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PL1 Tackling inequalities to end epidemics

Winnie Byanyima
UNAIDS H¥% &

Like the HIV epidemic before it, COVID-19 is exploiting the extreme inequalities to take root among dis-
advantaged and vulnerable communities. Decades of experience in responding to HIV are being used in
the fight against the coronavirus and activists all over the world are working hard to make sure that the
disruption to HIV services is minimized. The emergence of COVID-19 has exposed once again the under-
lying weaknesses in health systems, which have proved to be under-resourced, unprepared and unsus-
tainable. We can seize the opportunity by learning from HIV and from COVID-19 to make important
changes to develop rights-based, equitable, people-centered systems for health.

Even before the onset of COVID-19, the world was failing in its commitment to end the HIV epidemic by
2030. There were 690 000 AIDS-related deaths in 2019 and 1.7 million new infections—far from the global
targets of fewer than 500 000 deaths and 500 000 new infections a year that were set for 2020.

We are being held back by entrenched inequalities that put vulnerable and marginalized groups of people
at higher risk of becoming infected with HIV and dying of AIDS-related illnesses. Every day, marginal-
ized groups such as gay men and men who have sex with men, sex workers, transgender people, people
who use drugs, prisoners and migrants are prevented from receiving proper health care and are criminal-
ized and marginalized. Denied their right to health, these groups and their sexual partners comprised
62% of all new adult infections in 2019.

Meanwhile, women and girls are too often denied their sexual and reproductive health and rights, while
gender-based violence and gender inequalities continue to drive the epidemic forward among young
women and girls. In 2019, young women and adolescent girls accounted for 1 in 4 new infections in sub-
Saharan Africa, despite making up about 10% of the total population.

A multisectoral approach that respects the rights and dignity of women and of all marginalized groups is
urgently needed to reduce HIV infections and guarantee their right to health and other essential services.
For example, completion of quality secondary education reduces the HIV vulnerability of adolescent girls
and young women by half and also yields multiple other social and economic outcomes for advancing
health, gender equality, economic empowerment and addressing gender-based violence. That’s why to-
gether with UNICEF, UNESCO, UNFPA and UN Women, UNAIDS is co-leading a new initiative “Educa-
tion Plus”.

COVID-19 and the response to HIV should be used as an opportunity to reimagine systems for health
that work for people, ensure everyone’s right to health and engage communities as essential partners for
health.
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SL1 Fast-Track Cities: Making the Case for Japan’s Engagement

Dr. José M. Zuniga

President/CEOQ, International Association of Providers of AIDS Care, Washington, DC, USA
President/CEO, Fast-Track Cities Institute, Washington, DC, USA

Fast-Track Cities was launched on World AIDS Day 2014 with the signing of the Paris Declaration on
Fast-Track Cities Ending the HIV Epidemic. From an original 26 signatories, more than 300 cities and mu-
nicipalities from every region of the world have joined the network. In countries ranging from Brazil to
South Africa to the United Kingdom, a critical mass of Fast-Track Cities are actioning local political, pub-
lic health, and community leadership to achieve positive urban- and national-level HIV and other health
outcomes, monitored through the transparent use of disaggregated programmatic target data. These tar-
gets include the UNAIDS 90-90-90 and zero stigma targets, whose attainment places cities and municipali-
ties on a trajectory towards getting to zero new HIV infections and zero AIDS-related deaths. Moreover,
as COVID-19 has revealed, cities and municipalities are playing an important role in public health, recog-
nizing that healthy, resilient societies require realizing a “Right to the City” that asserts an urban setting
as a place that strives to guarantee a decent and full life for all of its inhabitants. Thus, the Paris Declara-
tion focuses well beyond the biomedical, highlighting a need to leverage innovative social transformation
to build societies that are equitable, inclusive, responsive, and sustainable.
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SL2 HIV and regulation: Landscape of HIV products in Europe

Maribel Gonzalez Tome
MD, PhD, Scientific Medical Officer European Medicines Agency (EMA)

The European Medicines Agency (EMA) plays a key role in the authorisation of medicines to treat HIV infection. All antiretroviral medicines
in the European Union (EU) have to be authorised centrally at European level, rather than separately in each EU Member State. This allows
the rapid availability of these medicines to HIV patients across the EU. To date, 70 anti-HIV medicines have been centrally authorized in the
EU (20 of them are generics) since 1985.

