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“Test and Treat” vs “Same-day Treatment”

• Test and Treat, Treatment as Prevention (TasP), 
Fast Track initiatives, 90-90-90:
• Universal testing followed by universal treatment
• Strategy to improve health and end HIV
• Taking universal treatment to population scale

• Same-day Treatment:
• Compress the time from diagnosis to treatment 
• Process redesign to treat people faster; less about scale 
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Early steps in the continuum of care

Screen 
test 

positive

0 - (5) - 14

Confirm 
HIV

0 - (14) - 30

Get to 
Treatment 

site

0 - (5) - 30

Financial 
eligibility 
for care

0 - (5) - 30

Pre-care 
(labs, 

counseling
etc.)

0 - (14) - 30

Clinician 
visit 

(prescribe 
ART)

0 - (14) - 60

ART 
dispensed

Test positive Link to care Start ART

Total: 0 - (57) - 194 days!

Days

Should we try for 0?
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Early treatment is beneficial: START and TEMPRANO

INSIGHT START Study Group, N Engl J Med. 2015 Aug 27;373(9):795-807
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TEMPRANO ANRS 12136 Study Group, N Engl J Med. 2015 Aug 27;373(9):808-22



Clinical data
• Early treatment is beneficial: START, TEMPRANO: 

• Better on ART than off no matter the CD4 cell count

• Difference slow to emerge, so weeks or couple months 
at the beginning should not make a clinical difference
• Clinical trials, even strategy trials, are not the same as 

routine care (clinic selection, patient selection, support 
of research staff)
• If there is a clinical benefit from starting a few weeks or 

months earlier, it could be offset by any harms from 
same-day treatment
• On the other hand, if too many people lost in the pre-

ART phase who would have stayed engaged if they were 
treated, there could be substantial benefit to same-day 
treatment
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Why treat same day?
• Better clinical outcomes due to less time off ART
• Engage people in care with ART before LTFU so less LTFU
• Shorter time to treatment means less anxiety, more trust 
• Treatment as prevention (HPTN 052)
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• Better clinical outcomes due to less time off ART
• Engage people in care with ART before LTFU so less LTFU
• Shorter time to treatment means less anxiety, more trust 
• Treatment as prevention (HPTN 052)

Why not?

• Might treat with the wrong ART (NNRTI, Hepatitis B, renal 
insufficiency)
• Don’t want to miss TB or other OI that require deferral of ART
• Less time to address barriers to ART and adherence
• LTFU pre-ART doesn’t risk resistance; LTFU after ART does
• Adds logistical complexity (paying for ART, appointment 

scheduling)
T. P. Giordano

Why treat same day?



The evidence

• Two trials randomized at individual level
• RapIT in South Africa (Sydney Rosen)
• Same Day ART study in Haiti (Serena Koenig)

• One trial randomized at clinic level
• START-ART in Uganda (Elvin Geng)

• One non-randomized study in US
• RAPID protocol in San Francisco (Chris Pilcher)
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RapIT

T. P. Giordano



Rosen S, RapIT, PLOS Medicine, 2016 

RapIT
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RapIT: ART was quickly started

Rosen S, RapiT, PLOS Medicine, 2016
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RapIT: Outcomes

Rosen S, RapiT, PLOS Medicine, 2016

+13% VL <400

+13% VL >400

+25% on ART
+17% retained
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RapIT

• NB:
• High acceptance rate (>80%) 
• Two sites in study (one public clinic, one hospital clinic)
• 47% were enrolled at visit to get their CD4 cell results, so had already partly 

linked to care; 41% enrolled on day of diagnosis
• All physically at the clinic at recruitment
• Overall, more suppressed, more retained, but more on ART failed, too
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Same Day ART

Slide: Koenig S, WEAE0202, AIDS 2016, Durban, SA 
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Slide: Koenig S, WEAE0202, AIDS 2016, Durban, SA 
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Slide: Koenig S, WEAE0202, AIDS 2016, Durban, SA 
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Same Day ART
• NB:
• Truly enrolled and treated on day of diagnosis
• Just changed time of initiation of ART to before rather 

than after the “pre-ART” care
• Not yet published (abstract and oral presentation)
• Single site (center of excellence and research)
• All physically at the clinic at recruitment
• No data on starts who were LTFU or not suppressed 

(39% in Same Day vs 42% in Standard)
• Overall, more suppressed, more retained, better survival
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START-ART

• MD champion to change culture with 
didactic session, coaching 

• Relax treatment supporter requirements

• Assess readiness rather than assume 
non-readiness (rather than 3 pre-ART 
visits to prepare patient)

