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Health Outcomes 

This systematic review and meta-analysis 
examined the association between recent 
marijuana use and motor vehicle accidents 
(MVAs). Cohort studies with comparison 
groups and case-control studies published 
in any language were eligible for inclusion. 
The main outcome was fatal or nonfatal 
MVA. Recent cannabis use among drivers 
was determined by toxicological testing or 
self-report. Using a predefined search strat- 

egy, the authors identified 4 high-quality and 
5 medium-quality studies using the 
Newcastle-Ottawa scale. 
 

• Six of 9 studies found a positive 
association between recent marijuana 
use and MVAs, while 3 of 9 found no 
association. 

 

(continued on page 2) 

Marijuana Use Is Associated with an Increased Risk of Motor Vehicle Accidents 

Patients with substance use disorders 
(SUDs) are frequent users of acute medical 
care services (AMCS) (emergency depart-
ment visits or hospitalizations). Hospital 
discharge provides an opportunity to re-
duce hospital readmission through linkage 
to specialized care, especially for patients 
with SUDs. This study assessed whether 
the diagnosis of an SUD during medical 
hospitalization was associated with recur-
rent AMCS use. The authors examined data 
from Project RED, a randomized trial of 
reengineered discharge services among 738 
general medical inpatients at a single institu-
tion. The discharge intervention did not 
contain services specifically tailored to pa-
tients with SUDs. The main outcomes were 
rate and risk of AMCS use within 30 days of 
discharge as assessed by medical record 
review and self-report.  
 

• Seventeen percent of patients had an 
SUD. 

• Patients with an SUD had higher rate 
of AMCS use at 30 days (0.63 versus 

 0.32 events per patient) and had an 
increased risk of AMCS use (33% ver-
sus 22%).  

• Subgroup analysis revealed that drug 
use disorders or a combination of drug 
and alcohol use disorders resulted in 
higher AMCS use than alcohol diagno-
ses alone.  

 
Comments: Despite the inherent limitations 
of reliance on self-report, International 
Classification of Diseases (ICD-9) coding, 
and single institution data, these results 
support the hypothesis that SUDs place 
medical inpatients at higher risk for recur-
rent AMCS use. A discharge plan tailored 
to patients with SUDs may help reduce 
readmission rates.  

Jeanette M. Tetrault, MD 
 
Reference: Walley AY, Paasche-Orlow M, 
Lee EC, et al. Acute care hospital utilization 
among medical inpatients discharged with a 
substance use disorder diagnosis. J Addict 
Med. 2012;6(1):50–56.  
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The Prevention Paradox Applies to Alcohol Use and Problems among 
Adolescents 

10% (based on a quantity-frequency 
measure) were compared with those 
reported by the bottom 90%. Fre-
quency of heavy episodic drinking** 
(HED) was also assessed.  
 

• The bottom 90% of consumers  
accounted for the majority of alco-
hol-related problems among boys 
and girls at all ages (61–77%). 

• At age 17, HED was frequent (89% 
among boys and 82% among girls). 

• A large majority in the bottom 90% 
reported HED, and the share of 
problems accounted for by  

(continued on page 3) 
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Donna M. Vaillancourt 

• Odds ratios (ORs) for individual 
studies ranged from 0.82 to 7.2. The 
pooled OR for the association 
between recent marijuana use and 
MVAs was 1.9, but studies were 
heterogeneous. 

• The OR was 2.2 for high-quality 
studies and 1.8 for medium-quality 
studies. 

• The OR for fatal collisions was 
significant (2.1), but the OR for 
nonfatal collisions was not (1.7). 

 
Comments: Overall, this study found an 
association between recent marijuana use 
and MVAs. Because of the heterogeneity 

of the studies, the pooled OR should 
not be considered a definitive estimate 
of risk. An additional limitation is the 
absence of data to assess a “dose” 
relationship between marijuana use and 
MVAs. Therefore, these results cannot 
offer guidance as to whether there is a 
safe threshold of marijuana use while 
driving.  

Hillary Kunins, MD, MPH, MS 
 

Reference: Asbridge M, Hayden JA, 
Cartwright JL. Acute cannabis 
consumption and motor vehicle 
collision risk: systematic review of 
observational studies and meta-analysis. 
BMJ. February 9, 2012;344:e536. 

Marijuana Use and Motor Vehicle Accidents (continued from page 1) 

The prevention paradox refers to the 
notion that individuals at highest risk for 
alcohol-related problems are responsible 
for a large number of such problems per 
person; but, because they are a small 
group, they account for only a small frac-
tion of the total number. This gives sup-
port to targeting interventions to all 
drinkers—not only those with high-risk 
consumption. To investigate whether this 
paradox applies to adolescents, research-
ers in Sweden conducted a cross-
sectional analysis of school-based survey 
results from 7288 alcohol-consuming ado-
lescents aged 13–17. Alcohol-related 
problems* among adolescents whose 
annual alcohol intake was in the upper 

 
  

Age 13 
(n=817) 

Age 17 
(n=3355) 

Mean past-year alcohol consumption (liters) 

Boys 0.7 7.8 

Girls 0.8 4.5 

Mean number of past-year alcohol-related problems 

Boys 1.5 4.0 

Girls 2.2 4.6 

*Defined in this study as arguments; fights; accidents; lost money or other valuables; destroyed clothes/
other things; poor relationships with friends, parents or teachers; lower achievement at school; unwanted/
unprotected sex; being robbed; being admitted to the hospital; and trouble with the police. 
**Defined as drinking ≥1/2 bottle of spirits, 1 bottle of wine, 4 cans (50 cl) of strong beer, or 6 cans of me-
dium-strong beer on a single occasion. 
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Pattern and Timing of Prenatal Alcohol Exposure Is Associated with Specific Alcohol-Related Birth Defects 
and Growth Deficiencies  

duced birth weight and length, and higher maximum 
drinks per occasion was associated with increased risk 
for smooth philtrum and reduced birth length. 

