
Antidepressant drugs vs. placebo in adults with AN

Characteristics of Included Studies
Methods Participants Outcomes Interventions Notes

ATTIA1998
All had individual 
supportive/CBT 3-5 
times/week, a variety of 
group sessions each week, 
therapy with their family if 
avail & structural BT 
program. 2 not analysed, 
one didn't take meds, one 
discharged herself after 5 
days, but no info as to 
which group.

Data Used
Percentage of Ideal Body Weight
Beck Depression Inventory
Adverse Events
Leaving the study early - adverse events
Leaving the study early - any reason

1 N= 16Group
Placebo

2 N= 15Group
Fluoxetine - started at 20mg/day and 
increased to 60mg/day over 1 week. This 
dose was maintained until the end of the 
trial, unless patient reported intolerable 
side effects, in which case the dose was 
decreased or discontinued.

Notes: patients remained in trial until they 
reached 90% ibw (for a week), or for a max of 
3 months.

Setting: in-patient

Duration (days): Mean 37  
Blindness: Double blind

Study Type: RCT

Diagnosis:

Age: Mean 26  
Sex: all females

Exclusions: weighed more than 80% ideal body weight, 
medically unstable, reported past allergy to fluoxetine, met 
criteria for alcohol/substance abuse in past 6 months, met 
criteria for bipolar or psychotic illness (current or lifetime), 
met critreia for OCD before than of AN.

N= 33

100% Anorexia Nervosa by DSM IV

Results from this paper: 
[Raw Data available for all outcomes]

LEAVING THE STUDY EARY/COMPLIANCE: No significant differences - 4 dropped out in each group (n = 31; RR = 1.07; 95% CI, 0.32 to 3.52 - ES favours control)

EFFICACY OUTCOMES: No significant differences on weight change (n=31; SMD = 0.14; 95% CI, -0.56 to 0.85 - favouring control)

ADVERSE EVENTS:
- 2 patients in each group left early due to adverse events, 2 in medication group because of persistently severe or worsening depression, 1 in placebo group because of severe anxiety, and 1 in the placebo group 
because of recurrent headaches - no significant differences (n=31; RR = 1.07; 95% CI, 0.17 to 6.64 - favouring control)
- 2 patients on fluoxetine had their doses reduced, one because of agitation and insomnia, the other because of blurred vision

BIEDERMAN1985
All patients received 
psychiatric and medical 
treatment for AN including 
supportive measures, 
nutritional rehab. Individual 
psychotherapy, family 
intervention, and behaviour 
modification for inpatients.

Data Used
Clinical Global Impression
Adverse Events
Body Weight

1 N= 11Group
Amitriptyline - dosage was increased 
every other day by 50mg up to 
3mg/kg/day and a maximum dose of 
175mg/day unless adverse effects 
developed. Mean 115mg/day.

2 N= 14Group
Placebo - in same format as active 
treatment.

Setting: Massachusetts & Boston, mixture of 
in- and out-patients.

Duration (days): Mean 35  
Blindness: Double blind

Study Type: RCT

Info on Screening Process: 18 additional 
patients who refused drug treatment were 
used as an extra comparison group (but 
obviously were not randomised).

Diagnosis:

Age:   Range 11-27
Sex: 

Exclusions: evidence of other medical disorders.

Notes: 1 patient did not quite meet diagnosis (had 19% 
weight loss).

N= 25

100% Anorexia Nervosa by DSM III

Results from this paper: 
COMPLIANCE/LEAVING THE STUDY EARLY: no mention

EFFICACY OUTCOMES:
- Improvement was poor overall: more than 46% participants in the 3 groups manifested less than 30% improvement over baseline in various ratings, and less than 10% in weight gain.
- Participants were classified into response categories (<30%, 30-50% or >50% improvement) for weight gain and there was no significant difference between the groups (n=15; RR = 1.27; 95% CI, 0.71 to 2.27 - 
favours control) 

ADVERSE EVENTS: only a minority of patients on placebo reported adverse events (palpitations, dizziness, dry mouth), whereas the majority of drug patients reported them. For some these were severe 
(diaphoresis, drowsiness, dry mouth, urinary retention, blurred vision, hypo tension, and leucopoenia) [Raw Data only by specific event, not by the no. people reporting them]



HALMI1986
Data Used

Clinical Global Impression
Beck Depression Inventory
Hamilton Depression Rating Scale
Number of days to achieve target weight
Achieving target weight

1 N= 23Group
Amitriptyline - Dose was increased at a 
rate according to the discretion of the 
investigator to obtain maximal drug 
dosage at the end of the second week of 
treatment. (max 160mg).

2 N= 24Group
Cyproheptadine - As other treatment. 
(max 32mg).

3 N= 25Group
Placebo - As active treatment.

Notes: treatment ended when patients reached 
within 5% IBW.

