	Research Proposal 


	Project Title: “Decision aid” intervention and exploration of the predictive nature of “Theory of Planned behaviour” applied to the “prostate screening behaviour” in men.



	Lay summary of the project 

The intention of this study is to explore if “Theory of Planned behaviour” can predict “prostate screening behaviour” and evaluate an decision aid based upon the above mentioned model. Prostate cancer may symptomless for a long time, it is frequent cancer in men and just under half of the people diagnosed are in a late stage. The decision aid aims to increase knowledge of the issues around the topic and altering beliefs surrounding it to increase awareness and screening. Previous study done in Germany found that men are affected by their social network when attending screening, but further research needs to be done. 
Background literature review

	Background literature review 

This type of cancer is slow to develop and may be symptomless, or the symptoms may be attributed to something more benign – e.g. prostate enlargement. of the disease, and there is a family history of prostate cancer risks are also higher. Benefits of regular prostate cancer screening are currently debated, however screening is available upon request by medical professional. Due to the controversy in regards PSA testing, overtreating and high side effects of the treatment, men are encouraged to make decision based upon their own risks and results of the tests in cooperation with their doctor. Based upon current literature, decision aids are favourite interventions to decrease the mortality of the disease and reduce risk associated with it. The disease is most often found in men over 50, and it develops slowly and it may be symptomless for a long time. If there is prostate cancer already in the family history the risk of it appearing in another male relative increase. According to the Schröder et al. (2014) attending screening may lower the risk by 21%.

Presently if person is suspected of having prostate cancer their first should discuss their suspicion with GP, who will talk to them about their history, previous results, risk factors and possible issues with any findings. They are offered blood-test most known as “PSA” that accesses level of “prostate-specific antigen” and physical examination called “digital rectal examination” or “DRE”. If localised prostate cancer is suspected MRI will follow, and possibly biopsy. People are supported with making decision and various decision tools are available about treatment options based upon results; such as Predict Prostate, developed in collaboration at the University of Cambridge. NICE (2019)

A little over four out of five people diagnosed with prostate cancer (PC) is going to live for more than 10 years, most men who die of the cancer are over the age of ninety. Prostate cancer was the “most common cancer in men” in the UK in 2016 and contributes 7 % to total cancer deaths. Around 4 out of 10 cases are diagnosed in a late stage, and most of them after an emergency appointment. Cancer Research UK (2020)

Eastham (2017) says “One in seven man may be diagnosed with prostate cancer in their lifetime (…) one in four men with changes in the prostate will actually have a cancer.” (p.1)

As mentioned above decision aids are popular intervention in order that assist men in making a right decision for them, be it tested or not tested. “Desirable outcomes of decision aids include increased be awareness and knowledge of PC and screening, reduced uncertainty or decisional conﬂict about screening decisions, and satisfaction with screening decisions made.” Gwede (2015, p.2)

However in the study by Stamm et al. (2017) when comparing a “decision aid” and “shared decision-making” regarding “prostate cancer screening” they came to the conclusion that without the personal interaction there is greater risk of going through the PSA based screening without adequate knowledge of the risks and possible consequences, a long-term relationship with the GP came up as a factor as well. 

The Theory of Planned behaviour is well-known and widely used in a variety of settings. The aim of the study will be using the theory in predicting the screening behaviour and comparing it to actual screening behaviour while comparing the results between results from non-intervention group and intervention group. Webb & Sheeran (2006) did a meta-analysis of studies using TPB and found that intentions are reliably associated with health behaviour, based upon the 185 studies accessed. There is some evidence showing that social pressure plays a significant role when applied to the screening behaviour Sieverding (2010), so “Subjective norm” and “perceived behavioural control” should also play a great role. Education based upon the model aims to indirectly change norms, attitude and perceived behavioural control around the screening.


	Proposed methodology 

The intervention
This feasibility study involves a randomised longitudinal trial accessed at two points by quantitative questionnaire assessed sociodemographic variables, TPB variables and measure of psychological distress. 
The intervention design was drawn based upon previous relevant research to understand the context and the main barriers preventing men from assessing prostate cancer screening. Every participant will be randomly allocated into two groups, with one receiving basic leaflet with information about prostate cancer and one receiving decision aid leaflet.

The leaflet has to be credible, clear, culturally relevant, endorsed by health professionals but needs to be clear that it is not a self-diagnoses tool and medical professional should be consulted. The main aims is to increase cancer screening and reduce social disparities.

TBP beliefs are specifically targeted in the leaflet – e.g. normative belief (social influence) about stigma and severity of symptoms, control beliefs (capability) about difficulty of accessing help, behavioural belief about possible outcomes. 

Target population and participant recruitment strategy
Men between 50-69 of age, recruited by opportunistic sampling done at everyday places and different times - like shops, barber’s, streets by volunteers in order to get varied sample. Stratified randomisation will be applied to balance ages in each group. Sample size has to be calculated. 

Data collection and evaluation method
Baseline study (time1) will be completed to test subjective norms, attitude, PBC, and intention to be screened for “PC” and any history of screening, together with sociodemographic data – age, marital status, economic status and ethnicity. Six month after baseline screening, the actual screening behaviour will be assessed and compared to baseline results together with repeat of the battery of tests. The participant will be aware of the follow-up so this may influence the final results and this has to be taken into account. The questionnaire will be sent by email but a postal version and verbal will be made available if requested. The “Theory of Planned Behavior Questionnaire” based upon the description of questionnaire construction by Fishbein & Ajzen (2010) will be used with a seven-point Likert scale. (E.G. Ajzen, 2013)  Upon establishing the baseline half of the group will be sent a TPB based intervention leaflet and the other half just basic information provided about prostate cancer, the questionnaire will be repeated 6 months later to see if the data changed and to access if the intention predicted the behaviour and compare the results between the two groups.