• In the third trimester, higher average drinks per day 
was associated with reduced birth length, and higher 
maximum drinks per occasion was associated with 
greater risk for smooth philtrum and reduced birth 
length. 

• Models (not included in the paper) did not show a 
lower alcohol use threshold of no risk. 

 
Comments: This study indicates greater risk for alcohol-
related birth defects and growth deficiencies across a range 
of prenatal alcohol use patterns in all 3 trimesters. Al-
though the study did not assess the neurobehavioral effects 
of prenatal alcohol exposure, which are more common 
than alcohol-related birth defects, the public health mes-
sage remains that women of child-bearing age should not 
drink alcohol during pregnancy or when trying to conceive. 

Kevin L. Kraemer, MD, MSc 
 
Reference: Feldman HS, Jones KL, Lindsay S, et al. Prenatal 
alcohol exposure patterns and alcohol-related birth defects 
and growth deficiencies: a prospective study. Alcohol Clin 
Exp Res. 2012;36(4):670–676. 

The association between pattern and timing of prenatal 
alcohol exposure and specific alcohol-related birth defects 
and growth deficiencies is uncertain. Researchers analyzed 
alcohol-consumption data from 992 pregnant women* en-
rolled between 1978–2005 in the California Teratogen In-
formation Service and Clinical Research Program. Alcohol 
consumption quantity and frequency were assessed every 3 
months during pregnancy. Live-born singleton infants un-
derwent examination by a dysmorphologist who was 
blinded to prenatal exposures. 
 

• In the second half of the first trimester, each 1-drink 
increase in average drinks per day was associated with 
an increased risk of 25% for smooth philtrum, 22% for 
thin vermillion border, 12% for microcephaly, 16% for 
low birth weight, and 18% for reduced birth length. 
Higher risk was also seen with more heavy drinking 
episodes** and a higher maximum number of drinks 
per occasion. 

• In the second trimester, higher average drinks per day 
and number of heavy drinking episodes were associ-
ated with greater risk for smooth philtrum and re- 

 
*Mean age, 31 years; 54% were white, and the mean gestational age at 
enrollment was 13 weeks. 
**Heavy drinking episode = ≥4 drinks per occasion in this study. 

for by HED, a highly prevalent drinking behavior among 
adolescents that should be targeted with population strate-
gies as well as personalized interventions when possible. 

Nicolas Bertholet, MD, MSc 
 

Reference: Romelsjö A, Danielsson AK. Does the preven-
tion paradox apply to various alcohol habits and problems 
among Swedish adolescents? Eur J Public Health. February 
24, 2012 [Epub ahead of print]. doi: 10.1093/eurpub/
ckr178. 

monthly HED in this group increased with age (10% at 
age 13 to >50% at age 17). 

 
Comments: Because group selection was based on annual 
alcohol intake in this study, the prevention paradox applied. 
Nevertheless, given the drinking profile in this population, 
annual alcohol intake may not be the best measure of ado-
lescent drinking in terms of alcohol-related problems. The 
results show that the majority of problems were accounted 

The Prevention Paradox and Adolescent Alcohol Use (continued from page 2) 

No Association between Moderate Alcohol Intake and Improved Cognitive Function Seen in a Large  
Cohort Study Using Innovative Methods 

sumption* and cognitive function** would be due to some 
other factor (ALDH2 genotype would be expected to be 
related to drinking but not to cognitive function). 

 

• Presence of the ALHD2 genotype was strongly associ-
ated with higher alcohol consumption but explained 
only 3% of the variance in use. 

(continued on page 4) 

Most prospective observational studies have shown that 
moderate alcohol use is associated with slightly better cogni-
tive function, but there is always concern about confounding 
from other lifestyle factors (i.e., the better function being a 
result of something unrelated to drinking). A “Mendelian 
randomization study” in a cohort of almost 7000 men aged 
50+ in China used aldehyde dehydrogenase-2 (ALDH2) 
genotype as an “instrumental variable” to decrease the likeli-
hood that the observed association between alcohol con- 

*Consumption categories included never user, former user, occasional user (amount not defined but drinking on <1 day per week), moderate user (≤210 g per 
week), and heavy user (>210 g per week). 
**Cognitive function was assessed via delayed 10-word recall score in 4707 participants and by Mini-Mental State Examination (MMSE) score in 2284 participants. 
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number of deaths from HCV (15,106) exceeded those 
from HIV (12,734) and HBV (1815). 

• Most deaths from HCV were among people aged 45–
65, with alcohol being the third most common comor-
bid condition for deaths from HCV (after chronic liver 
disease and HBV coinfection). 

 
Comments: As of 2007, HCV superseded HIV as a cause of 
death in the US. Alcohol is an important co-factor for many 
HCV-related deaths, and injection drug use is a major risk 
factor for contracting HCV. Use of death-certificate data 
for cause of death was a limitation in this study; however, 
this is less of problem when analyzing trends since biases 
should be relatively constant over time. 

