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JARS: ALL: These questions should be answered for all submitted manuscripts

MANUSCRIPT SECTION

Description

TITLE

Do Treatments for Panic Disorder Improve Sleep
in Patients with Unexplained Chest Pain?

Does the Title identify the variables and theoretical issues under investigation, as well
as the relationship between them?

Yes No O

If no, please explain:

AUTHOR NOTE

For a review of what should be included in the Author Note,
see the Publication Manual of the American Psychological
Association: http://www.apastyle.org/manual/
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Does the Author Note contain acknowledgment of special circumstances, for example:

e use of data also appearing in previous publications, dissertations, conference
papers?

Yesml No[O

If yes, please explain:

A small portion of the data presented in this manuscript has been previously
published in abstract form (Belleville, G., Marchand, A., Lessard, M.-J.,
Pelland, M.-E., & Poirier-Bisson, J. (2010). Sleep disturbances in patients
with chest pain and panic disorder recruited in an emergency department
[Abstract]. Sleep, 33, A232.). The present study reports secondary analyses of
sleep data from a sample of PD patients consulting an emergency department

(Marchand, A., Belleville, G., Fleet, R., Dupuis, G., Bacon, S. L., Poitras, J.,
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e sources of funding or other support?
Yes No[]

If yes, please explain:

Genevieve Belleville received postdoctoral scholarships from the Research
Group on agoraphobia and panic and the Fonds de Recherche en Santé du
Québec. The research was funded by a grant to André Marchand from the
Canadian Institutes of Health Research (153245).

o relationships that may be perceived as conflicts of interest?
Yesml No I

If yes, please explain:

The authors report no proprietary or commercial interest in any product
mentioned or concept discussed in this article.
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SCIENTIFIC ABSTRACT

Does the Scientific Abstract describe:
e the problem under investigation?
Yes ml No OJ

If no, please explain:

e participants or subjects, specifying pertinent characteristics; in animal research,
including genus and species?

Yes No

If no, please explain:
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e study method, including:

0 sample size?
Yes No [

0 any apparatus used?
Yes [0 No

O measures?
Yes = No [

0 data-gathering procedures?
Yes = No [

0 research design (e.g., experiment, observational study)?
Yes = No [

If answered “no” for any of the study methods above, please explain:

No apparatus was used for this research.

e findings, including effect sizes and confidence intervals and/or statistical significance
levels?

Yes No (I
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If no, please explain:

e conclusions and the implications or applications?
Yes No [

If no, please explain:
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INTRODUCTION Does the Introduction:
For the Introduction please indicate whether the requested e describe the importance of the problem?
information can be found in this section of the manuscript, in
a supplemental file, or whether the information is not In manuscript In supplemental files (] Not relevant [J
relevant to the study. If the information is not relevant,
please provide a brief explanation. If not relevant, please explain:

p.5

e describe theoretical or practical implications of the problem?
In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:
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e review relevant scholarship in relation to previous work?
In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:

e review if other aspects of this study have been reported upon previously and
how the current report differs from these earlier reports?

In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:
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e describe the specific hypotheses or objectives, such as

o theories or other means to derive hypotheses, if hypotheses were
offered?

In manuscript In supplemental files [ Not relevant [J

If not relevant, please explain:

o primary hypotheses?
In manuscript In supplemental files [ Not relevant []

If not relevant, please explain:




Archives of Scientific Psychology Questionnaire for Manuscripts Describing Primary Data Collections
(Based on APA Journal Article Reporting Standards — JARS Questionnaire) 9

0 secondary hypotheses?
In manuscript [ In supplemental files [] Not relevant

If not relevant, please explain:

There were no secondary hypotheses.

0 planned exploratory analyses?
In manuscript [ In supplemental files [ Not relevant

If not relevant, please explain:

There were no other planned exploratory analyses.




Archives of Scientific Psychology Questionnaire for Manuscripts Describing Primary Data Collections
(Based on APA Journal Article Reporting Standards — JARS Questionnaire) 10

e describe how hypotheses and research design relate to one another?

In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:
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METHOD

Participant or subject characteristics:

p. 7

For the Method section, please provide the information requested below, regardless of whether it
also appears in the rest of the manuscript or in supplemental files.

o What were the eligibility and exclusion criteria for participants or subjects, including any restrictions
based on demographic characteristics?

