18/04/2014

Hopi — W
R, ==eahp
PariS'sug —( ((( european assecation

Arvbw- By vo Fede Fad-En.

Adherence to VKA treatments :
What are the needs?
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The issue of adherence

* According to NICE, between a third and a half of all
medicines prescribed for long-term conditions are not taken
as recommended?

Poor adherence can severely compromise the effectiveness
of treatment?

Poor adherence not only affects clinical outcomes, but also
represents a waste of healthcare resources?

1. Nunes V et al. (2009). Clinical Guidelines and Evidence Review for Medicines Adherence: involving patients in
decisions about prescribed medicines and supporting adherence. London: National Collaborating Centre for Primary
Care and Royal College of General Practitioners.

2. World Health Organization. Adherence to long-term therapies: evidence for action (2003)

The VKA : Why a great adherence is
specifically needed?

Several million of patients are treated with VKA in Europ;e
(elderly++)

VKA is one of the drug classes leading to highest rates of
emergency admissions !

In France, hospitalization related to drug adverse events are
mainly due to VKA exposure 2.

For patients with atrial fibrillation receiving VKA, the overall
median incidence of major bleeding was around 2 per 100

patient-years 3

1. Budhnitz et al., NEJM 2011
2. Les anticoagulants en France en 2012 : état des lieux et surveillance ; ANSM ; juillet 2012
3. Roskell et al., Europace 2013
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Adherence improvement < patients interview

The research proved that patients stayed within their allocated INR
range for a greater degree of time when they self-managed their
own anticoagulant?2,

Therapeutic education : the best approach

¢ Time consuming
* Needs a specific formation
* Multidisciplinary team

VKA counselling : a realistic option
=>0Offers to the patient information and tools for an adapted use of VKA treatment :
* Detection of side effects
* INR monitoring : why it is important, how to read it
* Why it is important to have a VKA card always with me...

1. Leger et al., J. Mal. Vasc 2004
2. Brunie et al., Educ Ther Patient 2011

How to perform a VKA counselling ?

Professional knowledge Mechanism of action

(self)monitoring

detection of signs of overdosage or ineficiency

therapeutic interactions

food interactions...

Know-How Deliver key messages
Prioritize informations as necessary
Make repeat/rephrase
Obtain informations (open questions..)...
Social-skills Present yourself

Be empathic

Manage the non verbal communication



VKA counselling alone is not enough

Analyze the Know the Perform the

B : : Communicate
prescription patient counselling

Action

In the clinical
Pharmacy On the ward At the bedside ward and
pharmacy

Required Patients tools,

consultation VKA counselling
tools

Manuscript/ informations

Informatized (age, medical
history, INR)

Patients file ,
physician
interview

Let’s Go!

Ms. B, 72 years old (Size : 158 cm; Weight : 48 Kg), was diagnosed
an atrial fibrillation (AF) during a check up due to an increasing
tiredness. She is suffering from hypertension since 10 years,
which is treated with enalapril 20 mg once a day and takes
ibuprofen in case of articular pain or headache. During her check
up, a renal impairment (cl creat : 60 ml/min MDRD) due to her
age was also found.

Ms. B lost her husband 4 years ago but her daughter lives not far
and she uses to see her mother every Sunday. Ms. B daily
practices gardening and is proud to formulate that her food
essentially comes from her garden.

Ms. B was prescribed warfarin, 2 mg every evening
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1)What arguments led to initiate anticoagulation?

® Cangestive heart failure/ 1
st . Ms. B:
¥

® Age>7S 2 : :2 yefrs old
® Diabetes mellitus 1 d eémale ]
® stroke/TIA/TE 2 * Hypertension
® Vascular disease 1 =

(CAD, CArD, PAD) 3
© Age 65-74 1
@ Sex category (female) 1 l

YES

2) What is the target INR ? m

Rq: There are currently available lightweight portable instruments to facilitate
prothrombin time measurement (expressed as INR) using a drop of capillary
blood :

O The CoaguChek S from Roche Diagnostics

o The Hemosense INRatio from Sysmex / Alere

3) Does a dosage adaptation due to her renal
insufficiency needs to be performed?

Hepatic metabolisation
Renal elimination of the inactive metabolite

NO : Adaptation is only based on INR 10



4) According to you, what kind of skills does Ms B
need to acquire ?