The landscape and the needs of the HIV patients have evolved and changed dramatically along the years.

Thanks to the development of more effective antiretroviral therapies, HIV infection has become a chronic entity. In that way, if at the begin-
ning of the pandemic, the main objective was to start a treatment with enough potency to maintain the virus undetectable and avoid the de-
terioration of the immune systems, fortunately, nowadays this is not a problem for the majority of the patients since there are difference
schemes and options that keep the virus under control if the patient is adherent to the treatment.

However, new challenges have appeared, being vital the design of regimens which improve the quality the life of the patients. It has led to
the development of new therapies with less toxicity, especially long term toxicity, reducing the number of pills to take, the number of the
antiretrovirals needed in combination ( ie, fixed- dose combinations, bi-therapies in patient with a previous an stable HIV regimen or even
naive to HIV therapy..) or reducing dosing frequency to increase patient satisfaction and compliance ( ie. new long acting regimens..), etc.
Nevertheless, although they are a minority, still there is a subgroup of patients who has multi- resistance virus due to previous virologic fail-
ures. These patients are in need of new antiretrovirals able to treat successfully HIV strains that are resistant to existing therapies.
Therefore, the current objectives of most of these new regimens is to treat the virus while improving adherence to therapy as well as pa-
tients' quality of life. Current developers are focus on these aspects. EMA also contributes to these issues through scientific advice that is
commonly requested by companies during the development of new antiretroviral or strategies. Scientific guidelines and scientific advice from
EMA help medicine developers translate progress in medical science into medicines that bring real health benefits to people living with HIV.
EMA issued a HIV guideline on the clinical development of medicines for the treatment HIV infection: https://www.ema.europa.eu/en/docu-
ments/scientific-guideline/guideline-clinical-development-medicinal-products-treatment-hiv-infection_en.pdf.

Another important topic is the development of Pre-exposure prophylaxis (PrEP) medicines intended for people who are not HIV-infected but
are at a high risk of infection. Prevention strategies are key elements in the fight against HIV and in the last years this has also became a hot
topic. Researchers and developers of new HIV prevention methods are looking for innovative ways to perform HIV prevention trials to give
results in a reasonable timeframe being important to satisfy ethical principles. Currently, there are several products already authorised with
that role in addition to others that are under development.

The inclusion of children and adolescents in the development of treatment suitable for children and adolescents is very relevant as well. Be-
fore the Paediatric Regulation came into effect in 2007, many medicines authorised in Europe were not studied adequately or authorised in
children. This caused difficulties for prescribers and pharmacists treating children, as well as for their patients and carers.

EMA stimulates research on and the development of antiretroviral medicines for children living with HIV. The Agency is committed to in-
cluding adolescents in pivotal trials to facilitate faster access to HIV treatments. EMA's paediatric committee (PDCO) defines paediatric needs
and ensures that children are included in safety and efficacy studies. This requires more tailored service delivery which acknowledge the
specific needs of children and adolescents.

In addition, the Agency works with HIV advocates and people living with HIV has been instrumental in developing EMA’s policies, guidelines
and regulatory processes. Patients are involved in early development and evaluation of HIV medicines to provide views based on their real-life
experience with the disease and its treatment. They contribute to meetings of EMA’s committees and scientific advisory group on HIV medi-
cines, reviewing information and communication materials, as needed.

The Agency also works closely with organisations representing patients with HIV and AIDS through the European AIDS Treatment Group
(EATG), a patient-led group advocating for HIV/AIDS treatment and good quality of life. It also interacts with organisations representing
healthcare professionals through the European AIDS Clinical Society (EACS).

