
The Northern New Englander 
Clinical Trials Network 

Inside this issue: 

Notes from Capital 
Hill 

1 

Upcoming Meeting  1 

Protocol Updates 2 

CTPs In the News 2 

Clinical Tips 6 

Mental Health  
Observances—4th 
Quarter 

8 

Special Topics: 
• Notes from Capital Hill 

• CTPs in the News 

• Protocol Updates 

• Clinical Tips 

This newsletter is designed to help everyone in our quickly expanding Node stay up-to-date with CTN news. If you have 
questions, comments, or suggestions for the newsletter please contact Elena Loftus (eloftus@mclean.harvard.edu). 

October 2005 

Volume 3, Issue 1 

                                                  

In July 2005, Congress passed legislation (bill S.45) amending the Drug 
Abuse and Treatment Act (DATA) by removing the 30-patient limit previ-
ously applied to group medical practices treating opiate addiction with bu-
prenorphine.   
 
Therefore, while physicians are still limited to treating 30 patients under the 
new legislation, a group practice or clinic with can treat as many patients 
as they have physicians to meet the need.  For instance, two physicians at 
one clinic or practice can now treat up to 60 patients for opiate addiction 
with buprenorphine; with three physicians, up to 90 patients can receive 
buprenorphine treatment, and so forth. 
 
This bill was officially enacted on Aug 2, 2005, becoming Public Law No: 
109-56. ~ 

LIFTING THE TREATMENT CAP:  
Amendment to the Drug Abuse and 

Treatment Act – bill S.45 

Notes from Capital Hill 

• Data & Safety Monitoring 
Board 
November 17-18, 2005 
Bethesda, MD 

Upcoming Meetings 
• NIH Roadmap Workshop 

October 24, 2005 
Bethesda, MD 

• Steering Committee  
Conference 
October 25-28, 2005 
Bethesda, MD 

• NNEN Executive Committee Face-
to-Face Meeting 
October 31, 2005 from 10am-12pm 
McLean Hospital—Belmont, MA 
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Counselor: ‘A good day when no one dies’  
The Salem News, January 2005 – This article provides a snapshot of CAB Health and Recovery Services 
day-to-day experience from the drug counselors’ point of view.  Counselor Steven Chisholm, a 13-year CAB 
veteran, was interviewed about the challenges of working in opiate detox and how he avoids burn-out. 
 
The same issue covered a seminar scheduled for January 13, 2005 hosted by the Essex County Anti-Crime 
Council and convened by DA Jonathan Blodgett and Sheriff Frank Cousins and inviting parents to attend and 
discuss community problems stemming from heroine and prescription opiate addiction.  Clay Yeager was the 
keynote speaker. ~ 
 
Secondhand Smoke is dangerous for kids 
The Salem News, January/February 2005 – Dr. Michael Levy, Director of CAB, responded to some 
frequently asked medical questions, first about of the dangers of exposing children to second-hand smoke, sec-
ond about problems inherent in self-treating with alcohol to get to sleep. ~ 
 
Narcotics-related fatalities rise in Massachusetts 
The Boston Globe, June 2005 – This article published over the summer outlined results from a ten-year 
study issued by the Department of Public health reporting a sharp increase in narcotic-related deaths in this 
state in recent years, citing findings such as “drugs were deadlier than motor vehicles,” and that Massachusetts 
has six times the number of drug overdoses as thirteen years ago.  Elizabeth Funk, president of Mental Health 
and Substance Abuse Corporations of Massachusetts, describes the problem as a “major crisis.”  The article 
goes into further depth. ~ 

Call for Submissions:  “Notes From The Field” 
This section of the newsletter is intended to be a forum for CTN clinicians to share and benefit from each others’ ideas, 
knowledge and experiences. If interested, please submit an article to Elena Loftus at:  eloftus@mclean.harvard.edu.  

CTN-0010:  Treating Opioid Dependent 
Adolescents/Young Adults 
Lead Node:  Delaware Valley Node 
Lead Investigator:  George E. Woody, M.D. 
This study compares two 3-month treatments for 
adolescents/young adults who are addicted to her-
oin.  The researchers believe the use of a 3-month 
stabilization with buprenorphine/naloxone in com-
bination with psychosocial therapy reduces partici-
pant heroin use, improves compliance with treat-
ment, and improves overall adjustment more effec-

tively than brief detoxification with buprenor-
phine. 
 
CTN-0010 has currently recruited 23 participants. 
The study is dosing two people on a daily basis.   
 
Staff report that while the last few weeks have 
been slow for recruiting, an ad will soon be run in 
the local free newspaper aimed at young adults, 
and the Project Coordinator will be reestablishing 
old referral contacts in the area.  
 

(continued page 3) 
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CTN-0017: HIV and HCV Intervention In 
Drug Treatment Settings 

Lead Node:  Rocky 
Mountain Region 
Node/Oregon Node 
Lead Investigator:  
Robert Booth, Ph.D. 
 
