The IBSOS Study Data Archive

The Irritable Bowel Syndrome Outcome Study (IBSOS) Archive contains the Forms, Study
Data, and Dataset Integrity Check.

A randomized controlled trial to assess clinical responses to home-based Cognitive behavior
therapy (CBT) compared with clinic-based CBT and patient education as treatment options for
irritable bowel syndrome (IBS).

Archive files are organized into the following directories:

e Data
e Forms
e Dataset Integrity Check (DSIC)

Forms

The IBSOS Forms directory contains:

e [IBSOS_Adequate.Relief _Form.pdf

e [IBSOS_Adverse.Events Form.pdf

e [IBSOS_Anxiety.Sensitivity.Index_ASI_Form.pdf

e [IBSOS_Attitude.Toward.Treatment ATT_Form.pdf

e |IBSOS_Brief.Symptom.Inventory.18_BSI18 Form.pdf

e IBSOS_Client.Satisfaction.Questionnaire_CSQ_Form.pdf

e IBSOS_Clinical.Global.Impression_CGI_Form.pdf

e [IBSOS_Comorbid.Disease.Form_Form.pdf

e [IBSOS_Discomfort.Intolerance.Scale_DIS_Form.pdf

e [IBSOS_Emotion.Regulation_ER_Form.pdf

e IBSOS_EUROQOL.EQ5D_Form.pdf

e IBSOS_Frankfurt.Monitoring.Blunting.Scale_ FMBS_Form.pdf
e BSOS _Homework.Compliance_Form.pdf

e [IBSOS_IBS.Locus.of.Control_IBSLOC_Form.pdf

e [IBSOS_IBS.Quality.of.Life_IBSQOL_Form.pdf

e [IBSOS_IBS.Self.Efficacy IBSSE_Form.pdf

e IBSOS_IBS.Symptom.Severity.Scale IBSSSS_Form.pdf

e [IBSOS_Interpersonal.Self.Evaluation.List.12_ISEL12_Form.pdf
e IBSOS_Inventory.of.Interpersonal.Problems.32_11P32_Form.pdf
e [IBSOS_Krause.Emotional.Support.Scale_ KESS_Form.pdf

e BSOS Life.Events.Baseline LEV.BL_Form.pdf
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e [IBSOS_Life.Events.FollowUp_LEV.FU_Form.pdf

e [IBSOS_McGill.Pain.Inventory.SF_MPIL.SF_Form.pdf

e [IBSOS_MD.Rating.Baseline_Form.pdf

e [IBSOS_MD.Rating.FollowUp_Form.pdf

e [IBSOS_Missed.Visit_Form.pdf

e IBSOS_Multidimensional.Fatigue.Inventory.20_MFI20_Form.pdf
e [IBSOS_Negative.Interactions.Scale_NIS_Form.pdf

e [IBSOS_Off.Study.Drop.Out_Form.pdf

e [IBSOS_Pain.Coping.Strategies.Questionnaire_ PCSQ_Form.pdf

e [IBSOS_Penn.State.Worry.Questionnaire_ PSWQ_Form.pdf

e [IBSOS_Perceived.Stress.Scale_PSS_Form.pdf

e [IBSOS_Premature.Discontinuation_Form.pdf

e [IBSOS_Recall.Questionnaire.14 RQ14 Form.pdf

e [IBSOS_Recall.Questionnaire.7_RQ7_Form.pdf

e IBSOS_Recall.Questionnaire. Typical. Week Form.pdf

e [IBSOS_Restorative.Activities_Form.pdf

e [IBSOS_SF12.Health.Survey SF12_ Form.pdf

e [IBSOS_Somatic.Symptoms.Scale.7_ SOMS7_Form.A.pdf

e [IBSOS_Somatic.Symptoms.Scale.7_SOMS7_Form.B.pdf

e [IBSOS_State.Trait. Anxiety.Inventory STAI_Form.pdf

e [IBSOS_Treatment.Expectation.Patient_Form.pdf

e IBSOS_Treatment.Expectation.Therapist_Form.pdf

e [IBSOS_Treatment.Self.Regulation.Questionnaire. A_TRRQ.A_Form.pdf
e IBSOS_Treatment.Self.Regulation.Questionnaire.B_TRRQ.B_Form.pdf
e IBSOS_Visceral.Sensitivity.Index_VSI_Form.pdf

e IBSOS_Working.Alliance.Inventory.Patient. WAIL.P_Form.pdf

e |IBSOS_Working.Alliance.Inventory.Therapist. WAIL.T_Form.pdf

Data

The IBSOS data directory contains the following files, and the following datasets in
Windows-based SAS format. Each dataset corresponds to the form of the same name:

Data\analysis_data

e ibsos_primary_outcome_manu_data.sas7bdat
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Data\raw data

e ibsos_adequate.relief.sas7bdat

e ibsos_anxiety.sensitivity.inventory_asi.sas7bdat

e ibsos_attitude.toward.treatment_att.sas7bdat

e ibsos_beck.depression.inventory.2_bdi2.sas7bdat

e ibsos_brief.symptom.inventory.18 bsil8.sas7bdat

e ibsos_client.satisfaction.questionnaire_csg.sas7bdat

e ibsos_clinical.global.impression_cgi.sas7bdat

e ibsos_discomfort.intolerance.scale_dis.sas7bdat

e ibsos_emotion.regulation_er.sas7bdat

e ibsos_homework.compliance.sas7bdat

e ibsos_ibs.locus.of.control_ibsloc.sas7bdat

e ibsos_ibs.quality.of.life_ibsqol.sas7bdat

e ibsos_ibs.self.efficacy_ibsse.sas7bdat

e ibsos_interpersonal.self.evaluation.list.12_isel12.sas7bdat
e ibsos_inventory.of.interpersonal.problems.32_iip32.sas7bdat
e ibsos_krause.emotional.support.scale_kess.sas7bdat

e ibsos_mcgill.pain.inventory.sf_mpi.sf.sas7bdat

e ibsos_negative.interactions.scale_nis.sas7bdat

e ibsos_pain.coping.strategies.questionnaire_pcsg.sas7bdat
e ibsos_penn.state.worry.questionnaire_pswq.sas7bdat

e ibsos_perceived.stress.scale_pss.sas7bdat

e ibsos_restorative.activities.sas7bdat

e ibsos_sfl12.health.survey sf12.sas7bdat

e ibsos_somatic.symptoms.scale.7_soms7.sas7bdat

e ibsos_state.trait.anxiety.inventory_stai.sas7bdat

e ibsos_treatment.expectation.patient.sas7bdat

e ibsos_treatment.expectation.therapist.sas7bdat

e ibsos_treatment.self.regulation.questionnaire.a_tsrg.a.sas7bdat
e ibsos_treatment.self.regulation.questionnaire.b_tsrg.b.sas7bdat
e ibsos_visceral.sensitivity.index_vsi.sas7bdat

e ibsos_working.alliance.inventory.patient_wai.p.sas7bdat
e ibsos_working.alliance.inventory.therapist_wai.t.sas7bdat
e ibsos_adverse_events.sas7bdat

e ibsos _comorbid_disease form.sas7bdat
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e ibsos_eurogol_eq5d.sas7bdat

e ibsos_frankfurtmonitorbluntscale.sas7bdat
e ibsos_ibs_symptom_severity scale.sas7bdat
e ibsos_lifeevents_baseline_lev_bl.sas7bdat
e ibsos_lifeevents followup_lev_fu.sas7bdat
e ibsos_md_rating_baseline.sas7bdat

e ibsos_md_rating_followup.sas7bdat

e ibsos_missed_visit.sas7bdat

e ibsos_multidimfatigueinv20mfi20.sas7bdat
e ibsos_off_study drop_out.sas7bdat

e ibsos_premature_discontinuation.sas7bdat
e ibsos_recall questionnairel4rgl4.sas7bdat
e ibsos_recall_questionnaire_7_rq7.sas7bdat
e ibsos_recall _questionnaire_typwk.sas7bdat

DSIC
The IBSOS Data Integrity Check (DSIC) directory contains:
e [IBSOS_DSIC.pdf - Areport of an examination of the analysis and form datasets (Lackner
paper) for completeness by statisticians and quality control specialists at the Repository.

Published results from the IBSOS data were compared to values recalculated from IBSOS
archived analysis datasets in the NIDDK repository.
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