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“Adapted from: UNAIDS. 90-90-90: an ambitious treatment target to help end the AIDS epidemic. 2014. Available at http://unaids.org/sites/
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A GOAL FOR ALL

I HEALTH GOALS FOR ME

“For the last 25 years, management for all HIV patients has had the same objectives”

Reduce mortality,
improve
immunological status
and focus on
end-of-life care

Reduce burden of
drug-related toxicities

Maintain viral
suppression and
improve life

expectancy

“Now — our patients are all very

different and more diverse ”

Achieve healthy living
with HIV, based on

what that person has
reason to value

FRONTLINE
Alnsﬂ:




How to measure fourth 90?

100% -

7% —
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Estimated PLHIV PLHIV PLHIV PLHIV PLHIV on New PLHIV
number of  diagnosed linked to care retained in receiving ART virally  quality-of-life
PLHIV care ART suppressed indicator
I People covered M People not covered

*Adapted from Philipp Kohler, Axel J. Schmidt, Matthias Cavassini, Hansjakob Furrer, Alexandra Calmy, Manuel
Battegay, et al. The HIV care cascade in Switzerland: reaching the UNAIDS/WHO targets for patients diagnosed
with HIV. AIDS 2015; 18: 2509-2515



Role of Patients reported outcomes measures (PROMs) in the
management of HIV infection

In Adverse events detection:

* More sensitive tools to detect AE compared to the protocols for the collection of AE, based on
physician’s detection .

e Symptoms reported by patients are more closely related with measures of QolL, physical health,
hospitalization, adherence and survival compared to what was reported by the doctor?3

In observational studies:

* To assess the HRQoL as a treatment outcome reflecting the patients’ experiences of living with
HIV*

In RCT:
* In comparative trials on different antiretroviral regimens 7-16,

1.Justice AC, J Acquired Immune Defic Syndr. 1999; 2. Edelman EJ, AIDS behav. 2011; 3.Kozak MS, Clin Infect Dis. 2012; 4. Stewart AL, JAMA. 1989; 5. Cingolani A, 17° EACS 2019 # PE

2/53; 6. Cingolani A, 17° EACS 2019, #PE 30/22; 7. Wilkins EL, AIDS Care. 2016; 8. Wagner GJ, Ann Behav Med. 9.Gay C, J Assoc Nurses AIDS Care; 10.Glass TR, J Acquir Inmune Defic

gyndr. 238%; 11. Llibre JM, Lancet. 2018; 12. Li J, Open Forum Infectious Diseases, 2019; 13. Cahn P, Lancet. 2019; 14. Mills A, Patient 2015; 15. Gallant J. Lancet. 2017; 16 Wohl, D.,
atient .



Survey Results: Aspects of Living With HIV

e Aging patients living with HIV have similar needs to the aging

population without HIV

56%

have been diagnosed
with depression

31%

have been diagnosed
with a mental health
issue, other than
depression

have been diagnosed
with posttraumatic
stress disorder

felt down or depressed

39%

felt lonely or isolated ®
within 2 wks prior to . PY
taking the survey “
25%

went 24 hrs without
interacting with another
person

HealthHIV’s Inaugural State of Aging With HIV National Survey. 2020. https://healthhiv.org/programs/healthhivs-pozitively-aging



Mental health issues rates and PLHIV needs in Europe

Depression - symptom questionnaire, HIV-positive, Europe

Denmark 2008 N=304
Denmark 2013 N=501
Belgium 2012 N=218

France 2007-8 N=150

UK & IRE (POPPY) Age = 50, 2013-14 N=975
England (ASTRA) 2011-12 N=3258

England Women, 2014 N=140

Netherlands (AGEhIV) 2010-12 N=541

England (PRIME) Women Age 45-60 2015 N=869

UK & IRE 2014 N=278

Germany (50/2010°) Age = 50, 2008-9 N=183
W Europe (CRANIum) 2010-11 N=2863

UK & IRE (POPPY) Age > 50, 2013-14 N=952
Netherlands On ART, 2008-9 N=201

Italy (DHIVA) <2015 N=690

Spain On ART, 2008 N=799

Russia 2008-9 N=492

France (VESPA2) 2011 (past year) N=2392
Portugal 2008 N=130

Estonia 2013 N=729 Prevalence (%)
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MENTAL HEALTH SUPPORT

v 47% met need

/

Help managing stress

People living with HIV are around twice

as likely to have mental health problems
compared to the general public, depending
on how it is measured.