This study tests two strate-
gies to reduce the risk of 

contracting HIV or HCV by reducing risk behav-
iors in patients undergoing drug detoxification. 
The first includes pre-test counseling, testing, post-
test counseling, and the provision of HIV/HCV 
results. The second strategy, called therapeutic al-
liance, provides clients with information to guide 
them through the process of role induction and 
aims to facilitate transition to continuing care for 
drug treatment. Both strategies are being compared 
to standard care in drug detoxification settings. 
 
The CTN-0017 study is being conducted locally 
within the Northern New England Node at Stanley 
Street Treatment & Resources, Inc. (SSTAR) in 
Fall River, Massachusetts and North Kingstown, 
Rhode Island.   
 
As of September 16, 2005, 72 participants have 
been randomized in Fall River and 67 participants 
have been randomized in North Kingstown.   Re-
cruitment is scheduled to end in early December; 
the target recruitment goal is 101 participants per 
site. 
 
Follow-up rates break out as follows: 
 
• Month 1: 89.5% 
• Month 2: 82.4% 
• Month 3: 80.0% 
• Month 6: 100.0% 
  

CTN-0020: Job-Seekers Training for Pa-
tients with Drug Dependence 
Lead Node: Mid-Atlantic Node 
Lead Investigator: Dace Svikis, Ph.D. 
 
This study examines the effectiveness of a 12-hour 
basic job-training program designed to give pa-
tients the skills they need to find and secure a job 
and set vocational goals and methods for locating 
employment. 
 
With enrollment scheduled to stop on November 
30th, the Job Seekers Workshop is approaching 
enrollment targets at both NNE sites.   
 
Recruiting has been particularly strong at CAB 
Danvers, where our staff has enrolled 28 of a tar-
geted 37 participants (up from an initial target of 
30).   In Salem, enrollment has been a touch 
slower than initially hoped, but 40 out of a targeted 
51 participants have still been recruited (revised 
downward from an initial target of 52).  Seasonal-
ity in employment observed at both sites is antici-
pated to work in the study’s favor this fall.    
 
Across the board, follow-up numbers are very 
strong; in Danvers, the  6-month follow-up rate is 
100%.   
 
CTN-0020’s success has been enabled by the con-
sistently excellent work of RA’s Kate DellaPorta, 
Jamie Lolley, and Kate Szilagyi (who left in June 
to pursue a career in NYC), as well as the efforts 

of the staff at CAB, including 
Amy Briggs (now in New Or-
leans), Marty Barry, Steve Chi-
solm, Kathy Guevara, Donna Har-
rington, Dina Keaney, Charlie 
Leventis, and Michael Levy.  
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CTN-0028: Treating ADHD in Adolescents 
with Substance Use Disorders 
Lead Node:  Rocky Mountain  
Lead Investigator: Paula Riggs, M.D. 
Co-Lead Investigator: Theresa Winhusen 
Ph.D. 
Co-Lead Medical Investigator: Robert Da-
vies, M.D.  
 
This trial will evaluate use of Osmotic-Release 
Methylphenidate (OROS-MPH/Concerta) in treat-
ing adolescents who are diagnosable with ADHD 
and SUD (Substance Use Disorder).   
 
10-13 sites will each  randomize between 20 and 
60 participants, with a target average of 30 ran-
domized participants from each site.  The resulting 
300-participant study population will include ado-
lescents 13-18 years old with ADHD (according to 
DSM-IV criteria) and at least one non-nicotine 
SUD (excluding opioid dependence). 
 

Participants will be randomly assigned groups re-
ceiving either OROS-MPH or a matching placebo.  
All participants will receive individual, manual-
ized CBT (Cognitive Behavioral Therapy).  The 
CBT will consist of approximately one 60-minute 
session per week during Weeks 1-16, and will fo-
cus on the treatment of the adolescent’s substance 
use disorder.   
 
Status 
 
Implementation planning for CTN-0028 is moving 
along well.  SSTAR in Fall River, under the lead-
ership of Nancy Paull, is one of three Wave 1 sites 
for this study. McLean’s IRB has approved the 
protocol with minor changes, and the staff at 
SSTAR is moving forward with staff hiring.   
 
CTN-0028 is lucky to have already two experi-
enced researchers on board: Genie Bailey, who is 
the site PI and Study Staff Physician, and Michelle 
Rapoza, serving as the Research Assistant.  A ter-
rific candidate has been identified for the Medical 
Clinician/Study Site Coordinator position, and two 
CBT clinicians will be hired as well. 
 
Training begins in October, and enrollment should 
start the beginning of January. 
 
CTN-0029: Treating Smokers with Atten-
tion Deficit Hyperactivity Disorder (ADHD) 
Lead Node: Northern New England Node 
Lead Investigator:  Timothy Wilens, M.D. 
 
