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WHAT IS MHRA? D

Medicines and Healthcare
Products Regulatory
Agency

Executive Agency of Dept
of Health responsible for
ensuring that medicines
and medical devices work
and are acceptably safe...
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PERSPECTIVE D

needle

pacemaker
pregnancy test
thermometer
diathermy machine
hip implant
coronary stent

ICD

condom

blood glucose meter
MRI scanner
specimen collection tube
urinary catheter
contact lens
cholesterol test
blood bag
intra-uterine device

anaesthetic machine
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(1 90,000 devices on market
d 1/25 has an implant

d £10-12 billion UK

d £200 million maintenance
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GUIDING PRINCIPLES

1 apply legal requirements
 ensure compliance

but also

4 help manufacturers
d SUPPORT, ADVISE CLINICIANS
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ADVISING CLINICIANS D

U performance not as claimed

U field actions taken

U serious adverse events

U indicative trends

O changes/limitations in criteria for use
1 problems instructions for use

U user/training issues
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REGULATORY SYSTEM ‘@&

e investigation
e action/recall
accredit

compliance ERs audit

safety, performance Notified BOdy ﬂ
_ e quality systems
l * design dossier
C € « clinical data (literature, C/I) Ompetent
Authority
* vigilance
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LIMITATIONS VIGILANCE @

 failure recognition

] non-promotion requirements

4 difficulties professional communication
 differences aetiology

 difficulties interpretation

 differences EU/USA systems

 failure undertake trend analysis

 failure define corrective action trigger points
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REPORTING SOURCES
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ACTIONS

4 investigate
A discuss with healthcare workers
 discuss with manufacturer
] test device

1 advice to health service (CAS)
[ advice on website
U promote field action
4 recall (safeguard)

Safeguarding public heaith

MEDICAL DEVICE ALERT

Ref: MDA/20086/

Issued: 13 July 2006 at 15:00

v | Immediate action
Action
Update

v | Information request

Device:
Guidant implantable pacemaker and implantable dafibi
INSIGNIA, NEXUS, CONTAK RENEWAL TR, CONTAK
VENTAK PRIZM 2 VITALITY, VITALITY 2 = See list of
numbers distributed in the UK and the Republic of Irel:
|at http:/ mh.'f.:-:]:—‘.‘?f uk

;Appcndix:

UK Dear Doc

tice is also on our v

jte: hitp:liw)
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ONE*LINERS

Safety on the line s

Opening the blood gates Set-up?

Once dacornnacted o
thes pationt, an
‘ammustraton s should
i Smcanted

You crack me up

L::'l'umum
13 hit Mo
| ey
By skt ahwarys push e clamp.
" Rty st e o
Vile vials

A

Implantable Defibrillators, @
Pacemakers and Leads:
Reporting Adverse Events
| What Should | report? | Important Safet-y

Loss of functionality or
non-delivery of thera

« ad

Information

Immediate Action after an
Adverse Incident
Inappropriate delivery of therapy

_— 1. Guarantine Device if removed
1. Reportio MHRA
3. Contact the manufacturer [ UK
distributor

Delay in delivery of therapy

Backup and safety mode pacing

Unexpected battery depletion

Uncertain battery status and
longevity indicators

If unclisar, conficting of missing, pien olow-up froquency

ssaRA naiat)

; Derine st protoo to taclitate. sdrerse

Programming problems R

- g et eoukd |+ Grsre e S5t snd locums. i ssade
v o roporting ProcedE.

Change in lead impedance
Why Should | Report?
Reporting adverse events halps the MHRA

identity and address device-related safety
probiems.

How Can | Report? -

Online at www.mhra.gov.uk
OF Cownioad B 107 FOm Wi MPaS GOV Uk And &-mail
o abcETennra. gl pov Uk
ar Fax: 020 TOS4 3108 Hotline 020 TOB4 308D
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OUTCOMES D

2008: >9000 adverse events reported

1 100 Medical Device Alerts

d 571 improve design, quality systems, processes
1 844 field safety corrective actions

1 470 advice on safer use, training
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SPRINT FIDELIS ICD D

Aval Probakility (FPA, 5L5," and CareLink Network)

TT=]= = -—-__.::___|__F___J_i |
i i d new type of lead

d flexibility

 lead conductor fracture
O inappropriate shocks
Spint ol Lo v Qo Ld S8 vl P [ removal from market