The most common mental health conditions
reported were depression (diagnosed in a
third) and anxiety (diagnosed in a quarter).
There was also significant experience of
rarer conditions such as sleep disorders
(15%), post-traumatic stress disorder (5%),
psychosis/schizophrenia (2.4%) and bipolar
disorder (1.7%). Significantly, the presence
of mental health difficulties was the same
across all ages, genders and ethnicities.

o
I
|

[l People with HIV [l General public

53% unmet need

Need

mental health
condition®

Screened
% positive for a

Reported
@ feelings of
depression
or anxious on
any given day*

Positivaéices

the national survey of people living with HIV




Clinical case, PHI 6-months Qol assessment by SF-36
’
6 months after ART starting ..

Health status (EQ-5D)

CDA4 cell count: 470/mmc role emotional
Plasma HIV-RNA <50 ¢/ml
Good tolerability to cART social functioning

Self reported reduced adherence in the last mont
Asks for reduced pill burden

T

physical health
No stable partner

Condomless chemsex general health

role physical

physical functioning

M diagnosis M6 months

Not employec e



Greater chronicity of depression increased the ] kot mse onen
likelihood of failure at multiple points along the
HIV care continuum

20+

Risk, %

e Observational clinical cohort of 5927 patients (10 767 person- "
years of follow-up)

10

% of Days Spent Depressed Since First PHQ-9 Measure

* receiving HIV primary care at 6 geographically dispersed US
academic medical centers from September 22, 2005, to August Risk of detectable viral load
6, 2015. 304

e 2 or more assessments of depressive severity (PHQ-9) 25

20+

Risk, %

15+

Effect Estimate (95% Cl)

Comparing Those 1! % % . 0o
Per 2 5% |nC rease Always Depressed % of Days Spent Depressed Since First PHQ-9 Measure
in % of Days With With Those Never
Outcome® Depression Depressed Mortality rate

All-cause mortality,
hazard ratio®

Risk of missing a scheduled
appointment, risk ratio©

Risk of having an unsuppressed

viral load, risk ratio®

1.19 (1.05-1.36)
1.08 (1.05-1.11)

1.05 (1.01-1.09)

2.02 (1.20-3.42)
1.37 (1.22-1.53)

1.23 (1.06-1.43)

Pence, JAMA Psychiatry 2018
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Higher mortality from suicide among PLWH compared to general population: SWISS
HIV Cohort (1988-2017)

e Data from the Swiss HIV Cohort Study from the pre-cART (1988-1995), earlier cART (1996-2008) and later cART (2009-2017) eras
e 20,136 PLHIV,(1.0%) died by suicide

Swiss HIV Cohort Study
g o o Factors associated with death due to suicide:
= e gender Fvs M (AHR 0.58 (95% Cl 0.38-0.87)
. « Swiss nationality (1.95 (95% ClI 1.3-2.83)
. | | | | e CDCclinical stage A (0.33 (95% Cl 0.24-0.46)
e R pe,.,o;“‘"’“'m e e PWID (2.64 (95% Cl 1.71-4.09) f
Seners Swis somiton « MSM (2.10 (95% Cl 1.36-3.24)
§ 1000 -  mental health (2.32 (95% Cl 1.71-3.14)
8' Male

