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List of excluded full text studies with main 
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Wrong population 

Criteria Inclusion Exclusion 
Study population • At least 50% of study sample were comprised of PWID or

people on OST (age 14 and older, any sex)
• PWID with co-infections HCV, HBV, HIV, TB

Wrong study population 
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Wrong study population 
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898-904.
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108000. 
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Behavior. 2018;22(10): 3357-62. 
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Wrong/no intervention 
Criteria Inclusion Exclusion 
Intervention • Any intervention aimed at enhancing linkage to 

care targeting PWID/people on OST in any 
setting 

• Any intervention aimed at enhancing 
adherence to treatment targeting PWID/people 
on OST in any setting 

• Public health interventions targeting 
health care providers as opposed to 
individuals 

• Interventions targeting testing  
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Blashill AJ, Gordon JR, Safren SA. Depression longitudinally mediates the association of appearance concerns to 
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in methadone maintenance: associated factors, vaccination outcomes, and interventions. Journal of addictive 
diseases. 2014;33(4): 322-31. 
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Traeger MW, Pedrana AE, van Santen DK, Doyle JS, Howell J, Thompson AJ, et al. The impact of universal 
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2019;31(9): 1140-4. 

Weiser J, Beer L, Frazier EL, Patel R, Dempsey A, Hauck H, et al. Service Delivery and Patient Outcomes in Ryan 
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intervention or receiving usual or routine care 
as defined by study authors 
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group receiving intervention/not receiving 
usual or routine care 

Agarwal A, Dang S, Aduli F, Golden W. Impact of case management of chronic hepatitis C (HCV) treatment in a 
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Akiyama MJ, Columbus D, Macdonald R, Jordan AO, Schwartz J, Litwin AH, et al. Implementation and evaluation 
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https://clinicaltrialsgov/ct2/show/study/NCT04036760
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2020;40(5): 1021-31. 
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Stitzer M, Matheson T, Cunningham C, Sorensen JL, Feaster DJ, Gooden L, et al. Enhancing patient navigation to 
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secondary post hoc analysis of the Project HOPE study. Addiction science & clinical practice. 2017;12(1): 16. 
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contingent financial incentives for substance use abatement in persons with HIV and substance use. Psychology 
of Addictive Behaviors. 2020;34(1): 23-30. 
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List of ongoing, withdrawn, and completed studies 
Information with status and main characteristics of the 57 ongoing, withdrawn, and completed studies identified in study registries, research programs or from handsearching 
are provided in the Tables below. For hepatitis C, 21 new or ongoing studies were identified, one focusing on both hepatitis C and B. In addition, 35 HIV studies in progress 
could have been found (mainly conducted in the United States and Canada). Furthermore, one ongoing tuberculosis study was identified.  

HCV/HVB – ongoing, withdrawn, and completed studies 
Title Study Document 

type, register ID 
Location Study type No of participants Interventio

n(s) 
Status 
/estimated 
study 
completion 
date* 

Note/Associated 
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Accessible care 
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people who inject illicit 
drugs in hepatitis C virus 
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trial  
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care in a 
syringe 
service 
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Integrated treatment of 
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randomised controlled trial 
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NO RCT 240 Diagnostic 
and 
treatment 
follow-up for 
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A Mobile Health 
Intervention to Improve 
Hepatitis C Outcomes 
Among People with Opioid 
Use Disorder 
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assisted 
treatment 
with mHealth 
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Publication new; (primary 
outcome testing, secondary 
viral load) 
https://www.ncbi.nlm.nih.go
v/pmc/articles/PMC6694728 
https://pubmed.ncbi.nlm.nih.
gov/33616545 

The HALT Hepatitis 
study**  

study register, 
ISRCTN 2470735 

UK RCT 364 Mobile 
screening of 
HCV or HBV, 
peer support 

published/April 
2019 

Exclusion: ≤ 50 % PWID 
https://www.ucl.ac.uk/global
-health/research/a-z/halt-
hepatitis 
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6810993
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6810993
https://clinicaltrials.gov/ct2/show/NCT03155906
https://clinicaltrials.gov/ct2/show/NCT03155906
https://pubmed.ncbi.nlm.nih.gov/31703669
https://pubmed.ncbi.nlm.nih.gov/31703669
https://clinicaltrials.gov/ct2/show/NCT02712034
https://clinicaltrials.gov/ct2/show/NCT02712034
https://www.isrctn.com/ISRCTN24707359
https://www.isrctn.com/ISRCTN24707359
https://www.ucl.ac.uk/global-health/research/a-z/halt-hepatitis
https://www.ucl.ac.uk/global-health/research/a-z/halt-hepatitis
https://www.ucl.ac.uk/global-health/research/a-z/halt-hepatitis
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Title Study Document 
type, register ID 