Inclusion criteria were (a) a primary diagnosis of PD; (b) aged eighteen years or older; (c) able
to speak and read French or English; and (d) nontraumatic chest pain diagnosed as highly
unlikely to be of cardiac or organic origin (i.e., negative serial electrocardiogram and cardiac
enzyme tests, absence of cause identifiable by radiography). Exclusion criteria were (a) presence
of'a major medical condition or mental disorder with psychotic features; (b) significant
cognitive deficit precluding adequate participation in study procedures; (¢) drug or alcohol

abuse; and (d) current psychotherapy.

o What were the major demographic characteristics of participants or subjects as well as important topic-
specific characteristics, or, in the case of animal research, the genus and species?

Participants were French- or English-speaking Canadians who consulted an emergency
department with unexplained chest pain.

Sampling procedures:

p.11

e What procedures were used for selecting participants, including

0 the sampling method

Research assistants were present in the three participating EDs and gathered information about
the presenting problems of all entering patients. Subsequent to diagnosis of noncardiac chest pain
by the emergency physician, 246 potentially eligible participants were screened for PD.
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o the percentage of sample approached that participated

78 o

0 any self-selection, either by individuals or by nomination from others?

No.

o What were the settings and locations where data were collected?

To recruit prospective participants, we monitored the flow of patients from the ED of three
hospitals in the province of Quebec, Canada. Montreal Sacré-Ceeur Hospital and the Montreal
Heart Institute serve an urban population, and the Hotel-Dieu de Lévis university-affiliated

1 M | 4 1 A 1 1.4c la nl 1.4 : 1.1 10 21 L 41

o Were any agreements and payments made to participants?

Participation was voluntary and there was no compensation other than receiving free treatment
for PD (except for participants in the usual care condition).

o Were IRB agreements obtained, ethical standards met, and safety monitored?
Yes = No J

If no, please explain:
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Sample size, power and precision:

p. 13

What was the intended sample size?
n=

Wh?;l was the actual sample size?
n:

How was sample size determined:

0 power analysis?
Yes No [J

0 other methods used to determine accuracy of parameter estimates?
Yes [ No =

If yes, describe:

o0 stopping rules or interim analyses?
Yes [ No ml

If yes, describe:
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Measures and covariates:

o Please provide the definitions of all primary and secondary measures and covariates taken in the study,
including measures collected but not included in this report

Measure name:
Primary Measures:

(ADIS-IV)

Insomnia Interview Schedule (11S)

Anxiety Diagnostic Interview Schedule for DSM-IV

Definition:

ADIS-IV: Clinical diagnostic interview for anxiety
disorders and related disorders

[IS: Clinical diagnostic interview for insomnia and
related sleep disorders

¢ What methods were used to collect data?

Clinical interviews
Daily self-observations

Self-report validated questionnaires

o Were methods used to enhance the quality of measurements?

o training and reliability of data collectors?

Yes No O

0 use of multiple observations?

Yes No

¢ What are the known psychometric and biometric properties of instruments used in the study?

Measure Name:

Anxiety Diagnostic Interview
Schedule for DSM-IV (ADIS-IV)

Insomnia Interview Schedule (1IS)

Sleep diaries

Property:
ADIS-IV: diagnoses and evaluates
the severity of anxiety disorders

[IS: diagnoses and evaluates the
severity of insomnia disorder

Clann Aiavinc: nctivnatan clann

Result:

ADIS-IV: Recommended by
consensus conference group for
the assessment of panic disorder

[IS: No psychometric properties
available
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Research design:
o Were conditions manipulated mlor naturalistic [17?

If manipulated, please complete JARS:EXP (see below)

If manipulated, were subjects randomly assigned to conditions?
Yes [ No

If randomly assigned, please complete JARS: RCT (see below)

If not randomly assigned, please complete JARS:QED (see below)

Miscellaneous:

o Are there any other aspects of the study’s methods that are important for the interpretation or replication
of its findings?

No other than previously mentioned.
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RESULTS

Participant flow:

Recruitment:

Missing data:

For the Results section, please provide the information requested in the questionnaire or provide
the page number, table, or supplemental file in which the information can be found.

If your manuscript is accepted for publication, you will need to deposit your data set in an approved
data repository. Please see Instructions to Authors for more information:
www.apa.org/pubs/journals/arc

How did participants move through each stage of the study and how many were lost at each stage, if

[ )
any (use flow chart, if appropriate—see Figure 1 below for an example)?

See Figure 1.

e Please provide the dates defining the periods of recruitment and repeated measures or follow-up.

Period Start Date: End Date:
Recruitment: December 2005 November 2009
December 2005 -

December 2008

Did you experience problems concerning statistical assumptions and/or data distributions that could
affect the validity of findings?