Judith Tsui, MD, MPH 

 
Reference: Ly KN, Xing J, Klevens RM. The Increasing Bur-
den of Mortality From Viral Hepatitis in the United States 
Between 1999 and 2007. Ann Intern Med. 2012;156(4): 271–
278.  
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In the US, Deaths from HCV Now Exceed Those from HIV 

Given that most individuals with hepatitis C virus (HCV) 
are middle-aged, and complications of HCV (e.g., cirrho-
sis, liver cancer) are known to occur after decades of in-
fection, prior researchers hypothesized an increase in 
HCV-related mortality over time. This study examined US 
mortality rates for HCV and hepatitis B virus (HBV) from 
1999–2007 and contrasted those trends with those for 
HIV. Death certificates from all US states and the District 
of Columbia were included in the analysis. Age-adjusted 
mortality rates were calculated using Poisson distribution.  
 

• For HCV, the average annual age-adjusted mortality 
rate increased by 0.18 deaths per 100,000 persons 
per year (p=0.002), while the age-adjusted mortality 
rate for HBV remained relatively constant over time. 

• For HIV, the average annual age-adjusted mortality 
rate decreased by 0.21 deaths per 100,000 persons 
per year (p=0.001). 

• Before 2007, the number of deaths from HIV ex-
ceeded those from HCV and HBV. After 2007, the 

No Association between Alcohol Intake and Improved Cognitive Function (continued from page 3) 

estimates of effect, the instrumental variable used should 
have a strong correlation with the outcome (i.e., alcohol con-
sumption); in this study, it did not. As stated by the authors, 
causality should be verified in a variety of settings using differ-
ent kinds of evidence, including experimental or genetic stud-
ies, rather than relying on observational studies. 

R. Curtis Ellison, MD 
 
Reference: Au Yeung SL, Jiang CQ, Cheng KK, et al. Evalua-
tion of moderate alcohol use and cognitive function among 
men using a Mendelian randomization design in the Guang-
zhou Biobank Cohort Study. Am J Epidemiol. February 1, 
2012 [Epub ahead of print]. doi:10.1093/aje/kwr462. 

• Alcohol consumption (either from reported intake or 
genotype testing) was not associated with delayed 10-
word recall score or MMSE score. 

 
Comments: This study showed little effect of reported alcohol 
intake on cognitive function. It is unfortunate that the au-
thors did not use measures of cognitive functioning shown to 
be more accurate (e.g., the Montreal Cognitive Assessment) 
or measures that adjust for education and socioeconomic 
status (e.g., the Wechsler Adult Intelligence Scale). In addi-
tion, the primary beverage consumed in the cohort was rice 
wine, which contains no polyphenols. Although Mendelian 
randomization techniques are designed to offer unbiased 

Twenty-four of the studies determined HIV status via bio-
logical testing. 

 

• For the meta-analysis, the pooled relative risk of over-
dose death for HIV-infected people (compared with 
those not infected) was 1.60 in all studies and 1.74 in 
the 24 studies with biological testing. For the 16 studies 

(continued on page 5) 

Increased Risk of Overdose Death among People with HIV Infection 

Injection drug use (IDU) and HIV infection are overlapping 
epidemics, and overdose is the most common cause of 
death among people with IDU. Some studies have indi-
cated an increased risk of overdose death among people 
with HIV infection. Researchers conducted a meta-analysis 
and systematic review to assess the relationship between 
overdose and HIV infection. The literature search found 27 
studies containing enough information to calculate the rela-
tive risk of overdose death by HIV infection status.  

HIV and HCV 
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Risk of Overdose in People with HIV (continued from page 4) 

Knowledge of Positive HCV Status Reduced Alcohol Consumption in People with Injection Drug Use 

• The proportion of participants who drank any amount 
was lower than that in the Scottish general population; 
however, the proportion who drank risky amounts 
was similar to that in the general population among 
men and slightly higher among women. 

 
Comments: This cross-sectional study found a high 
proportion of HCV-infected patients with IDU in Scotland 
not only drink but also drink risky amounts, putting 
themselves at increased risk for end-stage liver disease and 
death. Furthermore, many people with IDU were unaware 
of their HCV status, while those who were aware drank 
less than others. These results stress the need to 
implement measures aimed at detecting HCV infection in 
people with IDU and making those who are infected aware 
of the risks associated with alcohol consumption.  

Daniel Fuster, MD, PhD,** & Richard Saitz, MD, MPH 
 
Reference: O'Leary MC, Hutchinson SJ, Allen E, et al. The 
association between alcohol use and hepatitis C status 
among injecting drug users in Glasgow. Drug Alcohol 
Depend. November 30, 2011 [Epub ahead of print]. 
doi:10.1016/j.drugalcdep.2011.11.008 
 
**Contributing Editorial Intern and Research Scholar, Clinical Addiction 
Research and Education (CARE) Unit, Section of General Internal 
Medicine, Boston University School of Medicine, Boston, MA.  

Patients infected with hepatitis C virus (HCV) are 
encouraged to abstain from drinking, as heavy alcohol use 
increases the risk of end-stage liver disease and decreases 
the likelihood of response to HCV antiviral therapy. 
Investigators in Glasgow, Scotland, performed a cross-
sectional survey to determine whether people with 
injection drug use (IDU) attending harm-reduction services 
adhered to lower risk drinking guidelines. Ninety-seven 
percent of respondents (n=780) provided an anonymous 
oral fluid sample for HCV detection. 
 

• Of those who submitted fluid samples, 506 (65%) 
tested positive for HCV; 277 of those who tested 
positive were unaware of their HCV status or had self-
reported as HCV-negative. 