1988-1995 1996-1998 1999-2008 2009-2015

Ruffieux, J Int AIDS Soc 2019

Time period



Unmet need of standardization of screening tools for mental health

disorders

* Many of the best performing tools were
developed or adapted for specific populations

e Among those, the authors broadly recommend:
SRQ-20 for general CMDs,

GHQ-12 for CMDs in people with physical illness,
HADS-D for depressive disorders,

PHQ-9 for depressive disorders in populations with
good literacy levels,

EPDS for perinatal depressive disorders,
HADS-A for anxiety disorders

Ali, Plos One 2016

Common Mental Disorders
(61 validations)

Depressive Disorders
(175 validations)

Anxiety Disorders
(24 validations)

Post-traumatic stress disorder
(13 validations)

Any common mental disorder

Dysthemia
Any depressive disorder
Major depressive disorder
Antenatal depression
Postnatal depression
Postnatal major depressive disorder
Any anxiety disorder
Generalised anxiety disorder
Social anxiety disorder
Panic disorder
Post-traumatic stress disorder



Tailored measurement of PROs according to patients needs

+ EQ-5D-3L
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Initiation of mental health support is associated with higher rates of viral
suppression but not with a higher retention in care

The cohort included PLWH who received clinic-based MH services from 2012 to 2014. Cohorts A and B initiated MH
before or during 2012 and during 2013-2014, respectively

O Before Mental Health Care Initiation

W After Mental Health Care Initiation

e Cohort B (n=181) had 3 times the participants with CD4 . . 92%
counts <200 (P = .02). "

e One-third of Cohort B had detectable viral loads compared
with <20% of Cohort A (P = .01).

70%

60% 57%

e Cohort B received more substance use diagnoses (P = .005).

50%

* Pre/post—MH initiation, engagement in care did not change. 4%
e For Cohort B, MH initiation was associated with increased 30%
rates of viral suppression 20%

Cohort B Cohort B1 Cohort B2 Cohort B3

Aggarwall, Open Forum Inf Dis 2019



Psychosocial interventions for mental health
in people living with HIV

e Systematic review and meta-analysis on 62 RCTs

e Qverall, psychosocial interventions may have a small
positive effect on the mental health of PLWH.

* No differences in effect were found between : 1.
symptom-oriented interventions, 2. supportive
interventions, 3. meditation

e Alarger improvement in depression may be obtained
when only participants with depressive symptoms are
included in the study; when interventions are provided
by psychologists; when treatment duration is 12-18 h;
and when the intervention is focused on improving
mental health

Van Luenen, AIDS & Behav 2018

Balfour et al,, 2006
Berger et al,, 2008
Boivin et al., 2013a
Boivin et al., 2013b
Bormann et al,, 2006
Brazier et al., 2006
Brown et al,, 2011
Carrico et al.,, 2006
Carrico et al,, 2009
Chan et al,, 2005
Chang et al., 2007
Chhatre et al,, 2013
Coté & Pepler, 2002
Duncan et al, 2012
Eller et al,, 2013
Erlen et al., 2001
Fife et al.,, 2008
Gayner et al,, 2012
Heckman & Carlson, 2007
Heckman et al,, 2011
Heckman et al,, 2013
Hersch et al., 2013
Ironson et al., 2013
Jensen et al,, 2013
Kaayaetal, 2013
Kalichman, 2005
Kleinetal,, 2013
Kraaij et al,, 2010
Lechner et al.,, 2003
Lietal, 2010
Lovejoy, 2012
McCain et al,, 2008
Miles et al., 2003
Miller et al., 2005
Mitrani et al,, 2012
Murphy et al,, 2002
Murphy etal., 2011
O'Leary etal., 2005
Olley, 2006

Pacella et al, 2012
Peltzer etal., 2012
Petersen et al,, 2014
Ransom et al,, 2008
Rao et al., 2009
Rotherham-Borus et al., 2012
Safren et al,, 2009
Safren et al,, 2012
Sama etal.,, 2008
Seyedalinaghi et al,, 2012
Shuter et al, 2014
Sikkema et al,, 2004
oni et al., 2007
Simoni et al., 2013
Stein et al., 2007
Szapocanik et al., 2004
Van Tam et al., 2012
Vidrine et al., 2006
Webel, 2010