Yes Noll

If yes, please describe:



http://www.apa.org/pubs/journals/arc

Archives of Scientific Psychology Questionnaire for Manuscripts Describing Primary Data Collections
(Based on APA Journal Article Reporting Standards — JARS Questionnaire) 17

Sample smaller than what was intended. Decreased statistical power.

o Missing data

e Is missing data a cause of concern in this data set?
Yesmi Noll

e If missing data was a cause of concern, is there empirical evidence and/or theoretical arguments
for the causes of data that are missing (e.g., missing completely at random (MCAR), missing at
random (MAR), or missing not at random (MNAR))?

Due to the difficulty of prospectively recruiting patients with PD who were consulting primarily
for chest pain (and not for panic symptoms), the original sample was small (71), limiting the
statistical power. Completing all of the study's demanding protocol was even more difficult.
Consequently, our dataset had a lot of missing data, compared to that of the primary study. Only

narticinants with sleen data on the same measnre (ITS_<cleen diaries IST or DRAS) in two

e If missing data was a cause of concern, is there empirical evidence and/or theoretical arguments
for the causes of data that are missing (for example, missing completely at random (MCAR),
missing at random (MAR), or missing not at random (MNAR))?




Archives of Scientific Psychology Questionnaire for Manuscripts Describing Primary Data Collections
(Based on APA Journal Article Reporting Standards — JARS Questionnaire) 18

e If missing data was a cause of concern, what methods, if any, were used for addressing missing
data?

Missing data were not imputed to preserve the integrity of the clinical sample. We
preferred to report estimates of effect size, and to interpret the results with caution.In
spite of the restricted power, we thought the nontransformed data would be useful for
future references (e.g., use in a meta-analysis), given the dearth of studies on sleep in

panic disorder.

p. 16

DISCUSSION

Statistics and data analysis:

For the Discussion section, please indicate whether the requested information can be found in this
section of the manuscript, in a supplemental file, or whether the information is not relevant to the

study. If not relevant, please provide a brief explanation.

¢ Did you experience problems concerning statistical assumptions and/or data distributions that could
affect the validity of findings?

Yes ml Noll

If yes, please describe:

Missing data and small data; previously discussed.

e For inferential statistics (NHST), please indicate the a priori Type 1 error rate adopted:

0.05
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e For each NHST conducted, regardless of whether significant results were obtained and regardless of
whether or not reported in the text, please provide a log of the centrality (primary, secondary
exploratory) of the analyses to the study’s purpose, the analytic technique used, the direction,
magnitude, degrees of freedom, and exact p-level associated with each test:

Tables 1, 2 and 3.

e For multivariable analytic systems (e.g., multivariate analyses of variance, regression analyses,
structural equation modeling analyses, and hierarchical linear modeling)

e provide the associated variance-covariance (or correlation) matrix or matrices:

(Attached in supplemental files.)

e describe any estimation problems (e.g., failure to converge, bad solution spaces), anomalous data
points:

Not applicable.

o identify the statistical software program, if specialized procedures were used:

SPSS 13.0
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o |s there a statement of support or nonsupport for all original hypotheses distinguished by primary and
secondary hypotheses?

In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:

e Are post hoc explanations proposed?

In manuscript In supplemental files [] Not relevant [

If not relevant, please explain:

¢ Are the similarities and differences between these results and the work of others discussed?

In manuscript In supplemental files [ Not relevant [

If not relevant, please explain:
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Are results interpreted taking into account
e sources of potential bias and other threats to internal validity?

In manuscript In supplemental files [ Not relevant []

If not relevant, please explain:

e imprecision of measures?

In manuscript In supplemental files [ Not relevant [

If not relevant, please explain:

e the overall number of tests or overlap among tests?

In manuscript In supplemental files [ Not relevant [

If not relevant, please explain:
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o other limitations or weaknesses of the study?

In manuscript In supplemental files [ Not relevant [

If not relevant, please explain:

Is the generalizability (external validity) of the findings taken into account with regard to
o the target population?

In manuscript In supplemental files [ Not relevant []

If not relevant, please explain:

e other contextual issues?

In manuscript In supplemental files [] Not relevant [
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If not relevant, please explain:

e |s there discussion of implications for future research, program, or policy

In manuscript In supplemental files [ Not relevant [

If not relevant, please explain:
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JARS: EXP: These questions should be answered for all studies with an experimental manipulation or
intervention (in addition to the JARS: ALL Questionnaire)

Experimental manipulations or

p. 12

METHODS

interventions:

In the Method section of a study with an experimental manipulation or intervention, please provide the
information requested below, regardless of whether it also appears in the manuscript or a supplemental
file. If the information requested is irrelevant to the study, briefly explain why.

e Please provide the details about the experimental manipulations or interventions intended for each study
condition, including control groups and specifically including

e the content of the specific experimental manipulations or interventions—a summary or
paraphrasing of instructions (unless they are unusual or compose the manipulation, in which case they
may be presented verbatim):

The four conditions were (a) seven sessions of biweekly brief CBT for PD; (b) a one-session
PM intervention; (¢) six months of pharmacological treatment; and (d) usual care.

