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NATIONAL HEALTH REGULATORY AUTHORITY

Chief Executive Office

Circular No. (24) 2020

Date: 18 JUN 2020

To All Healthcare Facilities and Medical Devices
Authorized Representatives.
Sub: Initiation of a Technical Committee for medical

devices field safety Notices

According to the authority’s role in monitoring the import and

marketing of medical devices in the Bahrain market, ensuring

safety and protecting public health, and as part of the Central

Reporting Committee of the Gulf Cooperation Council countries

to standardize work procedures and follow-up of field safety

notices for medical devices,

NHRA aims to initiate a committee including members from

healthcare facilities and authorized representatives that are

responsible for handling medical devices FSN.

e Introduce the role and procedures of NHRA to deal with
those notices.

e To facilitate the
standards.

Direct the users to the importance of reporting about the safety
of medical devices.

e Highlight the role of the key person nominated when
receiving the FSN or reporting an incident.

e To facilitate the communication and follow up to ensure
the successful implementation of the procedures
followed and to avoid the use of medical devices that
pose a risk to the patient health and the user.

Nomination

Therefore, all healthcare facilities and authorized
representatives are requested to nominate a key person and
provide:

e contact detailsincluding name, email and phone number
through email: medical_devices@nhra.bh

implementation of international

e The nominated person must be fully aware of the facility
and the devices safety matters.
e Must be full time employee.
Your cooperation is highly appreciated in improving health
services in the Kingdom.

2020 Aid (24) ad ) aaxs

82020 s 18 gl
8 3¢ Cpaainal) Gliaal) g Liauall Clwasall aran )

daudal

. e

el 5 329 CE LY A Aia) LS cp g sal

Gom o8 Andal) 3362l Bsaiy o) piind 481 e B Aigll ol G
Bal e 558, ddall daiall dlea g Alull laas o sl
Janll Sled pa) a1l i) gl alaa Jgal 4 3 sl Sl

a3 e SU Al aaall AaSladl <l jlan) Slias) Aalia g

dnall Gl sall (e elime anal 408 daal J€a5 ) gl Cargs
Akl 336l e D ae Jalaill e (g sl Gpainal) Cpfiadl g
el g

ale ) i & el ‘f Al Cilel yal g yen u.ua_d\
Adsall el duavs Jrg il

Ll Gl Lag £3UY) el ) peasioad) 4
Aal) 3562y

) g At el el g e o gl s
Al oo g3

Zaddl il all Raa ol Zadialy Joat¥i Jigud
dana o | jhad IS 3 Adall 5 ea ) aladiul cuiad
pxiual g Gy yall

¥ Gpaniad Al 5 i pall Gl ualall Juaiy) by
to S 2l e sl B8 g ISV
medical_devices@nhra.bh

slanally ALdS 4l 50 e sl jall (el ¢3S of oy
Andall 3 5eaY) Al

SalS 53 Ll e )5S0 0

Clasally i,V & il oSiglas e sl SN e oS5
ASLeally gaall

daadal) (ie ag pa b gisal)
G RAL

A
cri s paainall Glieall 5 Apmaall Cliidll guen (o calla) cl
oty Lo hgi g andall o 3ea¥) e Dl e Jsmme (i



		2020-06-18T11:17:03+0300
	Topaz GemSignPlus
	Signature