• Among participants who tested positive, 65% drank 
alcohol, and 29% drank risky amounts.* 

• Among participants who tested negative, 61% drank 
alcohol, and 18% drank risky amounts. 

• People with IDU who self-reported being infected with 
HCV were less likely to drink than those who self-
reported as HCV negative or “status not 
known” (adjusted odd ratio, 0.70). 

 
*Defined in this study as >14 (8 g ethanol) units per week for women and 
>21 units per week for men. 

including only people with IDU, the relative risk was 
1.48. 

• Potential causal mechanisms for overdose identified in 
the systematic review included reduced pulmonary 
function, reduced hepatic function, and high-risk behav-
iors. Protective factors included enrollment in opioid 
agonist treatment, while poverty and incarceration 
were associated with increased overdose risk. 

 

Comments: Despite substantial heterogeneity in study de- 

signs, this meta-analysis confirmed that people with HIV 
infection have a higher risk of overdose death than those 
not infected with HIV. Because all overdoses are prevent-
able, HIV care providers should educate patients with IDU 
on how to prevent, recognize, and respond to an overdose.  

Alexander Y. Walley, MD, MSc 
 
References: Green TC, McGowan SK, Yokell MA, et al. HIV 
infection and risk of overdose: a systematic review and 
meta-analysis. AIDS. 2012;26(4):403–417.  

Knowledge of Positive HCV Status Does Not Decrease Risky Behaviors in People Who Inject Drugs 

• Compared with those whose HCV status was negative 
or unknown, subjects who reported being HCV 
positive were older, more likely to be women, more 
likely to be enrolled in opioid agonist treatment, and 
less likely to have been recently incarcerated. 

• More than one-third of subjects (39%) reported recent 
syringe/needle sharing.  

• In adjusted analyses, HCV-positive subjects were more 
likely to have shared syringes/needles than subjects 
whose HCV status was negative or unknown (adjusted 
odds ratio, 2.37). 

(continued on page 6) 

In this secondary analysis of data from a trial comparing 
strategies to increase HIV testing, researchers investigated 
the association between self-reported awareness of HCV 
infection status and injection-drug risk behaviors. Subjects 
included 1281 people enrolled in substance abuse 
treatment who reported either unknown or negative HIV 
status at baseline. The 244 subjects who also reported 
injection drug use in the past 6 months were included in 
this analysis. 
 

• Ninety-two subjects (38%) reported being HCV 
positive, 55 (23%) reported being HCV negative, and 
97 (40%) reported their HCV status was unknown.  
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addictive AOD, such studies present the most difficult 
ethical dilemmas.5 They also often enroll nontreatment-
seeking persons, while the former tend to enroll those 
seeking treatment. This article focuses on addiction 
research that does not include emergency care patients, 
who are likely to have compromised capacity to consent 
because of intoxication or withdrawal. Proxy consent may 
be required in such patients, involving complex ethical 
issues beyond the scope of this article. Similarly, consent 
for research assessing the effects of drugs of abuse, as in 
the Swiss Heroin Study, is reserved for a separate 
discussion.  
 
Ethical Principles in Addiction Research 
 
The Belmont Report,6 which provides the foundation for 
current US human-subjects research regulations, defines 
the principle of “respect for persons” under which 
autonomy is captured. Autonomy means the actions of 
rational individuals must be respected, not interfered with, 
and decided upon without coercion or force.7 In respecting 
autonomy, the following ethical principles must be 
considered: 
 

• free and voluntary participation, 

• protected privacy and confidentiality, and 

• comprehensible presentation of the potential risks of 
participation. 

 
These principles are not only important in their own right; 
there are compelling scientific arguments as to why they 
must be respected as well. Studies that fail to adequately 
address vulnerability, fail to stress that participation is 

(continued on page 7) 
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Obtaining Informed Consent for Research from People with Alcohol and Other Drug Dependence 

Overview 
 
Obtaining informed consent to conduct research on people 
with alcohol and other drug (AOD) dependence can be 
challenging. Factors to consider include study type and 
design, anticipated risks and benefits of participation, and 
the subject’s capacity to consent. Although vulnerability of 
the study population must be considered in any research 
study, it is especially important in addiction research. 
Individuals with addictions are often socially marginalized 
and must be protected from any further stigmatization and 
social harm that might result from participating.1 Potential 
subjects may also have comorbid psychiatric disorders, may 
be socioeconomically disadvantaged, and may be susceptible 
to therapeutic misconception (i.e., they may assume the 
intent of the study is to provide treatment).1,2  
 
Although an addiction diagnosis does not automatically 
preclude obtaining informed consent, researchers should be 
aware of the complexities inherent in working with 
vulnerable populations where there is legitimate concern as 
to whether subjects do, in fact, have the capacity to 
consent. The intent of this article is to provide information 
and guidance on respect for autonomy, consent capacity, 
and the informed consent process in AOD addiction 
research. 
 
Types of Addiction Research Studies 
 
A variety of study designs are used in addiction research, 
including interviews and surveys, tissue-banking epigenetic 
studies, neuroimaging, and testing of care-delivery models 
and medications—even administration of the drug of 
addiction, as in the Swiss Heroin Study.3,4 Although the 
latter help researchers understand the physiologic effects of 

infected. These results suggest that increased testing alone 
will not be sufficient to prevent new HCV infections. 

Darius A. Rastegar, MD 
 
Reference: Korthuis PT, Feaster DJ, Gomez ZL, et al. 
Injection behaviors among injection drug users in 
treatment: the role of hepatitis C awareness. Addict Behav. 
2012;37(4):552–555. 