The brief CBT intervention protocol included: information and education about chest pain

e the method of manipulation or intervention delivery—a description of apparatus and materials used
and their function in the experiment:

The intervention was manual-based and participants in the CBT and PM conditions received a
treatment workbook.

Identify specialized equipment by model and supplier:

Not applicable.

e the deliverers, that is, who delivered the manipulations or interventions

0 level of professional training:

Therapists were seven psychologists and advanced graduate psychology students specialized in the
treatment of PD Sunervision was availahle nnon reanest with the researchers (G B and A M)
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0 level of training in specific manipulations or interventions:

All therapists were specialized in the treatment of PD.

o the number of deliverers and, in the case of interventions, the M, SD, and range of number of
individuals/units treated by each:

Therapists were seven psychologists and advanced graduate psychology students specialized in the
treatment of PD. Data on the number of individuals treated by each were not collected.

o the setting, that is, where the manipulations or interventions occurred:

Treatment sessions took place in research offices in the three hospitals (recruitment sites).

o the exposure quantity and duration, that is, how many sessions, episodes, or events were intended to
be delivered and how long they were intended to last:

CBT = seven 60-min sessions, biweekly

PM = one 120-min session

o thetime span, that is, how long it took to deliver the intervention or manipulation to each unit:

CBT = 14 weeks (seven 60-min sessions, biweekly)
PM =120 minutes

Pharmacotherapy (paroxetine) = Six months
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e activities to increase compliance or adherence (e.g. incentives):

None.

e the use of languages other than English and the translation method:

All therapies were delivered in French.

Masking:

o Were participants, those administering the interventions, and those assessing the outcomes unaware of
condition assignments?
YesU] No

If no, why not?

Because of the obvious differences between conditions, therapists and research assistants
were aware of condition assignments.

Patients in the usual care condition were unaware of the existence of the three other
treatment conditions and signed a different consent form.

¢ If masking took place, how was it accomplished, and how was its success evaluated?

Not applicable.
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Units of delivery and analysis:

e Unit of delivery: How were participants grouped during delivery?

All interventions were delivered in individual format.

o What was the smallest unit that was analyzed (and, in the case of experiments, that was randomly
assigned to conditions) to assess manipulation or intervention effects (e.g., individuals, work groups,
classes)?

Individuals

o If the unit of analysis differed from the unit of delivery, please describe the analytical method used to account
for this (e.g., adjusting the standard error estimates by the design effect or using multilevel analysis):

Not applicable.
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RESULTS

Participant flow:

Treatment fidelity:

For the Results section, please indicate below the page number, table, or supplemental file in which the
information can be found.

o What was the total number of groups (if the experimental manipulation or intervention was administered at

the group level), and what was the number of participants assigned to each group?

Figure 1.

What evidence is there that the deliverers of treatment adhered to the respective intervention
manuals/guidelines?

All CBT sessions were audio recorded and 30% were randomly selected for independent evaluation of the

presence of planned treatment strategies according to the study's protocol by two graduate students in
psychology. Treatment integrity was determined to be 99%.

Treatment adherence was evaluated with pill counts and 91% of the participants were judged to be adherent.

What evidence is there that the treatments were delivered competently?

None other than previously mentioned.
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Statistics and data analysis:

Adverse events and side effects:

o Were the analyses intent-to-treatl ], complier average causal effectl], or other or multiple ways[1?

Please explain:

Because of the nature of the study's objectives, i.e. assess the impact of treatment on sleep and assess the
impact of insomnia on post-treatment outcomes, only participants with sleep data on the same measure (IS,
sleep diaries, ISI or DBAS) in two separate evaluations were retained for the analyses.

Please describe all important adverse events or side effects in each experimental or intervention:

None were reported.
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DISCUSSION

For the Discussion section, please indicate below the page number, table, or supplemental file in which
the information can be found.

o Do results discussed take into account the mechanism by which the manipulation or intervention was
intended to work (causal pathways) or alternative mechanisms?