Generally Specifically

n e Interaction with NSAIDs (ibuprofen)
mltlated and what are the potential . . )
complications without this treatment * Interaction with food (gardening)

ILll\ln';:Ierstand the need of monitoring

Know the target INR

To detect signs of hemorrhage or
thrombosis (her daughter)

Know what to do in case of oversight

Inform all health professionals about
her anticoagulant treatment

4) What should you do to make sure that Ms. B
understood your key messages?

Ask to Rephrase /repeat
Ask open questions..

Play scenario...

Three years later, Ms. B needs to undergo an operation for
a hip replacement.

12
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4) What are your recommendations regarding
anticoagulation around the surgery?

Last
take VKA
surgery recovery CX) VKA

anticoagulation switch . .
(heparin/fondaparinux) Anticoagulation + VKA

13

Situation number 2

* Mr. T, 32 years old (Size : 175 cm; Weight : 72 Kg), lives in
London and was diagnosed a prolapsed mitral valve. He had
mechanical mitral valve replacement surgery in September
2000 and warfarin 5 mg was prescribed. Unfortunately, INR
is fluctuating despite a good adherence.

* Mr. T doesn’t take any medication. Mr. T is married, has
three kids and uses to travel a lot for his job for the past 6
months (around 4 back and forth per month to Shanghai
and New-york).

14
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1) Is it possible to switch for a NACO?

* No novel anticoagulant is indicated in mechanical valve
replacement.

* In the phase Il RE-ALIGN study comparing dabigatran vs warfarin
with patients who have mechanical heart valves assessing safety
use, dabigatran was associated with increased rates of
thromboembolic and bleeding complications, as compared with
warfarin,

=> no benefit and an excess risk.
Eikelboom JW, NEJM 2013.

» Check if Mr. T takes his treatment as recommended
2) What is the target INR in this indication ?

15

How is calculated the target INR in mechanical valve
replacement?

Target INR depends on kind of prothesis, its location and inherent patient’s risks

Thrombogenic power Risks related to the patient
of prothesis

No risk 2> 1 risk factor
weak 2-3(2.5) 2.5-3.5(3)
moderate 2.5-3.5(3) 3-4 (3.5)
high 3-4 (3.5) 3.5-4.5 (4)

Inherent patient’s risks and prothesis location:
 history of thromboembolism, AF

- EF<35%

» mitral or tricuspid location

* mitral stenosis 16
ESC, 2012
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4) According to you, what kind of skills does Ms. B
need?

Generally Specifically

Understand why her treatment was * Manage his treatment with jet lag
initiated and what are the potential * Anticipate potential loss of suitcase
complications without this treatment

Understand the need of monitoring
INR

Know the target INR
Know what to do in case of oversight

To detect signs of hemorrhage or
thrombosis

Inform all health professionals about
his anticoagulant treatment

Interaction with NSAIDs (ibuprofen)
Interaction with food (gardening)

VKA and travels..

Manage his treatment with jet lag
— The better is keeping same schedules.

— It would be recommended to use mobile phone monitoring based on usual
schedules to anyone who travels a lot

Anticipate potential loss of suitcase

- Keep medications in your handbag. Keep your prescription with you

In case of self monitoring : Few points to bear in mind if you are
travelling

Be sure to carry a letter from your doctor explaining what the monitoring machine and strips are
needed for.

Be sure to have some sort of cool-bag with you to keep your test strips cool.

Be sure to have enough strips. You might find that, being abroad, your INR might fluctuate more
than usual. New foods and dehydration can affect your INR. Drink plenty of (bottled) water.

Have confidence in your own ability to self-test. Remember that nobody knows your body better
than you do!

http://www.anticoagulationeurope.org/experiences/yvonnes-experience-of-self-monitoring
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Rivaroxaban patient counselling checklist

Swgnalure
Patient or

Signature

Indication for anticoagulation
o Explanation of AF nsk of stroke
Name of drug
o Rwaroxaban (Xarelio® s trade name|
Give rivaroxaban information leaflet
Actlon of rivaroxaban
o Makes blood iess shcky, 13kes fonger to clot
Differance with warfarin (if appiicable)
No INR manitonng; unabie 1o monitor anticoagulant effect
Same dose fo be takan once each day