Primary and secondary outcome measures  
Screening attendance is the main outcome measure of the study and its prevalence in the intervention sample compared to a control sample will show the effectiveness of the intervention . The information will be provided a self-reported TPB questionnaire at two time points with other variables collected based upon the current theoretical base and they will provide a secondary outcome measure.

Planned analysis
A correlation and logistic regression analysis (LRA).


	Main Ethical considerations 

British Psychological Society (BPS) ethical guidelines will be adhered to at all stages of the study. All the potential participant will be provided information packs with all the details about study, its aims, expected outcomes, potential issues will be raised paired with contact information and right of withdrawal at any time. Prior to any data being sought the informed consent will be required. All the parties will be ensured of their anonymity and code will be assigned to each of them with no identifying links. The study data will be protected and stored online. On completion of the study debriefing sheets will be provided, expressing gratitude for their participation and remind them where to find help if they feel distressed by the study and their right to withdraw their data. 
All the participants are going to be informed of the potential risk associated with the study, the psychological impact it can have to the nature of cancer screening and the impact of the quite often asymptomatic prostate cancer issue. An additional consideration that the control group will not be provided with the piloted intervention, however both groups will receive a leaflet with the necessary information, so therefore the issue assessed is considered acceptable. All the participant are offered the summary of key findings at the end of the study. The study aims to benefit and expand the understanding of the prostate cancer screening.


	What are the expected outputs from this project?  

[bookmark: _GoBack]The ability to predict screening among man at risk more accurately would increase the impact of tailored intervention. Close loved ones of the men at risk may be targeted if their influence on the behaviour is going to be significant. The TPB based leaflet if successful may be sent to men at risk by post or email through surgery.

	
Timescales for project completion 
 
	Planned Schedule Month               
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ethics submission               
	 
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Recruitment 
	
	 
	 
	 
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Pilot testing               
	
	
	
	 
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data collection to commence
	
	
	
	
	 
	
	
	
	
	
	
	
	

	           
	
	
	
	
	
	
	
	
	
	
	
	
	

	Baseline measure
	
	
	
	
	 
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data collection time 2
	
	
	
	
	
	
	
	
	
	 
	
	
	

	          
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data input
	
	
	
	
	 
	 
	 
	 
	 
	 
	 
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data analysis
	
	
	
	
	
	 
	 
	 
	 
	 
	 
	 
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Manuscript preparation
	
	
	
	
	
	
	
	
	
	 
	 
	 
	 

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Final submission
	
	
	
	
	
	
	
	
	
	
	
	
	 


             


	Up to ten key references (not included in word count) 

Ajzen, I. (2013) . Theory of Planned Behaviour Questionnaire. Measurement Instrument Database for the Social Science. Retrieved from www.midss.ie

Cancer Research UK, https://www.cancerresearchuk.org/health-professional/cancer-statistics/statistics-by-cancer-type/prostate-cancer#heading-Four, Accessed [March] [2020].

Fishbein, M., & Ajzen, I. (2010). Predicting and changing behavior: The reasoned action approach. New York: Psychology Press.

James Eastham. (2017). Prostate cancer screening. Investigative and Clinical Urology, 58(4), 217-219.

Schröder, F. H., Hugosson, J., Roobol, M. J., Tammela, T. L., Zappa, M., Nelen, V., Kwiatkowski, M., Lujan, M., Määttänen, L., Lilja, H., Denis, L. J., Recker, F., Paez, A., Bangma, C. H., Carlsson, S., Puliti, D., Villers, A., Rebillard, X., Hakama, M., Stenman, U. H., … ERSPC Investigators (2014). Screening and prostate cancer mortality: results of the European Randomised Study of Screening for Prostate Cancer (ERSPC) at 13 years of follow-up. Lancet (London, England), 384(9959), 2027–2035. https://doi.org/10.1016/S0140-6736(14)60525-0

Sieverding, M. (2010). What role do social norms play in the context of men’s cancer screening intention and behavior? Application of an extended theory of planned behavior. Health Psychology, 29(1), 72-82.

Stamm W. A., Banerji S. J., Wolff M. E., Slee A., Akapame S., Dahl K., Massman III D. J., Soung C. M., Pittenger R. K., Corman M. J. (2017) A decision aid versus shared decision making for prostate cancer screening: results of a randomized controlled trial, Virginia Mason, Section of Urology and Renal Transplantation, Seattle, (Washington, USA), 24 (4), 8910 – 8917, PMID: 28832310


The National Institute for Health and Care Excellence (2019) Prostate cancer: diagnosis and management (NICE guideline [NG131]), ISBN: 978-1-4731-3375-4, retrieved from: https://www.nice.org.uk/guidance/ng131 

Gwede, Clement K. (2015). Perceptions of Prostate Cancer Screening Controversy and Informed Decision Making: Implications for Development of a Targeted Decision Aid for Unaffected Male First-Degree Relatives. American Journal of Health Promotion, 29(6), 393-402.

Webb, T., & Sheeran, P. (2006). Does Changing Behavioral Intentions Engender Behavior Change? A Meta-Analysis of the Experimental Evidence. Psychological Bulletin, 132(2), 249-268.







2

3

