


PETITION PE1517 ON POLYPROPYLENE MESH MEDICAL DEVICES

The Scottish Parliament Public Petitions Committee has asked for the views of NHS National
Services Scotland (NSS) on the calls on Petition PE1517 on F’olypropy_lene Mesh Medical Devices

NSS deals with Polypropylene Transvaginal Mesh (TVM) in two main areas: NSS procures and
supplies these CE marked medical devices to the NHSScotland; and our Incident Reporting and
Investigation Centre (IRIC) receives and investigates reports of adverse incidents refating to medical
devices and advises the service on appropriate actions to maintain and improve safety. IRIC also
works closely with the medtcal devrce regulator the Medrcrnes and Healthcare Products Regulatory
Agencyr (MH RA) _

NSS marntarns records of source and destlnat:on of. products supplred mcludrng Potypropylene TVM.
We also have a detailed file on reported |ssues whrch have been mvestlgated by the natronal workrng

aroup supported by IRIC
The NSS view on each of the spectﬂc pornts of the petrtaon is glven below:

1. Suspend use of polypropylene Transvagmal Mesh (TVM) procedures

NSS is concerned with the procurement and supply of polypropytene TVM and the receipt and o '

investigation of reports on adverse incidents relating to medical devices onty ‘NSS does not
have a view about the use of TV Mesh tape seelng thtS as a matter for ctlmcal decision makers
in consultatlon wnth thelr pat|ents : " - e :

2. Imtr'ate a Public Inquiry and/or comprehensive independent research to evaluate the safety of
mesn devices us:ng all evrdence avartable mctudrng tnat from across the world -

NSS is supportive of establashmg a clearer understandlng of the rlsks assocrated wrth
procedures involving polypropylene TVM. IRIC has provided technical support for the national
working group chaired by Deputy Chief Medlcal Offlcer Dr Frances Elhot NSS is avallable to
support the enquwy or any research DR :

3. Introduce mandatory reporting of aﬂ adverse incidents by health professfonaIS'

NSS believes that increased reportrng would atlow better analysis of adverse mc;dents and
' |mprove safety '

4. Setupa Scotttsh Transvaginal Mesh implant register with view fo linking tnrs up with national
and international reglsters

_ Asa source of additional clarity on the rtsks_associated with Polypropylene TVM, a register
might help with item 2 above.

5. Introduce fully Informed Consent with uniformity throughout Scolland's Health Boards;
NSS has no comment on this point.

6. Write to the MHRA and ask that they reclassify TVM devices to heightened alert status to
reflect ongoing concerns worfdwide.

NSS has no comment on this point.






