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RCT 543 13 214 0
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: Cochrane Reviews 14 0 12® 0
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(a) We searched on July, 2014. We used the relvant terms referenced from MeSH or Thesaurus.
(b) Only two articles deal with the fertility problems with cancer patients.
(¢) Four articles of nine were writen in French or Spanish.
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Abstract
Background: ASCO 2013 Guideline gives health care providers the recommendation for referencing
cancer patients or survivors to psychosocial providers (i.e., in Japan, certified clinical psychologist
with certified infertility psychological counselor) if they experience distress about potential infertility.
When they are informed by their doctors that they have suffered from cancer, many patients could be
upset and could not consider their purpose of life and their fertility concerns. Many studies reported
most of cancer patients had severe depressive symptoms and PTSD symptoms for several months
from the cancer diagnosis (e.g., vin-Raviv, 2013). In Japan, the cancer experience is a severe

psychological stressful process for the patients. The risks of suicide within the first year after a
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cancer diagnosis were extremely higher than those among cancer-free population (the adjusted RRs:
23.9; 95%Cl: 13.8-41.6) (Yamauchi, 2014).

In early stage of cancer, semi-structured psycho-educational therapy decreased psychological
distress (Fawzy, 1994). Psycho-educational therapy means one of psychotherapies focused on the
improvement of stress coping strategies, interpersonal communication and relationships. The
patient’s experience of cancer could be a crucial influence on partners’ emotional life and well-being.
In general, many partners take an active role in key decisions concerning treatment options and
provide emotional and instrumental support to the patient. The meta-analysis study indicated that
there is a moderate correlation between distress in persons with cancer and their partners’ distress
(Hagedoorn, 2008). Depressive symptoms with both cancer patients and their partners were
decreased by the couple therapies (Manne, 2005; McLean, 2007).

Thus, we hypothesized that the oncofertility-related psycho-educational couple therapy (O!PEACE
therapy) could ameliorate the couple’s better mental health and marital communication rather than
the regular guidance using the oncofertility-related booklet. We also hypothesized that the impact of
O'PEACE therapy on their mental health and marital communication were mediated by their stress
coping strategies and resilience.

Methods/Design: O'PEACE, the Oncofertility! Psycho-Education And Couple Enrichment therapy, is
a goal to calm down their upset feeling, reconsider their life and fertility, and regain their mental
health and psychological growth. O!PEACE therapy is a short-term approach based on
solution-focused therapy and couple & family therapy with stress coping skill and assertive
communication skill training. Well-trained certified clinical psychologists with certified infertility
counselors will conduct the O!PEACE therapy until before first chemotherapy of cancer. We will
conduct the randomized control trials for early stage breast cancer patients and their partner (n=260
couples). The couples will be randomized into two intervention groups: either the O!PEACE therapy
group or the regular booklet guidance group. The couples will participate in one of two intervention
groups and pre-post questionnaires. The main outcome variables are mental health (HADS, K6,
IES-R), well-being (WHO-Five Well-Being Scale, PGT) and marital relationships (Marital
Relationship Scale, Scale of Relationship-Focused coping). The parameters are stress coping
strategies (TAC-24) and resilience (CD-RISC). In Japan, top five hospitals in which both breast
cancer treatment and fertility treatment will conduct this study.

Discussion: To our knowledge, this study will be the first RCT to investigate the efficacy of a

O'PEACE treatment program for breast cancer patients and their partners.
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