Location Study type No of participants Interventio
n(s) 

Status 
/estimated 
study 
completion 
date* 

Note/Associated 
publications 

and 
accompanied 
referrals 

https://www.ncbi.nlm.nih.go
v/pmc/articles/PMC6442435/
pdf/12916_2019_Article_130
0.pdf

Patient-Centered Models of 
HCV Care for People Who 
Inject Drugs (HERO)  

study register, 
NCT02824640 

US RCT 754 Directly 
observed 
therapy, 
patient 
navigators 

ongoing/ 20 
March 2020 (last 
update 23 March 
2021 

Due to PCORI research 
program study completion 
date is February, 2023 

Opportunistic Hepatitis C 
Virus Treatment 
(Opportuni-C)  

study register, 
NCT04220645 

NO RCT 200 Hospitalised 
patients with 
HCV are 
opportunistic
ally and 
immediately 
treated when 
hospitalized 
for acute 
care in 
psychiatric, 
addiction 
treatment or 
somatic 
wards 

ongoing/30 
September 2020 
(final data 
collection date) 

- 

The DETECT HCV Linkage 
to Care Trial  

study register, 
NCT04026867 

US RCT 432 Clinical 
referral 
versus 
clinical 
referral and 
linkage 
navigator 

ongoing/October 
2021 

- 

Telemedicine for Linkage 
to Care People Who 
Injected Drugs With 
Hepatitis C  

study register, 
NCT04035980 

ES RCT 166 Telemedicine 
based 
programme 

ongoing/31 
December 2020 
(final data 
collection date) 

-

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6442435/pdf/12916_2019_Article_1300.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6442435/pdf/12916_2019_Article_1300.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6442435/pdf/12916_2019_Article_1300.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6442435/pdf/12916_2019_Article_1300.pdf
https://clinicaltrials.gov/ct2/show/NCT02824640
https://clinicaltrials.gov/ct2/show/NCT02824640
https://www.pcori.org/research-results/2015/patient-centered-hepatitis-c-virus-care-people-who-inject-drugs-hero-study
https://www.pcori.org/research-results/2015/patient-centered-hepatitis-c-virus-care-people-who-inject-drugs-hero-study
https://clinicaltrials.gov/ct2/show/record/NCT04220645
https://clinicaltrials.gov/ct2/show/record/NCT04220645
https://clinicaltrials.gov/ct2/show/NCT04026867
https://clinicaltrials.gov/ct2/show/NCT04026867
https://clinicaltrials.gov/ct2/show/NCT04035980
https://clinicaltrials.gov/ct2/show/NCT04035980
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Title  Study Document 
type, register ID 

Location Study type No of participants Interventio
n(s) 

Status 
/estimated 
study 
completion 
date* 

Note/Associated 
publications 

Registry-based HCV Care 
Cascade Navigation at 
Atlanta's Grady Memorial 
Hospital  

study register, 
NCT03441542 

US RCT 80 Data-
assisted 
Case 
Navigation 
for PWID or 
people on 
OST 

unclear/1 
August 2019 
(final data 
collection date 
for primary 
outcome 
measure) 

- 

Reaching mEthadone 
Users Attending 
Community pHarmacies 
With HCV (REACH study)  

study register, 
ct2/show/NCT03935
906 

Scotland, 
Wales, AU 

RCT (cluster) 140 Education-
only HCV 
referral and 
treatment 
pathway 
versus a 
nurse-led 
point-of-care 
device 
testing and 
treatment 
pathway 
among OST 
patients in 
community 
pharmacies 

ongoing/October 
2022 

- 

Intensive Models of HCV 
Care for Injection Drug 
Users  

study register, 
CT01857245 

US RCT 150 Directly 
observed 
therapy; 
group 
treatment  

published/May 
2019  

Study Akiyama et al. 2019 
included in the review 
https://pubmed.ncbi.nlm.nih.
gov/30959528 

Enhancing Hepatitis C 
Testing and Treatment 
Among People Who Inject 
Drugs Attending Needle 
and Syringe Programs 
(TEMPO)  

study register, 
NCT04014179 

AU/NZ RCT  4 000  Compare two 
methods of 
testing to 
enhance 
HCV 
treatment 
uptake with 
peer support 

ongoing/Decem
ber 2024 

- 

https://clinicaltrials.gov/ct2/show/NCT03441542
https://clinicaltrials.gov/ct2/show/NCT03441542
https://clinicaltrials.gov/ct2/show/NCT03935906
https://clinicaltrials.gov/ct2/show/NCT03935906
https://clinicaltrials.gov/ct2/show/NCT03935906
https://clinicaltrials.gov/ct2/show/NCT01857245
https://clinicaltrials.gov/ct2/show/NCT01857245
https://clinicaltrials.gov/ct2/show/NCT04014179
https://clinicaltrials.gov/ct2/show/NCT04014179
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Title  Study Document 
type, register ID 