1 advice to clinicians
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L ABCOR HEART VALVES @

4 friable annular tissue
 endocarditis-type changes
U early valve failure

4 deaths
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...but advising satisfactorily and
scientifically can be a problem.....
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INFORMATION TO
REGULATOR

4 launched April 2001

31,000 worldwide

U report September 2003 (2 further)
d analysis early 2004

1 meeting with manufacturer

= battery problems 2002

» damage during assembly, manufacturing
= improved manufacturing techniques

= improved gquality control

= risk 1/10,000

Safeguarding Public Health Slide 14
MHRA 2009



HOWEVER IN 2005........

1 9 further premature battery depletions (87,000)
4 further analysis by manufacturer
4 further meeting with manufacturer

= weakness in battery design

= short circuit between internal battery components
* time indeterminate

shorter time where substantial power consumption
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Medical Device ALERT

Ref. MDAZ005/018

Isgued: 17 March 2005 D Identlfy, return

ACTion % 4 follow up max 3 months
o : Q re-programme

d handheld magnet test
DEVICE: | QO patient education

Medtronic implantable cardioverter defibrillater {ICD) -

PROBLEE 0 immediate follow up

Samaty daliezl il o o o AT L e E .

ACTION BY:

Al cardiclogits and cordiee techeizianm =asagiog salasts wih de oo it = alte rn atl n g to n e
ACTION:

= lack steady tone

s loenily and relus io Medioni any en-imolamied desizes da Tl s of LK afectad
sairial numbera B wvaiabbe on he WHRE walbs o)

+  E=gura that patkent Tolessup merals @ ne onger Hian Brae mons, gving oty i - 1 t t h th 1
dipindan parkien 1RAR0Ee recaivng Iregusent dischanges = pe rS I S e n arr y I I I Ia

Infeimn all gatesls 10 consacl P felow-op canina withool Sakay Fiai =past amis
Bafiry volage waming ores

v Considar add lional asiions on meg fine u Warm Sensation, pain

DISTRIBUTED to:

MHS Trzsts (England) = (Criel Exeouves® D I = I
I C slan {CHAI - H I I I
g:iﬁfacmu!:_'n::; éjl:ll:-zr'-u:!. - -:-?i‘:ruih:zr:{r::m':f g e eCtlve re p ace e nt
* i T By
CONTACTS:
Dwilais of manufaciuses comacts, MHRA comass for schineoal aed checal aspess [ 3

Chan g o adduss or sl from sddredss ke for Haalheans Commeso
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OTHER EXAMPLES
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ACTIONS FOR REGULATOR ‘@&

d ?random failure (1/10,000), root cause analysis

 consult manufacturer
= true facts, figures
= any interim actions taken

[ consult clinician
= appropriate advice to clinicians/uniformity
= advice to patients

d risk/benefit analysis
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RISK/BENEFIT ANALYSIS @

 failure rates (real and estimated)

d explant effects on mortality, morbidity, quality of life

= |nfection to re-op 2%
= haematomas to re-op 2.5%
= death 0.5-1%

1 subgroup identification (avoid inappropriate action)

[ costs to health service

Safeguarding Public Health
MHRA

Management of Recalled Pacemakers

and Implantable Cardioverter-Defibrillators
A Decision Analysis Model
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PROBLEMS

d no common reporting strategy
] determining action thresholds
1 determining timing of action

 do not report/time delays

4 time delays with analysis results

[ obtaining numerators/denominators
[ obtaining comparative data

 persuading clinicians to report/inadequate reports
1 obtaining device for analysis

1 determining explantation morbidity

d obtaining UK/ European/global consensus
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EVENTUAL OUTCOMES

1 95 confirmed failures (0.09%)
37,000 explanted worldwide
d only patient injury/death from explants o
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advising clinicians and
ensuring patient safety
Involves co-operation
and communication.......