• PIMA rapid CD4 cell count machine 
(rather than overnight processing)

• Feedback every 6 months comparing 
clinics on ART initiation rates

• 20 clinics in Uganda
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START-ART: Intervention
• 2x ART starts by 14 d
• VS at 1 year:

• Weighted proportion for 
missing data 66% vs 58% 
(p=.2)

• Inverse probability 
weighting for missing data 
85% vs 75% (p=.02)

• No difference in 
mortality (<5%)
• No difference in 

retention in care

Amanyire G, START-ART, Lancet HIV, 2016, e539-48
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START-ART
• NB:
• True system change: implemented clinic-wide
• Large study with consistent effects
• Radically revised pre-ART care (eliminated pre-ART visits 

and treatment supporter requirements)
• Proves rapid treatment is implementatable and 

sustainable
• All patients physically at the clinic at recruitment
• No data on starts who were LTFU
• Overall, more suppressed, same retained, same survival
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RAPID
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RAPID
• Designed for persons with 

acute or recent HIV; later 
expanded
• No changes at testing sites; 

all intervention at clinic
• Intervention:

• Taxi vouchers if needed
• Same-day clinician, support 

services, and lab 
appointment (3-4 hours)

• Rapid financial assistance to 
provide emergency drug 
assistance

• 5-day starter pack, if needed
• DOT of first dose
• RN telephone f/u 1-7 days Pilcher C, RAPID, JAIDS, 2017, 74:44-51
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Pilcher C, RAPID, JAIDS, 2017, 74:44-51
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RAPID

• NB:
• First study to make provisions for people diagnosed at different location, but 

don’t know how many refused referral
• No safety or resistance issues identified (90% INSTI-based ART)
• Small study, non-randomized, single center, limited follow-up
• No data on starts who were LTFU (10% of RAPID patients) or VS at 12 m 
• Overall, more suppressed and shorter time to suppression
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Evidence summary
• 3 large randomized studies in different contexts 

with fairly consistent results: more suppression, 
same or better retention in care, same or better 
survival
• Pre-ART care can be dramatically simplified
• Even easier if CD4 count not needed

• Long-term safety and outcomes are not known
• Concern about the strategy with NNRTI-based ART

• Promising but very limited data in high resource 
countries
• Emerging data for starting ART outside the HIV 

treatment clinic (Glass, abstract 201, Lesotho) T. P. Giordano



Control

Intervention

Dabis, ANRS 12249 TasP, AIDS 2016 
FRAC0105LB, Durban, SA

The impact of Universal Test 
and Treat on HIV incidence

in a rural South African 
population 

Dabis, ANRS 12249
AIDS 2016, Durban 
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Positive predictive value, 4th generation HIV test

Test characteristics Truth Total

Sensitivity: 99.94% Test Pos Neg

Specificity: 99.5% Pos 180 499 679 PPV: 180/679 = 36.5%

Undx HIV: 0.18% Neg 0 99321 99321 NPV:  99321/99321 = 100%

Total 180 99820 100000

Houston: 2.5M people, 25000 PLWH + 18% Undx = 4500 Undx (0.18% of 2.5M)

Assumptions Truth Total

Sensitivity: 99.94% Test Pos Neg

Specificity: 99.5% Pos 17989 410 18399 PPV: 17989/18399 = 97.8%

Undx HIV: 18% Neg 11 81590 81601 NPV:  81590/81601 = 100%

Total 18000 82000 100000
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Same-day ART initiation

(Universal) testing in 
treating clinic Same-day 

initiation of ART

(Universal) 
testing in 

home, 
community, 
non-treating 

clinic

Link!

Starter packs? 
Community treatment?

Screen 
test 

positive

Confirm 
HIV

Get to 
Treatment 

site

Financial 
eligibility 
for care

Pre-care 
(labs, 

counseling
etc.)

Clinician 
visit 

(prescribe 
ART)

ART 
dispensed
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Same-day ART initiation
• Should we go there?

