
Masaya Ito 

 
1 

Supplemental Material 

 

Data collection  

Assessment of outcomes will follow the schedule presented in Table 1. 

 Clinician Administered PTSD Scale for DSM-5 (CAPS-5). The CAPS-5 is a 

30-item semi-structured interview used to assess PTSD symptom severity and diagnose 

cases of PTSD.[1] The CAPS-5 is available in versions that allow the clinician to make 

a current (past month) diagnosis of PTSD, a lifetime diagnosis of PTSD, or assess 

PTSD symptoms over the past week. The SPINET study will utilize the past month 

version to verify both the PTSD diagnosis and severity. In addition to the 20 items that 

correspond to DSM-5 PTSD diagnostic items, the CAPS-5 includes additional items 

pertaining to symptom onset and duration, the experience of subjective distress, 

impairment in social functioning, impairment in occupational or other important area of 

functioning, response validity, global severity of PTSD, global improvement, and 

specifications for the dissociative subtype (depersonalization and de-realization). The 

20 symptom-related items are rated on a five-point Likert scale (0 = absent, 1 = 
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mild/subthreshold, 2 = moderate/threshold, 3 = severe/markedly elevated, 4 = 

extreme/incapacitating). Scores may range from 0–80 points, with higher scores 

indicating more severe PTSD symptoms. Although there are currently no reports 

regarding the validity of CAPS-5, this assessment was chosen due to its standard use in 

the diagnosis and assessment of PTSD symptoms. Traumatic events will be assessed 

using the Life Events Checklist-5 before CAPS-5 administration.[2] 

 PTSD Checklist for DSM-5 (PCL-5). The PCL-5 is a 20-item self-report 

measure for assessing PTSD symptoms (as defined by the DSM-5) experienced in the 

past month.[3] The PCL-5 is useful for screening for PTSD, monitoring treatment 

progress, and assessing the tentative diagnostic status of the patient. Responses are rated 

from 0–4 according to the following scale: (0 = not at all, 1 = a little bit, 2 = moderately, 

3 = quite a bit, 4 = extremely). A total score for symptom severity (range: 0–80) can be 

obtained by summing the scores for each of the 20 items, whereas scores related to 

specific clusters of symptoms can be obtained by summing the scores for items related 

to those clusters: intrusions (items 1–5), avoidance (items 6–7), negative alterations in 

cognition and mood (items 8–14), and alternations in arousal and reactivity (items 15–
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20). Higher scores indicate more severe PTSD symptoms. Three studies have reported 

high reliability, validity, and treatment responsiveness among treatment-seeking military 

service members and college students who have experienced traumatic events.[4-6] The 

internal consistency assessed by Cronbach’s α ranged from 0.94 to 0.96. The test-retest 

reliability ranged from 0.82 to 0.84. Convergent and discriminant validity were assessed 

by examining correlations with previous versions of the PCL and other measures related 

and unrelated to trauma.[4-6]  

Unmodified items on the previous version of PCL (PCL-S, a version adapted for 

non-military scenarios) were used to develop a Japanese version of the PCL-5. 

Additional PCL-5 items or any items that had been modified were translated into 

Japanese using a rigorous back-translation procedure.[7] For the SPINET study, five 

items regarding feelings of guilt, attention deficits, derealization, depersonalization, and 

nightmare were also included. The past month version will be used to assess symptoms 

at baseline, week 8, week 17, and week 34. The weekly version will be used during 

each visit for intervention. 

 Mini-International Neuropsychiatric Interview (MINI). The MINI is a widely 
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used, short, structured diagnostic interview developed to evaluate psychiatric disorders 

according to DSM-IV and ICD-10 criteria.[8] We use the latest version of MINI 7. 0. 0. 

to verify the DSM-5 diagnosis. Patient responses to yes/no questions are used to assess 

present and past diagnoses of major depressive episode, major depressive disorder, 

suicidal ideation, self-injury, suicidal behavior, suicidal behavior disorder, manic 

episode, hypomanic episode, bipolar I disorder, bipolar II disorder, unspecified bipolar 

disorder, bipolar disorder with psychotic features, panic disorder, agoraphobia, social 

phobia, obsessive–compulsive disorder, alcohol use disorder, substance use disorder (no 

alcohol), psychotic disorder, mood disorder with psychotic features, anorexia nervosa, 

bulimia nervosa, binge-eating disorder, generalized anxiety disorder. The items related 

to PTSD and antisocial personality disorder will not be used in the present study. 

Criterion-related validity for a previous version of MINI has been reported as 

high/acceptable with respect to diagnoses reached using the Structured Clinical 

Interview for Diagnostic and Statistical Manual-III-R-patient version (Kappa > 0.49). 

