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Message from the Chair
As we enter a new year I would like to start by thanking the HIVTC committee and members for all
their hard work making 2018 the success it was. The two very well-received workshops were a
definite highlight and the club’s significant presence at BASHH/BHIVA on and off the podium was
also a notable achievement. Our recent November workshop focused on ‘HIV and Women’ with
an excellent range of speakers, both medical and from voluntary sector organisations. For those of
you who missed out, you will find summary articles from two of the talks contained within this
Newsletter.
We have many things planned for 2019. Firstly, speakers are being finalised for our Spring
workshop which will coincide with BHIVA 2019 and is planned for 2nd April 2019 in the Hallmark
Hotel Bournemouth East Cliff, Bournemouth. This will be a event not to be missed with a range of
excellent speakers lined up. The theme of this workshop will be ‘HIV and Endocrine Issues’ and a
preliminary programme is available to view on our website and on page 9 of this Newsletter.
Additional educational events throughout the year are being considered and we are close to
finalising a HIVTC trainee award. The idea behind this award is to enable trainees to highlight
some of the excellent extracurricular work and activities we do within the speciality.
With a new year comes change. Our committee always has to say goodbye to members as they
progress through their training. This year we lose some of our most hardworking and committed
members and we thank Sophie, Richard, Jennifer and Natasha for their valued contribution to
HIVTC. This does however mean that we have openings for some new members! Please see the
final article in this newsletter for an idea of what it is like to be on the HIVTC committee and the
opportunities it can present to you. More information on applying for these positions is also
available on our website and Twitter page.
We always welcome your views on the work we do and ideas of how we can improve. If you have
any suggestions on future workshop sessions or how to enhance our current activities, do drop a
message to our secretariat as we would love to hear from you!
Muge Cevik
Chair, HIVTC

Stephen Megarity
HIVTC Co-editor, HIVTC
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HIV in Pregnancy
Talk by Dr Yvonne Gilleece
Consultant in HIV medicine, Brighton & Sussex
University Hospital
Article by Dr Agnieszka Tan

Dr Yvonne Gilleece gave us an excellent
talk on epidemiology, HIV testing and
recently updated BHIVA management of
HIV in pregnancy.

Therefore, basic principles of HIV in
pregnancy remain unchanged.
Interventions such as cART, no
breastfeeding, planned caesarean section
or vaginal delivery showed to reduce
vertical transmission to a minimum.
Nonetheless, vertical transmission is
determined by maternal plasma HIV RNA
load.

Worldwide, 51% people living with HIV
infection are women. Yet many of them
have healthy HIV-negative babies. The
obstetric data from NSHPC reported 22,828
HIV pregnancies between the years 1990June 2017. In 2017, vertical transmission
rate among women delivering with
suppressed virus was 0.28%.
Since antenatal HIV testing programme
started in 2000 using “opt out” method, it
has transpired that high HIV test uptake
plays an important role at preventing
vertical transmission. However, the timing of
maternal HIV diagnosis is crucial as trends
in late-stage diagnosis (CD4 <350
cells/mm3 within 3 months of diagnosis)
reported by PHE in 2013 showed at least
50% of all women continue to be diagnosed
late. When diagnosed late in pregnancy
there are serious consequences for both
mother and infant: increased risk of vertical
transmission, premature delivery and low
birth weight.

Dr Gilleece quoted PACTG 076 study which
greatly contributed to preventing HIV
vertical transmission. The study showed
that risk of perinatal HIV transmission could
be reduced by nearly 70% if zidovudine only
was given to a woman during pregnancy,
labour, delivery and to a newborn. It also
emphasized the importance of offering
cART in pregnancy.
Considerations for all women when
selecting treatment should be:
• CD4 count
• Maternal risk of opportunistic infection
• Efficacy
• Tolerability of ART (maternal adverse
effects, foetal teratogenic effects)
• Effect of pregnancy on pharmacokinetics
• Fetal transmission
• Experience with treatment.
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Continue HIV in Pregnancy:
In 2018 Antiviral Pregnancy Registry
continued to be the main source of birth
defects in babies born to women living with
HIV. A recent study with data from Botswana
suggested that dolutegravir should not be
prescribed to woman seeking to become
pregnant due to potential increased risk of
neural tube defects. Similarly, new

pharmacokinetic data on darunavir boosted
with cobicistat show the risk of treatment
failure to be increased in second and third
trimester, thus increasing transmission risk.
Hence, updated BHIVA guidelines
pregnancy recommend the following:

on

BHIVA guidelines on the management of HIV in pregnancy and postpartum

:
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What else is new on BHIVA Pregnancy
guidelines?
• On the basis of START study, 2018 BHIVA
guidelines recommend treatment of all
people living with HIV, regardless of CD4
cell count or clinical status. All women
including
elite
controllers
are
recommended to start ARV and remain on
it lifelong.
• It has been highlighted that mode of
delivery whether planned cesarean
section or vaginal delivery combined with
HAART, transmission risk remains the
same of 0.7%.