Finally, EMA supports initiatives to improve access to HIV/AIDS treatments globally through international collaboration. EMA collaborates
with the World Health Organization (WHO) by providing scientific opinions on antiretrovirals intended for use outside the EU. The Agency
has given opinions on some anti-HIV medicines, facilitating patient access to HIV/AIDS treatments in low and middle-income countries.
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JRIELIZT Y F—2 288 L WREBEELER T —F bty 7 22X o TS, HEE, NLM %2175 5k
L. FARC Lo TEFET A WHEM I E SN TRV, B RIZHERE & RES WY TH 0 . BRI AE
ROTRE D & W TR E A FEMR T PEIR 8 2 WIS RS S A, B R HOMIEMR A 217 9 & FIREIC IR
HRBEND, WETRERIZIZEZ M) T3V U DIHBEEGIC D AN TH B 05 IR HR IS0
EBEELET 5. IFRBTEIRERIZIEC. trachomatis AE L7 T VA0~ A ¥y OHERBIEG™ b s 2 &
B EFRNERZHERRET Fe T 7 Y AOBRTHR S HRTHERD K2 S 3HEIhTwiv, 7Y
20xA4 ¥ NEM. genitalium\Z BRI E SNTEH, BAEREZEOKTAMEE ZR-TBY, ¥ ¥ 710
FH T UEEL A —F U RERT VIV A 2 VREIZILHEEMBAOMEDL LINTWE, ZD
72, ST TII M. genitalium RERI\INT L =7 Y AT =AYy 20 0EDER ST
W DA RIEORBRZHETIX M. genitalium & BWi§ 5% 720 OMAE, HHISENCTH L M K& R HET
H5bs

SEAEVE D PR E S B E IR 2 232 B 05— CTC. trachomatis % M. genitalium 3 MESEAFEVE G D 4H
EAEWE EEEILETH Lo FFIT/8— N F—AISTI & W S N7 ERNT BERE BV TROURILAED LR
b L HEEND T LD R MR RMERN OWGRRBIIARINERETH L, HITRERE
FOIN—= N F = L CTESETIHBER LT T4 2 EZEMETEILEINTWE 720D, /83— M F—D%#%
R B HETEIENDPVLETH Do REREETIE, K- Z 20 CERNREE R IRELF 2 B3 5 =
EVEETH Y. FRICHME LIS %4795 B (Men who have sex with men, MSM) TIXJRE7ZTT
7y MR HIV &G 2 £ 9 WEEE S Non-MSM & ) mweEx b b,

STIDZ L FEBEPRETIHBZ MG TELD, ANEZELAT LI LD EMICEHERBIHETD H
bo FOFHIZHWSLINLS [No sex, steady sex, safer sex| DIEAH, FEH1E [No kiss, no fellation and no
fuck] LW Fr v F 7L —XZIRTEHL., BERELZ LT T0E, ¥ KRI Y ATRIREROBHIRWG
WAL, STIE L CHAROMEN &L 5% OMEIZOWTE X 72\,
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W W - 27 I VTG BITERDE LW E T H A 0D, NA Y AT TV — T TIHRERD
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T2, 79 IVTOEBREOHEICEH L TIE, #BF 7 7 IV TEREEROE B R LT VAT
AV VOEFRNMER XA 7Y VERBL TABIEWI 2B L OMSM THE SN TWw5 (K
BB LOMSMOEBEEKIIRIL, ThFh 72034 Y v785% vs F¥IH 4 271 955%. 83.7% vs
958%) 0 ZDWERFIIAHZEA, T CTHEE 25 01%, HEBERY L REBIEG0 “EREEICBW T, REK
FORBWSINT VA< A ¥ ) S, EGEEEIFRAF L T LRI EE S 5. —h, Wkl
DOENGEGERCE LTk, BREBREIZE7 M) 73 Y Y 1gEHEIC X AEBTRIER W EZEZ S NLA M
IETF Y RAIROENTE ) SHROERIKD NS,

ARFEERTIX, Lo X5 ICEBEEIGEOZR S HHBICBE LT, 7 ¥ A2 THAROBLK & [
WZDOWTHEBIT %,
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mittable) & 845 U=U (Undetectable = Untransmittable) 2SR MICa >y o H 225> 20H 5, 2
DX HIZ, HIVEGE 2R & BRBEITER ML L & HITRKRE LB L T 5,

—7J7+ HIVEGE & D STT & DILEG &9 15 Tld, L WIRIICH 5 L IidE Vv, 20154E — 20194
W2 PE A T S N7 HIV IEGDE B E O STIREFRIIHFE L $70-80% THER (F¥H73%) LTWa,
ATy STIOHBIRGD A7 5§, FHERGZ MY KR 2 UL LIS 5. LG8 CTIIPIHIV DL
MWD STIHEREZ T2 LENH D, R L LTIRHRKDS 226012 H % MRFAFE OB I 3EHA]
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W (ENERSEEZE e v ¥ — A AR WIS v v —)