= adverse events

= trends

= results post market studies

= registry information —_Goodealth )
trustyour &)

A A
Dacemaker‘-' e
Thousands depend on them for their hy AR 222
lives. But this heart patient was fitted 5%‘_’_' &8 N 2
with a device whose makersknewit SN
was faulty and could fail at any time oy o
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A Cardiology
File Edit Wiew Favorites

soft Internet Explorer

—ls| x|

Tools  Help

&

GBack - J - |ﬂ \ELI _;‘||/-"Search \:‘ Favorites Q—‘?‘ T | - ﬁ ‘fj

Address |g‘] httpe S, i a,gov. Uk SSafetyinfar mationMHealthcareproviders/Cardiology/indes. htm

=] Boo [Links »|®& -

Ahout us Hiowy wwe regulate Satety information Commitees Onling services Publications Mesws Certre o views

In Targeted healthcare
professional groups

Anaesthetics
Cardiology

, Medical devices: What o
report

Critical care
Obstetrics and gynaecology
Ophthalmology
Orthopaedics

Pathology

Pharmacy

Refiology

Thestre practtioners

Home | Contact us ; FAQs | Glossary | Sitemep | A-Zindex | Access keys | Help [Site Search Go| T

Conferences &
Learning Centre

Advanced search

Home - Safety information - Targetsd heatthcare professional groups > Cardiology

Cardiology

Welcome to the Cardiology section.

Report medical device

. Report a side effect
adverse incidents Devices

with all gtier medicines [

Card

Free e-mail alerting service

Ifyou would like to receive an e-mail notification when this section is updated, please subscribe to our free e-mail
alerting service (see under Safely alerts, messages and guidance! Targeted healthcare professional information on the
registration farm)

Hot topics

> Abacavir: risk of myocardial infarction - update from epidemiological studies - added 4 August 2008

» Clopidogrel and protan pump inhibitors: possible interaction - added 18 July 2009

¥ Aliskiren: risk of angioedema and renal dysfunction - added 4 June 2008

¥ Appointrments and reappointments to the Commission on Human Medicines, its Expert Advisory Groups and the Herbal Medicines Advisary Committes -
added 4 June 2003

» Of-label or unlicensed use of medicines: prescribers' responsibilities - added 11 May 2009

> Members announced for the Committee on the Safety of Devices
The MHRA and the Appointments Commission are pleased to announce the appointment of two new members to the Committee on the Safety of Devices
(CS5D). - added 7 May 2008

» Launch of the e-MDA, the web-based Uk-wide Medical Device Alert- added 28 April 2009

Recent cardiology-related Medical Device Alerts
Medical devices and equipment are items used for the diagnosis andfor treatment of disease, for monitoring patients, and as assistive technology. Medical
Device Alerts (MDAs) are the MHRA's prime means of communicating safety information to medical device users in health and social care. Each MDA is
designated either for Immediate action or Action. MDAs may also be used to provide updated information

> 16 June 2009 - Prelude Short Sheath Introducer manufactured by Merit Medical. This has been issued as the sidearm tubing may detach from the sheath
during use, which may resultin excessive blood loss and potential bloodborne pathogen expasure to those inthe surrounding area. - 16 July 2009

10 June 2009 - Kappa B00iT00/900 series and Sigma 1002004300 series IPGs manufactured by Medtronic Ltd. This has been issued as certain Kappa®
and Sigma® series pacemakers may suffer sudden unexpected failure giving rise to bradycardia symptoms. - 16 July 2008

> 29 April 2008 - Bioprosthetic heart valves. All makes and models. This has been issued due to the premature failure of bioprosthetic heartvalves. - added
T May 2009
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& Printer frisndly version
(e winclow)

Related information:

MHRA pages:
Cardiac pacemakers and
defibrillators Cimplantsable)
Cardiovascular safety of
COX-2 inhibitors anct nan-
selective NSAIDs
Coronary stents
Drug Alsrts
Drug Safety Update
Herbal safety advice
Medical Device Alerts
MHRA &-mail slerting service
One Liners
Stop smoking trestments

Other sites:
(open in a new window)
British Cardiowascular
Intervention Socisty (BCIS)
British Cardiowascular
Society
Ceritre for Evidence-based
Furchasing
Heart Rhythm LK
Hational Institute for Heath
and Clinical Excellence (NICE)
HHS Mational Library for
Heslth

Help viewing PDFs:

Help viewing FOF filss
Download Acrobat Reader
for fres

" Bl
’_’_r’_ 0 Internet
| 2] cadchalr - Inbax... | €1 0rganisation an... |[€Cardiology : ... | #]Micrasoft Word

EEEE CEREGEN
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