• The length of neonatal Post Exposure
Prophylaxis has been shortened to 2
weeks where transmission is considered
very low risk
• New safety data on TAF, raltegravir,
rilpivirine, dolutegravir, elvitegravir and
cobicistat have been included.
We have come a long way treating women
living with HIV, yet we are facing new
challenges such as increasing maternal age,
risk of preterm delivery (1.5 times higher
when on HAART) and better management of
postnatal care.

Breast Feeding for Women
with HIV in the UK
Talk by Hermione Lyall
Consultant in Paediatric Infectious Diseases,
Imperial College London
Article by Dr Kyle Ring

Dr Lyall started by presenting us with a
scenario of a 31 year old woman at 20
weeks gestation in her first pregnancy. She
has
well-controlled
HIV,
has
been
undetectable for many years with a good
CD4 count. She conceived on ART and
remains on first line therapy. Her family
expect her to breastfeed and she also
believes this is the right thing to do. She has
read the WHO guidelines (2016) which says
“breast is best for women with HIV”. What
would you advise? Dr Lyall asked how many
people had dealt with similar cases and a
number of people in the audience had. She
then moved on to a different scenario in
which there is a woman who is at 32 weeks
gestation with poorly controlled HIV (CD4

50, VL 270,000). She denies that she has
HIV and is refusing any treatment for herself
before or at delivery or for her child after
delivery. She also expresses that she wants
a normal vaginal delivery. She has four
children already and says that she wants to
breastfeed as she has before. Again a few
members of the audience had dealt with
similar cases.
The WHO Guidelines on HIV and infant
feeding from 2016 recommend lifelong ART
for all people with HIV at the time of
diagnosis. This guideline is of great
importance in developing countries where
diarrhoea, pneumonia and malnutrition are
common causes of infant mortality.
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It is well established that Mother to child
transmission (MTCT) of HIV can occur
during breastfeeding. Known risk factors
include detectable viral load, low CD4
count,
HIV
seroconversion
whilst
breastfeeding, mastitis, broken skin on
nipples, longer duration of breastfeeding,
mixed feeding and infant oral thrush.
If a woman with HIV is not on treatment
with a viral load exceeding 100,000
copies/ml then risk of HIV transmission
during breastfeeding to the infant is around
30%. This is similar to transmission risk
during pregnancy without suppressed virus.
However not breastfeeding carries its own
risks to the infant in developing counties.
Stopping breastfeeding early (<6/12)
reduces HIV transmission but increases
morbidity and mortality in infants born to
HIV positive women living in developing
countries. Whether to breastfeed and for
how long can be a delicate balance of the
risk of HIV transmission against early
weaning, malnutrition and death.
Becquet et al (2009) completed modeling
studies looking at the risk of postnatal HIV
transmission in mothers not on ART.
Overall risk is 9/100 child-years. This is the
same in women who exclusively breastfeed
not on antiretroviral treatment. In women
who predominantly breastfeed this drops
slightly to 8.5/100 child-years. In women
who mix breastfeeding with solids this
increases sharply to 41.2/100 child-years.
Further trials in Africa have looked at
duration of breastfeeding as well as the use
of infant PrEP where mothers are not on
ART. The Pre-EP trial had infants taking
lamivudine or lopinivir for 12 months. The
PROMISE trial had infants taking
nevirapine. Risk of HIV transmission in a
mother not on ART who is breastfeeding
exclusively for six months, is around 3.9%.

If breastfeeding continues to 12 months this
risk increases to 8.7%. In the Pre-EP trial
this risk at 12 months is only 1.5%. In the
PROMISE trial this risk was lower at 0.6%
at 12 months.
Bispo et al (2017) performed a metaanalysis of 11 studies (2005-2015) looking
at postnatal HIV transmission in breastfed
infants of HIV positive women on ART.
Postnatal transmission was 1.08% at 6
months and 2.93% at 12 months. It is
important to note that ART for these women
usually did not continue beyond 6 months
postpartum. There was also no data
differentiating
between
exclusive
breastfeeding and mixed feeding.
The PROMISE trial is one of the most
important studies involving HIV-positive
pregnant women. It included 2,431 women
from 13 sites in Subsaharan Africa and one
in India. In this trial women were put on
long term ART and the infant was given
nevirapine as PrEP. Women were advised
to exclusively breastfeed for 6 months and
then add complimentary foods. HIV
transmission to the infant was 0.3% at 6
months and 0.7% at 12, 18 and 24 months.
With maternal ART and formula feeding in
the UK, MTCT is close to 0%. With
maternal
ART,
infant
ART
and
breastfeeding in Africa, Is this 0.7% risk a
risk worth taking ? There is no data on
breastfeeding in resource rich settings.
U=U doesn’t apply to breast milk as yet. An
undetectable RNA viral load in breastmilk
does not necessarily mean untransmissable
virus to the baby. ART suppresses HIV RNA
but not DNA in breast milk. Breast milk
consists of liquid and cells with monocytes
with integrated DNA. Is there a possibility of
5
activation in the infant?
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It is important that we understand the
challenges as well as emotional impact of
not breastfeeding. There has been some
qualitative research looking into women’s
feelings around the UK guidance on the
matter. If women decide that they want to
breastfeed (and they are suppressed on
ART) then it is important that we support
them with this. Both mother and baby
require close monitoring with monthly HIV
viral load checks and monthly HIV testing in
infant whilst breastfeeding continues and
for 2 months after.
The AMATA study in Rwanda compared
breastfeeding with maternal ART for 6
months
postpartum
against
formula
feeding. All women received ART from 28
weeks gestation. One baby in the
breastfeeding group was infected with HIV
at 3-7 months. This highlights how things
can unexpectedly go wrong, as the mother
developed severe vomiting and was unable
to take her ART.
In the UK, we have one of the lowest infant
HIV infection rates in the world. Do we want
to risk breastfeeding and change this?
There are various factors to consider
including HIV
DNA in breast milk cells, transmission of
ART
to infant through milk, prolonged exposure
to ART and risk of transmitted resistance in
a breast milk HIV infected infant. As such in
the updated BHIVA Guidelines (2018)
formula feeding is still advised.
National Surveillance of HIV in Pregnancy
and
Childhood
(NSHPC)
data
on
breastfeeding has been collected since
2012. There have been 40 infants breastfed
by mothers who are fully suppressed on
therapy. There are no transmissions
reported to date.