High inter-rater reliability has been observed for all disorders (Kappa > 0.72).[9]  

 Patient Health Questionnaire-9 (PHQ-9). The PHQ-9 is a 9-item self-report 
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measure used to assess depressive symptoms experienced over the past 2 weeks. 

Responses are rated on a four-point Likert scale (0 = not at all, 1 = several days, 2 = 

more than half the days, 3 = nearly every day). Scores range from 0 to 27, with higher 

scores indicating more severe depressive symptoms. The PHQ-9 has been widely used 

in both epidemiological and clinical studies, and its reliability and validity have been 

demonstrated in clinical and non-clinical populations.[10] The reliability of the 

Japanese version (Kappa = 0.79) has been reported for concordance of PHQ-9 and 

MINI diagnoses among patient with mental disorders.[11] The 2-week version will be 

used at baseline, week 8, week 17, and week 34; the 1-week version will be used during 

each visit. 

 Suicidal Ideation Attributes Scale (SIDAS). The SIDAS is a five-item 

self-report scale used to assess the severity of suicidal ideation during the past month. 

Items on the SIDAS pertain to the frequency, controllability, closeness to attempt, level 

of distress associated with the thoughts, and impact on daily functioning. Answers are 

reported along an 11-point Likert scale ranging from 0-10, although the anchors are 

different for each item. Scores range from 0 to 50, with higher scores indicating more 
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severe suicidal ideation. The SIDAS exhibits high internal consistency (Cronbach’s α = 

0.91) and convergent validity with PHQ-9 and Generalized Anxiety Disorder-7. The 

SIDAS is one of the most highly recommended scales for assessing suicidal 

ideation.[12] The past-month version will be used to assess suicidal ideation at baseline, 

week 8, week 17, and week 34; the past-week version will be used at each visit for 

intervention. 

 Euro-Qol (EQ-5D-5L). The EQ-5D-5L is a five-item patient preference scale 

used to assess quality of life. Responses related to the following domains are rated along 

a five-point Likert scale: mobility, self-care, usual activities, pain/discomfort, and 

anxiety/depression. The EQ-5D-5L also contains a visual analogue scale for evaluating 

general health, with 0 indicating the worst imaginable state of health and 100 indicating 

the best imaginable state. The quality of life score (QoL) will be calculated according to 

Japanese value sets utilized in previous studies.[13]  

 Sheehan Disability Scale (SDS). The SDS is a three-item self-report scale 

used to assess impairment in three domains of functioning: work/school, social life, and 

family life/home responsibility. The SDS utilizes an 11-point visual analogue scale 
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ranging from 0 to 30, with higher scores indicating more severe functional impairment. 

The validity and reliability have been reported in various populations.[14-15] Internal 

consistency with respect to the Japanese population has been reported as Cronbach’s α 

0.84–0.87, with a test-retest internal correlation coefficient of 0.98. Concurrent validity 

with the Global Assessment of Functioning has also been observed (r = -0.83). 

  Posttraumatic Maladaptive Beliefs Scale (PMBS). The PMBS is a 15-item 

self-report measure used to assess maladaptive beliefs about current life circumstances 

that may occur following exposure to trauma. The PMBS was developed for 

clinical/research purposes by reviewing existing assessments of trauma-related 

cognition.[16] The PMBS was chosen due to its particular efficacy in assessing thoughts 

of over-accommodation, which are considered one of the main treatment targets of CPT. 

The following three subscales are included: threat of harm, self-worth and judgment, 

and reliability and trustworthiness of others. Patient responses are rated on a seven-point 

Likert scale (1 = not at all true of me; 7 = completely true of me), with higher scores 

indicating more significant levels of maladaptive beliefs. The Cronbach’s α for each 

subscale ranged from 0.71 to 0.76. Convergent and discriminant validity have been 
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observed with respect to other measures of PTSD, depression, and anxiety. For the 

present study, the PMBS was translated into Japanese using a rigorous back-translation 

procedure after obtaining permission from one of the original authors (Dr. Dawne S. 

Vogt).[7] 

 Trauma-Related Guilt Inventory (TRGI). The TRGI is a self-report measure 

used to assess cognitive beliefs held by an individual following a traumatic event[17] 

and remains one of the most frequently used and psychometrically sound scales for 

evaluating the experience of trauma-related guilt.[18] Although the standard version of 

the scale contains 32 items, the present study will utilize 11 items specifically designed 

to assess overall feelings of guilt and hindsight bias, as these are two types of 

assimilated thoughts that are also primary targets of CPT. Items are rated on a five-point 

Likert scale, although the anchors are different for each item. For the present study, the 

TRGI was translated into Japanese using the same procedure indicated for PMBS 

translation after permission was obtained from one of the original authors (Dr. Ed 

Kubany). 