This randomized, two-group study compares the 
use of Osmotic-Release Methylphenidate (OROS-
MPH) vs. placebo in the treatment of smokers who 
are diagnosable with attention deficit hyperactivity 
disorder (ADHD).   
 
The primary objective of the study is to determine 
whether or not OROS-MPH increases the effec-
tiveness of standard smoking treatment (i.e., nico-
tine patch and individual smoking cessation coun-
seling) in obtaining prolonged abstinence for 
smokers with ADHD. 
 

Protocol Updates 
(continued) 
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The CTN-0029 protocol is being conducted locally 
within the Northern New England Node at the Pe-
diatric Psychopharmacology Research Unit of 
Massachusetts General Hospital in Cambridge, 
Massachusetts.   
 
Dr. Timothy Wilens, the Principal Investigator, is 
an expert in the treatment of ADHD, bipolar disor-
der, and substance abuse, and the pharmacotherapy 
of ADHD and juvenile bipolar disorder across the 
lifespan.   Julia Whitley is the study site coordina-
tor for this protocol.   
 
Status 
 
The study staff recently completed the protocol-
specific training hosted by the Ohio Valley Node 
affiliated with the University of Cincinnati in 
Newport, Kentucky September 12-16, 2005.  
Screening for the study is anticipated to begin in 
mid-November and the shipment of study medica-
tion should arrive by the end of November 2005.   
 
CTN-0030: The Opioid Analgesic Depend-
ence Treatment Study 
Lead Node: Northern New England Node 
Lead Investigator for Implementation: 
Roger Weiss, M.D. 
Lead Investigator for Development:  
Walter Ling, M.D. 
 
In this two-phase study, opioid analgesic depend-
ent   participants who wish to withdraw and ab-
stain from opioid use will undergo (first phase) 
four weeks of  treatment with buprenorphine, 
while receiving either “standard medical manage-
ment” (SMM) or SMM plus twice weekly individ-
ual drug counseling (enhanced medical manage-
ment, or EMM).  Participants who are successful  
in the first phase will be followed for eight weeks.   
 
Participants who fail in the first phase (or during 
first phase follow-up) will be eligible for 12 weeks 

of stabilization treatment with buprenorphine, plus 
randomly assigned SMM or EMM, followed by a 
four-week taper and eight weeks of follow-up.   
 
The primary purpose of this study is to determine 
the benefit, if any, of individualized drug counsel-
ing over SMM in both short and long-term treat-
ment paradigms. 
 
The first wave of the study (a feasibility study) is 
planned for an April launch at three sites yet to be 
selected.   
 
The second wave, consisting of an additional nine 
sites (also yet to be selected), is set for a Fall 2006 
launch. 
 
Status 
 
The CTN-0030 protocol is currently being evalu-
ated by the Lead Node’s IRB and is expected to 
receive final approval in October.   
 
A Site Selection Survey has been distributed to 
interested sites.  The deadlines for returning the 
Site Survey in time for a site to be considered for 
participation in the CTN-0030 study are: 
 
• For Wave 1 of the study: October 21, 2005.   
• For Wave 2 of the study: December 15, 2005. 

New Protocols (continued) 
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December 2005 
 
• National Drunk and Drugged Driving  

Prevention Month 
• Safe Toys and Gifts Month  
 
 

What is the  
Clinical Trials  
Network?   
 
The National Institute on Drug Abuse (NIDA) 
Clinical Trials Network mission is twofold: 
 

1. Conduct studies of behavioral, pharma-
cological, and integrated behavioral and 
pharmacological treatment interven-
tions of therapeutic effect in rigorous, 
multi-site clinical trials to determine 
effectiveness across a broad range of 
community-based treatment settings 
and diversified patient populations; and 

 
2. Transfer the research results to physi-

cians, providers, and their patients to 
improve the quality of drug abuse treat-
ment throughout the country using sci-
ence as the vehicle. 

October 2005 
 
• Domestic Violence Awareness Month 
• National Brain Injury Awareness Month 
• National Depression and Mental Health Month 
• National Disability Employment Awareness 

Month 
• National Family Health Month 
• Talk About Prescriptions Month 
 
• October 4th National Child Health Day 
• October 3-9 Mental Illness Awareness Week 
• October 8 World Mental Health Day 
• October 9 National Depression Screening Day 
• October 17-23 National Healthcare Quality 

Week 
• October 18-24 National Health Education 

Week 
• October 19-27 National Red Ribbon Celebra-

tion 
• October 23-31 National Health Education 

Week 
 
November 2005 
 
• National Alzheimer's Disease Awareness 

Month 
• National Child Mental Health Month 
• National Epilepsy Awareness Month 
• National Family Caregivers Month 
• National Home Care Month 
• National Hospice Month 

• November 7-13 National Allied Health Week 
• November 21-27 National Family Week 
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