Location Study type No of participants Interventio
n(s) 

Status 
/estimated 
study 
completion 
date* 

Note/Associated 
publications 

Comparison of OraQuick 
HCV Rapid Antibody Test 
and Standard Serologic 
Screening for Hepatitis C: 
validity, Acceptability and 
Impact on Linkage to Care  

study register, 
NCT02084719 

CA RCT 67 Primary aim: 
is evaluating 
rapid testing 
and if they 
can increase 
LtC 

unclear/study 
completion date 
April 2016; no 
results published 

Status of publication and if 
PWID included unclear 

Accessible HCV Care 
Intervention for People 
Who Inject Illicit Drugs 
(PWID)  

study register, 
NCT03214679 

US RCT 300 Accessible 
Care: co-
locating a 
hepatitis 
treatment 
provider 
together 
with a 
Hepatitis C 
Care 
Coordinator 
on-site at a 
needle 
exchange 
program  

ongoing/30 July 
2022 

- 

A Trial to Assess the Effect 
of an Intervention 
Integrating Contingency 
Management (Financial 
Incentives) to Enhance 
Hepatitis C Treatment 
Uptake Following Dried 
Blood Spot Hepatitis C RNA 
Testing Among People 
With Recent Injecting Drug 
Use Attending Needle and 
Syringe Programs  

study register, 
NCT04428346 

AU RCT 400 Financial 
incentives 
following 
dried blood 
spot 
hepatitis C 
testing  

ongoing/Decem
ber 2022 

- 

Treatment as Prevention 
for Hepatitis C in Iceland 
(TraP Hep C)  

study register, 
NCT02647879 

IS NRS 1000 Nationwide 
effort - all 
patients with 

ongoing/May 
2031 

PWID mentioned 

https://clinicaltrials.gov/ct2/show/NCT02084719
https://clinicaltrials.gov/ct2/show/NCT02084719
https://clinicaltrials.gov/ct2/show/NCT03214679
https://clinicaltrials.gov/ct2/show/NCT03214679
https://clinicaltrials.gov/ct2/show/NCT04428346
https://clinicaltrials.gov/ct2/show/NCT04428346
https://clinicaltrials.gov/ct2/show/NCT02647879
https://clinicaltrials.gov/ct2/show/NCT02647879
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Title  Study Document 
type, register ID 

Location Study type No of participants Interventio
n(s) 

Status 
/estimated 
study 
completion 
date* 

Note/Associated 
publications 

HCV 
infection will 
be offered 
treatment 
using direct 
acting 
antiviral 
agents 

Hepatitis C Treatment in 
PWIDs: MAT or Syringe 
Exchange Assisted-therapy 
vs Standard of Care  

study register, 
NCT03093415 

- NRS  100  Treatment in 
community 
health clinic 
versus 
academic 
hepatology 
clinic versus 
needle 
exchange 
program 

only results 
published 
November 2020 

No details on method, 
exclusion 

Nurse Case Management 
to Improve Hepatitis C 
Care in HIV Co-infection 
(Care2Cure)  

study register, 
NCT02707991 

US RCT  68  Nurse case 
management 

results published 
May 2019 

Study Starbird et al. included 
in the review 
https://pubmed.ncbi.nlm.nih.
gov/31750598  

The Prime Study - 
Comparing Hepatitis C 
Care and Treatment in a 
Primary Health Care 
Service With a Tertiary 
Hospital  

study register, 
NCT02555475 

AU RCT 140 Primary care 
versus 
tertiary 
hospital 

published/April 
2020  

Study Wade et al. included in 
the review  
https://pubmed.ncbi.nlm.nih.
gov/31233117  

https://clinicaltrials.gov/ct2/show/NCT03093415
https://clinicaltrials.gov/ct2/show/NCT03093415
https://clinicaltrials.gov/ct2/show/NCT02707991
https://clinicaltrials.gov/ct2/show/NCT02707991
https://pubmed.ncbi.nlm.nih.gov/31750598
https://pubmed.ncbi.nlm.nih.gov/31750598
https://clinicaltrials.gov/ct2/show/NCT02555475
https://clinicaltrials.gov/ct2/show/NCT02555475
https://pubmed.ncbi.nlm.nih.gov/31233117
https://pubmed.ncbi.nlm.nih.gov/31233117
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Title  Study Document 
type, register ID 