Take specied dose ance each day

Swallow whole with water, do not open capsule

Must be taken with food

Same time every day

Action on missed dose. lake as $00n a8 you remembes, within 12 hours, do not double up
Importance of concordance

Unable 1o monitor anticoagulant effect

Imphcabions of poor concordance: increased nsk of stroke

Imphcations of overdose: ncreased nsk of biesd

If problems wih remembering fo ake. discuss with GP

00000;00

0000

Bleeding/Unexplained bruising
o Mid, self-terminating epsodes fo be expected due 1o rature of medicne (simar lo wastann)
o Regular or excessive ongoing bleeding go 1o AKE. nform of symploms and that nvaroxaban
being taken
Other side effects
o Lkely to expenence dzaness, weakness and gastro upset
o Report side effects lo MHRA via Yellow card/website
Concomitant Medicines
o Awid long-term use of NSAIDs
o Check with GP/pharmacst before starling any new medicines
Alort card
o Keep with you af all imes e.g. m waliel
o Show fo healthcare professonals
Pregnancy and Breastfeeding
o Awid
Contact Sports (e.g. boxing. rugby, football)
o Avaid (nisk of mbzmal bieeding)
Inform all healthcare professionals
o Inform hospdal doctors. phammacssts, dentists elc. prior fo any trealment
o Surgical mterventons can ncrease sk of bieeding, request GP fo seek speciaiist advice
Repeat Prescriptions. Follow up
o Intiated in hoapsal, wil be given full supply for Inal purposes
o Ensure do not run aut of medicne

of Patend (o repeesentalive or sdvocale) dule
adyocale name
of BLT practihoner _data

Name of reachhonar and dasionatinn

18/04/2014
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« How would the counselling differ if
prescribed dabigatran?

Counselling

* Reduces the chance of unwanted blood clots forming
which helps prevent strokes
+ Take regularly ,
— any time is ok — when would be easiest for you
— Warfarin — evening to coincide with INR test
— Forgotten doses
* W — if before midnight
» D —if within 6 hrs of next dose (miss)
* R/A - take immediately, do not double within the same day
* Like all medicines — unwanted side effects
— If unusual bleeding, such as dark or bloody stools, urine or
unexplained bruising tell your doctors
— NSAIDs can’t be taken with anticoagulants
— Specifics Dabigatran — Indigestion

18/04/2014
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Important patient instructions
Take your drug eEacSy as presceises jonce ar fwice Saty)
N &g & o profecton’
Nawver stop your Without G YOuT vy
Naver 284 ary other without Pour py
Nt ey short-Derm painkdiers Bal you can gel stthout prescription
At yoor dermisl, wergecn o¢ olfer piweician Lefare e Fitsrsention

Concomitant medication

I

Emergency information

tosts do o rethact lave! of

Name & fefephane of patient reftive 1 contact  smergescy

[P R ———

Planned or unplanned visits

Bite (CP; clinic
< 1 7 il
m

Tedmphone numbar of presciber or cinic:
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Atrial Fibrillation

Oral Anticoagulation Card
for non-vitamin-K anticoagulants

Orat antiooaguiant. dosing, iming with or withoat feed:

| Wame and a3dress of MticoaquIRTE [eessITher

More info:
www. NOACTorAF o0
www.noacloral.eu

Recommended follow-up

1900 ERPA af wwm NOACHOrAT a4 101 Infsrmanon & prachcal advod)

2 Thrombo-smsate everts?

£ Co-medizations and over-tie-counise drugs.

toval 1 50t 78

poaty: 4D, Il SO0 B Nnction
¥ CrCi 2260 mimin, =TSy, or tragh:
Banontrey renal Knooon

J-000aTIRY Aatwr ANCADN

# ntareurnng consition tat may save imgect
rane andor Fear Anshon

Sarum Crvatinine | Femo- Liver
creatinine chmarmnce ghaben tusts
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In conclusion FE;E

Ry .A

Patients interview
&

Adherence improvement
&

improve benefit-risks ratio

Professional knowledge is necessary but not enough to perform
a relevant VKA counselling

You have to know your patient and start based on him

You need to adopt the right attitude to get over messages

Be empathic

Make sure that your patient understood key informations

31

Thank you for your attention

32
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