HCV Infection Status and IDU Risk Behaviors (continued from page 5) 

Comments: It is concerning that people who used injection 
drugs who knew they were HCV positive were more likely 
to engage in risky behaviors. It is likely that subjects who 
got tested and were infected with HCV engaged in more 
risky behaviors at baseline, and while they may well have 
reduced their risky behaviors after learning of their 
infection, they nevertheless had higher rates than those who 
were not infected or who do not know if they were 

Feature Article: 
Responsible Conduct of Alcohol, Other Drugs, and Health Research  

Sylvia Baedorf Kassis, MPH,* and Mary-Tara Roth, RN, MSN, MPH** 
 

*Regulatory Education Manager and **Director, Clinical Research Resources Office, Clinical and Translational Science 
Institute, Boston University School of Medicine/Boston Medical Center, Boston, MA, USA 
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Informed Consent in Alcohol and Other Drug Research (continued from page 6) 

voluntary, or fail to ensure privacy and confidentiality 
protections have been enacted are less likely to produce 
reliable data.7 These tenets are especially salient in 
addiction research. For example, to protect privacy and 
confidentiality, investigators should collect only the 
minimum necessary information from participants, code 
and store data securely and separately from a master-code 
key linked to identifiers, and guard against subpoena with a 
Certificate of Confidentiality.  
 
Components of Valid Informed Consent 
 
As outlined in the Nuremberg Code, potential research 
subjects “should have sufficient knowledge and 
comprehension of the elements of the subject matter 
involved as to enable him to make an understanding and 
enlightened decision”8 prior to enrolling. Yet, despite 
having undergone the informed-consent process, subjects 
frequently cannot report the risks or purpose of a study.9 
Comprehension may be limited by comorbid conditions or 
by complex research designs that are difficult for individuals 
with limited experience in medical environments to 
understand. Thus, for valid informed consent to occur, the 
researcher must ensure that, in addition to imparting 
information, subjects have an adequate understanding of 
what that information means for them; i.e., consent must 
be competent, voluntary, informed, and comprehensible.10 
 
Components of Consent Capacity 
 
Decision-making capacity is the ability to understand and 
appreciate the consequences of health-related decisions 
and to formulate and communicate those decisions.11 
When faced with a decision that is particularly complex 
(e.g., participation in research that involves a complicated 
study design or that carries potentially significant risks), a 
person may not be capable of making the decision.12 With 
regard to research participation, capacity to consent 
consists of the following components13–15: 
 

• Understanding: having the facts needed to make a 
decision. 

• Appreciation: being able to associate those facts with 
the potential effects on the individual. 

• Reasoning: being able to weigh risks and benefits. 

• Choice: being able to make one’s decision known. 
 
Effects of Addiction on Consent Capacity 
 

Appelbaum16 made the case that a diagnosis that affects 
cognition (for example, Alzheimer Disease) is not 
necessarily predictive of incapacity to make medical 
decisions. Likewise, while use of AOD may impair cognitive 
ability, there is a range of severity associated with drug use 

and addiction, such that use of a drug, or the condition of 
being addicted to a drug, is not in and of itself predictive of 
incapacity. Further, assessment of capacity depends on the 
state of the individual at the time consent is signed; as Saks 
and Jeste13 noted, the consent process is a “state,” not a 
“trait.” Capacity to consent may fluctuate over time. 
 
Addiction researchers should recognize that potential 
subjects may be signing the consent form under the 
influence of substances of abuse; thus, cognition (and by 
extension, consent capacity) may be impaired. Tolerance to 
a substance may minimize a drug’s effect on cognition, 
which is why testing for the presence or level of a 
substance cannot be the sole determinant of whether an 
individual has capacity or not. Alternatively, the judgment 
of potential subjects who have not taken a drug within their 
usual time frame could be impaired by withdrawal.  
 
Recommendations for Informed Consent 
 
The Nuremberg Code also states that “the duty and 
responsibility for ascertaining the quality of the consent 
rests upon each individual who initiates, directs, or engages 
in the experiment.”8 The researcher is responsible for 
assessing the decision-making capacity of potential subjects. 
A consent process that is properly supported can enable 
even those with diminished capacity to come to an 
autonomous decision regarding participation.12  
 
The following is a compilation of best-practice 
recommendations to ensure a well-supported informed 
consent process.1,17–20 
 

• Provide subjects with all the information they need to 
make a voluntary and informed decision. 

• Use language that is understandable. 

• Use audiovisual tools or simple summaries to increase 
comprehension and ease stress. 

• Foster a noncoercive environment. 

• Avoid therapeutic misconception by underscoring 
treatment versus research procedures. 

• Provide multiple learning trials about particular aspects 
of the study (purpose, risks, benefits, alternatives, etc.); 
then provide corrected feedback. 

• Use the teach-back method (i.e., the subject explains 
the study to the researcher). 

• Implement an ongoing consent process throughout the 
study. 

• Consider individual mental and physical conditions and 
motives and how they might affect consent capacity. 

• In populations where diminished capacity may be 
(continued on page 8) 
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The goal of the study was to evaluate the effectiveness and 
feasibility of different methods of alcohol SBI in the typical 
practice setting. The main findings were that great chal-
lenges exist in implementing SBI, and there is a lack of sig-
nificant effects of brief intervention or brief advice com-
pared with leaflet. Results from the 3 trials are available for 
download at http://www.sips.iop.kcl.ac.uk/index.php. 

