Supplementary Figure A

707 Underwent Screening

[ Enrollment ]

387 Passed Screening
e 54 Withdrew Prior to Randomization (unable to
contact, did not attend first visit, or chose not to enroll)
320 Met Exclusion Criteria

Randomized (n=333)

[ Allocation ]

Men Assigned to Placebo (n=77)

+Men Received Placebo (n=71)

#Did Not Start Treatment (n=6)
(1 Wanted Different Treatment
Method, 3 Lost Interest, 1 Began
Psychiatric Medication, 1 Unknown)

Men Assigned to Naltrexone (n=80)
+Men Received Naltrexone (n=76)
+Did Not Start Treatment (n=4)

(3 Lost Interest, 1 Unknown)

Women Assigned to Placebo (n=88)
+Women Received Placebo (n=83)
+Did Not Start Treatment (n=5)

(2 Health Problems, 1 Wanted Different
Treatment Method, 2 Lost Interest)

Women Assigned to Naltrexone (n=88)
+Women Received Naltrexone (n=85)
+Did Not Start Treatment (n=3)

(2 Lost Interest, 1 Unknown)

[ Follow-Up ]

Completed Treatment (n=51)

# Discontinued Treatment (n=20):
(5 Smoking Related, 3 Unpleasant
Reaction to Tablet, 2 Time
Commitment, Scheduling or Travel,
1 Other, 9 Unable to be Contacted or
Unspecified)

Completed Treatment (n=58)

# Discontinued Treatment (n=28):
(1 Smoking Related, 1 Unpleasant
Reaction to Tablet, 6 Time
Commitment, Scheduling or Travel,
2 Other, 8 Unable to be Contacted or
Unspecified)

Completed Treatment (n=64)

+ Discontinued Treatment (n=19):
(9 Smoking Related, 2 Unpleasant
Reaction to Tablet, 4 Time
Commitment, Scheduling or Travel,
1 Other, 3 Unable to be Contacted or
Unspecified)

Completed Treatment (n=65)

+ Discontinued Treatment (n=20):
(5 Smoking Related, 4 Unpleasant
Reaction to Tablet, 4 Time
Commitment, Scheduling or Travel,
3 Other, 4 Unable to be Contacted or
Unspecified)

[ Analysis ]

Analyzed (n=71)
# Excluded from Analysis (n=6):
Did Not Start Treatment

Analyzed (n=76)
+Excluded from Analysis (n=4):
Did Not Start Treatment

Analyzed (n=83)
# Excluded from Analysis (n=5):
Did Not Start Treatment

Analyzed (n=85)
¢ Excluded from Analysis (n=3):
Did Not Start Treatment