Location Study type No of participants Interventio
n(s) 

Status 
/estimated 
study 
completion 
date* 

Note/Associated 
publications 

Rationale and design of a 
randomised pragmatic trial 
of patient-centered models 
of hepatitis C treatment for 
people who inject drugs: 
The HERO study 
 

Contemp Clin Trials, 
study protocol 

multisite RCT 754 Patient 
navigation or 
directly 
observed 
therapy 

unclear/study 
protocol 
published 2019 

PWID included 

CHAMPS Study: chronic 
Hepatitis C Management to 
ImProve OutcomeS 

study register, 
NCT02402218 

US RCT 144 Peer-
mentors, 
cash 
incentives 

published/April 
2019 

Study Ward et al. included in 
the review 
https://pubmed.ncbi.nlm.nih.
gov/31049365  

AU: Australia; CA: Canada; ES: Spain; IS: Iceland; NO: Norway; NZ: New Zealand; US: United States 
HCV: Hepatitis C virus; HBV: Hepatitis B virus; NA: not available; NRS: non randomised study; PWID: People Who Inject Drugs; RCT: randomised controlled trial 
Update of status done on 14 April 2021. 
* Status: Search for ongoing studies, withdrawn, and completed studies identified in study registries was conducted in August 2020, an update of the status of ongoing/planned studies was 
conducted on 12/13 April 2021. ‘Estimated" study completion date’ = study completion date predicted by the researchers. The classification ‘unclear’ is based on the following: (1) the study 
is marked as ongoing according to the register entry, but the planned end of the study was already in the past at the time of the update of the status (13 April 2021); (2) there is no information 
given about the end of the study, study may be continued and published; (3) only preliminary results are published to the register entry and may be continued; or (3) the status of the study is 
marked as “unknown” in the register. 
** Study assessed LtC and AtT for HCV and HBV 

  

https://pubmed.ncbi.nlm.nih.gov/31669450/
https://pubmed.ncbi.nlm.nih.gov/31669450/
https://clinicaltrials.gov/show/NCT02402218
https://clinicaltrials.gov/show/NCT02402218
https://pubmed.ncbi.nlm.nih.gov/31049365
https://pubmed.ncbi.nlm.nih.gov/31049365
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HIV/HCV – ongoing, withdrawn, and completed studies 
Title  Study 

Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

The Stepped Care 
Intervention to Suppress 
Viral Load in Youth Living 
With HIV 

study register, 
NCT03109431 

US RCT 220 Automated 
messaging and 
monitoring 
Intervention, 
peer support, 
coaching 

ongoing/31 May 2022 PWID not 
mentioned 

Mobile technology 
intervention to improve 
care coordination 
between HIV and 
substance use treatment 
providers  

study register, 
NCT02906215 

US NRS 78 Care 
coordination 
intervention for 
providers 

unclear/30 August 2020 Targeting 
providers 
serving 
people who 
use drugs 

Personalized Text 
Messages to Improve 
Antiretroviral Treatment 
(ART) Adherence in HIV+ 
Methamphetamine Users  
(iTAB)  

study register, 
NCT01317277 

US RCT 75 Individualised 
texting 
for adherence  

unclear/June 2014 only 
preliminary 
results 
published in 
2013)  
https://pubm
ed.ncbi.nlm.ni
h.gov/240788
68 

Youth to Text or 
Telehealth for 
Engagement in HIV Care  

study register, 
NCT03681145 

US (Pilot) 
RCT 

50 Telehealth 
counselling 

published/January 2021  New 
publication: 
Exclusion 
<50% PWID; 
<1 year 
duration  
https://pubm
ed.ncbi.nlm.ni
h.gov/335756
83 

Youth Engagement 
Study: Intervention to 
Increase HIV Treatment 

study register, 
NCT03665532 

US RCT 400 Interventions to 
identify HIV 
positive people, 

ongoing/30 June 2021 PWID not 
mentioned 

https://clinicaltrials.gov/ct2/show/NCT03109431
https://clinicaltrials.gov/ct2/show/NCT03109431
https://clinicaltrials.gov/ct2/show/record/NCT02906215
https://clinicaltrials.gov/ct2/show/record/NCT02906215
https://www.clinicaltrials.gov/ct2/show/results/NCT01317277?view=results
https://www.clinicaltrials.gov/ct2/show/results/NCT01317277?view=results
https://clinicaltrials.gov/ct2/show/NCT03681145
https://clinicaltrials.gov/ct2/show/NCT03681145
https://clinicaltrials.gov/ct2/show/record/NCT03665532?view=record
https://clinicaltrials.gov/ct2/show/record/NCT03665532?view=record
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