Given what we have learned we looked
back at our two scenarios from the
beginning. We would ensure that this lady
understands the data that we have and the
fact that transmission risk if she did choose
to breastfeed would be around 0.7%. She
may require support from a healthcare
worker as well as her family. If she decided
she wanted to breastfeed then we would
support her with this. The 2nd scenario is
more complex. Her risk of transmission is
much higher (30%). It is unlikely that she
would comply with ART or engage with the
MDT. We would not support her
breastfeeding and she requires a social
care referral.
Dr Lyall discussed ways of supporting
women which includes providing clear and
up-to-date information as well as peer
support. It is important that we guide them
towards the safest approach however we
must consider and respect their wishes. We
are directed to patient information leaflets
and the “Safer Triangle” (see right) made in
an effort to simplify the situation for mothers
who choose to breastfeed.
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Thinking of Joining HIVTC
Committee?
Each year as trainees take the leap to
consultant roles we have positions that
become available on the HIVTC
committee. The HIVTC relies on an
enthusiastic and hardworking committee
to deliver the excellent educational and
networking opportunities to all membersbeing part of this can develop your personal
skillset with particular focus on leadership
and networking opportunities with both
trainees and consultants across the UK. In
addition to this we have good fun with ample
social opportunities!
Johnny, a recent committee member
explains to us his role within the club and
importantly what he gained from it.
Who?
Johnny Boylan. ST5 Severn Deanery/ South
West.
HIVTC role and when?
Co-chair 2017-18
Why did you join HIVTC?
A senior registrar colleague helpfully told me
about the HIVTC before I even started my
first rotation as an ST3 in Bristol, she
encouraged me to join- thanks Jane Nicholls!
She had been on the committee, found it
helpful for work, exam prep, and also fun.
What did your role involve?
I was so lucky to have the opportunity to
work closely with brilliant people...co-chair
Sophie, the rest of the committee and
secretariat via both face to face meetings
and lots of emailing! It is impossible to do
any leadership role without effectively
collaborating with those around you who
share the same goal. There were three core
elements we worked on:
1. Workshop planning- this involved
discussing delegate feedback from
previous workshops, deciding on

new themes and agreeing a list of topics and
speakers to approach for upcoming
workshops
2. Expanding our membership- we worked
with the RCP to ensure that all GUM/ ID
trainees were aware of the HIVTC and
offered free membership via email invites to
join. We also developed a new model of
membership for others in the field who could
benefit from our workshops (new
consultants, other members of the MDT) to
ensure they had the opportunity to do so
through associate membership.
3. Seeking funding and balancing the
books...ensuring we're sustainable for years
to come.
What skills have you gained?
Leadership skills feature heavily in the GUM
curriculum as they are crucial to being an
effective consultant in this field. That said, it
can be challenging to develop sufficient
knowledge and skills in management and
leadership, and to apply them as a trainee.
Oftentimes the opportunities available to
trainees are operational, such as rota
management. Being a committee member of
the HIVTC offers you the opportunity to
develop both operational and strategic
management skills in a safe environment
supported by some of the best trainees in
the country (and a very skilled secretariat!)
Would you recommend HIVTC committee
to others?
100%. Being involved in the HIVTC has
enabled me to meet fun and motivated fellow
trainees working across the country and to
learn about their experiences in clinical
training which is invaluable in such a small
and evolving speciality.
4 committee positions are available this
year so please ask for more information
by emailing our secretariat. Alternatively
speak to any trainee on the committee
and we will gladly fill you in on what is
involved!
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HIVTC Steering
Committee 2018/9
Upcoming Events
March

April

BASHH HIV Masterclass
Manchester 14-15th March 2019
HIVTC Workshop
Bournemouth
2nd April 2019

25th Annual Conference – BHIVA
Bournemouth
2-5th April 2019

European Congress of Clinical Microbiology &
Infectious Diseases
Amsterdam
13-16th April 2019

