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Mentorship 



1980s 
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Now 
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TB rates in New York City began to rise in 1978 and did not fall until 1993.  

 

 

•  1978-1992: TB rates in NYC rose every year (after a century of 

decline), leading to 52,000 excess cases  

o  DOH cut TB control program, closing district health centers, 

chest clinics, and city TB hospital   

o  Reduced Medicaid and public housing led to homelessness; 

shelters and jails were settings for TB transmission 

•  1988: 89% of discharges from Harlem Hospital (district with 

city’s highest TB rate) lost to f/u or did not complete TB treatment 

• HIV/AIDS epidemic coincided with TB resurgence 

Freudenberg, 2006 



Discriminatory public 
policies and the NYC TB 
epidemic 1975–1993  
 
Microbes and Infection 
DN Wallace, 2001  

TB dynamics in NYC 1970 - 1990 



Chaulk, 1995 

Change in TB rates in US cities: 1981-1992 



Rise of TB cases and rates in New York City: 1982 - 2011.  
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•   BRONX 
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1996 



Mortality declines as protease inhibitor therapy 
use increases, 1994-1997 (CD4 < 100) 

Palella FJ Jr et al. N Engl J Med 1998;338:853-860. 



Adherence 
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Electronic Monitoring (MEMs) 



MEMs DATA 



How do MEMs and self-reported ART 
adherence compare?  

 

Arnsten et al, CID. 2001;33:1417-1423 

N = 67 % undetectable viral load 



Higher adherence in substance 

users without recent use 

Arnsten et al, JGIM, May 2002 

 







Support for Treatment Adherence Research through 

Directly Observed Therapy 



Specific Aims 

 
To determine in a randomized trial if DOT 

HAART, provided on-site at a methadone 
clinic for 24 weeks, is more efficacious than 
self-administered HAART for: 

  -increasing adherence 

  -reducing HIV viral load 

 

To assess durability of HAART DOT 3, 6, and 
12 months after DOT discontinuation by 
comparing outcomes between DOT and 
self-administered treatment arms  

   

 

   



Study arms for 24-week intervention 

 

• TAU (Treatment as usual) 

– Adherence support from medical providers 
and adherence counselors 

– Self-administered antiretrovirals 

 

• DOT (Directly Observed Therapy) 

• Adherence support  

• DOT antiretrovirals, delivered at 
methadone window 5-6 days/week  

 



Eligibility 
• HIV-infected and currently prescribed HAART 

 

• Genotypic susceptibility to prescribed meds 

 

• Methadone pick-up schedule: 5-6 d/week 

 

• Stable methadone dose for 2 weeks 

 

• Receiving HIV medical care from methadone 
clinic physician, a Montefiore physician , or a 
physician in a closely affiliated clinic 
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Key 

1: Melrose on Track, 
Melrose 9 

2: SATP-Unit 1 

3: SATP-Unit 3 

4: Soundview 

5: Trailer 1, Trailer 2, Van 
Etten 

6: The Wellness Center at 
Port Morris 
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Hub 1 Methadone Clinic 



Methadone window 



 
 
 

 
 
 

 
 
 
 

 

 

Total Screened 
N = 3,231 

Ineligible after review of medical and 
laboratory data 

n = 26 
-Not on ARV therapy (n = 8) 
-At methadone clinic <5 days/wk (n = 6) 
-Receiving HIV care at unaffiliated site  
(n = 4)    
-Already on ARV therapy DOT (n = 5) 
-No longer in methadone treatment (n=2) 
-Resistant to prescribed regimen (n = 1) 

Ineligible by initial screener 
n = 3,108 

-HIV negative (n = 2,508) 
-Not on ARV therapy (n = 201) 
-At methadone clinic <5 days/wk (n = 183) 
-Receiving HIV care at unaffiliated site  
(n = 98) 
-Other (n = 118) 
 

Total Enrolled 
n = 77 

Attrition or Death  
n = 7 

 
 

Completed 
Intervention 

n = 32 

Completed 
Intervention 

n = 33 

Attrition or Death  
n = 5 

Withdrew before baseline 
n = 20 

TAU   
n = 38 

DOT 
n = 39 
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Baseline characteristics (n=77) 

DOT  

(N = 39) 

N (%) 

TAU 

(N = 38) 

N (%) 

Age (mean yrs + SD) 45.3 + 6.5 48.8 + 6.9 

Race:                   Black 14 (36) 17 (45) 

     Hispanic 19 (49) 13 (34) 

     White 5 (13) 5 (13) 

Female 20 (51) 16 (42) 

Education (<= HS) 30 (77) 28 (74) 

Married/common law 17 (44) 17 (45) 



Drug use among study participants 

DOT  

(N = 39) 

N (%) 

TAU 

(N = 38) 

N (%) 

Alcohol use >2-3x/week 

(baseline) 

7 (18) 7 (19) 

Any opiate use 26 (67) 25 (66) 