Engagement and 
Adherence for Young 
People Living With HIV  

mHealth 
interventions, 
counselling 

WelTelOAKTREE: Text 
Messaging to Support 
Patients With HIV/AIDS 
in British Columbia  

study register, 
NCT02603536 

CAN NRS 85 Text-message 
intervention for 
HIV adherence  

published/1 June 2017  Exclusion 
<50% PWID 
https://pubm
ed.ncbi.nlm.ni
h.gov/285720
79 

Using Community Based 
Participatory Research 
(CBPR) to Engage 
Hazardous Drinking 
Women in the HIV 
Prevention and Care 
Continuum  

study register, 
NCT04090723 

US RCT 60 Computer-
delivered 
interventions for 
drinking 
reduction, 
improving HIV 
prevention and 
care continuum 

ongoing/August 2022 PWID not 
mentioned 

Use of Incentives to 
Retain Drug Users in HIV 
Therapy 

study register, 
NCT01488942 

CAN RCT 139 Incentives for 
drug users to 
retain HIV 
therapy 

unclear/31 March 2018  No 
publication 
identified 

Timely Initiation of HIV 
Antiretroviral Therapy 
Among Those Who 
Delay/Decline  

study register, 
NCT02086630 

US RCT 95 Video-
components, 
patient 
navigation, 
support groups 
and Support 
partner  

unclear/April 2015  No 
publication 
identified, 
PWID not 
mentioned 

Technology-Enhanced 
Peer Navigation to 
Improve IDUs' 
Engagement in HIV Care  

study register, 
NCT01941108 

US (Pilot) 
RCT 

39 Peer health 
navigation 
supported by a 
smartphone 
application 

published/April 2017  Exclusion: < 
50% PWID; 
<1 year 
duration 
https://pubm
ed.ncbi.nlm.ni
h.gov/284419
62  

https://clinicaltrials.gov/ct2/show/NCT02603536
https://clinicaltrials.gov/ct2/show/NCT02603536
https://clinicaltrials.gov/ct2/show/NCT04090723
https://clinicaltrials.gov/ct2/show/NCT04090723
https://clinicaltrials.gov/ct2/show/study/NCT01488942
https://clinicaltrials.gov/ct2/show/study/NCT01488942
https://clinicaltrials.gov/ct2/show/NCT02086630
https://clinicaltrials.gov/ct2/show/NCT02086630
https://clinicaltrials.gov/ct2/show/NCT01941108
https://clinicaltrials.gov/ct2/show/NCT01941108
https://pubmed.ncbi.nlm.nih.gov/28441962/
https://pubmed.ncbi.nlm.nih.gov/28441962
https://pubmed.ncbi.nlm.nih.gov/28441962
https://pubmed.ncbi.nlm.nih.gov/28441962
https://pubmed.ncbi.nlm.nih.gov/28441962
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

Suppression of HIV 1 
RNA in People Living With 
HIV  

study register, 
NCT02363387 

US RCT 102 Incentives to 
promote long 
term suppression 
of HIV 

ongoing/March 2021 - 

Substance Treatment and 
HIV Testing and Referral 
System  

study register, 
NCT01488630 

US Pre-post 60 Computer 
assisted 
screening and 
referral system  

unclear/March 2013 (final 
data collection date); last 
update posted July 2018 

No 
publication 
identified 

Using Patient Reported 
Outcomes and Care 
Managers to Improve HIV 
Medication Adherence in 
Routine Clinical Care  

study register, 
NCT01505660 

US RCT 270 Care 
management 

unclear/June 2015 (final 
data collection date)  

No 
publication 
identified 

Project RETAIN: 
providing Integrated Care 
for HIV-Infected Crack 
Cocaine Users  

study register, 
NCT01614106 

US RCT 360 Integrated HIV 
primary care 
(substance 
abuse treatment, 
mental health 
services, patient 
navigation) 

ongoing/December 2021 PWID not 
mentioned 

Positive Health Check 
Evaluation Trial  

study register, 
NCT03292913 

US RCT 799 Interactive 
videos with HIV 
positive patients 
on improving 
clinical outcomes 
and retention in 
care 

unclear/31 October 2020 
(final data collection date) 

