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HIVPA

HIV Pharmacy Association

HIVPA Conference 2017 About HIVPA

Information for healthcare professionals

Consultations Bulletin

HIVPA Study Days
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News and media

Joining HIVPA

: 2
LJf S& Kl SNIF SASyE T ZFNNNSISa iy Al (ioke @&i2 @ald-SHARS 89 Slygidy R

aLl 0SS 2y
2VKAQGLI 2YO0SX3AYEFAf ©02Y

me Register Login

The HIVPA Team Education HIVPA PiLs

Sponsors Events Governance Affiliations

HIVPA Study Events

HIVPA Annual Conference
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F NP /Very informative study day,\; y

Very informative and
highlights areas that

may not be experience
in each clinic.

A very interesting and
extremely informative
meeting.
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lots of very useful information

+ some very impressive speak-

ers. Starting later a good idea
in terms of travel. Thanks!
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How Good is That Birth Control

A look at the most and least effective ways 10 prevent pregnancy

MOST EFFECTIVE LEAST EFFECTIVE
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Summary
LNG-IUS and the DMPA can be used safely with all ARVs
Safe to give with all Should be avoided with all
contraceptives hormonal contraceptives
* All NRTIs * Ritonavir and cobicistat boosted
« NNRTIs -Etravirine and Pls darunavir, lopinavir
Rilpilvirine * NNRTIs Efavirenz and
* Integrase inhibitors- Nevirapine
Dolutegravir and Raltegravir * Can be used with specific dose
* CCRS inhibitor -Maraviroc adjustments
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Antiretroviral Recommendation for | Recommendation | Recommendation for | Recommendation | Recommendation | Recommendation
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Background

Chelsea and Westminster Hospital m
NHS Foundation Trust

60% of all patients to be switched.

alternative STR was considered.

NHS England introduced a Commissioning for Quality and Innovation (CQUIN) scheme,
commencing December 2016, for HIV Service providers to switch patients on Atripla to the
separate components Truvada and generic efavirenz. The scheme had a target of at least

To meet the target all PLWH at CWH on Atripla were asked to switch their cART from .
Atripla to Truvada & gEFV. If a single tablet regimen (STR) was strictly required, an

To evaluate:

+ Outcomes of NHSE switch scheme

+ Tolerability of switch

* The switch was discussed during their regular clinic visit, with counselling and written

information provided by the pharmacist.

+ One concern was that a number of patients are now actively seeking a switch away from

efavirenz, where previously they ‘managed’ with low-level, long-term side effects on
efavirenz. This seems to be driven by increased awareness within the patient cohort that
alternative drugs are available and that efavirenz is no longer considered a first line choice
of therapy. Thus when approached regarding a switch in therapy, some patients may use
this as an opportunity to discuss their treatment as a whole.

» Another concern is that some patients after switching to gEFV and Truvada have
experienced side effects and consequently been switched to a different anti-retroviral

regimen entirely.

» Electronic prescribing, dispensing systems and medical
retrospectively reviewed between October — December 2017 to identify
PLWH switched to and away from Truvada & gEFV or to a different cART
and reasons for switch.

Reasons for switching away from Atripla

+ Reasons for subsequently switching off gEFV

Method

+ Alist of all patients on Atripla on 1st April 2016 was used to identify PLWH
on Atripla who formed the baseline cohort for the CQUIN.

notes were

» Demographic data was collected; time in months established on Atripla and

ethnicity if EFV central nervous system (CNS) toxicity occurred.

» Based on these concerns it was decided to review the impact of switching all patients.

* From a total of 2547 patients on Atripla 1556/2547
(61%) switched to Truvada & gEFV and 48/2547
(2%) to different NRTIs & gEFV.

Figure 1: PLWH switch off Atripla
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Table 1: PLWH not yet switched to gEFV & Truvada

Reason N, (%)
Lost to follow up 138, (47%)
Transferred their care 88, (30%)
Not yet seen in clinic 61, (21%)
Enough supplies to delay switch 4, (1%)
RIP 4, (1%)
Total 295, (100%)

648/2547 (25%) patients switched to a different cART.

Figure 2: Atripla switch to alternative cART
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Results

« 1507/1604 (94%) remained on gEFV and 97/1604

(6%) subsequently switched off gEFV.
Figure 3: Indications for switch OFF gEFV
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Table 2: ADRs to gEFV

gEFV ADR Incidence (N) gEFV ADR Incidence (N)

Psychiatric disorders Nervous system side effects

Insomnia 23 Dizziness 6
Vivid dreams 18  Lack of concentration 4
Depression/low mood 17 Headache 4
Anxiety 6 Drowsiness 2
Night sweats 3 Grogginess 1
Hangover effect 2 Fatigue 1
Suicidal thoughts 2 CNS SE not specified 1
Memory problems i Bitter taste 1
Tingling sensation 1
Metabolism and nutrition disorders ~ Gastrointestinal disorders
Raised cholesterol 2 Nausea/ Vomiting 4
Raised lipids 1 Dry mouth
Low appetite 1 Diarrhoea 1
1

Low vitamin D
Hepatobiliary disorders Skin and subcutaneous tissue
disorders

Abnormal LFTs 3 Rash 1

Musculoskeletal disorders Hypersensitivity disorders

Aches/pains 3 Throat swelling 1

Other Reproductive system and breast
disorders

Worsening Tourette's 1 Gynaecomastia 1

Note: some patients had more than one ADR to gEFV.

Discussion

CNS toxicity was the most common reason for
discontinuation from gEFV - 63/97 (65%); of which
34/63 (54%) patients felt these had developed since
switch to gEFV.

2 patients switched off gEFV due to virological failure
because of non-adherence and resistance developed
(M1841 + K103N).