Weber et al,, 2004
Williams et al., 2005
Williams et al., 2008
Williams et al,, 2013
Overall effect

Hedges's
g

1,059
0,634
0,077
-0,070
0,077
0,000
0,190
0,465
-0,018
0,812
0,227
0,430
0,290
0,130
0,710
-0,320
0,177
0,327
0,115
0,486
0,454
0,074
-0,019
0,234
0,324
0,241
0,423
0,382
0,271
0,022
0,232
0,198
0,281
0,454
-0,106
0,321
0,061
0,166
0,428
0,527
0,050
0,578
0,322
0,000
0,000
0,859
0,636
0,215
0,196
-0,054
0,189
0,076
0,327
-0,106
0,210
-0,002
0,429
0,436
0,000
0,451
-0,030
0,277
0,187

1,648
0,310
0,997
0,406
0,315
0,929
1,029
0,366
1,251
0,762
0,437
0,212
1,461
1,059
0,494
0,493
0,293
0,527
0,304
0,939
0,202
0,552
0,366
0,876
0,148
0,533
1,182
0,304
0,694
0,249

2,00

Hedges's g and 95% CI

-1,00

Favours control

1,00
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Quality of life and treatment satisfaction measurement as new outcome in

iHIV d ] i
50 .
" 1.Wohl D., Patient 2018
20 ‘K:
;
g10
2
2 Headach Loss of Appetite Change in Taste _Bloating Pain Gas in Stomach o\ 45

» B/F/TAF is associated with lower prevalence of
bothersome symptoms than ABC/DTG/3TC in _—. |——
both treatment naive and virologically suppressed | |
adults? o

HIV-TSQc Median Scores at V4 (N=250)

28

2. Antinori, Patient 2020 iﬁg

e Switching to a DRV/c-based therapy led to an increase
of patient satisfaction and reduction of symptoms

burden (S.T.O.R.E. study)? P —
» CAB+RPV LA demonstrated significantly greater Improvemer T
. . . . o m CAB+RPV LA Difference (95%Cl1)
improvement from baseline in treatment satisfaction S )
Week 24 } 539 (4.17-6.60), p<0.001

vs CAR at w24 and 44 (above threshold of MCID)

Week 44* }- 5.68 (4.37-6.98), p<0.001

+6.12

3. Murray M, IAS 2019



Role of social support and loneliness are crucial at different steps

of continuum of HIV care

Internalised HIV-stigma, loneliness, depressive symptoms and sleep
quality in people living with HIV

Erin M. Fekete®*, Stacey L. Williams® and Matthew D. Skinta®

“School of Psychological Sciences, University of Indianapolis, Indianapolis, IN, USA;
bDepartmem of Psychology, East Tennessee State University, Johnson City, TN, USA; “Pacific
Graduate School of Psychology, Palo Alto University, Palo Alto, CA, USA

N AIDS and . . L
‘Behavior Loneliness in Older Adults Living with HIV
i

Meredith Greene!, Nancy A. Hessol23, Carla Perissinotto!, Roland Zept?, Amanda Hutton

Parrott3, Cameron Foreman?, Robert Whirry?, Monica Gandhi®, Malcolm John?

Division of Geriatrics, Depariment of Medicing, University of California San Francisco, 3333

California St. Suite 380, San Francisco, CA 94143-1260, USA

PEER SUPPORT AND CONTACT WITH OTHER PEOPLE WITH HIV

& 25% met need
~

75% unmet need

Need

M=

Help addressing loneliness and isolation

Supportive relationships, social networks and social interaction with other
people who have HIV are all important for our well-being and quality of
life. Talking about HIV and how it affects us can be pivotal to overcoming
challenges.