Yes[] No ml

If no, please explain:

The nature of the results does not allow for a discussion of causal pathways or mecanisms
of change; this would result in overinterpretation of the findings.

e If an intervention is involved, is there discussion of the success of and barriers to implementing the
intervention, and the fidelity of implementation?

Yesm No[l

If no, please explain:

e |s there a discussion of the generalizability (external validity) of the findings taking into account

o the characteristics of the intervention?
o
Yes[] No ml
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If no, please explain:

The small size of the sample does not allow for distinction of treatments beyond their statute
as active (CBT, PM, pharmacotherapy) or not (treatment as usual).

o how and what outcomes were measured?
Yesml No[l

If no, please explain:

o0 length of follow-up?
Yes[] Nomi

If no, please explain:

Discussion of length of follow-up was less relevant as the study aimed to assess the
immediate impact of PD treatment on sleep.

o incentives?

Yes[] No il

If no, please explain:
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The protocol did not include incentives.

0 compliance rates?
Yes[] Nomi

If no, please explain:

Since compliance estimates were very high (99% for CBT; 91% for pharmacotherapy),
further discussion of this matter would be repetitive.

o Is there discussion of the clinical or practical significance of outcomes and the basis for these
interpretations?

Yesml No[l

If no, please explain:
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JARS: RCT: These questions should be answered for all studies with an experimental manipulation or
intervention that employed random assignment to experimental conditions (in addition to JAR:ALL and JARS:

EXP)

METHOD

Random assignment — method:

Random assignment —
concealment:

In the Method section of a study that employed random assignment to experimental conditions,
please provide the information requested below, regardless of whether it also appears in the
manuscript or a supplemental file. If the information requested is irrelevant to the study, briefly

explain why.

e What procedures were used to generate the random assignment sequence (including details of any
restrictions—e.g., blocking, stratification)?

o Was the sequence concealed until experimental or intervention sequence was assigned?
Yes [ No[]

If no, why not?
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Random assignment —
implementation:

Who generated the assignment sequence?

Who enrolled participants?

Who assigned participants to groups?
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JARS: QED: These questions should be answered for all studies with an experimental manipulation or
intervention that did not employ random assignment to experimental conditions (in addition to JARS: All and
JARS: EXP).

METHOD

Assignment method: ¢ What was the unit of assignment (the unit being assigned to study conditions—e.g., individual,

group, community)?

Cohort

¢ What was the method used to assign units to study conditions, including details of any restriction
(e.g., blocking, stratification, minimization)?

Participants were assigned to one of four intervention conditions according to the period
during which they were recruited.

e What procedures were employed to help minimize potential bias due to nonrandomization (e.g.,
matching, propensity score matching)?

Conditions, rather than participants, were randomized, using a pre-determined random
sequence that allowed one cohort to be recruited during a three-month period in every
year of recruitment.




Figure 1.
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Diagram showing the flow of participants through each stage of a randomized trial.
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JARS: MISC: These questions should be answered for all studies not employing an experimental manipulation or
intervention (in addition to JARS: All).

Please provide below as detailed a description as possible of the research design used in the study or studies. This
description should be at least as detailed than that expected in all APA journals. There is no restriction on length.
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	METHOD Participant or subject characteristics Sampling procedures: p. 11
	Sampling procedures: 
	based on demographic characteristics: Inclusion criteria were (a) a primary diagnosis of PD; (b) aged eighteen years or older; (c) able to speak and read French or English; and (d) nontraumatic chest pain diagnosed as highly unlikely to be of cardiac or organic origin (i.e., negative serial electrocardiogram and cardiac enzyme tests, absence of cause identifiable by radiography). Exclusion criteria were (a) presence of a major medical condition or mental disorder with psychotic features; (b) significant cognitive deficit precluding adequate participation in study procedures; (c) drug or alcohol abuse; and (d) current psychotherapy. 
	specific characteristics or in the case of animal research the genus and species: Participants were French- or English-speaking Canadians who consulted an emergency department with unexplained chest pain.
	What procedures were used for selecting participants including: 
	o: Research assistants were present in the three participating EDs and gathered information about the presenting problems of all entering patients. Subsequent to diagnosis of noncardiac chest pain by the emergency physician, 246 potentially eligible participants were screened for PD. 
	undefined: 78
	o_2: No.
	undefined_2: To recruit prospective participants, we monitored the flow of patients from the ED of three hospitals in the province of Quebec, Canada. Montreal Sacré-Cœur Hospital and the Montreal Heart Institute serve an urban population, and the Hôtel-Dieu de Lévis university-affiliated hospital center serves a rural and urban population. The later is roughly 150 miles away from the two other hospitals.
	undefined_3: Participation was voluntary and there was no compensation other than receiving free treatment for PD (except for participants in the usual care condition). 
	Were IRB agreements obtained ethical standards met and safety monitored: Yes_14
	If no please explain_9: 
	undefined_4: 
	Sample size power and precision: p. 13
	n: 84
	n_2: 71
	o_3: Yes_15
	o_4: No_16
	If yes describe: 
	o_5: No_17
	If yes describe_2: 
	undefined_5: 
	Measures and covariates: p. 8
	Measure name: Primary Measures:
Anxiety Diagnostic Interview Schedule for DSM-IV (ADIS-IV) 
Insomnia Interview Schedule (IIS) 
Sleep diaries 
Insomnia Severity Index (ISI) 
Dysfunctional Beliefs and Attitudes about Sleep Scale (DBAS) 
McGill Pain Questionnaire (MPQ) 
 