May

BASHH STI/HIV Course Mod 1&2
London
13-17th May 2019
Dip GUM OSCE Revision Course
Southampton
18th May 2019

June/July

BASHH Annual Conference
Birmingham
30 June – 2 July 2019

IAS Conference on HIV Science
Mexico City
21-24th July 2019

September

BASHH/BHIVA Dip HIV Revision Course
London
Date TBC

November

17th European AIDS conference (EACS)
Basel, Switzerland
6-9 November 2019

Please send any comments/views to:
HIV Trainees Club Secretariat
Email: thesecretariat@hivtc.org.uk
www.hivtc.org.uk
Twitter: @hivtc

Committee members are contactable via the
HIVTC secretariat

Muge Cevik
Chair
Matthew Page
Social Media
Sophie Candfield
Website
Richard Kennedy
Research
Ming Lee
Networking / Bulletins / Newsletter
Stephen Megarity
Networking / Bulletins / Newsletter
Jennifer Leighton
Education / Workshops
Natasha Astill
Education / Workshops
Michael Ewans
Sponsorship
Prita Bannerjee
Sponsorhip
Kyle Ring
Treasurer
Agnieszka Tan
Newsletter
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HIVTC Workshop on HIV and hormones
2 April, 2019
Hallmark Hotel Bournemouth East Cliff, Bournemouth
Agenda
10.00
10:20
Session 1:
10.30
11:15
Session 2 :
12:00

Registration (Including refreshments)
Welcome note by HIVTC Chair Dr. Muge Cevik
Transitioning Care for Adolescents
Dr. Sarah Fidler - Consultant in GU/HIV Medicine, Imperial College London
Annual General Meeting
The law and HIV (embracing U=U in consultation and issues around conditional
consent)
Panel discussion/talk
Dr. Michael Brady -HIV Consultant Physician in GU/HIV Medicine Kings College
London & Medical Director of THT
Dr. Yusuf Azad – Director of Strategy, National AIDS Trust

12.45

Lunch

13.45

The menopause and HIV
Dr. Emily Clarke - Consultant in GU/HIV Medicine, Liverpool University Hospitals

Session 3:
14.30

Clinical cases with trainees (endocrine issues including bone health, steroids, drugdrug interactions etc)
Panel discussion:
Dr. Ranjababu Kulasegaram – Consultant in GU/HIV Medicine, Guys and St Thomas
London
Dr. Sebastian Noe - Consultant Physician in Endocrinology, MVZ Karlsplatz, Munich

15.15

Endocrine issues and HIV
Dr. Sebastian Noe, Consultant Physician in Endocrinology, MVZ Karlsplatz, Munich

16.00

Evaluation & Close
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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 treatment-naïve adult patients.
TIVICAY (dolutegravir) + lamivudine was studied in HBV-negative adult patients with screening viral loads up to
500,000 copies/mL. Suitable for patients with no known or suspected viral resistance to integrase inhibitors or lamivudine.1
Prescribing Information
Tivicay dolutegravir 10mg, 25mg and 50mg tablets
See Summary of Product Characteristics before prescribing

Epivir - Lamivudine 300mg tablets
See Summary of Product Characteristics (SmPC) before prescribing

Indication: HIV in >6 years and ≥15kg as part of combination therapy. Dosing: Adults &
adolescents ≥40kg: 50mg once daily with or without food if no proven/ suspected integrase
resistance. Children 6 to <12 years: dose according to bodyweight: 15-<20kg: 20mg once daily
(2x10mg); 20-<30kg: 25mg once daily; 30-<40kg: 35mg once daily (1 x 25mg + 1 x 10mg);
When co-administered with efavirenz, nevirapine, tipranavir/ritonavir, etravirine (without
boosted PI), carbamazepine, oxcarbazepine, phenytoin, phenobarbital, St John’s Wort or
rifampicin, Tivicay 50mg twice daily in adults/adolescents or the weight-based once daily dose
twice daily in paediatric patients. Adults with proven or suspected integrase resistance: 50mg
twice daily preferably with food. Limited data in paediatric patients with proven/suspected
integrase resistance. Elderly: Limited data in 65+ yrs. Caution in severe hepatic impairment.
Contraindications: Hypersensitivity to any ingredient. Co-administration with dofetilide.
Warnings/precautions: Risk of hypersensitivity reactions. Discontinue dolutegravir and other
suspect agents immediately if suspected. The two-drug regimen of dolutegravir and
lamivudine is only suitable for the treatment of HIV-1 infection where there is no known or
suspected resistance to the integrase inhibitor class, or to lamivudine. Risks of osteonecrosis,
immune reactivation syndrome. Monitor LFTs in Hepatitis B/C co-infection and ensure effective
Hepatitis B therapy. Caution with metformin: monitor renal function and consider metformin
dose adjustment. Use with etravirine requires boosted PI or increased dose of dolutegravir. Use
with Mg/Al-containing antacids, calcium, multivitamins or iron requires dosage separation.
Pregnancy/ lactation: Before initiating dolutegravir, women of childbearing potential
(WOCBP) should undergo pregnancy testing. WOCBP who are taking dolutegravir should use
effective contraception. Dolutegravir should not be used during the first trimester due to the
potential risk of neural tube defects, unless there is no alternative. Dolutegravir should only be
used during the second and third trimester of pregnancy when the expected benefit justifies
the potential risk to the foetus. Avoid breast-feeding. Side effects: See SmPC for full details.
Headache, GI disturbance, insomnia, abnormal dreams, depression, anxiety, dizziness, rash,
pruritus, fatigue, elevations of ALT, AST and CPK, arthralgia, myalgia, hypersensitivity, suicidal
ideation or suicide attempt, acute hepatic failure. Basic NHS costs: £498.75 for 30 x 50mg
tablets (EU/1/13/892/001). £99.75 for 30 x 10mg tablets (EU/1/13/892/003). £249.38 for 30 x
25mg tablets (EU/1/13/892/005). MA holder: ViiV Healthcare BV, Huis ter Heideweg 62, 3705 LZ
Zeist, Netherlands. Fur ther information available from Customer Contac t Centre,
GlaxoSmithKline UK Ltd, Stockley Park West, Uxbridge, Middlesex UB11 1BT.
POM S1A