But feelings of isolation and loneliness were commonly reported by 1in 5
(20%) people with HIV. Of all the services examined, this had the greatest area
of unmet need — 75% of people who needed help dealing with loneliness and
isolation did not receive it. Feelings of loneliness and isolation were equally
common across all ages, ethnicities, genders and areas of residence and
similarly this need was mostly unmet for everyone.

(d .
1in5 people living with HIV reported
feelings of isolation and loneliness

Positiveéices

the national survey of peaple living with HIV




The complex relationship between loneliness, depression and
HRQol in older HIV-infected patients

“Silver Project”, UCSF-affiliated HIV clinics, survey on 356 PLWH>50y (2012-2014)
58% reported at least some symptoms of loneliness (mild 24%, moderate 22%, severe 12%)

Association of leneliness symptoms and poor or fair Health Related Ouality of Life (HROal. )

N with poor/fair health Unadjusted PR (95% CI) Adjusted® PR (95% CI)

Loneliness® (per 5 point increase)

1.36 (1.13-1.63)

1.06 (0.85-1.33)

Age® 0.98 (0.94-1.01)
Male sex at birth® 91 0.95 (0.55-1.63)
Non-white race® 52 1.34 (0.92-1.97)
Latino ethnicity 17 1.67 (0.99-2.81)
Annual income
< $10.000 41 2.58 (1.50-4.45) 1.85 (1.05-3.28)
$10,000-20,000 39 1.98 (1.15-3.43) 1.60 (0.90-2.84)
> $20,001 (reference) 19 1.0 1.0
VACS index4 1.07 (0.96-1.19) 1.03 (0.92-1.16)
Length of time with HIV (years)® 1.07 (0.94-1.23)
Depressive symptoms by PHQ-9"
None (reference) 19 1.0 1.0
Mild 30 2.57 (1.45-4.56) 2.19 (1.174.12)
Mod 31 5.15 (2.91-9.12) 4.18 (2.14-8.16)
Severe 24 4.84 (2.65-8.84) 4.34 (2.13-8.85)
Education
< High school 15 2.06 (0.97-4.41)
High school 21 2.14 (1.05-4.35)
Some college/college degree 58 1.87 (1.0-3.47)
Some graduate/graduate degree (reference) 12 1.0
Cognitive impairment® 41 1.23 (0.83-1.81)
At risk alcohol and/or drug use” 38 1.30 (0.87-1.94)
Low physical social support' (0-12) 64 1.54 (1.04-2.27)

Greene, AIDS Behav 2017



Social support and community engagement are positively associated
with resilience and mastery in older HIV gay man

Survey on 2014 patients from Aging with Pride: National Health Aging, and Sexuality/Gender Study
Hierarchical multivariable regression analysis

Resilience Mastery
& (95% CI) b (95% CI) b (95% CI) b (95% CI)
Demographic characteristics
Ape 0.00 (-0.02, 0.02) 0.01 {-0.01, 0.03) —0.02 (-0.04, 0.00) -0.01 {-0.03, 0.01)

Bisexual (vs Gay)
Racial/ethnic minoricy
<High school (vs » HS)
<200 FPL (vs > 200% FPL}
HiV-related factors
Years with HIV
Progression to AIDS
Adverse experiences
Depression ever (vs never)
Lifetime discrimination
Lifetime vicimization
Psychosocial characteristics
Internalized stigma
Spirituality
Social support
Community engagement

-0.08 {-0.48, 0.33)
-0.23 (-0.72,0.13)
—0.49* (0.90, -0.08)
-0.16 {(-0.23, 0.55)

0.03# {0.00, 0.05)
-0.24 (-0.59,0.11)

—0.72%% (-1.07, -0.38)
0.00 (-0.08, 0.07)
-0.01 (-0.04, 0.02)

—0.26 (-0.74,0.22)
-0.28 (-0.70, 0.13)
-0.46* (-85, -0.08)
0.02 (-0.35, 0.39)

0.01 {-0.01, 0.03)
=019 (-0.53,0.15)

