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Managing Cancer and Living Meaningfully (CaLM), is an individual meaning and supportive-expressive intervention for patients with advanced cancer. Unlike other meaning intervention, such as Dignity Therapy, CALM is intended for patients earlier in the course of disease (usually >12-month life expectancy) when they are as engaged with living as they are with facing the end of life. Its rationale is rooted in several broad theoretical traditions, including existential psychotherapy, relational and attachment psychological theories.[endnoteRef:1]  Within a broader project aimed at applying and validating meaning-centered psychotherapeutic intervention for cancer patients in Italy,[endnoteRef:2] we conducted a pilot study of CALM using a mixed method approach, [endnoteRef:3],[endnoteRef:4]   in order to: (i) preliminarily examine, as already done in other countries (i.e. Germany),[endnoteRef:5]  the application and the effects of CALM on primary and secondary psychosocial outcomes; (ii) understand the patients’ subjective impact of CALM. [1:  Hales S., Lo C., Rodin G.: Managing Cancer and Living Meaningfully (CALM) Therapy. In Edited by Jimmie C. Holland, William S. Breitbart, Paul B. Jacobsen, Matthew J. Loscalzo, Ruth McCorkle, Phyllis N. Butow (Ed.s). Psycho-Oncology, Oxford University Press, New York, 2015 pp. 487-491]  [2:  Grassi L., Sabato S., Nanni M.G, et al.:  How meaning and expressive intervention in cancer care may create a space for improving growth: An existential analysis (submitted for publication)]  [3:  Bryman, A. Integrating quantitative and qualitative research: how is it done?. Qualitative Research, 2006; 6(1): 97-113]  [4:  Johnson, R. B., & Onwuegbuzie, A. J. Mixed methods research: A research paradigm whose time has come. Educational researcher, 2004; 33(7): 14-26]  [5:  Scheffold K, Phillipp R, Engelmann D, et al.: Efficacy of a brief manualized intervention Managing Cancer and Living Meaningfully (CALM) adapted to German cancer care settings: study protocol for a randomized controlled trial. BMC Cancer, 2015; 15:592] 


Following other CALM original Canadian study protocol, each patient was assessed at baseline, (T0) three (T1) and six months later (T2) by using a series of psychometric instruments, for primary and secondary outcomes. Regarding the former, the PHQ-9,[endnoteRef:6] a 9-item tool based on the Diagnostic and Statistical Manual of Mental Disorders-IV criteria for major depression, was used (cut-off point ≥10 for clinical depression); the DADDS[endnoteRef:7] was used to measure the level of distress about the loss of time and opportunity, the process of death and dying, and its impact on others.  Secondary outcome included, the Generalized Anxiety Disorders-7 (GAD-7)[endnoteRef:8] to screen on the severity of anxiety symptoms; the Posttraumatic Growth Inventory (PTGI),[endnoteRef:9] measuring positive psychological changes after trauma;  the Functional Assessment of Chronic Illness Therapy-Spiritual Well-Being Scale (FACIT-Sp),[endnoteRef:10] assessing the patients’ sense of meaning, peace and faith on a 5-point Likert type scale; the Experiences in Close Relationships Inventory Modified Short Form Version (ECR-M-16),[endnoteRef:11] measuring the attachment style in relationships, on two dimensions: avoidance and anxiety; the Quality of Life at the End of Life-Cancer Scale (QUAL-EC),[endnoteRef:12] a measure of quality of life in patients near the end of life, in four subscales: symptom severity/impact; quality of relationship with healthcare provider; preparation for end of life; and feeling of life completion.  Also, we examined on T1 and T2 the level of mastery and insight patients have gained in time through a 7-item tool (CEQ), with an extra space provided for the patient to share any comment (positive or negative) with regard to the therapeutic process.  [6:  Kroenke K., Spitzer R.L., Williams J.B.: The PHQ-9: Validity of a brief depression severity measure. J Gen Intern Med, 2001; 16, 606-613.]  [7:  Lo C., Hales S., Zimmermann C. et al.: Measuring death-related anxiety in advanced cancer: Preliminary psychometrics of the Death and Dying Distress Scale. J Pediatr Hematol Oncol, 2011;33(Suppl 2) S140-145.]  [8:  Spitzer R.L., Kroenke K., Williams J.B., Löwe B.: A brief measure for assessing generalized anxiety disorder: the GAD-7. Arch Intern Med, 2006; 166(10), 1092-1097.]  [9:  Tedeschi R.G., Calhoun L.G.: The Posttraumatic Growth Inventory: Measuring the positive legacy of trauma. J Trauma Stress, 1996; 9:455-471.]  [10:  Peterman A.H., Fitchett G., Brady M.J. et al.: Measuring spiritual well-being in people with cancer: The functional assessment of chronic illness therapy - spiritual well-being scale (FACIT-Sp). Ann Behav Med, 2002; 24(1), 49-58.]  [11:  Lo C., Walsh A., Mikulincer M., et al.: Measuring attachment security in patients with advanced cancer: psychometric properties of a modified and brief Experiences in Close Relationships scale. Psycho-Oncology 2009; 18, 490-499]  [12:  Lo C., Burman D., Swami N., et al.: Validation of the QUAL-EC for assessing quality of life in patients with advanced cancer. Eur J Cancer, 2011; 47(4):554-60] 