No 
publication 
identified, 
PWID not 
mentioned 

Pos4Health for 
Nonadherent HIV+ 
Substance Users  

study register, 
NCT02837250 

US (Pilot) 
RCT 

51 Peer role model 
videos, 
interactions to 
promote coping 
and managing 
risk factors for 
nonadherence to 
ART, improve 
nonadherence 

unclear/1 May 2018  No 
publication 
identified 

https://clinicaltrials.gov/ct2/show/record/NCT02363387
https://clinicaltrials.gov/ct2/show/record/NCT02363387
https://clinicaltrials.gov/ct2/show/NCT01488630
https://clinicaltrials.gov/ct2/show/NCT01488630
https://clinicaltrials.gov/ct2/show/NCT01505660
https://clinicaltrials.gov/ct2/show/NCT01505660
https://clinicaltrials.gov/ct2/show/NCT01614106
https://clinicaltrials.gov/ct2/show/NCT01614106
https://clinicaltrials.gov/ct2/show/NCT03292913
https://clinicaltrials.gov/ct2/show/NCT03292913
https://clinicaltrials.gov/ct2/show/NCT02837250
https://clinicaltrials.gov/ct2/show/NCT02837250
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

Minority AIDS Initiative 
Retention and Re-
Engagement Project  

study register, 
NCT01616940 

US RCT 348 Peer intervention 
and patient 
navigation 

publication August 2018  Exclusion: no 
PWID  
https://pubm
ed.ncbi.nlm.ni
h.gov/293069
90 

Intervention to Retain 
HIV-positive Patients in 
Medical Care  

study register, 
NCT01537367 

US RCT  Personal contact 
with patients 
coupled with 
basic HIV 
education 

results first posted/last 
updated 
August/September, 2013 

Exclusion: no 
PWID 

Integrated HIV 
Prevention and HCV Care 
for PWID**  

study register, 
NCT03981445 

US RCT 500 Adherence 
counselling, 
patient 
navigation 

ongoing/July 2022   - 

Improving Engagement in 
HIV Care for High-risk 
Women  

study register, 
NCT03081559 

US RCT 278 Peer-based 
counselling for 
adherence, 
engagement in 
care 

ongoing/30 October 2020 
(final data collection date) 

No 
publication 
identified, 
PWID not 
mentioned 

HIV + Substance Users 
Released From Jail  

study register, 
NCT03834779 

US (Pilot) 
RCT 

31 Assistance in 
navigating social 
and medical 
services 

ongoing/30 September 
2021 

- 

Expanded HIV Care in 
Opioid Substitution 
Treatment (EHOST) Trial  

study register, 
NCT02440256 

CA RCT 49 Integrated care 
in OST  
 to increase 
testing, 
treatment 
initiation and 
adherence 

unclear/March 2017 study 
completion data, no 
results published 

No 
publication 
identified 

Effectiveness of Peer 
Navigation to Link 
Released HIV+ Jail 
Inmates to HIV Care  

study register, 
NCT01406626 

US RCT 356 Peer navigation published/publication April 
2018  
 

Exclusion: no 
PWID 
https://pubm
ed.ncbi.nlm.ni

https://clinicaltrials.gov/ct2/show/record/NCT01616940
https://clinicaltrials.gov/ct2/show/record/NCT01616940
https://clinicaltrials.gov/ct2/show/results/NCT01537367
https://clinicaltrials.gov/ct2/show/results/NCT01537367
https://clinicaltrials.gov/ct2/show/NCT03981445
https://clinicaltrials.gov/ct2/show/NCT03981445
https://clinicaltrials.gov/ct2/show/NCT03081559
https://clinicaltrials.gov/ct2/show/NCT03081559
https://clinicaltrials.gov/ct2/show/NCT02440256
https://clinicaltrials.gov/ct2/show/NCT02440256
https://clinicaltrials.gov/ct2/show/NCT01406626
https://clinicaltrials.gov/ct2/show/NCT01406626
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5885257/#!po=35.7143
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5885257/#!po=35.7143
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

h.gov/295320
59 

Care4Today v2.0 
Application for Improving 
Adherence to HIV 
Medications  

study register, 
NCT02001064 

US (Pilot) 
RCT 

65 Smart phone 
application titled 
"Care4Today 
v2.0" for 
medication 
adherence to 
ART over a 4-
week period  

unclear/only October 2016 
only Poster presentation 

Exclusion: 
poster 
presentation 
and study 
duration < 1 
year 

Building on Needle 
Exchange to Optimize 
Prevention & Treatment  

study register, 
NCT03567174 

US RCT 720 Integrated care 
van linked to 
mobile syringe 
service program  

ongoing/July 2022  - 

Adherence Intervention 
for HIV-infected Drug 
Users  

study register, 
NCT02907697 

US RCT 132 Focus groups, 
manual 
development, 
therapist 
training, 
interviews, 
health education 