 Emotion Regulation Questionnaire (ERQ). The ERQ is a 10-item self-report 
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measure used to assess two aspects of emotion regulation: reappraisal and 

suppression.[19] Items are rated along a seven-point Likert scale (1 = strongly disagree; 

7 = strongly agree). Higher scores indicate greater ability to regulate emotions. The 

reliability and validity have been widely demonstrated in different populations.[20] For 

the Japanese version, the Cronbach’s α and test-retest correlations with regard to 

reappraisal were α = 0.77 and r = 0.61 (p < .01), respectively. The Cronbach’s α and 

test-retest correlations with regard to suppression were α = 0.78 and r = 0.65 (p < .01), 

respectively. Construct validity was confirmed through evaluation of correlations 

among ERQ scores and measures of aggression, self-esteem, subjective happiness, and 

personality as evaluated using the Big Five Inventory.[20] 

 Session Rating Scale (SRS). The SRS is a four-item visual analogue scale 

used to assess the therapeutic or working alliance. The four items pertain to the 

relationship, goals and topics, approach/method, and overall evaluation of the 

session.[21] To the best of the authors’ knowledge, no published reports have described 

the validity and reliability of the Japanese version. However, the original English 

version demonstrated high internal consistency (Cronbach’s α = 0.88). The test-retest 
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reliability has been evaluated for six-time administration to the same client (r = 0.64, 

Pearson product-moment correlation). Modest correlations (r = 0.48) between scores on 

the Helping Alliance Questionnaire-II and SRS scores obtained during the second or 

third session, as well as correlation between SRS scores and treatment outcomes 

assessed by Outcome Rating Scale (r = 0.20, p < 0.01), demonstrate construct validity. 

Both patients and therapists will evaluate sessions at visits 1, 6, and 11 to determine 

their respective appraisals of working alliance. 

 Practice Assignment Review (PAR). The therapist conducts the PAR to assess 

the patient’s commitment to practicing skills and completing assignments. The PAR is 

included in CPT therapist and patient materials manual.[22] During the evaluation, the 

therapists directly ask the patient various items related to skills practice (e.g., “How 

often did you use the A-B-C Worksheet since the last session?”).[22] As this instrument 

was originally developed for clinical use, there are no reports regarding validity or 

reliability. 

 Adverse Events (AEs). An adverse event is defined as any undesirable 

physical or psychological event experienced by the participant, irrespective of its 
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relationship to any activity associated with research participation. Therapists or 

independent evaluators will question patients regarding symptom occurrence or 

worsening during each visit. If the patient reports any AEs, the therapist/independent 

evaluator will further inquire regarding the following categories of symptoms: dry 

mouth, astriction, dysuria, accommodation disorder, orthostatic hypotension (dizziness), 

sleepiness, malaise, insomnia, anxiety/irritation, decreased appetite, 

depression/anhedonia, weight gain or loss, decreased sex drive, palpitation, shivering, 

perspiration, headache, lightheadedness, suicidal ideation, suicide attempt, and other 

symptoms. AE severity will be assessed using criteria from the Japanese version of the 

Common Terminology Criteria for Adverse Events (CTCAE v.4.0).[23] The CTCAE 

utilizes the following five-point, Likert scale: 1 = mild (Grade 1); 2 = moderate (Grade 

2); 3 = severe/medically significant yet not immediately life-threatening (Grade 3); 4 = 

life-threatening consequences (Grade 4); 5 = death (Grade 5). AEs with ratings of 3 or 

higher will be considered “severe.” 

 Therapist Adherence and Competence Protocol (TACP). The TACP is an 

instrument used to assess the therapist’s implementation of CPT in terms of fidelity and 
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competence. Each session has several items related to the assessment of both adherence 

(i.e., if the therapist demonstrated the behavior in question) and competence (i.e., how 

well the therapist carried out the particular behavior). Adherence is rated yes/no, 

whereas competence is rated on a five-point Likert scale (1 = poor; 5 = excellent). The 

TACP also includes three items pertaining to “Essential but not Unique Elements” and 

three items pertaining to “Proscribed Elements.” Independent therapists will evaluate 

one-fifth of the randomly sampled sessions by watching the recorded video or listening 

to the recorded audio. The random sampling will be conducted prior to the start of the 

trial using a true randomization process.[24] 

Independent Evaluator Training 

Patients will be evaluated with CAPS-5 and MINI by independent evaluators 

(IEs) who will be required to undergo at least 4 hours of CAPS-5 training and observe 

at least three cases involving CAPS-5 assessment. Equivalent experience will also be 

considered. All assessment sessions will be audio-recorded, and a different set of IEs 

will evaluate one-fifth of randomly sampled audio-recorded assessments to determine 

reliability. 
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