Indications: HIV in adults, adolescents and children weighing at least 25 kg as part of
combination therapy. Dose: Adults: one 300mg tablet daily with or without food. See SmPC for
dosage in children and adolescents. Additional formulations available: 150mg tablets and Oral
Solution (10mg/mL) – see SmPCs. Elderly: No specific data. Renal impairment: Creatinine
clearance <50ml/min: see SmPC for dosage adjustment. Hepatic impairment: no dose
adjustment required. Contraindications: Hypersensitivity to any ingredient. Warnings/
precautions: High risk of virological failure (when used in a triple nucleoside regimen), immune
reactivation syndrome, osteonecrosis, increased weight, lipids, glucose. Monitor LFTs in
Hepatitis B/C co-infection. Use with cladribine, emtricitabine or high doses of co-trimoxazole
not recommended. When possible, avoid chronic co-administration of sorbitol or other osmotic
acting alcohols (see SmPC section 4.5). If unavoidable, consider more frequent viral load
monitoring. Pregnancy/lactation: Not recommended. Avoid breast-feeding. Side effects:
See SmPC for full details. Headache, GI disturbance, insomnia, cough, nasal symptoms, rash,
alopecia, arthralgia, muscle disorders, fatigue, malaise, fever, blood dyscrasias, pancreatitis,
hepatitis, angioedema, rhabdomyolysis, lactic acidosis, peripheral neuropathy. Transient
increases in liver enzymes. Basic NHS costs: 30 tablets: £157.51 EU/1/04/298/002. MA holder:
ViiV Healthcare BV, Huis ter Heideweg 62, 3705 LZ Zeist, Netherlands. Further information is
available from Customer Contact Centre, GlaxoSmithKline UK Ltd, Stockley Park West,
Uxbridge, Middlesex UB11 1BT.

Trade marks are owned by or licensed to the ViiV Healthcare group of companies.
Date of approval: December 2018
Zinc code: UK/DLG/0055/13(16)

POM S1A
Trademarks are owned by or licensed to the ViiV Healthcare group of companies.
Date of approval: January 2019
UK/3TC/0001/18(1)

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.

Adverse events should be reported. For Ireland, adverse events should be reported
directly to the HPRA; Freepost, Pharmacovigilance Section, Health Products Regulatory
Authority, Earlsfort Terrace, Dublin 2, Tel: +353 1 676 4971, medsafety@hpra.ie.
Adverse events should also be reported to GlaxoSmithKline on 1800 244 255.

Reference: 1. Cahn P et al. Published online November 9, 2018. Lancet. doi:10.1016/S0140-6736(18)32462-0.

TIVICAY is owned by or licensed to the ViiV Healthcare group of companies.
©2019 ViiV Healthcare group of companies or its licensor.

Date of preparation: January 2019

UK/DTG3TC /0002/19

DESCOVY® -BASED
HIV THERAPY
ZERO cases of tubulopathy in >3300 patients
taking the Descovy® backbone with different
3rd agents in clinical trials at weeks 48
(n=3327)1–7, 96 (n=1895)7,8 and 144 (n=889)7,9

Have all your HIV patients with
CrCl <75mL/min had a health
and therapy review?

Descovy® is indicated in combination with other antiretroviral
agents for the treatment of adults and adolescents (aged 12 years
and older with body weight at least 35 kg) infected with human
immunodeficiency virus type-1 (HIV-1).10
Odefsey® is indicated for the treatment of adults and adolescents (aged
12 years and older with body weight at least 35 kg) infected with human
immunodeficiency virus-1 (HIV-1) without known mutations associated
with resistance to the NNRTI class, tenofovir or emtricitabine and with
a viral load ≤100,000 HIV-1 RNA copies/mL.11

Have all your HIV patients with
diabetes had a health and
therapy review?*

Genvoya® (elvitegravir 150mg/cobicistat 150mg/emtricitabine 200mg/
tenofovir alafenamide 10mg) is indicated for the treatment of human
immunodeficiency virus 1 (HIV-1) infection without any known mutations
associated with resistance to the integrase inhibitor class, emtricitabine
or tenofovir as follows: in adults and adolescents aged from 12 years and
with body weight at least 35 kg; in children aged from 6 years and with
body weight at least 25 kg for whom alternative regimens are unsuitable
due to toxicities.12
Prescribing information for Descovy®, Odefsey® and Genvoya®
is available overleaf.