Alcohol, Other Drugs, and Health: Current Evidence, March–April 2012 

Findings from the Screening and Intervention Programme 
for Sensible Drinking (SIPS), the largest multi-site alcohol 
screening and brief intervention (SBI) study ever conducted 
in the UK, were released in March 2012. Funded by the UK 
Department of Health, SIPS consisted of randomized con-
trolled trials of different methods of SBI in 3 settings: emer-
gency departments, primary care, and probation services. 

for the Protection of Human Subjects of Research, Bethesda, MD: 
OHSR, 1979. Available at http://ohsr.od.nih.gov/guidelines/
belmont.html. 
7. United Nations Office on Drugs and Crime. Ethical challenges 
in drug epidemiology: issues, principles and guidelines, 2004. 
Available at: http://www.unodc.org/pdf/gap_toolkit_module7.pdf. 
8. Trials of War Criminals before the Nuremberg Military 
Tribunals under Control Council Law No. 10, Vol. 2:181–182. 
Washington, DC: US Government Printing Office, 1949. Available 
at http://www.hhs.gov/ohrp/archive/nurcode.html. 
9. Appelbaum PS, Lidz CW. The therapeutic misconception. In The 
Oxford Textbook of Clinical Research Ethics. Emanuel EJ, Grady C, 
Crouch RA, et al. (eds). Oxford, UK: Oxford University Press, 2008. 
10. Levine, RJ. Informed consent. In Ethics and Regulation of Clinical 
Research. 2nd ed. New Haven, CT: Yale University Press, 1988. 
11. Veterans Health Administration National Center for Ethics in 
Health Care. Ten Myths about Decision-Making Capacity, 2002. 
Available at www.ethics.va.gov/docs/necrpts/nec_report_ 
20020201_ten_myths_about_dmc.pdf. 
12. Church M, Watts S. Assessment of mental capacity: a flow 
chart guide. Psychiatrist. 2007;31: 304–307. Available at http://
pb.rcpsych.org/content/31/8/304.full. 
13. Saks ER, Jeste DV. Capacity to consent to or refuse treatment 
and/or research: theoretical considerations. Behav Sci Law. 
2006;24(4):411–429. 
14. Buchanan A. Mental capacity, legal competence, and consent 
to treatment. J R Soc Med. 2004;97(9):415–420. 
15. Stanford Encyclopedia of Philosophy, Decision-Making 
Capacity, 2011. Available at: http://plato.stanford.edu/entries/
decision-capacity. 
16. Applelbaum PS. Assessment of patients’ competence to 
consent to treatment. N Engl J Med. 2007;357(18):1834–1840. 
17. National Advisory Council on Drug Abuse. Guidelines on 
Administration of Drugs with Abuse Potential to Human Subjects, 
2000. Available at: http://m.drugabuse.gov/funding/clinical-research/
nacda-guidelines-administration-drugs-to-human-subjects. 
18. Carter A, Hall W. The issue of consent in research that 
administers drugs of addiction to addicted persons. Account Res. 
2008;15(4):209–225. 
19. Palmer BW, Dunn LB, Appelbaum PS, et al. Assessment of 
capacity to consent to research among older persons with 
schizophrenia, Alzheimer disease, or diabetes mellitus: 
comparison of a 3-item questionnaire with a comprehensive 
standardized capacity instrument. Arch Gen Psychiatry. 2005;62
(7):726–733. 
20. University of California San Diego (UCSD) Task Force on 
Decisional Capacity. Decision-making capacity guidelines. Available 
at: http://irb.ucsd.edu/decisional.shtml.  

Informed Consent in Alcohol and Other Drug Research (continued from page 7) 

prevalent, a simple query asking what the study is 
about, or administration of the Mini-Mental State Exam, 
could be used to determine the need for a more formal 
assessment of capacity. A brief 3-item questionnaire 
asking about study purpose, risks, and benefits could 
also be used. 

• If questions remain about a potential subject’s ability to 
give informed consent, a qualified independent clinician, 
ethical consultant, or uninvolved third party should be 
asked to make an independent evaluation. 

• When a more formal test of capacity is needed, 
consider using the MacArthur Competence Assessment 
Tool for Clinical Research (MacCAT-CR),20 a 
semistructured interview-based instrument. 

 
Conclusion 
 
Although including AOD-addicted individuals in research 
studies poses ethical challenges, it does not make the 
conduct of good, ethical research impossible. Attention to 
factors that support the consent process increases the 
likelihood that individuals with substance use disorders are 
able to provide meaningful valid consent. Tools are available 
to help investigators accurately assess a given individual’s 
capacity to do so. 

 
References 

 
1. Carter A, Hall W. Addiction Neuroethics: The Promises and Perils of 
Neuroscience Research on Addiction. Cambridge, UK: Cambridge 
University Press, 2012.  
2. Appelbaum PS, Roth LH, Lidz CW, et al. False hopes and best 
data: consent to research and the therapeutic misconception. 
Hastings Cent Rep. 1987;17(2):20–24. 
3. Perneger TV, Giner F, del Rio M, et al. Randomised trial of 
heroin maintenance programme for addicts who fail in 
conventional drug treatments. BMJ. 1998;317(7150):13–18. 
4. Rehm J, Gschwend P, Steffen T, et al. Feasibility, safety, and 
efficacy of injectable heroin prescription for refractory opioid 
addicts: a follow-up study. Lancet. 2001;358(9291):1417–1420. 
5. Charland LC. Cynthia’s dilemma: consenting to heroin 
prescription. Am J Bioethics. 2002;2(2):37–47. 
6. National Institutes of Health Office of Human Subjects 
Research. The Belmont Report-Ethical Principles and Guidelines 

SIPS Study Findings on Alcohol Screening and Brief Intervention Released 

Resource Alert 



 

 

P A G E  9  

Visit  
 

www.aodhealth.org  
to view the newsletter online,  

sign up for a free subscription, and 
access additional features including 

downloadable training 
presentations, free CME credits,  

and much more! 
 

