREW-LINE Implart,

Promaote plus
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Healthcare Provider & Public
Healthcare Providers can report a suspected medical-devices
related adverse events without registering. SFDA personnel
will investigate all submissions and, when possible, provide
technical and clinical guidance to all affected parties.

« Click here to report a medical device adverse
event

» Click here to view an Adverse Event Report you
already entered
(Note: You must have the Confirmation Code in order
to view an existing Adverse Event Report)

Medical-Devices Manufacturer, Authorized
Representative, Importer & Distributor

Medical-devices manufacturer, authorized representative,
importer and distributor are required to report any medical-
devices adverse events or recalls to the National Center for
Medical Devices Reporting. SFDA will investigate all
submissions and help disseminate information to all affected
parties.

If you are a medical-devices manufacturer, authorized
representative, importer or distributor and have already
registered, you can log on and view the status of previously
submitted medical-devices adverse event reports or recalls
by clicking on the Logon button at the top menu.

« Click here to log in

Register

If you are a medical-devices manufacturer, authorized
representative, importer or distributor and would like to
register to report a possible medical-devices adverse event
or confirmed recall, please register.

« Click here to register

NCMDR

National Center for Medical Devices Reporting
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Adverse Event Description Lilal o Slgples
Outcome of the adverse . )
avent: O peath O1njury ONear Miss O Other RN
If other:

Please use the following text box to describe the hazard or adverse event in detail,
Include how it was discovered, any action you took, and the response of any suppliers
or manufacturers. Please also mail or fax any related correspondence when possible.
Sketches, photographs, or copies of portions of operating manuals are often helpful in
describing the problem, especially if the affected devices are not available for
examinaton at SFDA. Retain all disposable accessories involved in an incidert. Please
do not send any devices to SFDA until requested.
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Please upload any documents that will help document the adverse event.
J}LﬂTL,__k- Jsuﬁ.ilhjluj\_'y"‘.ij jﬂ‘iéuﬁj}nﬂl&nﬁy

Browse...

Maximum file size 10 Mb |, fles types allowed are: Microsoft Word
(*.doc, *docx), Micresoft Excel (*.xls, * xlsx), POF (* pdf), Tect (*.bt). or ZIP (* zip)

|—> Submit and Review

Copyright © 2008 Saudi Food and Drug Authority. All rights reserved.
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nemdr.md
Adverse Event Report Submission
To:

Thank you for entering an adverse event report into the SFDA National Center for Medical Devices Reporting (NCMDR). SFDA personnel will investigate your submissions and, when possible, provide technical and clinical quidance to
allow all affected parties (not merely the original reporter) to avoid or resolve incidentss.

Your confirmation code is Please save this code because you will need to refer to in all correspondence with SFDA

To view your submissions and to add any comments, go to htto:/ /ncmdr.sfda.gov.a/ProblemReport aspxZcid=

Thank you,
SFDA

Disclaimer : This email has been sent from Saudi FDA. The information in this email is considered to be confidential. It s solely intended for the person(s) named above. If you are not an intended recipient, please notify the sender and
delete this email from your system.
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guaiill glis x

(OJ | d3|3 CLILIJ 3939 . SIZE: [] Neonatal (S)
ze | 3¢ KA Pediatric (M)
ke 1 Adult (1)
)
) < e . [J Adult Elongated (XL)
na JShwa opl ar angy Mg anall wal Jowa jlaall @ * DISPOSABLE  *SINGLE PATIENT USE
.aidlhy gl @jliwall dlail<i == Instruction for Use

* Place the mask on the patient's face with the elastic str
below the ears and around the neck. Gently pull the end of
the strap to ensure a comfortable fit.

i . . .. ¢ Adjust the nose clip on the nose portion of the mask, mold
(OJQ (QJJ-LLU-Q-” waw Wl ! PI-DJ alea1 Ml laa QoA fIC JL&J“ ® it to fit thfe t'fiuce, toppreclude leakgge of oxygen into the
(Ol il i als s all WLELS] «ig JU—DI ic il comners of the eyes.

* Place prescribed solution into the nebulizer jar.
Insert the nebulizer into mask.

* Attach the other end of oxygen tubing to the oxygen
ali2aaill Cuaxidiua 2102 QJ |J_J.J saisall dm” G.IJg_I (O_I ® outlet. Adjust flow as directed by physician.

gaouwll laio wnayi la yanag é)piiall A Caution:
* Disposable. Non sterile.
* Single use only. Discard after use.
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