Frequent opiate use (more 

than 50% urines ++) 

9 (23) 11 (29) 

Any cocaine use 25 (64) 31 (82) 

Frequent cocaine use 

(more than 50% urines ++) 

22 (56) 20 (53) 

Number of urine tests 11 12 



Specific Aims 

 To determine in a randomized trial if DOT 
HAART, provided on-site at a methadone 
clinic for 24 weeks, is more efficacious than 
self-administered HAART for: 

  -increasing adherence 

  -reducing HIV viral load 

 

To assess durability of HAART DOT 3, 6, and 
12 months after DOT discontinuation by 
comparing outcomes between DOT and 
self-administered treatment arms  

   

 

   



DOT subjects had better adherence 

• During 24 weeks, 

median pill count 

adherence higher 

for DOT than TAU 

subjects 

 

• 86% v. 56%             

p < 0.001 

 

 

 



Adherence during intervention 

Week DOT adherence  (%) TAU adherence (%) 

Baseline 88 76 

Week 8 89 73 

Week 16 86 64 

Week 24 86 56 



DOT subjects more likely to have 

undetectable viral load 
 

• Adjusting for baseline VL, 
after 24 weeks, more DOT 
than TAU participants had 
undetectable VL (< 75 
copies/ml 

 

• 71% v. 44%, p = 0.01 

 

• After 24 weeks, mean VL 
was lower for DOT than TAU  

 2.21 v. 2.90 log10, p = 0.01 

 

• VL dropped 0.4 log in DOT 
and increased 0.1 log in TAU. 

 

 

  



Viral load during intervention 

Week DOT undetectable (%) TAU undetectable (%) 

Baseline 54 42 

Week 8 82 56 

Week 16 76 55 

Week 24 71 44 



Specific Aims 

 
To determine in a randomized trial if DOT 

HAART, provided on-site at a methadone 
clinic for 24 weeks, is more efficacious than 
self-administered HAART for: 

  -increasing adherence 

  -reducing HIV viral load 

 

To assess durability of HAART DOT 3, 6, and 
12 months after DOT discontinuation by 
comparing outcomes between DOT and 
self-administered treatment arms  

   

 

   



Adherence post-intervention 

Week DOT adherence (%) TAU adherence (%) 

Week 24 86 56 

Week 36 43 44 

Week 48 56 51 

Week 72 47 47 
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Viral load post-intervention 

Week DOT undetectable (%) TAU undetectable (%) 

Week 24 71 44 

Week 36 61 41 

Week 48 54 41 

Week 72 36 34 



Berg KM, 2010 

Adherence during and after intervention 



Berg KM, 2010 

Viral load during and after intervention 
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• Robert Wood Johnson Physician Faculty 
Scholar award ’06-’09  

• NIDA/NIMH K23 ’07-’11: Agreement and 
validity of different adherence self-report 
measures 

 

 
  

 

 







Self-reported adherence is sensitive to the scale used  

(Berg et al, 2011 ) 
 

VACTG 

 VAS 

CPCRA 

VRATING 
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Assistant Professor, 2007- 

 
  

 

• NIDA K23: RCT of DOT vs. self-administered 
varenicline for smoking cessation in methadone-
maintained substance users 
 

• K12/KL2 (CTSA): Placebo-controlled RCT of 
varenicline for smoking cessation in methadone 
maintained substance users 
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Assistant Professor, 2003-08 

Associate Professor, 2008-13 

Professor, 2013- 

 

• NIDA K23: Directly observed HCV therapy 
in methadone clinics 

• Robert Wood Johnson Physician Faculty 
Scholar 

• NIDA R03: Evaluating care for HCV by 
addiction medicine physicians 

• NIDA R01: Models of care for HCV-infected 
drug users 

 

 
  



HCV Group Treatment Model 

Health Educator / Peer 
• Sets up room: coffee, 

snacks 

• Side effect and depression 
surveys done 

• Weights taken 

• Group discussion co-
facilitated by Health 
Educator and Peer 

 

Provider 

• Conducts semi-private 
individual visits 

• Vitals and focused physical 

• Addresses adverse effects and 
adherence 

• Administers peg interferon 
injections and growth factors as 
needed 

• Answer group questions 

 

 
Conclude with patient milestones, updates and peer-led meditation  



Group Treatment Benefits 

For Patients  

• Social support is built-in to 

treatment 

• Misconceptions addressed 

• Reassurance by concurrent 

participation of peers  

•  fear of side effects: side effects 

normalized 

• Directly administered peg 

• Weekly oral meds dispensed 

• Support for recovery 

• “Upward spiral” 

 

For Providers  

• Frequent contact: 
providers and peers 

• Co-management of cohort 
enhances expertise and 
confidence 

• Multidisciplinary 

• Natural mentoring 
opportunity 

• Break from “the usual”  



Group Treatment in Action 



Thank you for listening 