All photographs used are not real patients and full permission for their marketing use has been granted.
*Odefsey® is indicated for HIV and is not a treatment for diabetes. However, Odefsey® may be an appropriate choice for HIV patients
living with diabetes due to the complexities for this patient group, such as cardiovascular, renal and polypharmacy concerns.
HIV/UK/18-02/MI/1128a(1)a(1) | Date of preparation: August 2018
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Building on 20 years of a
successful treatment approach

DESCOVY® PRESCRIBING INFORMATION
Consult the Summary of Product Characteristics (SPC) before prescribing.

Descovy®
emtricitabine 200mg/tenofovir alafenamide 10mg or
25mg film coated tablets.
Indication: In combination with other antiretroviral agents for the
treatment of HIV-1 infection in adults & adolescents (aged 12 years &
older weighing at least 35 kg). Dosage: Adults & adolescents (aged
≥ 12 years, weighing at least 35 kg): One tablet, once daily, orally with
or without food. The dose of Descovy should be administered
according to the third agent in the HIV treatment regimen. Please
consult the SPC for further information. Children (< 12 years or
weighing < 35kg): Safety & efficacy has not been established. Elderly:
No dose adjustment is required. Renal: No dose adjustment is required
in adult or adolescent patients (aged ≥ 12 years, weighing at least 35
kg) with estimated creatinine clearance (CrCl) ≥ 30 mL/min. In
patients with CrCl < 30 mL/min: not recommended. Should be
discontinued in patients whose CrCl declines to < 30 mL/min during
treatment. Hepatic: no dose adjustment required. Contraindications:
Hypersensitivity to the active substances or to any excipients.
Warnings & Precautions: Safety & efficacy in HCV co-infection has

not been established. Tenofovir alafenamide is active against HBV.
Co-infected HIV/HBV patients should be closely monitored for at least
several months following discontinuation for symptoms of severe
acute exacerbations of hepatitis. Descovy should be avoided in
antiretroviral patients with HIV-1 harbouring the K65R mutation. Risks
of mitochondrial dysfunction, immune reactivation syndrome,
opportunistic infections, osteonecrosis with CART therapy.
Interactions: Co-administration with certain anticonvulsants (eg.
carbamazepine, oxcarbazepine, phenobarbital & phenytoin),
antimycobacterials (eg. rifampicin, rifabutin & rifapentine), boceprevir,
St. John’s wort and HIV PIs other than atazanavir, lopinavir and
darunavir is not recommended. Should not be administered
concomitantly with medicines containing tenofovir alafenamide,
tenofovir disoproxil, emtricitabine, lamivudine or adefovir dipivoxil.
Co-administration of emtricitabine with medicinal products that are
eliminated by active tubular secretion may increase concentrations
of emtricitabine. Medicinal products that decrease renal function may
increase concentrations of emtricitabine. Medicinal products that
induce P-glycoprotein (P-gp) are expected to decrease the
absorption of tenofovir alafenamide, resulting in decreased plasma
concentration of tenofovir alafenamide, which may lead to loss of

therapeutic effect of Descovy and development of resistance.
Co-administration with medicinal products that inhibit P-gp and
breast cancer resistance protein activity is expected to increase the
absorption and plasma concentration of tenofovir alafenamide.
Tenofovir alafenamide is a substrate of OATP1B1 and OATP1B3 in vitro.
The distribution of tenofovir alafenamide in the body may be affected
by the activity of OATP1B1 and OATP1B3. Pregnancy & lactation: Use
in pregnancy only if potential benefit justifies the potential risk to the
foetus. Breast-feeding; not recommended. Side effects: Refer to SPC
for full information regarding side effects. Very common (≥1/10):
Nausea. Common (≥1/100 to <1/10): Headache, dizziness, diarrhoea,
vomiting, abdominal pain, flatulence, abnormal dreams, rash & fatigue.
Uncommon (≥1/1000 to <1/100): anaemia, arthralgia, dyspepsia,
angioedema & pruritus. Legal Category: POM. Pack: Bottle of 30
film-coated tablets. Price: UK NHS List Price - £355.73; Eire/Ireland
– POA. Marketing Authorisation Number: EU/1/16/1099/001;
EU/1/16/1099/003. Further information is available from Gilead
Sciences Ltd, 280 High Holborn, London, WC1V 7EE, UK; Telephone:
+44 (0) 8000 113700, For Ireland: +353 214 825 999. E-mail:
u k m e d i n f o @ g i l e a d . c o m . D e s c ov y i s a t r a d e m a r k .
Date of approval: August 2017; DVY/UK/17-08/MM/1194