ongoing/December 30 
2020 

no results 
posted, 
13.4.2021 

A Technology-Delivered 
Peer-to-Peer Support ART 
Adherence Intervention 
for Substance-using HIV+ 
Adults  

study register, 
NCT02704208 

US RCT 400 Mobile enhanced 
website 
adherence; 
technology-
delivered peer-
to-peer social 
support 
intervention with 
social networking 
and gaming 
components 

ongoing/31 May 2021 PWID not 
mentioned 

A Peer-based Mobile-
health Intervention to 
Increase Access & 
Adherence to Hepatitis C 

study register, 
NCT02772328 

US RCT 300 Trained peer 
mentors 

unclear/August 2020 (final 
data collection) 

No 
publication 
identified, 

https://clinicaltrials.gov/ct2/show/NCT02001064
https://clinicaltrials.gov/ct2/show/NCT02001064
https://www.researchgate.net/publication/335313774_Pilot_Randomized_Controlled_Trial_of_Care4TodayR_Mobile_Health_Manager_for_Improving_Antiretroviral_Adherence_among_Persons_Living_with_HIV
https://www.researchgate.net/publication/335313774_Pilot_Randomized_Controlled_Trial_of_Care4TodayR_Mobile_Health_Manager_for_Improving_Antiretroviral_Adherence_among_Persons_Living_with_HIV
https://clinicaltrials.gov/ct2/show/NCT03567174
https://clinicaltrials.gov/ct2/show/NCT03567174
https://clinicaltrials.gov/ct2/show/record/NCT02907697
https://clinicaltrials.gov/ct2/show/record/NCT02907697
https://clinicaltrials.gov/ct2/show/NCT02704208
https://clinicaltrials.gov/ct2/show/NCT02704208
https://clinicaltrials.gov/ct2/show/NCT02772328
https://clinicaltrials.gov/ct2/show/NCT02772328
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

Treatment & HIV Viral 
Suppression**  

PWID not 
mentioned 

Text Messaging to 
Improve Linkage, 
Retention, and Health 
Outcomes Among HIV-
Positive Young 
Transgender Women: 
Protocol for a 
Randomised Controlled 
Trial (Text Me, Girl!)  

protocol, DERR1-
10.2196/12837 

US RCT 130 Impact of a 90-
day, 
transgender-
specific, text-
messaging 
intervention  

unclear/protocol published 
31 August 2019  

No final 
publication 
identified; 
exclusion: 
study 
duration < 1 
year, unclear 
if PWID 
included 

Strategies to Treat and 
Prevent HIV in the United 
States for Adolescents 
and Young Adults: 
Protocol for a Mixed-
Methods Study  

protocol, DERR1-
10.2196/10759 

US NRS/RCT 220 Text messages, 
weekly 
monitoring 
survey; peer 
support; 
coaching 

ongoing/May 2021 PWID not 
mentioned 

Computerized Substance 
Use and Depression 
Screening and Behavioral 
Treatment in HIV Primary 
Care (PACE)  

study register, 
Nct03217058 

US NRS 5 000  Self-
administered 
tablet-based 
substance use 
disorders (SUD), 
depression 
screening at 
clinic visits, 
followed by SUD, 
anxiety, and 
depression by a 
behavioral health 
specialist. 

ongoing/1 February 2021 Secondary 
outcome viral 
load 

Text-Messaging, Online 
Peer Support Group, and 
Coaching Strategies to 
Optimize the HIV 
Prevention Continuum for 
Youth: Protocol for a 

study register, 
NCT03134833 

US RCT 1 478  Automated 
messaging and 
monitoring 
intervention, 
peer support, 
coaching 

ongoing/31 May 2022 PWID not 
mentioned 

https://www.researchprotocols.org/2019/7/e12837?utm_source=TrendMD&utm_medium=cpc&utm_campaign=JMIR_TrendMD_0
https://www.researchprotocols.org/2019/7/e12837?utm_source=TrendMD&utm_medium=cpc&utm_campaign=JMIR_TrendMD_0
https://www.researchprotocols.org/2019/7/e12837/PDF
https://www.researchprotocols.org/2019/7/e12837/PDF
https://www.researchprotocols.org/2019/1/e10759/
https://www.researchprotocols.org/2019/1/e10759/
https://clinicaltrials.gov/ct2/show/NCT03217058?cond=Nct03217058&draw=1&rank=1
https://clinicaltrials.gov/ct2/show/NCT03217058?cond=Nct03217058&draw=1&rank=1
https://clinicaltrials.gov/ct2/show/NCT03134833
https://clinicaltrials.gov/ct2/show/NCT03134833
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Title  Study 
Document 
type, register 
ID 