• Start ART first HIV clinician visit: strong RCT data (START and 
TEMPRANO) and short-term data (RapIT, START-ART)

• Start ART first linkage to HIV clinic: strong short-term data in low-
resource settings

• Start ART at HIV diagnosis if outside HIV clinic (e.g., starter packs): 
emerging data

• No long-term data, no resistance data, no cost data 

• How do we get there?
• System redesign and removing barriers
• Capacity for drop-ins
• Financial eligibility if no universal health care
• Same day ART if no current funding for drugs
• Ensure access to long-term supply of ART
• When to start relative to screening vs confirmed diagnosis
• Protocols to change ART if laboratory results dictate

• Excellent area for implementation research
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Thank you!
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Early treatment is beneficial: START

INSIGHT START Study Group, N Engl J Med. 2015 Aug 27;373(9):795-807
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Early treatment is beneficial: TEMPRANO

TEMPRANO ANRS 12136 Study Group, N Engl J Med. 2015 Aug 27;373(9):808-22
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Positive predictive value, 4th generation HIV test

Test characteristics Truth Total

Sensitivity: 99.94% Test Pos Neg

Specificity: 99.5% Pos 180 499 679 PPV: 180/679 = 36.5%

Undx HIV: 0.18% Neg 0 99321 99321 NPV:  99321/99321 = 100%

Total 180 99820 100000

Houston: 2.5M people, 25000 PLWH + 18% Undx = 4500 Undx (0.18% of 2.5M)

Assumptions Truth Total

Sensitivity: 99.94% Test Pos Neg

Specificity: 99.5% Pos 1799 491 2290 PPV: 1799/2290 = 78.6%

Undx HIV: 1.8% Neg 1 97709 97710 NPV:  97709/97710 = 100%

Total 1800 98200 100000

Assumptions Truth Total

Sensitivity: 99.94% Test Pos Neg

Specificity: 99.5% Pos 17989 410 18399 PPV: 17989/18399 = 97.8%

Undx HIV: 18% Neg 11 81590 81601 NPV:  81590/81601 = 100%

Total 18000 82000 100000
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The challenges

• Randomized studies all started with participants who were already in the treating 
clinic (initiated linkage); RAPID in San Francisco provided transportation 
assistance for people outside the treating clinic
• Diagnoses outside the treating clinic (e.g., home-based testing in Test and Treat 

studies): not aware of data
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RAPID

Pilcher C, RAPID, JAIDS, 2017, 74:44-51
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Slide: Koenig S, WEAE0202, AIDS 2016, Durban, SA 
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The impact of Universal Test and Treat 
on HIV incidence

in a rural South African population 
François DABIS

for the ANRS 12249 TasP study team
21st IAC, FRAC0105LB, 

Durban, SA 2016



Trial procedures

40

Homestead 
identification 

(GPS)

Homestead procedures 
1. Household assets questionnaire
2. Individual questionnaire
3. DBS sample, rapid HIV testing
4. TasP card

Homestead visit 
every 6 months 
1. Head of household 

verbal consent 
2. Registration of 

individuals

Referral to 
TasP clinics

Repeat HIV 
test 6 mths 
later

HIV + HIV -
TasP clinic
- One per cluster (45 min walk max)
- HIV care and treatment
  according to arm
- Study questionnaires

Dabis, ANRS 12249 TasP, 21st IAC, 
FRAC0105LB, Durban, SA 2016



Trial process indicators

Intervention Control

Contact rate per survey round (range) 61% – 84% 66% – 90%

HIV ascertainment rate per survey round (range) 70% – 83% 77% – 88%

Entry into care among individuals not in care

Within 3 months 28% 29%

Within 6 months 36% 37%

Within 12 months 47% 47%

41
Dabis, ANRS 12249 TasP, 21st IAC, 
FRAC0105LB, Durban, SA 2016



ANRS 12249 TasP - Estimated cascade of care

42

UNAIDS target

TasP trial (1st January 2016)

Control

Intervention

Dabis, ANRS 12249 TasP, 21st IAC, 
FRAC0105LB, Durban, SA 2016



• PopART: 
• Universal 

home-based 
testing
• Linkage to care 

in community
• Universal ART 



• PopART: 
• Slow “linkage to 

care” but that needs 
to be unpacked



• TasP is limited by linkage to care
• Rapid treatment may promote linkage to care
• Protocols merging rapid treatment with universal testing and 

treatment may have potential to reach 90-90-90 targets
• Such protocols would have countless moving parts and complexity



Clinical Data

• Early treatment is beneficial : START, International: CD4 guided therapy trial, 
proves that clinically, better on ART than off no matter the CD4 cell count
• Study was huge and clinical difference small, so weeks or months should not 

make a clinical difference
• Clinical trial, even strategy trials, are not the same as routine care
• Test and treat: take START to routine care, i.e., treat everyone. Doesn’t 

necessarily work better: ANRS study in Kwa Zulu Natal. Promise of treatment 
alone is not enough. 
• Linkage to care was weak link: gap between testing and treatment (Rosen data)
• Same day ART: start treatment at first clinic visit: Koenig trial in Haiti
• Rapid treatment: accelerate time to first clinic visit: San Francisco



RAPID

Pilcher C, RAPID, JAIDS, 2017, 74:44-51
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