Setting: Minneapolis & New York

Duration (days): 
Blindness: Double blind

Study Type: RCT

Diagnosis:

Age: Mean 21  Range 13-36
Sex: all females

Exclusions: no mention.

Notes: included 33 patients with bulimia.

N= 72

100% Anorexia Nervosa by DSM III

Results from this paper: 
[No Raw Data at all]

COMPLIANCE & LEAVING THE STUDY EARLY: No data

EFFICACY OUTCOMES: 
- No significant effect of drug treatment on days to reach target weight, and initial weight and site accounted for a significant amount of the variance on this variable [some complex data]
- Hierarchical regression analysis found that the drug treatment had a just significant effect when only the patients who reached target weights were considered, but this was after controlling for 5 other effects 
(site, 2 pre-treatment weights - days 1 & 7, two drugs, drug-pretreatment weight interaction)
- Multiple regressions analysis taking into account pre-treatment HAM-D scores and hospital variance found a significant effect of drug treatment (p<0.005)

ADVERSE EVENTS: Few side effects reported.

KAYE2001
LSE was primary outcome 
as patients, relatives and 
physician were told to 
terminate medication if 
there was a declining 
clinical course (i.e. LSE 
was a relapse indicator). 4 
P's excluded from analysis, 
3 early breaking of blind, 1 
only completed 15 days.

Data Used
Yale-Brown Obsessive-Compulsive Scale
Hamilton Anxiety Rating Scale
Hamilton Depression Rating Scale
Leaving the study early - any reason

1 N= 19Group
Fluoxetine - begun on 20mg 
fluoxetine/day, after that, dosage was 
adjusted by a physician who was blind to 
treatment allocation.

2 N= 20Group
Placebo - in same format as fluoxetine.

Setting: All patients exept one were 
admissions to the inpatient eating disorders 
treatment proram at the WPIC, Pittsburgh.

Duration (days): Mean 365  
Blindness: Double blind

Study Type: RCT

Study Description: study was a years follow-up 
of patients after discharge to see if they 
relapsed. Diagnosis:

Age:   
Sex: all females

Exclusions: concurrent severe medical or neurologic 
illness, concurrent/recent alcohol/substance dependence 
disorder, psychotropic medication in month preceeding 
study (except small amount of alprazolam (up to 
1.0mg/day).

Notes: All patients rec'd the same progam of intensive 
cognitive behavioural, individual and dietary therapy. Some 
participants also took part in outpatient therapy.19 were 
started on medication/placebo at 90%ABW, 7 were 85-
89%, 6 80-84% and 2 below 80%.

N= 39

100% Anorexia Nervosa by DSM IV

Results from this paper: 
[Raw Data Available]

COMPLIANCE & LEAVING THE STUDY EARLY:
- 10/16 in fluoxetine group and 3/19 in placebo group remained in study for a whole year (n=35; RR = 0.45; 95% CI, 0.23 to 0.86 - favours fluoxetine)
- Survival analysis (taking into account the day that the participants left the study) was also significant (log-rank (1) = 10.0; p=0.002 - favours fluoxetine)

EFFICACY OUTCOMES: See above

ADVERSE EVENTS: No mention



References of Included Studies

LACEY1980
Data Used

Body Weight
Leaving the study early - any reason
Leaving the study early - adverse events

1 N= 8Group
Clomipramine - 50mg/day (2 x 25mg) just 
before sleep

2 N= 8Group
Placebo - same format as clomipramine.

Notes: Study lasted as long as patients 
remained on the inpatient ward.

Followup: up to 19 months

Setting: in-patient during refeeding.

Duration (days): 
Blindness: Double blind

Study Type: RCT

Diagnosis:

Age:   
Sex: all females

Exclusions: no mention.

N= 16

100% Anorexia Nervosa by Unmentioned Tool

Results from this paper: 
COMPLIANCE/LEAVING THE STUDY EARLY: 3 patients left early (i.e. before reaching target weight), 2 on clomipramine, one when she had reached 95% target weight, and one complaining of side effects 
commonly associated with tricyclic antidepressants, the other on placebo, also complaining of similar side effects (n=16; RR = 2.00; 95% CI, 0.22 to 17.89 - favours placebo).

EFFICACY OUTCOMES: 
- Two groups showed no significant differences on mean weight gain (n=16; SMD = 0.26, 95% CI, -0.73 to -1.25 - favours placebo) or the rate of weight gain (kg/day) (n=16; SMD = 1.07; 95% CI, 0.00 to 2.14 - 
favours placebo) [Raw Data]
- There was a tendency (non-significant) for those taking clomipramine to maintain their body weight after the end of the trial [No usable data]
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