-0.60%* (-0.94, -0.25)
0.01 {-0.04, 0.07)
-0.02 (-0.04,0.01)

0.01 {-0.14, 0.17)

0.03 {(-0.07,0.14)
0.22%* {0.05,0.38)
0.19%* {0.05, 0.34)

0.26 (-0.14, 0.66)
-0.03 {-0.37, 0.31)
-0.25" |-0.61, 0.03)
0.03 |-0.35, 0.29)

0.04** (0.02, 0.05)
-0.20 (-0.47, 0.07)

0.04 (-0.25, 0.32)
-0.03 (-0.11, 0.04)
-0.027 (-0.05, 0.00)

0.14 (-0.26, 0.55)
0.03 (-0.30,0.35)
-0.24 {-0.54, 0.08)
-(.18 {-0.51,0.15)

0.02%= {0.01, 0.04)
-7 (-0.41, 0.08)

0.14 {-0.13, 0.41)
0,03 (-0.09, 0.03)
-0.02* (-0.05, -0.00)

-0.08 (-0.22, 0.07}

0.06 (-0.02, 0.15)
0.18% (0.03,0.33)
0.17*= (0.04,0.30)

Emlet, Gerontol 2017



Comorbidities Increasingly Common as PWH Age

National survey of PWH aged > 50 yrs in
UK (N = 4959)

97% on ART with viral load measured in
last 9 mos

Comorbidities: hypertension, 31%;
hyperlipidemia, 31%; depression, 24%;
renal impairment, 15%; CVD, 12%;
obesity, 11%; type 2 diabetes, 11%;
osteoporosis, 5%

Multiple comorbidities common in older

age groups— more than 50% had > 1
comorbidity

Ekong. HIV Medicine 2020.

Relationship Between Age and Number of

Specified Listed Comorbidities
mQ m]1 =2 m3 m4 =5 6 7or8listed comorbidities
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Polypharmacy and Inappropriate Prescribing in Older PLWH

e US PWH 2 65 yrs of age from e Risk of serious DDI correlated with
Jan 2015 - Aug 2018 (N =112) polypharmacy (P < .01) and inappropriate
e 87% with HIV-1 RNA < 20 copies/mL prescribing (P <.01)
e Polypharmacy: =5 medications Prescribing Errors and DDIs
e 95% considering all drugs; 84% considering E:i 100
only non-HIV drugs Q 20 79
* Average number of medications: 12.3, E
including 9.0 non-HIV medications a0 f e
L |
e Inappropriate prescribing defined by 2012 N 40
Beers, 2011 STOPP, and 2011 START criteria §
e DDIs assessed using University of Liverpool w20
HIV Drug Interactions database k3
E Beers  STOPP  START DDl Incorrect

Criteria  Criteria  Criteria Dose

Inappropriate Prescribing

Cabanilla. IAS 2019. Abstr WEPEB314.



Polypharmacy and age more than HIV status have negative impact on QoL

Table 1.
Significative (p<0.05) correlations between PROMs and sociodemographic and clinical characteristics, at multiple
regression analysis®.

PROMs variable b SE p
SF-36
Physical health Age’ -0.38 0.14 0.008
HIV** -19.43 3.13 <0.001
Mental health Polypharmacy# | -9.28 331 0.006
Bodily pain HIV** -18.8 3.06 <0.001
General Health Polypharmacy# | -8.91 3.75 0.01
HIV** -20.78 3.47 0.001
Physical role functioning Age* -0.45 0.16 0.007
HIV** -12.9 3.7 0.001
Vitality Polypharmacy# | -10.25 3.31 0.002
HIV** -10.77 3.24 0.001
Social role functioning HIV** -11.02 3.94 0.006
Work productivity Age* -0.01 0.00 <0.001
Health status (EQ-5D) Polypharmacy# | -9.90 2.64 <0.001
HIV** -7.09 2.58 0.007
°other variables in the model: gender, ethnicity, time from chronic condition diagnosis, presence of complication related to chronic
condition

*For each year older: **vs other condition: # any drug other than drugs for primary chronic condition

Cingolani et al, 2021 submitted



Syndemic conceptualization of HIV and COVD-19 coinfection

A syndemic is defined as two or
more epidemics interacting
synergically to produce an
increased burden of disease in a
population

Xenophobia

Lack of
resilience

Violence

communicable

PSYCHOSOCIAL AND
STRUCTURAL BURDENS

SYNDEMIC
HEALTH
PROBLEMS

Pandemic-

related stress

Homelessness

Lack of social

technology

Lack of
transportation

Lack of access to

outdoor space

Lack of access

to healthcare

Lack of access to
information and

parks and

Shiao, AIDS &Behaviour 2019



Persistent reduction of QoL after COVID19

EQ-5D-VAS

100+

80+

60

401

Pre

Post

Table 3 EQ-5D VAS ratings by age groups compared to Italian normative data (16)

100
90
80
70
6
5
4
3
2
1

o O ©O ©O O O

EQ-5D at POST-COVID care clinic

18-24yrs 25-34yrs 35-44yrs 45-54yrs 55-64yrs 65-74yrs  >75yrs

Norm Italian values EQ-5D VAS*, mean M EQ-5D VAS COVID PACC, mean

Murri et al, submitted



What characterizes an “informed,
activated patient”?

Informed,

Activated
Patient

They have the motivation, information, skills,
and confidence necessary to
effectively make decisions about
their health and manage it.



Multifaced voices for development and implementation of PRO
instruments

PRO steering committee responsibility
\
(T Describe healthcare (O Initial consideration of the Y@ Choose/develop/modify PrRO )( 80 @ Address training needs Y (@2 Ensuretrial stoffreceiveand Y ['e  Workto ensure that PRO N
T  professional view of disease: & research need: aim, approach @  measure that best captures $ @  understand protocol O  evidence is shared in an
o o and methodoloy o f stud & Develop PRO protocol o -
£ symptoms/course © By ] concept of study & according to guidelines, ©  Develop/source a feedback @  appropriate and timely manner
W Describe what treatment H Define the concept: what Q. Collaborate with B Sincluding: 0. mechanism for patients & Publish through peer-reviewed
@ outcomes are expected w=  information is being sought € patients/patient advocates on B a " £ completing PROs, 50 systems E  channels or submit to
@ . o : c  Detail of PRO rationale o hes [
@ piscussimpact disease model g thatPRO data can provide .= domains and items o .2 and measures can improve w  HTA/regulatory processas
] shows on research needs @ Assessment of existing S Consider time burden on s Timing and frequency of data w Collect and analyze data 2 appropriate
- c % K 4 - capture ] a
] @ measures. Consider ] patients and providers and find 1 . E
= & modification or selection from & balance with data required Assess and decide on recall c
2 E a bank of measures or identify 5, from PRO period E
'E L need for new Instrument E Assess PRO score reliability, o  Datacollection plan 3
a 5 a :cnslrucr: validity, and ability to | Approach to missing data
k] etecectiange Cultural or linguistic
~ ~ Testand validate the measure adaptation/translation b ~
Format of any PRO monitoring
L. v

Advocates, patients and clinicians should work to raise awareness of the value of PRO data among patients, caregivers and healthcare professionals.
This may be carried out as part of the dissemination process for one study, promoting understanding of the contribution the findings have made to the patient and
healthcare community and encouraging patients to take part in the next study