Secondary Measures :
Anxiety Sensitivity Index (ASI) 
Beck Depression Inventory - Revised (BDI-II) 
 
Not included in this report: 
Panic and Agoraphobia Scale (PAS)
Agoraphobic Cognitions Questionnaire (ACQ)
Body Sensations Questionnaire (BSQ)
Spielberger State-Trait Anxiety Inventory (STAI)
Medical Outcomes Study 36-Item Short-Form Health Survey (SF-36)
Cardiac Anxiety Questionnaire (CAQ)
 
	Definition: ADIS-IV: Clinical diagnostic interview for anxiety disorders and related disorders
 IIS: Clinical diagnostic interview for insomnia and related sleep disorders
 Sleep diaries: Daily self-observations of sleep
 ISI: Validated self-report questionnaire measuring insomnia severity
 DBAS: Validated self-report questionnaire measuring sleep-related beliefs and attitudes about sleep
 MPQ: Validated self-report questionnaire measuring pain severity
 ASI: Validated self-report questionnaire measuring anxiety sensitivity
 BDI-II: Validated self-report questionnaire measuring depression severity
PAS: Validated self-report questionnaire measuring panic and agoraphobic symptoms
ACQ: Validated self-report questionnaire measuring agoraphobic cognitions
BSQ: Validated self-report questionnaire measuring body sensations
STAI: Validated self-report questionnaire measuring state and trait anxiety
SF-36: Validated self-report questionnaire measuring health-related quality of life
CAQ: Validated self-report questionnaire measuring cardiac anxiety
 
	undefined_6: Clinical interviews
Daily self-observations
Self-report validated questionnaires
	o_6: Yes_18
	o_7: Yes_19
	Measure Name: Anxiety Diagnostic Interview Schedule for DSM-IV (ADIS-IV) 
Insomnia Interview Schedule (IIS) 
Sleep diaries 
Insomnia Severity Index (ISI) 
Dysfunctional Beliefs and Attitudes about Sleep Scale (DBAS) 
McGill Pain Questionnaire (MPQ) 
Anxiety Sensitivity Index (ASI) 
Beck Depression Inventory - Revised (BDI-II) 
 
	Property: ADIS-IV: diagnoses and evaluates the severity of anxiety disorders
IIS: diagnoses and evaluates the severity of insomnia disorder
Sleep diaries: estimate sleep parameters
ISI: assesses insomnia severity
DBAS: assesses sleep-related beliefs
MPQ: assesses pain intensity
ASI: assesses anxiety sensitivity
BDI-II: assesses depressive symptom severity
 
	Result: ADIS-IV: Recommended by consensus conference group for the assessment of panic disorder
IIS: No psychometric properties available
Sleep diaries: Recommended assessment of sleep variations during treatment, correlates with objectively measured parameters of sleep
ISI: good internal consistency (α = .90), show great sensitivity and specificity, able to detect therapeutic changes
DBAS: is sensitive to several indices of clinical change following insomnia treatment, has adequate internal consistency (α = 0.77 for clinical and 0.79 for research samples) and temporal stability (r = 0.83)
MPQ: detects differences among different methods to relieve pain, test-retest fidelity was 70%
ASI: able to detect PD in patients undergoing nuclear testing for chest pain
BDI-II: extensively validated commonly used measure of depressive symptom severity
 
