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Objectives of the study: 

 

Primary outcome:  

1 The objective of this study was to explore the effect of patient education on health related quality of life 6 

months after stoma creation. 

Secondary outcome:. 

2. An analysis of the cost effectiveness based on the results of the primary outcome. 

 

Background 

The impact of stoma creation on the individual is characterized by a variety of factors that will impact the 

individual: several types of stoma, differences in the underlying causes, and individual psychosocial factors (1-4). 

Patients must adjust to a changed body image, changing daily routines and for some there will also be a change in 

lifestyle ( 5 ), and affected sexuality ( 6).  

Moreover, personal factors do probably affect individual´s adaptation to life with a stoma; including age (7 ), 

socioeconomic status ( 8) and gender ( 9). The patient course for patients with a stoma may be perceived as 

disruptive when the patient is being discharged from hospital. As such, patients may experience that the intense 

practical and emotional support connected to the hospital environment may be replaced by a requirement to take 

care of themselves at home (10-12) . 

Since the training of the first enterostoma therapist (ET) in the 1960´s, the professional activities have been 

centered on training and instruction of patients. These tasks are increasingly being carried out by ET´s both in 

Denmark and internationally (13).  

The primary role of the ET is to inform and prepare patients and possibly relatives preoperatively and maintain 

contact with patients post-operatively in a rehabilitative process (12, 14-17). It is assumed that the interventions 

and involvement by the ET is important for the patient's quality of life (qol), and one study concluded that 

training by an ET had a positive impact on quality of life compared to no training (18). Furthermore, a study 

concluded that preoperative training in the home of the patient had an effect on length of stay after surgery (19) 

However, a literature review (20) only found limited evidence that the involvement of an ET had an independent 

and positive effect on patients' qol. Nevertheless, other studies suggested that patients who are satisfied with the 

ET had a higher score in health-related quality of life (21) and the patients seem to point at the possibility of 

guidance, support and advice to be of great importance (2). However, there are no studies that conclusively 

identified the most effective way to implement patient education, neither regarding content or didactical methods 

(22,23). 

Teaching of surgical patients seemed to have a positive impact on patients' quality of life (24) and a review 

indicated that preoperative education of patients had a positive impact (25). It has been suggested that 

interventions where the focus of the intervention is the individual needs of the may have the greatest impact 



(22,26,27): Moreover, a study pointed at telephone follow-up after discharge from hospital had a favorable effect 

on health-related quality of life (HRQOL) in patients after hip replacement surgery (28). 

Additionally, the measurement of HRQOL is increasingly demanded in the health care (29,30), and seems to be a 

need for testing the effect of nursing interventions on patients' HRQOL (31). Furthermore, as the resources in 

the health care sector are limited, it may be fruitful to explore other tools than the strictly health scientific, and 

move on to assessing the health economic effects when establishing a patient education program aimed at 

patients with a stoma (32,33). 

 

Hypotheses 

primary: 

Patients with a stoma will experience an improvement in health-related quality of life associated with the 

implementation of a patient education program. 

secondary: 

Cost analysis will show that the introduction of patient school is cost-effective compared to the standard course. 

 

Inclusion: 

Adult patients admitted for elective or acute stoma creation irrespective of reason for the stoma creation. 

Patients who are expected to take care of stoma patients themselves.  

Patients, who can cooperate with completion of questionnaires and use of diary.  

Patients will be included consecutively after stoma creation.  

Exclusion :  

Patients, who postoperatively cannot attend the course as a result of physical, mental or social constraints 

Patients, who withdraw their consent of participation.  

 

Outcome measures : 

Primary outcome:  

Scores on the questionnaires Ostomy Adjustment Scale (OAS) and EQ-5D will be assessed and compared six 

months after discharge.  

Secondary: 

Registration and comparison of costs for the control and intervention group. 

 

Design: 

The study will be conducted as a case-control study in which the interventions will be implemented after 

inclusion of the control group. The study group will be included following the implementation of the 

interventions. This design is preferred in order to avoid confounding, as the intervention cannot be blinded to 

either personnel or patients. 