Wi ABORE (BOLATBOE N E LR B KR R # 2 v 7 —
HIV/AIDS JfeimE e T~ & —)
B f— (EZERSERE L~ ¥ — T4 iR - FERsEL >y 7 —)
RERE (E7EEEREE Y s ¥ — T4 XiEH - FRREke Y 5 —)
A (D7 E RS R IE & >~ & —WF7eir
KEE ST IEPFZEIT NIH L b 1w £ b 2 &G ER)

oL =g

SARS-CoV-2/COVID-1943MD M HIV/AIDS 225

20204E 0 [HIV &G & AIDSOERBOTFBIX] ¥ RV 23 M aaF o4 VA (SARS-CoV-2) J&k4ssi
(COVID-19) 2Bk % tisd % 2 ChfE XN b, 20194 R ICEE THA: L 72 COVID-19 1 B < M4
PR - BEL, BEXIZKLAZWHODIH3HD [REAFHEBES] »585 . WHOD3IHIIH® [»XYF
IvI7ES] o6 A THRIEEBIZAMATL00 5 28 2 (20204510 H 3 HHIE) . &Y«H - JECH
KOBNIRIZEZ 2R, OB, BIBOTERE N=y 7 ZH &R, RFEBSE. Rk, #F
TESH, BICABEOENINSORELZILKT 5. 19804EMEHD HIV/AIDS O B b D FH R AR 4
VDR L, FoEL S THNL BREEOA L ST, FFRGEEHELTTRMICRILEEXRE W2 725 L.,
PROBEZEAB L 72HE2 BWld, 2020460 [F51&] ¥y RI T AT, ol E 97 HIV-1EASE &
AIDS DEFEOFER E IR BT EE/RT & 3012, HIV/AIDSICHT 54 D 2T TORIEORER &
A LoD, SARS-CoV-2/COVID-19 DJifh & G5B DA OIS 2 £ 2 5o
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e L7238, EIEALT500H 5 VIZHRERTE T I A XBELFLO, 2L 0EHRV D 720 K75
RTHEIHERNBIEZ NI ES TS, £ Dtk D ERIR I BILE Tl BRI 72 & A B EIZ COVID-19
DEFEALISHET 505, HIVIERZDH DIZCOVID19DEFEALICIZH T N BE L L EZFH 2L v D)o
YR VH AR )DOOH L, Tl BWHLHIVENSZ DT A NV AIZHR OTIE R L MRS, HFET
O HIVEGeH1E, COVID-191Zf&G LIz < v,  LE, HIEfLLICK WO TR, twnwbh7z2eddh o7,
LA L. FEBIZRIEZIERERWZ L2VRENT WS, —F T, COVID-1912 X ). HIVZEO R, wilE
B BN Z T HNARL B I LICKDEREL. BEMESNTBY)., COHORBIIEETH
5o Flow HIVRREHEKOHBWKL TBY . 5HVEL DA Z0mbaHsnTnb, HIVIEGIZ X
% COVID-19NDHEEIZZNIEIE T WS, COVID-1912 X % HIV ESEN DS EII KR TH 5,
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3 HIV Z&(CEH (IS COVID-19 filisk
~MERCT ICK D=1 —FY XAF Rk & DERIFBEZH ~
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HIV EE, FRICEEREAEFITHMWRER RSN 5E12E, =2 —F ¥ X F ABli% (PCP) & COVID-19
MR OE RN, BEW G R OBLEA S D IFWICEHETH 5, FFICHIVBNIIIB T %5 COVID-19 i 4 O W&
FAZOWTIERZHREDP DR, TV APER S NS £ TIIHESL L OPCRIRA & &b, HE 2K
HIWFASKD 5B, COVID-19Mi&IZA ¥ 7 VI o F 5 EOMPBEERAEH L) 2H B AON-HETH
0. PCPOREEZWIC L D COVID-19GPEDWREMEN A TE 2 DI T L WHFIZDEENLETDH S,