	Were conditions manipulated: On
	or naturalistic: Off
	If manipulated were subjects randomly assigned to conditions: No_20
	If not randomly assigned please complete JARSQED see below: 
	of its findings: No other than previously mentioned. 
	Participant flow: 
	undefined_8: See Figure 1.
	Please provide the dates defining the periods of recruitment and repeated measures or followup: 
	Period Recruitment: December 2005 - December 2008
	Start Date: December 2005
	End Date: November 2009
	Did you experience problems concerning statistical assumptions andor data distributions that could: 
	affect the validity of findings: Yes_21
	undefined_9: Sample smaller than what was intended. Decreased statistical power.
	Is missing data a cause of concern in this data set: Yes_22
	random MAR or missing not at random MNAR: Due to the difficulty of prospectively recruiting patients with PD who were consulting primarily for chest pain (and not for panic symptoms), the original sample was small (71), limiting the statistical power. Completing all of the study's demanding protocol was even more difficult. Consequently, our dataset had a lot of missing data, compared to that of the primary study. Only participants with sleep data on the same measure (IIS, sleep diaries, ISI or DBAS) in two separate evaluations were retained for the analyses presented here, resulting in a final sample of 42 participants. 
We attribute the causes of the missing data to disinterest and to the demanding protocol, thus arguing that the data are probably missing at random (MAR). Missingness is probably related to a particular variable (i.e. feeling of engagement to the study), but not related to the variable that has missing data (sleep).
 
	missing at random MAR or missing not at random MNAR: 
	data: Missing data were not imputed to preserve the integrity of the clinical sample. We preferred to report estimates of effect size, and to interpret the results with caution.In spite of the restricted power, we thought the nontransformed data would be useful for future references (e.g., use in a meta-analysis), given the dearth of studies on sleep in panic disorder.
	DISCUSSION Statistics and data analysis: p. 16
	Statistics and data analysis: 
	affect the validity of findings_2: Yes_23
	If yes please describe: Missing data and small data; previously discussed.
	undefined_10: 0.05
	magnitude degrees of freedom and exact plevel associated with each test: Tables 1, 2 and 3.
	undefined_11: (Attached in supplemental files.)
	points: Not applicable.
	undefined_12: SPSS 13.0
	In manuscript_10: On
	In supplemental files_10: Off
	Not relevant_10: Off
	If not relevant please explain_10: 
	In manuscript_11: On
	In supplemental files_11: Off
	Not relevant_11: Off
	If not relevant please explain_11: 
	In manuscript_12: On
	In supplemental files_12: Off
	Not relevant_12: Off
	If not relevant please explain_12: 
	In manuscript_13: On
	In supplemental files_13: Off
	Not relevant_13: Off
	If not relevant please explain_13: 
	In manuscript_14: On
	In supplemental files_14: Off
	Not relevant_14: Off
	If not relevant please explain_14: 
	In manuscript_15: On
	In supplemental files_15: Off
	Not relevant_15: Off
	If not relevant please explain_15: 
	In manuscript_16: On
	In supplemental files_16: Off
	Not relevant_16: Off
	If not relevant please explain_16: 
	In manuscript_17: On
	In supplemental files_17: Off
	Not relevant_17: Off
	If not relevant please explain_17: 
	In manuscript_18: On
	In supplemental files_18: Off
	Not relevant_18: Off
	undefined_15: 
	If not relevant please explain_18: 
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	interventions: p. 12
	may be presented verbatim: The four conditions were (a) seven sessions of biweekly brief CBT for PD; (b) a one-session PM intervention; (c) six months of pharmacological treatment; and (d) usual care. 
The brief CBT intervention protocol included: information and education about chest pain and about the nature and development of PD; demystification of panic symptoms and fears associated with PD; exposure to panic symptoms; in vivo exposure to avoided situations (if applicable); and cognitive restructuring.   
The one-session PM intervention was two-hour long. Participants in this condition received the same treatment workbook as did participants in the CBT condition, but in-session discussion was limited to education about chest pain and panic symptoms, and strategies for facing panic. The PM intervention was delivered by the same seven psychologists who delivered the CBT intervention.
Participants assigned to the pharmacotherapy condition received generic paroxetine. The initial dose was 10 mg and was gradually increased to 40 mg within four weeks. The 40 mg dose was maintained for four months and then gradually reduced and ceased altogether within four weeks. Overall, participants took paroxetine for a total of six months. 
 