The major journals regularly re-
viewed for the newsletter include: 

 
Addiction 

Addiction Science & Clinical Practice 
Addictive Behaviors 

AIDS 
Alcohol 

Alcohol & Alcoholism 
Alcoologie et Addictologie 

Alcoholism: Clinical & Experimental Research 
American Journal of Drug & Alcohol Abuse 

American Journal of Epidemiology 
American Journal of Medicine 

American Journal of Preventive Medicine 
American Journal of Psychiatry 

American Journal of Public Health 
American Journal on Addictions 

Annals of Internal Medicine 
Archives of General Psychiatry 
Archives of Internal Medicine 

British Medical Journal 
Drug & Alcohol Dependence 

Epidemiology 
European Addiction Research 

European Journal of Public Health 
European Psychiatry 
Gastroenterology 

Hepatology 
Journal of Addiction Medicine 
Journal of Addictive Diseases 

Journal of AIDS 
Journal of Behavioral Health Services & Research 

Journal of General Internal Medicine 
Journal of Hepatology 

Journal of Infectious Diseases 
Journal of Studies on Alcohol 

Journal of Substance Abuse Treatment 
Journal of the American Medical Association 

Journal of Viral Hepatitis 
Lancet 

New England Journal of Medicine 
Preventive Medicine 
Psychiatric Services 
Substance Abuse 

Substance Use & Misuse 
 

Many others periodically reviewed (see 
www.aodhealth.org). 

 
 

Contact Information: 
Alcohol, Other Drugs, and Health:  

Current Evidence 
Boston University School of  

Medicine/Boston Medical Center 
801 Massachusetts Ave., 2nd floor 

Boston, MA 02118 

 Visit www.aodhealth.org to download these valuable  
teaching tools: 

  

Helping Patients Who Drink Too Much 
  

A free multimedia training curriculum on 

screening and brief intervention  

for unhealthy alcohol use 
 www.mdalcoholtraining.org 

  

• Learn skills for addressing unhealthy alcohol use (e.g. screening, 

assessment, brief intervention, and referral) in primary care set-
tings. Includes a free PowerPoint slide presentation, trainer 
notes, case-based training videos, and related curricula on health 
disparities/cultural competence and pharmacotherapy. 

  ______________________________ 
  

Prescription Drug Abuse Curriculum 
  

A free downloadable PowerPoint presentation to  

address prescription drug abuse 

www.bu.edu/aodhealth/presc_drug.html 
  

• Framed within the clinical scenario of chronic pain management, 
this valuable teaching resource includes detailed lecture notes to 
expand on the information contained in each slide. Designed to 
last 2 hours, the material can be easily adapted to fit the 1-hour 
lecture slot typical of most training programs. 

Call for Papers 
 

Addiction Science & Clinical Practice (ASCP), founded in 2002 by the 
National Institute on Drug Abuse (NIDA) and now published by leading 
open-access publisher BioMed Central,* is seeking submissions of the  

following article types: 
 

Original Research • Reviews • Systematic Reviews and Meta-analyses 
Study Protocols • Case Studies • Case Reports 

 

Editors in Chief 
Richard Saitz MD, MPH, FACP, FASAM 

Jeffrey H. Samet, MD, MA, MPH 
 

About the journal: ASCP provides a forum for clinically relevant research 
and perspectives that contribute to improving the quality of care for people 
with unhealthy alcohol, tobacco, or other drug use and addictive behaviors 

across a spectrum of clinical settings.  
 

For more information or to submit manuscripts online, visit 
www.ascpjournal.org 

 

*Submit now! For an initial period, with NIDA support, authors will not be 
charged article processing fees. Thereafter, article processing charges will 
apply. 



 

 

Continuing Medical Education (CME) Accreditation Statements 
Sponsored by Boston University School of Medicine 

This activity has been planned and implemented in accordance with the Essential 
Areas and Policies of the Accreditation Council for Continuing Medical Education 
(ACCME) through the joint sponsorship of Boston University School of Medicine 
and Boston Medical Center. Boston University School of Medicine is accredited by 
the ACCME to provide continuing medical education for physicians (Course Code 
I.ACT1203). Boston University School of Medicine designates this enduring material 
for a maximum of 1.5 AMA PRA Category 1 Credit(s)™. Physicians should only 
claim credit commensurate with the extent of their participation in the activity. 
 
Target Audience 
The target audience is generalist clinicians, many of whom have received limited 
training on detecting and treating substance abuse.  
 
Educational Needs Addressed 
Primary-care clinicians often miss the diagnosis of alcohol or drug problems and 
cannot stay abreast of the current substance-abuse literature in the context of a 
busy practice. Because of the effects of alcohol and drugs on adherence to care 
plans and physician-patient relationships, patients with alcohol or drug problems 
may receive suboptimal treatment for other conditions. Further, physicians some-
times perceive alcohol or drug dependence as less treatable than other medical 
conditions, and thus delegate responsibilities for screening and intervention to 
others. At the root of the screening and treatment gap is the inadequate provision 
of substance-abuse education in medical schools and mental-health fields. The news-
letter addresses this not only by research dissemination but by providing free 
downloadable teaching tools for use by educators. 
 