During the sessions, the four CALM domains, as in the manualized original CALM therapy,[endnoteRef:13]  were addressed: (i) symptom management and communication with health care providers; (ii) changes in self and relations with close others; (iii) spiritual well-being, sense of meaning and purpose; and (iv) preparing for the future, sustaining hope and facing mortality. According to the Canadian CALM protocol, the domains were addressed for each patient in an individualized manner, with time spent on each domain varying according to the patient’s needs and most relevant concerns. CALM was performed and supervised by a single psychotherapist, with psycho-oncology expertise (R.C.) trained by some of the CALM co-authors (G.R., S.H.). Participants in the UC received an unstructured psychological support (counseling, information, crisis intervention, supportive individual therapy) by a different psychotherapist, also with psycho-oncology expertise (S.S.), but not trained in CALM. [13:  Hales S, Lo C, Rodin G.: Managing Cancer And Living Meaningfully (CALM) Treatment Manual: An Individual Psychotherapy for Patients with Advanced Cancer. Toronto, Ontario, Canada, Princess Margaret Cancer Centre, University Health Network, 2015] 

Non-parametric statistics was used to examine the difference on the questionnaires’ scores (Man-Whitney U-test) between the variables. Data were also explored in terms of the acceptability of CALM intervention by examining the frequency of responses at the CEQ and by summarizing what the patients presented during the sessions (verbatim for the transcribed sessions, E.T.) and analyzing, through a categorization of themes, the contents of the comments shared at the end of CEQ by CALM patients (paper-and-pencil).The analyses were performed by using the SPSS (ver. 20.0) program. 

From 50 eligible referred patients, complete data were available for 25 (mean age 60 ±11.8 years; education 13.2±2.8 years). Drop-out was determined by a series of reasons (i.e. worsening of clinical conditions; transportation problems; not completing all the instruments). Cancer site was mostly represented by breast, (36%) gastrointestinal (28%) and lung (12%). 27 patients were allocated in CALM and 23 in UC. 13 subjects completed T1 and T2 in CALM and 12 in UC. There was no difference between CALM and UC patients on T0. On both T1 and T2, in comparison with UC patients, CALM group showed lower levels on PHQ-9 (T1 and T2), GAD (T1 and T2), DADDS (T1 and T2), and PTGI (T1 and T2) (p<0.01) (Table 1). When examining the single intervention arms, a significant improvement was observed in the CALM group, between phases T0-T2 on PHQ-9 (T0-T1, p<0.001; T0-T2 p< 0.001); DADDS (T1-T2, p< 0.05); GAD (T0-T1, p<0.01; T0-T2 p< 0.05); QUAL-EC Relations (T0-T1 p<0.02); FACIT (T0-T1, p<0.01; T1-T2, p< 0.01; T0-T2 p< 0.01); PTG-Tot (T0-T1, p<0.01; T0-T2 p< 0.01). In the UC group an improvement was shown only on DADDS (T0-T1, p<0.03).
CALM patients showed a greater satisfaction than the UC patients on CEQ items exploring the way in which they felt they had been helped by treatment (e.g. “The intervention helped me in clarifying my values and beliefs”, p<0.01) (Table 1 supplementary file). This positive experience was confirmed by the themes emerged by content analysis conducted on the CEQ comments that allowed to identify five main themes: Self awareness (4 out of 13 patients); facing condition and future (5/13), sense of gratitude and spirituality (7/13), self and relationship (11/13), post-traumatic growth (6/13). The main content of the patients’ experience is reported in supplementary file Table 2 ( For example, the intervention was for Lia an opportunity to improve her knowledge about her disease: 
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