1507/1604 (94%) remained on gEFV and 97/1604
(6%) subsequently switched off gEFV.

Figure 4: PLWH that switched OFF gEFV
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Majority of PLWH who suffered ADR(s) to gEFV were
of white British origin. Note: ethnicity was only
recorded for PLWH who experienced an ADR.

The cost implication of switching to an alternative
regimen showed to be insignificant compared to the
cost savings made by switch. The table below also
does not account for cost implications of switching to
TAF or resource cost of implementing the switch.

Table 3: Cost implication & savings from switch

Cost savings from switching Atripla to Truvada & gEFV  £1,190,340

Cost implication of switching to an alternative regimen £314,227

» Majority of patients (94%) that switched to gEFV remained on this regimen. This is reassuring in the current NHS financial climate with the need to make cost savings using

generics.

« The key indication for discontinuation of gEFV was CNS toxicity.
+ Bioequivalence studies for MHRA licensing purposes mean gEFV may have up to 20% lower or 20% higher levels in comparison to branded product. This small difference in

the case of efavirenz may have contributed to the increased ADRs seen post-switch in our cohort.
» When Atripla therapy was reviewed a number of patients switched away from EFV or tenofovir disoproxil for clinical reasons. This highlights the importance of regular ART

review.

« With imminent Atripla patent expiry there may be an opportunity to offer patients a return to an STR, however only a minority of patients switched off Atripla to another STR

solely to avoid pill burden.

« The NHSE switch target was met and significant cost savings were generated as every patient seen was initially switched. Consideration should be given to achievability when
targets are designed. It is important to ensure patients are engaged with any switch schemes.
« The results may be underestimated as data collection took place up until November 2017 and therefore there may still be some patients presenting to clinic post switch who

have experienced ADR(s) to gEFV.
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In the management of HIV,

TIMES ARE CHANGING

Are your treatment decisions changing with them?
Now is the time for a 2-drug regimen
for your suppressed patients.®

* JULUCAY is indicated for the treatment of HIV-1 infection in adults who are virologically suppressed (HIV-1 RMNA <50 copies/ml) on a stable
antiretroviral regimen for at keast & months with no history of virglogical failure and no known or suspected resistance to any NMRTI or INI

Prescribing Information

Juluca¥ dolutegravir 50mg/rilpivirine25mg tablets
See Summary of Product Characteristics (SmPC) before prescribing
Indication: Indication: HIV-1 in virologically suppressed adults (HIV-1
RMA =50 copies/mL) on stable ART for at least 6 months with no
history of virological failure and no known resistance to any NNRTI ar
INI. Dosing: Adults (over 18 years): one tablet once daily with food.
Elderly: Limited data in 65+ yrs. Caufion in severe hepatic or renal
impairmeant. Contraindications: Hypersansitivity to any ingredient. Co-
administration with dofetilide, carbamazepine, oxcarbazepine,
phencbarbital, phenytein, rifampicin, rifapentine, proten  pump
inhibitors, systemic dexamethasone (excluding single dose) or St
Jahn's Wort. Warnings/precautions: Risk of hypersensitivity reactions.
Discontinue Juluca immediately if suspected. Risks of prolengation of
QTe interval, osteonecrosis, opportunistic infections. Moniter LFTs in
Hepatitis B/C co-infection and ensure effactive Hepatitis B therapy.
Small rise in serum creatining in first 4 weeks of treatment, not
considered clinically relevant. Do not co-administer with other
antiretrovirals (except in case of co-administration of rifabutin, when
an extra dose of rilpivifing 25mg should be used). Usa with antacids or
once-daily HZ-receptor anlagonists requires dosage separation.
Calcium, inon or multivitamins should be taken at the same time as
Juluca with food, otherwise dosage separation recommended. Caution
with metformin: moniter renal function and consider metformin dose
adjustment to minimise risk of lactic acidosis.

If macrolide antibiolics are required, consider azithromvyecin. Caution with
antimalarials (artemetherlumefantrine) or anticoagulants (dabigatran).
Pregnancy/ lactation: Not recommended. Avoid breast-feeding. Side
effacts: Sea SmPC for full details. Increased total and LDL cholasterol,
insomnia, headache, dizziness, nausea, diarhoea, increased
trighycerides, decreased appelite, abnormal dreams, depression,
arwiety, sleep disorders, Gl disorders, rash, pruritus, fatigue, decreased
white blood cell count, haemoglobin and platelet count, arthralgia,
myalgia, hypersensitivily, hepatitis, suicidal ideation or suicide attermpt,
acute hepatic failure. Changes in laboratory biochemistries: elevations
of ALT, AST, pancreatic amylasa, bilirubin and CPK. Basic NHS costs:
FE399.02 for 30 tablets (EU1M18M1282001). MA holder: Vil Healthcare
UK Lid, 380 Greal West Road, Brentford, Middlesex TWE 9GS, Further
infarmation available from Customer Contact Centre, GlaxaSmithKline
UK Ltd, Stockley Park West, Uxbridge, Middlesex UB11 1BT.
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Trademarks are owned by or licensed to the ViiV Healthcare group of
companias.

Date of approval: May 2018 Zinc code: UKD TGRPYIO0318

Adverse events should be reported. For the UK, reporting forms and information can be found at www._mhra.gov. uk/yellowcard or search for MHRA
Yellowcard in the Google Play or Apple App store. Adverse events should also be reported to GlaxoSmithKline on 0800 221441,

L
V“V JULUCA is owned by or licensed to the ViV Healthcare group of companies

Haeliheors ©2018 ViV Healthcare group of companées or its Bcensor.
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More than 40% of the nearly

21 million HIV+ patients being
treated today depend on one
of our products’.

Learn more at www.mylan.com
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