Educational Objectives 
At the conclusion of this program, participants will be able to state the latest re-
search findings on alcohol, illicit drugs, and health; incorporate the latest research 
findings on alcohol, illicit drugs, and health into their clinical practices, when appro-
priate; and recognize the importance of addressing alcohol and drug problems in 
primary care settings. In sum, the purpose of the newsletter is to raise the status of 
alcohol and drug problems in both academic and clinical culture to promote evi-
dence-based screening and treatment and ultimately improve patient care.  
 
Disclosure Statement 
Boston University School of Medicine asks all individuals involved in the develop-
ment and presentation of Continuing Medical Education/Continuing Education 
(CME/CE) activities to disclose all relationships with commercial interests. This 
information is disclosed to activity participants. Boston University School of Medi-
cine has procedures to resolve apparent conflicts of interest. In addition, faculty 
members are asked to disclose when any unapproved use of pharmaceuticals and 
devices is being discussed.  
 
Course Faculty 
Richard Saitz, MD, MPH, FASAM, FACP  
Course Director 
Professor of Medicine and Epidemiology 
Boston University Schools of Medicine and Public Health 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
David A. Fiellin, MD 
Professor of Medicine 
Yale University School of Medicine 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
Nicolas Bertholet, MD, MSc 
Department of Medicine and Public Health 
Lausanne University, Switzerland 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
R. Curtis Ellison, MD 
Professor of Medicine and Public Health 
Boston University School of Medicine 
Faculty member is the Director of the Institute on Lifestyle and Health, which re-
ceives various donations from individuals and companies in the alcohol beverage 
industry, given as "unrestricted educational gifts." Funds are not given for specific 
research projects and donors have no prior information on, or input into, the sur-
veillance being carried out or critiques published by the Institute or the Section. 
Faculty member does not discuss unlabeled/investigational uses of a commercial 
product. 

Peter D. Friedmann, MD, MPH 
Professor of Medicine and Community Health 
Warren Alpert Medical School of Brown University 
Faculty member has served as a consultant for Clinical Tools, Inc., is a member of the 
speakers bureau for Reckitt Benckiser Pharmaceuticals, and is a stockholder in  
Alkermes, Inc. Faculty member does not discuss unlabeled/investigational uses of a 
commercial product. 
 

Kevin L. Kraemer, MD, MSc  
Associate Professor of Medicine and Health Policy and Management  
University of Pittsburgh Schools of Medicine and Public Health 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 

Hillary Kunins, MD, MPH, MS 
Associate Clinical Professor of Medicine and 
Psychiatry & Behavioral Sciences 
Albert Einstein College of Medicine 
Faculty member is a stockholder in Pfizer, and her daughter is a stockholder in Abbott 
Laboratories, Johnson & Johnson, and Medtronic, Inc. Faculty member does not  
discuss unlabeled/investigational uses of a commercial product. 
 
Darius A. Rastegar, MD 
Assistant Professor of Medicine 
Johns Hopkins School of Medicine 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
Jeffrey H. Samet, MD, MA, MPH 
Professor of Medicine and Social and Behavioral Sciences  
Boston University Schools of Medicine and Public Health 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
Jeanette M. Tetrault, MD 
Assistant Professor of Internal Medicine 
Yale University School of Medicine 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
Alexander Y. Walley, MD, MSc  
Assistant Professor of Medicine  
Boston University School of Medicine 
Faculty member has nothing to disclose in regards to commercial support and does 
not discuss unlabeled/investigational uses of a commercial product. 
 
Donna Vaillancourt 
Managing Editor 
Alcohol, Other Drugs, and Health: Current Evidence  
Boston Medical Center 
Ms. Vaillancourt has nothing to disclose in regards to commercial support. 
 
Jody Walker, MS 
Boston University School of Medicine 
CME Program Manager  
Ms. Walker has nothing to disclose in regards to commercial support . 
 

Disclaimer 
THESE MATERIALS AND ALL OTHER MATERIALS PROVIDED IN CONJUNC-
TION WITH CONTINUING MEDICAL EDUCATION ACTIVITIES ARE IN-
TENDED SOLELY FOR PURPOSES OF SUPPLEMENTING CONTINUING MEDI-
CAL EDUCATION PROGRAMS FOR QUALIFIED HEALTH CARE PROFESSION-
ALS. ANYONE USING THE MATERIALS ASSUMES FULL RESPONSIBILITY AND 
ALL RISK FOR THEIR APPROPRIATE USE. TRUSTEES OF BOSTON UNIVERSITY 
MAKES NO WARRANTIES OR REPRESENTATIONS WHATSOEVER REGARD-
ING THE ACCURACY, COMPLETENESS, CURRENTNESS, NONINFRINGEMENT, 
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OF THE MATE-
RIALS. IN NO EVENT WILL TRUSTEES OF BOSTON UNIVERSITY BE LIABLE TO 
ANYONE FOR ANY DECISION MADE OR ACTION TAKEN IN RELIANCE ON 
THE MATERIALS. IN NO EVENT SHOULD THE INFORMATION IN THE MATERI-
ALS BE USED AS A SUBSTITUTE FOR PROFESSIONAL CARE.  
 

Date of original release: April 1, 2012. 
Date of expiration: March 31, 2013. 
CME Course Code I.ACT1203, March-April 2012. 