Locatio
n 

Study 
type 

No of 
participants 

Intervention(s
) 

Status /estimated 
study completion 
date * 

Note/Associ
ated 
publications 

Randomised Controlled 
Trial  
 
Motivational Assessment 
Program to Initiate 
Treatment (MAPIT)  
 

study register, 
NCT01891656 

US RCT 360 Motivational 
computer 
intervention 
(MAPIT); in-
person 
motivational 
interviewing 

published/September 2017  
 

Exclusion:  < 
1-year study 
duration, < 
50 % PWID 
https://pubm
ed.ncbi.nlm.ni
h.gov/287557
74  
 

Substance Abuse 
Treatment to HIV Care 
(SAT2HIV): The 
Motivational 
Interviewing-based Brief 
Intervention Experiment 

study register, 
NCT02495402 

US RCT 827 Motivational 
interviewing-
based 
intervention for 
substance use  

unclear 
 

No 
publication 
identified 

LinkPositively: a 
Technology-Delivered 
Peer Navigation and 
Social Networking 
Intervention to Improve 
HIV Care  

study register, 
NCT04199052 

US (Pilot) 
RCT 

82 Virtual Peer 
Navigation Social 
Networking 
platform, 
educational, self-
monitoring, 
reminders 

ongoing/November 2022  

CA: Canada; US: United States 
HCV: Hepatitis C virus; HIV: Human Immunodeficiency Virus; NRS: non-randomised study; PWID: People Who Inject Drugs; RCT: randomised controlled trial 
Update of status done on 14 April 2021. 
* Status: Search for ongoing studies, withdrawn, and completed studies identified in study registries was conducted in August 2020, an update of the status of ongoing/planned studies was 
conducted on 12/13 April 2021. ‘Estimated" study completion date’ = study completion date predicted by the researchers. The classification ‘unclear’ is based on the following: (1) the study 
is marked as ongoing according to the register entry, but the planned end of the study was already in the past at the time of the update of the status (13 April 2021); (2) there is no information 
given about the end of the study, study may be continued and published; (3) only preliminary results are published to the register entry and may be continued; or (3) the status of the study is 
marked as “unknown” in the register. 
** Study assessed LtC/AtT for HIV and HCV. 

  

https://clinicaltrials.gov/ct2/show/record/NCT01891656?view=record
https://clinicaltrials.gov/ct2/show/record/NCT01891656?view=record
https://pubmed.ncbi.nlm.nih.gov/28755774/
https://pubmed.ncbi.nlm.nih.gov/28755774
https://pubmed.ncbi.nlm.nih.gov/28755774
https://pubmed.ncbi.nlm.nih.gov/28755774
https://pubmed.ncbi.nlm.nih.gov/28755774
https://clinicaltrials.gov/ct2/show/NCT02495402
https://clinicaltrials.gov/ct2/show/NCT02495402
https://clinicaltrials.gov/show/NCT04199052
https://clinicaltrials.gov/show/NCT04199052
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TB – ongoing, withdrawn, and completed TB studies 
Title Study Document 

type, register ID 
Loca
tion 

Study 
type 

No of 
participa
nts 

Intervention(s) Status /estimated study 
completion date* 

An Evaluation of Traditional Directly Observed 
Therapy (DOT) and Electronic DOT for 
Tuberculosis Treatment  

study register, 
NCT03266003 

US RCT 304 directly observed therapy 
(DOT) and electronic forms 
of DOT 

ongoing/31 December 2020 
(no results posted, 13 April 
2021) 

TB: tuberculosis; RCT: randomised control trial; US: United States 
Update of status done on 14 April 2021.  
* Status: Search for ongoing studies, withdrawn, and completed studies identified in study registries was conducted in August 2020, an update of the status of ongoing/planned studies was 
conducted on 12/13 April 2021. ‘“Estimated” study completion date’ = study completion date predicted by the researchers. The classification ‘unclear’ is based on the following: (1) the study 
is marked as ongoing according to the register entry, but the planned end of the study was already in the past at the time of the update of the status (13 April 2021); (2) there is no information 
given about the end of the study, study may be continued and published; (3) only preliminary results are published to the register entry and may be continued; or (3) the status of the study is 
marked as ‘unknown’ in the registe 

https://clinicaltrials.gov/ct2/show/NCT03266003
https://clinicaltrials.gov/ct2/show/NCT03266003
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