Participants in the usual care condition completed the same assessments as did the intervention groups, but received no intervention from the research team. The treating physician at the ED assumed case management.
	and their function in the experiment: The intervention was manual-based and participants in the CBT and PM conditions received a treatment workbook. 
	Identify specialized equipment by model and supplier: Not applicable.
	undefined_16: Therapists were seven psychologists and advanced graduate psychology students specialized in the treatment of PD. Supervision was available upon request with the researchers (G.B. and A.M.).
	o_8: All therapists were specialized in the treatment of PD.
	individualsunits treated by each: Therapists were seven psychologists and advanced graduate psychology students specialized in the treatment of PD. Data on the number of individuals treated by each were not collected.
	undefined_17: Treatment sessions took place in research offices in the three hospitals (recruitment sites).
	be delivered and how long they were intended to last: CBT = seven 60-min sessions, biweekly
PM = one 120-min session
Pharmacotherapy (paroxetine) = Initial dose was 10 mg and was gradually increased to 40 mg within four weeks. The 40 mg dose was maintained for four months and then gradually reduced and ceased altogether within four weeks. Overall, participants took paroxetine for a total of six months.
Treatment as usual = no intervention from the research team
 
	undefined_18: CBT = 14 weeks (seven 60-min sessions, biweekly)
PM = 120 minutes
Pharmacotherapy (paroxetine) = Six months
Treatment as usual = not applicable
 
	undefined_20: None.
 
	undefined_21: All therapies were delivered in French.
	undefined_22: 
	condition assignments: No_24
	If no why not: Because of the obvious differences between conditions, therapists and research assistants were aware of condition assignments. 
 
Patients in the usual care condition were unaware of the existence of the three other treatment conditions and signed a different consent form.
 
 
	undefined_23: Not applicable.
	Units of delivery and analysis: 
	Units of delivery and analysis_2: 
	Unit of delivery How were participants grouped during delivery: 
	undefined_24: All interventions were delivered in individual format.
	classes: Individuals
	for this eg adjusting the standard error estimates by the design effect or using multilevel analysis: Not applicable.
	RESULTS Participant flow Treatment fidelity: 
	Participant flow_2: 
	Treatment fidelity: 
	the group level and what was the number of participants assigned to each group: Figure 1.
	What evidence is there that the deliverers of treatment adhered to the respective intervention: 
	manualsguidelines: All CBT sessions were audio recorded and 30% were randomly selected for independent evaluation of the presence of planned treatment strategies according to the study's protocol by two graduate students in psychology. Treatment integrity was determined to be 99%.
Treatment adherence was evaluated with pill counts and 91% of the participants were judged to be adherent. 
	undefined_25: None other than previously mentioned.
	Adverse events and side effects: 
	Were the analyses intenttotreat: 
	undefined_27: Off
	complier average causal effect: Off
	or other or multiple ways: Off
	undefined_28: Because of the nature of the study's objectives, i.e. assess the impact of treatment on sleep and assess the impact of insomnia on post-treatment outcomes, only participants with sleep data on the same measure (IIS, sleep diaries, ISI or DBAS) in two separate evaluations were retained for the analyses.
 
	undefined_30: None were reported.
	DISCUSSION: 
	intended to work causal pathways or alternative mechanisms: No_25
	If no please explain_10: The nature of the results does not allow for a discussion of causal pathways or mecanisms of change; this would result in overinterpretation of the findings.
	intervention and the fidelity of implementation: Yes_26
	If no please explain_11: 
	the characteristics of the intervention: No_27
	If no please explain_12: The small size of the sample does not allow for distinction of treatments beyond their statute as active (CBT, PM, pharmacotherapy) or not (treatment as usual).
	how and what outcomes were measured: Yes_28
	If no please explain_13: 
	length of followup: No_29
	If no please explain_14: Discussion of length of follow-up was less relevant as the study aimed to assess the immediate impact of PD treatment on sleep.
	incentives: No_30
	undefined_31: 
	undefined_32: The protocol did not include incentives.
	compliance rates: No_31
	If no please explain_15: Since compliance estimates were very high (99% for CBT; 91% for pharmacotherapy), further discussion of this matter would be repetitive.
	interpretations: Yes_32
	If no please explain_16: 
	concealment: 
	restrictionseg blocking stratification: 
	Random assignment: 
	undefined_33: Off
	If no why not_2: 
	undefined_34: 
	implementation: 
	undefined_35: 
	undefined_36: 
	undefined_37: 
	Assignment method: 
	group community: Cohort
	eg blocking stratification minimization: Participants were  assigned to one of four intervention conditions according to the period during which they were recruited. 
	matching propensity score matching: Conditions, rather than participants, were randomized, using a pre-determined random sequence that allowed one cohort to be recruited during a three-month period in every year of recruitment. 
	I Assessed for I: 
	I: 
	undefined_38: 
	Participant or subject characteristics: p. 7
	Miscellaneous: 
	Research design: 
	Participant: 
	Recruitment: 
	Missing data: 
	Masking: 
	Statistics: 