Sample size 

The primary outcome was hrqol measured by OAS 6 months after stoma creation. In the literature we found no 

data for OAS measured 6 months after surgery. However, there were data describing means and standard 

deviations for outcome measured from 1 to 30 years after surgery (9,10).  With this in mind we set the minimal 

relevant difference at 15% with a mean OAS score at 155 points, SD at 23, type I error at 5%, and a type II error 

at 20%. In a 2 sided-test the necessary number of patients would be 16 in each group. When accounting for 

drop-outs we chose to include 50 patients.  

 

Description of methods: 

Quality of life:  

Health related quality of life will be measured in both groups.  

To measure and describe the disease specific quality of life of stoma we will use the questionnaire Ostomy 

Adjustment Scale (OAS). Furthermore, we will measure and compare generic health-related quality of life with 

EQ-5D. 

Ostomy Adjustment Scale (OAS, disease-specific quality of life) and EQ-5D (generic quality of life) are both 

designed for either completion in the presence of the interviewer, self-completion, or telephone completion.  

The studies carried out by self-completion either alone or in the presence of the interviewer.  

 

Registration of data related to costs: 

Data will be registered in both groups.  

During hospitalization: Demographic data: gender, age , ethnicity, whether they live alone , reliance by others in 

everyday life, education, and current position. 

From the electronic journal system: surgical technique, admittance to hospital. 

Furthermore, we will access the registry of the hospital, and a diary provided to the patient. Data related to the 

hospital course will cover: length of stay, readmission to hospital, use of out-patient clinic. 

Costs related to primary care will include visits with the general practitioner, contact to primary nurse, and 

physical and social activities. 

 

Patient education program 

The patient education programme will only be conducted in patients in the study group, and patients in the 

control group will have standard care. 

Structured interviews day 1(+/- 2 days) postoperatively will be conducted by the ET with a perspective of health 

promotion addressing specific stoma related issues.  

5 days (+/- 2 days) after discharge from hospital the ET will contact the patient by telephone, and guide the 

patient on the basis of a check list.  



Patient education session will be performed with an extent of 3 afternoon sessions along with 4-6 other patients. 

Sessions will be focusing on individual and collective processes, and with a content which targets the issues of a 

general interest to people after stoma creation. The issues will be everyday life with a stoma, life in the family, to 

return to work / social communities, sexuality and problems in connection with disease and ostomy particular. 

Teaching is carried out by healthcare professional and the course directors (ET´s). 

 

Risks, adverse effects and problems associated with the study 

We have no knowledge of adverse effects and risks associated with participation in this type of rehabilitative 

process. However, attention will be paid to patients' experiences especially during the group processes. If any of 

the participants need to be seen by a physician this will be handled by the course directors, who all are registered 

and experienced nurses.  

Measurement of quality of life by completing questionnaires before surgery and 3 and 6 months after surgery is 

not expected to result in either adverse effects or risks for the patient. 

 

Ethical considerations 

Patients included in the project will be informed thoroughly both in writing and orally. The information covers 

the planned course during hospitalization and the follow-up period of 6 months. Patients will be able to have a 

family member present during the information session, and the voluntary participation will be emphasized, as 

well as the possibility of withdrawal of consent.  

Guidelines for informed consent 

The researcher provides the oral information to patients prior to inclusion, which will place in the ward. The 

interview will be held an undisturbed place, either in the interview room or if the patient is bedridden ensures 

that the patient agrees to be informed in the hospital ward. Fellow patients will be asked to leave the room, if 

possible. Patients are encouraged to have a caregiver present at the information interview. Time for 

consideration will be short, and up to 24 hours.  

Notification to the Data Protection Agency 

The project requires ethical review. 

 

Financial support 

The project is initiated in the research group. 

 

Payment of included participants 

The included participants will not receive any payment, but transport costs will be refunded. 

 

Publication of results 

All results both negative and positive will be published.  
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