clearance (CrCl) ≥ 30 mL/min. In patients with CrCl < 30 mL/min:
not recommended. Should be discontinued in patients whose CrCl
declines to < 30 mL/min during treatment. Hepatic: Mild/moderate
hepatic impairment: no dose adjustment required. Severe hepatic
impairment: not recommended. Contraindications: Hypersensitivity
to the active substances or to any excipients. Coadministration
with medicinal products that are highly dependent on CYP3A
for clearance and for which elevated plasma concentrations are
associated with serious or life threatening adverse reactions, and
CYP3A inducers. Coadministration with dabigatran etexilate.
Warnings & Precautions: Should not be co-administered with other
antiretroviral products. Safety & efficacy in HCV co-infection has
not been established. Tenofovir alafenamide is active against HBV.
Co-infected HIV/HBV patients should be closely monitored for at
least several months following discontinuation for symptoms of
severe acute exacerbations of hepatitis. Should not be administered
concomitantly with medicines containing tenofovir alafenamide,
tenofovir disoproxil, lamivudine or adefovir dipivoxil for treatment
of HBV infection. Patients with galactose intolerance, Lapp

lactase deficiency & glucose-galactose malabsorption should
not take Genvoya. Women of childbearing potential should
use either a hormonal contraceptive containing at least 30 µg
ethinylestradiol & containing drospirenone or norgestimate as the
progestagen or an alternative reliable method of contraception.
Risks of mitochondrial dysfunction, immune reactivation syndrome,
opportunistic infections, osteonecrosis with nucleoside analogues
& CART therapy. Pregnancy & lactation: not recommended.
Should not be used whilst breast-feeding. Side effects: Refer
to SPC for full information regarding side effects. Very common
(≥1/10): Nausea. Common (≥1/100 to <1/10): Headache, dizziness,
diarrhoea, vomiting, abdominal pain, flatulence, abnormal dreams,
rash & fatigue. Legal Category: POM. Pack: Bottle of 30 filmcoated tablets. Price: UK NHS List Price - £879.51; Éire/Ireland –
POA. Marketing Authorisation Number: EU/1/15/1061/001. Further
information is available from Gilead Sciences Ltd, 280 High Holborn,
London, WC1V 7EE, UK; Telephone: +44 (0) 8000 113700. E-mail:
ukmedinfo@gilead.com. Genvoya is a trademark. Date of approval:
Aug 2018. Job Bag No: GNV/UK/18-08/MM/1227

dose treatment, St. John’s wort. Warnings & Precautions: There
are insufficient data to justify the use in patients with prior NNRTI
failure. Resistance testing and/or historical resistance data should
guide the use of Odefsey. At supratherapeutic doses (75 mg once
daily and 300 mg once daily), rilpivirine has been associated with
prolongation of the QTc interval of the electrocardiogram (ECG).
Should be used with caution when co administered with medicines
with a known risk of Torsade de Pointes. Safety & efficacy in HCV
co-infection have not been established. Tenofovir alafenamide is
active against HBV. Co-infected HIV/HBV patients should be closely
monitored with both clinical and laboratory follow up for at least
several months following discontinuation for symptoms of severe
acute exacerbations of hepatitis. The safety and efficacy of Odefsey
in patients with significant underlying liver disorders have not been
established. Risks of mitochondrial dysfunction, immune reactivation
syndrome, opportunistic infections, osteonecrosis with CART
therapy. Should not be co-administered with other antiretroviral
medicines or with other medicines containing tenofovir alafenamide,
lamivudine, tenofovir disoproxil or adefovir dipivoxil. Interactions:
Co-administration of emtricitabine with medicines that are
eliminated by active tubular secretion may increase concentrations of
emtricitabine and/or the co administered medicines. Medicines that
decrease renal function may increase concentrations of emtricitabine.
Rilpivirine is primarily metabolised by CYP3A. Medicines that
induce or inhibit CYP3A may thus affect the clearance of rilpivirine.
Medicines that induce P-glycoprotein (P-gp) are expected to
decrease the absorption of tenofovir alafenamide, resulting in
decreased plasma concentration of tenofovir alafenamide, which
may lead to loss of therapeutic effect of Odefsey and development
of resistance. Co-administration with medicines that inhibit