HIV $EI TR 2 5 &3 iud, HIV Wi e Pl assb skl be 2 IR L7z, Fe8 & Migefgcokbe L7z
By, Migetgd S5 COVID-1958\:y & L TRAS I HIV &G ASHI L 2256 O PCP & I TH 5 L Bbh
%o PLHIV IEHH O CD4 S EG TR CT BE 2 5 72351213 COVID-19 Ml R OREZREDE < 7 % 25,
ZNTHOMRBOENITHEISLETH 5,

B {5 B PCP & COVID-19 Tld B o T A 72, EIIIEES & B2 505, FEBIIE W E
BT 2R D D5, H TIEURTRERE L 2FHM 2 WL O THAT S 2 & T COVID-19KHRIZB 1T %
HIVZ#EOL v FEIRTEELEEZ T 5,

A
=
D
F
5]
x

NI

290 (96 )



The Journal of AIDS Research Vol.22 No.4 2020

4 AIDS;8EERFEN S COVID-19;6EFRFEN

= A
B IR AR 72 > & — 78R OREIEDNZAEAFZERT  NIH L b o A b 2 J&AE BT

JRGE RS B IRHEEONIIE - BFIFSICUHE SN EFMRIE, G PER IR X 2 &G i BT AR (e B
HI LBEOFBINE (B 2 XY AV 2 OMIBEGEEORIE) ZERINIZEHET 2O TRIFE%S
e BIRE IR [HREWEAR] & [HEEENME] 2 2R 2sENGHiR e Shb, 20
Bz AR &2 FH W 72007 4 0V ARSI S 2 7 2 (cell-based assays) Tld. S#FEL&WIcHEN (ORI
DOBEFEIIHN SN TG FEEE) d s L. HebMleD s D7 AL EPKT, 2hE &dIT7 AV R
W5 v OFEEDBKT T 5. TS THINLIC L > THEEINSE T A VAR TEHIET. BEbEw
WP A VAR D 20D X ) Iy o efimE B 2B v BEEIANVZAEZH R WT, 714V
A DRI~ DI RLHBBNR A e EO—HRIZT 2 I8EE (endpoint) & L THWD &, BRIEI SN2
Wwellbh s [550w] bEWTH (] 2R ERET 2 L G, Rololma B HII R b, /2,
(AR ] D7 4 v 2 D JEGx - 385H - MFEEE ER I 3 5 BZEOE RV 5 7 £ )V 2 DR R#HED
EWIZEoT, i BIEH) CKRELEPLLZHENL ., £H)T5HLRED, 8] (LEWTH [5)]
BB BT L EBR SRR EIHEIIL D, SARSCoVZL U CTHEED D 5 & s S BIC
X9 B ARG DIR LD Z ) Lz o oBigt L flmm] ICBE L T, A Tlk, HIV/AIDS DiGH#
S - R CTHRA DT REZE EIF5 2 t#fét\%%Ei-i%%-%ﬁ%%&&%%ﬁbk%ﬂ
W7 79 A % I L 72 SARS-CoV-2/COVID-19 2% 3 S IGHIE DI DL TN OVWTE 2 b,
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HHIEWRLEFTLLL R, LAL, HHRELEREILT2ZLOATRETH I 2OINIEFT L LV, &
512, PHOBHEIZBWTE, MMM I 2=7 4 RERLU=UIKODWTARBIE LT DL W) ER
BHTLBZENHDH, ThEFTOITY F=2fFHZFLE L2FHREDOX vy =T —RMHRT S X9
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FMHEICED LD BRAREZFEORETH L Dh,

U=Ulx. % OHIV X RB L OEHEOD ) HICEMN L EEEZ 529 2 TH 5050 212, HiEH.
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SY6-1 The Current Status of Substance Use and HIV Prevention in
Taiwan

Wei, Han-Ting
Department of Psychiatry, Taipei City Hospital Linsen Chinese Medicine and Kunming Branch and
Kunming Prevention and Control Center

