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Introduction

. HIV+ advocate in the UK.
. Founded i-Base in 2000 and UK-CAB in ¥
2002 (network of 700 advocates). ‘

. Community rep on treatment guidelines and
London drug commissioning group.
. Strongly support generics. | used generic

ART for more than 10 years.
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Generics in the UK m

* Public health care depends on best value.
Budgets, by definition, are always limited. [1]

+ 60 — 85% of medicines in the NHS are generic:
they are just as effective, but cost far less.

* They have the same active ingredients and are
made to the same high standards.

Refs: 1. NHS. https://www.nhs.uk/conditions/medicines-information.
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Generic approvals

* Generic HIV drugs are approved based on studies
proving bioequivalence to original versions. [1]

» Can use different salts - ie tenofovir (Mylan) [2]

« This includes pharmacokinetic (PK) equivalence,
usually based on meeting an 80% — 125% range. [3]

« Same guidelines for manufacturing and stability.

Refs: 1. EMA.https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/generic-hybrid-
medicines. 2. https://www.ema.europa.eu/en/medicines/human/EPAR/tenofovir-disoproxil-mylan.. 3.
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-
pharmacology-pharmacokinetics/product-specific-bioequivalence-guidance
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Generics and value for money

* 1976 to 2013: generic use Figure 2 Totl primary cae prescrbin by generc and proprietary prescribingdispensing:England,
from 20% to 84%. o
- Allowed 490 million more .
prescriptions at the same , ™

a
8

cost. The NHS now gets

better value for every pound it
spends on medicines. [1]

Prescription items, millio
» w
8 8

g

« Spending would need to 1
have increased 8-fold '
Oth e rWi S e . [2] Prescribed and dispensed generically (class 1) Prescribed generically but dispensed and reimbursed as proprietary (class 2)

m Prescribed and dispensed as proprietary (class 3)

Refs: 1. NHS Blackpool prescribing statement , Dec 2017; 2. Kings Fund Report, August 2015.
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Generics and value for money

« £7.1b savings, (2013/14).

« Exceptions include some

medicines with low
therapeutic window (some
inhalers, lithium, epileptic 5%
drugs, immune suppressants, N
biosimilars and others) [3] o

Figure 4: Estimated saving in 2013/14 total net ingredient cost due to increases in generic prescribing

and dispensing between 1976/7 and 2013/14
\L Saving by 2013/14 of

i E7.1billion | increased generic
i H prescribing since 1976
i i
H H
i i
-

£millions

2000
References: 1. Kings Fund Report, August 0
20 1 5 20182:‘1‘:':?::;!(!’1:;:1;"1‘:576 Actual 2013/14 spend
(httpS//WWW. kl ngSfU nd . Org . U k/blOg/20 1 5/07/h Prescribed and dispensed generically (class 1) Prescribed generically but dispensed and reimbursed as proprietary (class 2)
ow-m uch_has_generlc_prescrl blng_and_ m Prescribed and dispensed as proprietary (class 3) £:Saving

dispensing-saved-nhs); 2. UK Medicines
Information (UKMi) pharmacists for NHS
healthcare professionals.
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|
G e I l e rI CS fO r I I I V Standards of Care
for People Living with HIV 2018

« ART is major part of the cost of HIV care. gas_
» As generics became available, routine 3%2
switching to save money was common. [1] &,

BHIVAZi

Supported by both doctors and HIV+.
HIV+ included in the process.
£10 million savings in 2018. [2]

Refs: 1. BHIVA standards of HIV care, p31 (2018);
2. Waters L et al, BHIVA/BASHH 2018.
https://i-base.info/htb/34003.
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Generics for HIV

“ART is a major component of the costs of treatment and care for HIV
in the UK; this means that clinically effective and cost-effective
prescribing is essential to make efficient use of NHS resources. As
generic ARVs become increasingly available, treatment changes for
reasons of cost saving are more frequent. Informed decision-making
with the patient having a sense of control in this process is likely to
increase the success of this strateqy. The development of drug
resistance and toxicity through inappropriate HIV prescribing might
further increase costs so careful consideration of patient engagement
and switch choice is important. Patient information and resources
about generic medications are available from professional and third
sector organisations.’

Refs: 1. BHIVA standards of HIV care (2018).

Standards of Care
for People Living with HIV 20

(4
cHas
EEaa
AL
&

www.i-base.info Generic ARVs in the UK - July 2021



Examples in 2016

NOT about the cheapest combination.
« Splitting single pills ie from one pill a day to
two pills (using generic dual NRTI).

« Switching from brand dual NRTIs to dual
generic NRTIs.

« Switching for FDCs to use brand dual
NRTIs + generic third component.

* In 2021 many more ARVs are now generic.

Refs: 1. Waters L et al, BHIVA/BASHH 2018.
https://i-base.info/htb/34003.
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Community support

HIV positive people supported switch to generics.

Introduction

(i) 1 or 2 extra pills a day is okay. to ART

October 2019

(i) Not to increase daily doses — ie once-daily
needs to stay once-daily.

(iif) Changes from brand to generic is easy,
especially if it saves NHS funding.

Ref: HIV i-Base. Generic HIV meds in the UK:
https://i-base.info/guides/starting/nhs-changes-and-generic-drugs
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Cost effectiveness

« UK approach was NOT using t
combinations.

« The UK does NOT recommend
serious toxicities (AZT, nevir e, lopinavir/r etc)

 Uses best clinical options and best combinations at the
most competitive prices.

cascade with generics:
95%, 97%, 98%
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Conclusions

 Generics are a central part of HIV care in the UK.
e Large cost savings without any loss of efficacy.

 Enables access to more expensive meds for those who
need it.

« Strong community support — based on only changing
brand version to a generic.

« Only switch treatment based on clinical reasons.
« Not switching number of daily doses.
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NHS saves £10 million from use of HIV generics, BHIVA/BASHH 2018.
https://i-base.info/htb/34003 (i-Base report)
https://www.bhiva.org/Presentations180418 (PDF slides)

Info about use of generics in the UK:
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https://www.nhs.uk/conditions/medicines-information/

NHS prescribing guidelines (Manchester)
http://gmmmg.nhs.uk/docs/guidance/Generic-Prescribing-Guidelines-Version-2-0-final.pdf
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HIV treatment

Thank you

O

Questions?

www.l-Base.info

www.i-base.info Generic ARVs in the UK - July 2021