P-gp and breast cancer resistance protein activity is expected to
increase the absorption and plasma concentration of tenofovir
alafenamide. Tenofovir alafenamide is a substrate of OATP1B1 and
OATP1B3 in vitro. The distribution of tenofovir alafenamide in the
body may be affected by the activity of OATP1B1 and OATP1B3.
Pregnancy & lactation: Avoid use in pregnancy. Lower exposures
of rilpivirine (one of the components of Odefsey) were observed
during pregnancy; therefore viral load should be monitored closely.
Alternatively, switching to another antiretroviral regimen could
be considered. Breast-feeding; not recommended. Side effects:
Refer to SPC for full information regarding side effects. Very
common (≥1/10): increased total cholesterol (fasted), increased
LDL cholesterol (fasted), insomnia, headache, dizziness, nausea,
increased pancreatic amylase, increased transaminases (AST
and/or ALT). Common (≥1/100 to <1/10): decreased white blood
cell count, decreased haemoglobin, decreased platelet count,
decreased appetite, increased triglycerides (fasted), depression,
abnormal dreams, sleep disorders, depressed mood, somnolence,
abdominal pain, vomiting, increased lipase, abdominal discomfort,
dry mouth, flatulence, diarrhoea, increased bilirubin, rash, fatigue.
Uncommon (≥1/1000 to <1/100): anaemia, immune reactivation
syndrome, dyspepsia, severe skin reactions with systemic
symptoms, angioedema, pruritus, arthralgia. Legal Category: POM.
Pack: Bottle of 30 film-coated tablets. Price: UK NHS List Price £525.95; Eire/Ireland – POA. Marketing Authorisation Number:
EU/1/16/1112/001; EU/1/16/1112/002. Further information is available
from Gilead Sciences Ltd, 280 High Holborn, London, WC1V 7EE,
UK; Telephone: +44 (0) 8000 113700, For Ireland: +353 214 825 999.
E-mail: ukmedinfo@gilead.com. Odefsey is a trademark.
Date of approval: January 2018; ODE/UK/18-01/MM/1001

GENVOYA® PRESCRIBING INFORMATION
Consult the Summary of Product Characteristics before prescribing.

GENVOYA ®
elvitegravir 150mg/cobicistat 150mg/
emtricitabine 200mg/tenofovir alafenamide 10mg film coated
tablets.
Indication: Treatment of HIV-1 infection without known mutations
associated with resistance to the integrase inhibitor class,
emtricitabine or tenofovir in adults & adolescents (aged 12 years
& older weighing ≥ 35 kg and children aged from 6 years and with
body weight ≥ 25 kg for whom alternative regimens are unsuitable
due to toxicities. Dosage: Adults & paediatric patients aged 6 years
or older, weighing ≥25 kg: One tablet, once daily, orally & whole with
food Children (< 6 years or weighing < 25kg): Safety & efficacy
has not been established. Elderly: No dose adjustment required.
Renal: No data are available to make dose recommendations in
children aged less than 12 years with renal impairment. No dose
adjustment is required in adult or adolescent patients (aged
≥ 12 years, weighing at least 35 kg) with estimated creatinine

ODEFSEY® PRESCRIBING INFORMATION
Consult the Summary of Product Characteristics (SPC) before prescribing.

Odefsey®
emtricitabine 200mg/ rilpivirine 25mg/ tenofovir
alafenamide 25mg film coated tablets.
Indication: Treatment of HIV-1 infection in adults & adolescents
(aged 12 years & older weighing at least 35 kg) without any known
mutations associated with resistance to the non-nucleoside reverse
transcriptase inhibitor class, tenofovir or emtricitabine and with
a viral load ≤ 100,000 HIV-1 RNA copies/mL. Dosage: Adults &
adolescents (aged ≥ 12 years, weighing at least 35 kg): One tablet,
once daily, orally with food. Children (< 12 years or weighing
< 35kg): Safety & efficacy has not been established. Elderly: No
dose adjustment is required. Renal: No dose adjustment is required
in adult or adolescent patients (aged ≥ 12 years, weighing at least
35 kg) with estimated creatinine clearance (CrCl) ≥ 30 mL/min.
In patients with CrCl < 30 mL/min: not recommended. Should be
discontinued in patients whose CrCl declines to < 30 mL/min during
treatment. Hepatic: Mild/moderate hepatic impairment: no dose
adjustment required. Use with caution in patients with moderate
hepatic impairment. Severe hepatic impairment: not recommended.
Contraindications: Hypersensitivity to the active substances or to
any excipients. It should not be co administered with medicines that
can result in significant decreases in rilpivirine plasma concentrations
(due to cytochrome P450 [CYP]3A enzyme induction or gastric pH
increase), which may result in loss of therapeutic effect of Odefsey
including: carbamazepine, oxcarbazepine, phenobarbital, phenytoin,
rifabutin, rifampicin, rifapentine, omeprazole, esomeprazole,
dexlansoprazole, lansoprazole, pantoprazole, rabeprazole,
dexamethasone (oral and parenteral doses), except as a single

This medicinal product is currently subject to additional monitoring. Reporting suspected adverse reactions after authorisation of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product. Any suspected adverse reactions to Descovy, Genvoya or Odefsey should be
reported to Gilead via email to safety_FC@gilead.com or by telephone +44 (0) 1223 897500.

Adverse events should be reported. For the UK,
reporting forms and information can be found at
www.mhra.gov.uk/yellowcard

For Ireland, suspected adverse reactions should be reported to the HPRA Pharmacovigilance using a Yellow Card
obtained either from the HPRA, or electronically via the website at www.hpra.ie. Adverse reactions can also
be reported to the HPRA by calling +353 1 6764971.
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ABBREVIATIONS:
CrCl, Creatinine Clearance.
NNRTI, non-nucleoside reverse transcriptase inhibitor