Until August 31" 2020, a total of 41943 individuals were infected with HIV in Taiwan. The annual new-
ly-infected individuals are significantly decreasing after the year of 2018. A series of public health policies
were introduced such as harm reduction programs, LGBT friendly healthcare services, easy access for
HIV self-testing, and the promotion of Pre-Exposure Prophylactics (PrEPs). The major substance use in
Taiwan include heroin, amphetamine and amphetamine-type stimulants, ketamine, and new psychoactive
substances (NPS). A highlight of public health hazards was addressed among heroin and methamphet-
amine users. Methadone maintenance treatment and harm reduction programs were provided for the in-
travenous heroin users. Methamphetamine chemsex, or drug use for sex, was observed in men who have
sex and may result in high risk of HIV infection. Therefore, Chemsex clinics were established in the Tai-
pei City Hospital with treatments regarding on substance use disorder and a pilot program of PrEP deliv-
ery among high risk chemsex users. Within a yearly follow-up among 82 participants, zero new-HIV-infec-
tion was observed which suggested PrEP as a substantial treatment strategy for methamphetamine
chemsex. In conclusion, multidisciplinary approach should be addressed in order to provide public health
strategies and healthcare services for HIV/AIDS and Substance use disorders.
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SY27-1 ViiV Healthcare @ HIV BERFENDHL V) 8+

Michael Aboud
Global Franchise Medical Head, ViiV Healthcare
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SY27-2 Development of Lenacapavir, a first-in-class long acting HIV
capsid inhibitor

Martin Rhee

Executive Director, Clinical Research, Gilead Sciences Inc.

Some heavily treatment-experienced people living with HIV have limited or no treatment options, owing
to multidrug resistance. In addition, suboptimal adherence to oral daily regimens can negatively affect the
outcome of treatment. Long-acting agents from new antiretroviral classes can provide much-needed treat-
ment options for heavily treatment-experienced people living with HIV, and additionally can improve ad-
herence. We describe lenacapavir (LEN), a small molecule that disrupts the functions of HIV capsid pro-
tein and is amenable to long-acting therapy owing to its high potency, low in vivo systemic clearance and
slow release kinetics from the subcutaneous injection site. We designed LEN to bind tightly at a con-
served interface between capsid protein monomers, where it interferes with capsid-protein-mediated in-
teractions between proteins that are essential for multiple phases of the viral replication cycle. LEN ex-
hibits antiviral activity at picomolar concentrations and shows high synergy and no cross-resistance with
approved antiretroviral drugs. In phase 1 clinical studies, monotherapy with LEN resulted in a mean of 2.2
log reduction of plasma HIV-1 RNA after 9 days, and showed sustained plasma exposure at antivirally ac-
tive concentrations for more than 6 months. These results provide clinical validation for therapies that
target the functions of HIV capsid protein, and demonstrate the potential of LEN as a long-acting agent to
treat or prevent HIV infection.
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SY27-3 Islatravir (ISL, MK-8591) the first nucleoside reverse
transcriptase translocation inhibitor (NRTTI) in development
for the treatment and prevention of HIV-1

Carey Hwang
Merck & Co., Inc.,, Kenilworth, New Jersey, United States

Islatravir (ISL, MK-8591) is the first nucleoside reverse transcriptase translocation inhibitor (NRTTI) in
development for the treatment and prevention of HIV-1 infection. ISL inhibits reverse transcriptase through
multiple mechanisms of action. In vitro studies have shown that ISL has a >10-fold greater potency com-
pared to other antiretroviral agents and has a high barrier to development of resistance. ISL can be taken
without regard to food and has a low potential for drug-drug interactions. Due to its long intracellular
half-life, ISL may be administered in a variety of dosing schedules, including once daily to more extended
durations.

ISL in combination with doravirine is being studied in phase 3 trials as a once daily oral treatment regimen.
In a phase 2b dose-ranging trial in treatment-naive adults with HIV-1 infection ISL+DOR demonstrated
efficacy and was well tolerated through week 96. The ongoing phase 3 development program includes a
trial for treatment-naive participants, two trials for participants switching regimens, and a trial for heavi-
ly-treatment experienced participants with multidrug resistance. ISL will also be studied in combination
with MK-8507 (a novel NNRTI) in a phase 2 trial as a once weekly oral treatment regimen.

ISL is also currently being studied in a phase 2 trial with monthly oral dosing for prevention of HIV-1 and
phase 3 trials will begin soon in diverse populations at-risk for HIV-1. Additionally, a once-yearly ISL sub-
dermal implant for the prevention of HIV-1 is in early development.
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