% Describe the patient experience | (O  Consider if research aim is ) ra Consider what the patient @ Inputon items in PRO protocol, ) rg Patient advocate supportin -~ ) (=  Workto ensure that PRO )
'g of the disease: what E ingful to the patient and 8 really values 3 including: § recruitment of study 8 evidence s shared in an
= :;:':‘he “n;':? l;noe'a:\al:'l‘ceﬁfo!& i P relean: m?imended study e Check appropriate domains E Recall period: what is o participants as needed § appropriate and timely manner
9 o th;i disease Journey? l°- Fopxilation 2 included and irrelevant omitted 8 achievable for the patientin 8 Consideration of the optimal "E‘ Discuss dissemination channels
e iy, w=  Advise on relevance of existing = if PRO suitable fc : terms of accurate recall [ medium for a PRO instrument - @ thatare accessible to patients
g Describe what levels of T PROsto the experience or o :'n‘dte“hn :!' 4 a“e:"";':‘ bl in ‘S Supportfor approach to .‘g if a new technology, advise on @ and that support patients in
5 beneﬂt':s?sk are acceptable to 3 priorities of intended study § their paﬁg i jwmwm@ .E missing data © suitability for the patient a their decision making
patients/caregivers < lation e = opulation and any traini
L 2 v POW- - 3 Advise on time burden for the o Consider ways to avoid bias or 4 gg:d; Y - Ensure the role of the
< Describe what treatment £ Identify domains missing from X patient and find balance with missing data when using proxy £ patient/advocate in the PRO
=  outcomes the patient % existing measures or those 5 d of E  Provision of support for development process and the
= i data required from PRO .2 respondent (eg. a parent of a " L pro
8 prioritizes and expects 'g which are not relevant to the B %  child or the caregiver of patient T  completion of PROs where difference their involvement
@ Advocates to recruit patients to g patient experience g M:;f il "f"" tolnclude in ‘e with cognitive impairment) < required: o R G R
be involved in the disease = questionnaires @ innghage thatwil be awavmzs; raising to minimize w;nmunucahon/nw'l:ll:}!sn in
- \gree issit i
model/PRO de:]t:l::ment Take part in testing/validation E easily understood by the study missing data ﬁ::l:;?;ﬁ:fhnts anfd
process as req process @ participants advocates
Consider consulting a group of E .
. . jpatients other than those who = mm‘g::;w ~ "
> > are closely involved with the adaptation tansiation > >
1 r] development process to check 1 1
PRO captures what matters to Timing and frequency of data
patients capture: avoid burdening the
patient or provider
\ J VAN 7 J J

Patient/patient advocate responsibility

Addario, B, Health Expect., 2020



Meeting key health system challenges for fourth 90
reaching

Challenges facing health systems Key strategies for reorienting health Recommendations for implementing key strategies
inthe context of high ART coverage systems to address challenges

. ‘ « Identify priority areas for health service integration based on input from health
1 Cllmcallconcerns . Health service system managers, service providers, people living with HIV, and other key stakeholders
- C!lronlc non-communicable integration ‘ ~  «Conduct methodologically rigorous operational research on health system integration
diseases = initiatives and use findings in further decision making about how to organise health

- 9“"” fnajo.r comorbi-d.ities services for people living with HIV
including viral hepatitis,

tuberculosis, and other

i factious disazses + Monitor experiences of discrimination against people living with HIV in

« Polypharmacy HIV-related health-care seFtings . . _ o
<Behavicursthat increase discrimination in 1 >« Implement evidence-based multistakeholder interventions to eliminate
health risks health-care settings discrimination in health-care settings
« Incorporate indicators to measure progress against discrimination in health-care
settings into national and global reporting

« Review indicators used to monitor health system performance and identify gaps in
relation to new HIV care issues

« Identify the most feasible modifications to enhance HIV monitoring, including
use of existing monitoring mechanisms in non-HIV areas of health care

« ldentify suitable tools and data sources for measuring self-perceived
health-related quality of life of people living with HIV

T « Reorient civil society resources (service delivery-related and policy-related) to
Civil society : ; ; 3 p g
P T address new HIV care issues including those associated with ageing
: 929 « Provide health system leadership, technical support, and funding to support a civil

society transition to address the broader HIV care agenda

2. Health-related quality of life

Indicators to

monitor progress
toward new goals

Safreed-Harmon K, Lancet HIV 2019



