1. Level 4 Data Extraction -Primary Studies (General Information)(Groupin)

O Group1:
O Group2 :
O Group3 :
O Exclude

2. STUDY
O Companion paper :

O Honorable mention :

O Data included/extracted

3. Country(s) in which study was conducted:

4. Funding source (mark NR if not reported)

METHODOLOGY

5. Study type (If it is a multicentral study, please provide the number of centers in the box)

O RCT:
O Non-RCT :
O Cohort/longitudinal :

O Case-Control :

O Cross-Sectional :

O Other (specify) :

6. Setting
O Outpatient Psychiatric
O Inpatient Psychiatric

O Outpatient Primary Care
O Inpatient Primary Care
O Other (specify) :

Table No 1: Type of Intervention/treatment (List all that apply) (specify for each arm/group)

Type Total Groupl | Group2 | Group3 | Group4 | Group5 | Group 6 | Group 7
Intervention
Table No 2: Sample characteristics
Total | Group 1 | Group 2 | Group 3 | Group 4 | Group 5 | Group 6 | Group 7

Total Recruited

Total Eligible
Screened

Total Run-in Phase

Sample of non-
responders




RANDOMIZED or
GROUPED

For each time point
that has results
provided (labeled as
T1, T2, T3)

Total who withdrew
or were lost to follow-
up when study
outcomes are
measured

Withdrawal because
of Adverse Effects

Withdrawal because
of Loss to Follow-up

Total number of
subjects analyzed

POPULATION CHARACTERISTICS

Table No 3: Age

Age Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Min

Max

Mean

SD

SEM

Median

IQR

Other (e.g.
age group)

Table No 4: Gender

Gender Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Male (No)

Male (%)

Female (No)

Female (%)




Table No 5: Ethnicity

Ethnicity Total Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

White (No)

Hispanic (No)

African-
American (No)

Oriental (No)

Asian (No)

Other (specify)
(No)

231. List all Inclusion criteria
ao1:

a2:

O3:

O4:

ob5:

O6:

av7:

O8:

232. List all Exclusion criteria
ao1:

a2:

O3:

O4:

ob5:

O6:

av7:

O8:

DISEASE

233. Diagnosis (list all that apply)
O Major Depressive Disorder (MDD)
O Dysthymia

O Subsyndromal
O Other (specify) :

234. Method(s) used to diagnose Depression:

O1:

a2:

O3:

O4:

ob5:

O6:

av7:

O8:




235. Method of determining inadequate response (click all that apply and provide as much detail as
possible. e.g. proportion).

O Prospective (Screening or Run-in Phase) :
O Retrospective
O Retrospective
O Retrospective
O Retrospective
O Retrospective
O Other (specify) :

: Medical chart :

: Confirmation by clinician :

: Patient self report of history of failure :

: Patient self report of history of adverse event response :
: Currently on medication to which they have not responded :

236. Who determined previous treatment failure?

Table No 6: Length of current Episode

Length

Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Min

Max

Mean

SD

SEM

Median

IOR

Other

301. Specify units in the mean for table 6 (above table).

O Week :
O Day :

O Month :
O Year:

Table No 7: Past Mental Health History (episodes of Depression over lifetime)

No of past episode

Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Min

Max

Mean

SD




SEM

Median

IQR

Other e.g. %
(specify)

Table No 8: Type and number of SSRI(s) that had previously failed to respond to (List all that
apply) (specify for each arm/group)

Type/No Total Groupl | Group2 | Group3 | Group4 | Group5 | Group 6 | Group 7

Type

No of drugs

Type not
specified

INTERVENTION

390. Were patients tapered off existing medications prior to start of the study?
O Yes:

O No:

O Unclear :

391. Was a run-in phase employed?
O Yes (specify time in weeks) :
O No:

392. Was there a washout period following the run-in phase? (If yes, specify the time-interval)
O Yes:

O No:

O Unclear :

393. PURPOSE OF TREATMENT

394. What type of patients are excluded from proceeding to the next phase of treatment (List
all criteria)?

O1:
02:
03:
0O4:
Ob5:
06:
o7:
O 8:




Table No 9: Dose of treatment/intervention

Dose

Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Initial (minimum)

Initial (maximum)

Final (minimum)

Final (maximum)

Other

Table No 10: Treatment interval (week) of treatment/intervention for arml/groupl

SSRI

Total

Group 1

Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Min

Max

Mean

SD

SEM

Median

IQR

Other

499. Specify units in the mean for table 10 (above table).

O Week :
O Day:

O Month :
O Year:

500. Type of treatment provider (describe in brief):

O Psychiatrist :
O Family Physician :

O Allied Health :

O Other :




RESULTS

Table No 11: Time points at which treatment discontinued (specify when outcomes were
collected and the length of follow up in week(s)

Time Points

Week(s)

Note

First

Intermediate

Other

Final

Follow Up

511. Patient Compliance (Detail definition if provided) (list all methods):

O1:

a2:

O3:

O4:

ob5:

O6:

av7:

O8:

Table No 12: Compliance with treatment (End Point) (indicate compliance or non-compliance

in the last box)

Comply

Total

Group 1 | Group 2

Group 3

Group 4

Group 5

Group 6

Group 7

Min

Max

Mean

SD

SEM

Median

IQR




Other (e.g.
number)

Note
(compliance
or non-
compliance)

584. Percent (%) or number of subjects declaring use of Complementary and Alternative
Medicine (CAM) interventions

O Baseline (No) :
O Baseline (%):
O Concurrent (No) :
O Concurrent (%):

585. Are there stratified ANALYSES for the following variables/factors (check all that apply):
O Depressive diagnosis (MDD vs Other) :
O Disease severity :
O Age:
O Gender :

O Race:

O Socioeconomic status :

O Medical comorbidities :

O Psychiatric comorbidities :
O other :
O other:
O other :

586. List all relevant outcomes/instruments used in this study. Place a (P) after the outcomes
indicating that they are the primary outcomes.

o1:

02:

O3:

0O4:

O5:

06:

av7:

O 8:

587. Overall conclusions on efficacy from an abstract if no/short results reported :

588. Additional comments or important notes about this study :

589. Go to Data Extraction form for Harm
O Yes
O No



590. Investigator 1 Comments:

591. Investigator 2 Comments:

592. Investigator 3 Comments:

593. Group
O MoCo :

O MoMo :

O CoCo:

O STARD :

O Other:




