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INTRODUCTION

The streamed reference listings comprise references for papers of relevance to primary care recruitment for different patient populations, specific topics and research methodologies.  These can be used in conjunction with the PROSPeR framework to aid the identification of the evidence base relevant for specific research study design.  The listings give a brief summary of the key focus of each paper and a link to full text version where papers and articles are publically available.  The listings include some additional papers not included in the PROSPeR framework.  
Where papers cross different streamings they are included in all relevant lists. For instance the paper by Chang and colleagues “Patient recruitment to a randomized clinical trial of behavioural therapy for chronic heart failure” is included in sections 1.1 Older people; 2.2 coronary heart disease and stroke; and 3.1 Trials and RCTs.
The reference listings will be updated at regular intervals to take account of new publications.

April 2009 

	1.  PARTICIPANT POPULATIONS




	1.1   OLDER PEOPLE




(Back to Index)
Boles, M., Getchell, W.S., Feldman, G., McBride, R. and Hart, R.G. (2000). “Primary prevention studies and the healthy elderly: evaluating barriers to recruitment” Journal of Community Health 25(4): 279-92.

Evaluation of a comprehensive recruitment strategy for a primary prevention study testing aspirin in a healthy elderly population. Focus groups were used to evaluate 225 randomly selected ‘eligible refusers’. Issues of equipoise, unwillingness to travel and risk to good health were highlighted.

Chang, B.-H., Hendricks, A. M., Slawsky M. T. & Locastro, J. S. (2004). “Patient recruitment to a randomized clinical trial of behavioural therapy for chronic heart failure” BMC Medical Research Methodology 4: 8. (Link to full text)
Experiences of patient recruitment for a behavioural intervention randomised trial of elderly patients with chronic heart failure.  Enrolment rate was low primarily due to travel considerations, but valuable information was identified for planning recruitment for future studies
Chew-Graham C., Lovell K., Roberts C., Baldwin B., Morley M., Burns A. & Burroughs H. (2007) “Achieving target recruitment in a primary care trial: lessons from PRIDE” Primary Health Care Research & Development 8: 264-270 

Discussion of a trial to test effectiveness of a new model of care for the management of late-life depression that was successful in meeting recruitment targets.  Main reasons for primary care professionals agreeing to participate were: local service relevance to an under-served patient group. Simple referral process was an important factor.  Quick response to referral and regular and detailed feedback was also important.  Reasons for non participation were: single-handed practice and heavy work-load.
Csipke, E., Serfaty, M. and Buszewicz, M. (2006). “Optimising recruitment from primary care: methods of recruiting older people with depression” Primary Health Care Research and Development 7: 116-123.

To determine how recruitment to RCTs in primary care may be optimised. A wide range of recruitment methods was used. Recruiting from primary care can be successful if primary health care teams are willing to work in partnership with researchers, and if researchers are willing to be flexible in their recruitment approaches
Davey, R., Matthes Edwards, S. and Cochrane, T. (2003). “Recruitment strategies for a clinical trial of community-based water therapy for osteoarthritis” British Journal of General Practice 53:315-317 (Link to full text)
This paper describes the efficiency and costs of recruitment of elderly patients using two methods: the GP database and a local newspaper. 

Dewar, B.J. (2005) “Beyond tokenism involvement of older people in research – a framework for future development and understanding” International Journal of Older People Nursing in association with The Journal of Clinical Nursing. 14(3a): 48-53

Description of developments to support involvement of older people through work at the Royal Bank of Scotland Centre for Older Person’s Agenda and to identify a number of challenges that this raised for researchers. The paper discusses some of the benefits of partnership working with older people and strategies to promote partnership working. 
Elley C.R., Robertson M.C., Kerse N.M., Garrett S., McKinlay E., Lawton B., Moriarty H. & Campbell A.J. (2007) “Falls Assessment Clinical Trial (FACT): design, interventions, recruitment strategies and participant characteristics” BMC Public Health 7: 185

(Full text link) 
Study involving recruitment of older people to an RCT of a multifactorial falls prevention programme in primary care.  Two recruitment methods were used: waiting room screening and practice mail-out.  Characteristics of participants using the two methods were similar.  Recruitment in the waiting room gave a higher response rate but was less efficient than practice mail-out.
Fudge N., Wolfe C.D.A. & McKevitt C. (2007) “Involving older people in health research” Age and Ageing 36: 492-500 

Review of published studies which involved older people in commissioning, prioritising, designing, conducting or disseminating research. A number of positive outcomes are reported including the achievement of better recruitment rates.
Harris T.J., Victor C.R., Carey I.M., Adams R. & Cook D.G. (2008a) “Less healthy, but more active: opposing selection biases when recruiting older people to a physical activity study through primary care” BMC Public Health 8:182 (Full text link)
Assessment of activity levels and health status on recruitment to a physical activity study in older people.  Such studies may experience both a strong bias towards participants being more active and a weaker bias towards participants having more health problems and therefore more primary care contact. 
Harris T.J., Carey I.M., Victor C.R., Adams R. & Cook D.G. (2008b) “Optimising recruitment into a study of physical activity in older people: a randomised controlled trial of different approaches” Age and Ageing 37: 659-665

RCT to test the effects of different recruitment strategies in a study of physical activity in older people.  Telephone contact one week after the receipt of initial letter of invitation significantly increased recruitment and should be considered in studies where recruitment may be low.
Lloyd-Williams, F., Mair, F., Shiels, C., Hanratty, B., Goldstein, P., Beaton, S., Capewell, S., Lye, M., McDonald, R. Roberts, C. and Connelly, D. (2003) “Why are patients in clinical trials of heart failure not like those we see in everyday practice?” Journal of Clinical Epidemiology 56: 1157-1162

This article examines recruitment difficulties, and identifies the main reasons why elderly patients with heart failure declined to participate in a research trial.  
Marcantonio E.R., Aneja J., Jones R.N., Alsop D.C., Fong T.G., Crosby G.J., Culley D.J., Cupples L.A. & Inouye S.K. (2008) “Maximising clinical research participation in vulnerable older persons: identification of barriers and motivators” JAGS 56: 1522-1527 (The American Geriatrics Society)
Quantitative and qualitative survey to identify barriers and motivators to participation in long-term clinical research by patients aged 70 and above at high-risk of hospitalisation.  There was a high rate of willingness to participation expressed - altruism was a strong motivator for participation, whereas transport difficulties were the strongest disincentive. From the results of this study researchers were able to develop procedures to maximise recruitment and retention
Ross F., Donovan S., Brearley S., Victor C., Cottee M., Crowther P. & Clark E. (2005) “Involving older people in research: methodological issues”  Health & Social Care in the Community 13(3), 268-275

Methods used in developing user involvement in a partnership research project investigating risk of falls from the perspectives of older people, carers & professionals. Issues relating to the context and method of involvement and the impact on research quality are discussed.
Sellors, J., Cosby, R., Trim, K., Kaczorowski, J., Howard, M., Hardcastle, L., Sellors, C., and Woodward, C. for the Seniors Medication Assessment Research Trial (SMART) Group (2002). “Recruiting family physicians and patients for a clinical trial: lessons learned” Family Practice 19(1): 99-104.

The tactics used and resources required randomly to select and recruit family physicians and their patients for a community – based cluster RCT on multiple medications management in the elderly in primary care (Canada)

Stuck A.E., Kharicha K., Dapp U., Anders J., von Renteln-Kruse W., Meier-Baumgartner H.P., Iliffe S., Harari D., Bachmann M.D., Egger M., Gillmann G., Beck J.C. & Swift C.G. (2007) “The PRO-AGE study: an international randomised controlled study of health risk appraisal for older persons based in general practice” BMC Medical Research Methodology 7:2 (Full text link)
Detailed recruitment methods for each of 3 participating sites are given for this study which was successful in reaching recruitment targets.
Tognoni, G., Alli, C., Avanzini, F., Bettelli, G., Colombo, F., Corso, R., Marchioli, R. and Zussino, A. (1991) “Randomised clinical trials in general practice: lessons from failure” BMJ. 303: 969-971 (Link to full text)
Italy - Factors affecting recruitment of patients by GPs based on experience of one feasibility study to test the hypothesis that treatment of isolated systolic hypertension in elderly people reduces mortality and morbidity from cardiovascular and cerebrovascular causes.

Tolmie E.P., Mungall M.M.B., Louden G., Linsay G.M. & Gaw A. (2004) “Understanding why older people participate in clinical trials: the experience of the Scottish PROSPER participants” Age and Ageing 33 (4): 374-378
An evaluation of reasons why older people agree to participate in a controlled clinical trial of vascular disease prevention and strategies used to improve compliance and protocol adherence. Curiosity, finding out more about the study, altruism and anticipated personal benefits were most important motivators. Ongoing health monitoring was the most important recruitment and retention motivator.
(Back to Index)
	1.2   HARD TO REACH AND UNDER-REPRESENTED POPULATIONS




1.2.1.  ETHNIC MINORITY
Hussain-Gambles, M.,  Leese, B., Atkin, K., Brown, J., Mason, S. and Tovey, P. (2004) “Involving South Asian patients in clinical trials” Health Technology Assessment, Vol. 8 (42) (Link to full text)
A review of the literature on minority ethnic participation in clinical trials, plus outputs from three qualitative interview studies.

Hussain-Gambles, M. Atkin, K. Leese, B. (2004) “Why ethnic minority groups are under-represented in clinical trials: a review of the literature.” Health and Social Care in the Community volume 12 part 5 pages 382-388 2004.
Narrative review of available literature to explore potential barriers to ethnic minority participation in clinical trials. A number of strategies for improving ethnic minority accrual rates in clinical trials are offered.
Hussain-Gambles, M. “Ethnic minority under-representation in clinical trials: whose responsibility is it anyway?” Journal of Health, Organisation & Management, 17, (2) 138-143. 
People from ethnic minority backgrounds are frequently under-represented in clinical trials. Educational programmes aimed at investigators, ethics committees and funding bodies should be developed to increase awareness and redress inequalities in recruitment strategies. Guidelines are proposed that may be useful in the initial planning phase of a study.
Hussain-Gambles, M,.(2004)  “South Asian patients' views and experiences of clinical trial participation.” Family Practice Volume 21 Number 6 pages 1-7 

Study run as part of a larger study designed to assess British South Asian under-representation in clinical trials.  This study explored motivations to participate in clinical trials through semi-structured interviews.

Hussain-Gambles, M; Atkin, K; Leese B. (2006) “South Asian participation in clinical trials: the views of lay people and health professionals.” Health Policy 2006; Jul;77(2);149-65 Epub 2005 Oct 10.
Study to explore how South Asian people perceive trial involvement and the risks and benefits involved.
Lloyd C.E., Johnson M.R.D., Mughal S., Sturt J., Collins G.S., Roy T., Bibi R. & Barnett A.H. (2008) “Securing recruitment and obtaining informed consent in minority ethnic groups in the UK.”  BMC Health Services Research. 8:68  (Full text link)
Audio-recorded methods were used to provide patient information and to record informed consent in a population with Type 2 diabetes where literacy skills are variable and the main language is does not have an agreed written form. Audio-recorded methods were found to be an acceptable alternative to written consent in the study population

McLean C.A. & Campbell C.M. (2003) “Locating research informants in a multi-ethnic community: ethnic identities, social networks and recruitment methods.” Ethnicity & Health 8:1 41-61

Recruitment of research informants using 3 methods: advertisements & articles in local media; institutional contacts through local voluntary organisations; and interpersonal contacts, referrals and snowballing. Local ethnic identities and social networks produce qualitatively different responses to recruitment attempts in different communities.  A range of recruitment methodologies and detailed formative research in a target community is important before commencing recruitment.
Mason, S. Hussain-Gambles, M. Leese, B. Atkin, K. Brown, J.(2003) “Representation of South Asian people in randomised clinical trials: analysis of trials' data.” BMJ Volume 326 7 June 2003 Pages 1244-1245. (Link to full text)

Investigation of the ethnicity profile of 6 clinical trials conducted by the Northern & Yorkshire Clinical Trials and research Unit at the University of Leeds. None included exclusion criteria directly related to ethnic origin, but all patient information sheets and consent forms were in English only. People of South Asian origin were found to be under-represented in these trials.

1.2.2.  SOCIALLY EXCLUDED PEOPLE
Emmel, N., Hughes K. & Greenhalgh J. (2006) “Developing methodological strategies to recruit and research socially excluded groups” Project report, ESRC Research Methods Programme (Link to full text and summary reports)

Literature review of approaches to identifying and recruiting socially excluded individuals and groups in social science research. Researchers who do research in low-income communities must develop relationships with those who live there.  Possible access to relevant networks may be made through the use of a gatekeeper. 
Emmel N., Hughes K., Greenhalgh J. & Sales A. (2007) “Accessing socially excluded people – trust and the gatekeeper in the researcher-participant relationship” Sociological Research Online 12(2): http://www.socresonline.org.uk/12/2/emmel.html
Sociological Research Online is free for individuals accessing the journal from a commercial IP address.
Methodological findings from research to recruit and research hard-to-reach socially excluded people. Review of particular recruitment strategies including gatekeepers and social networks.
(Back to Index)
1.2.3. OTHER HARD TO REACH GROUPS

Chinn D.J., White M., Howel D., Harland J.O.E. & Drinkwater C.K. (2006) “Factors associated with non-participation in a physical activity promotion trial.” Public Health 120: 309-319

Comparison of characteristics, knowledge and attitudes to physical activity in participants and non-participants of a physical activity intervention trial in primary care. Recruitment of ‘hard to engage’ individuals requires care phrasing of the message to focus on their personal goals & address gaps in their knowledge about physical activity.

Eakin E.G., Reeves M.M., Lawler S.P., Oldenburg B., Del Mar C., Wilkie K., Spencer A., Battistutta D. & Graves N. (2008) “The Logan Health Living Program: A cluster randomised trial of a telephone-delivered physical activity and dietary behaviour intervention for primary care patients with type 2 diabetes or hypertension from a socially disadvantaged community – Rationale, design and recruitment” Contemporary Clinical Trials 29: 439-454 

Includes detailed reporting on participant representativeness, intervention implementation and cost-effectiveness. 
Howerton M.W., Gibbons M.C., Baffi C.R., Gary T.L., Lai G.Y., Bolen S., Tilburt J., Tanpitukpongse T.P., Wilson R.F., Powe N.R., Bass E.B. & Ford J.G. (2007) “Provider roles in the recruitment of underrepresented populations to cancer clinical trials” American Cancer Society. 109:3

Systematic review to describe provider-related factors influencing recruitment of underrepresented populations to cancer clinical trials. Databases were searched from January 1996-December 2005.  18 studies were included.  Conclusions suggest that several provider-related factors influence recruitment of underrepresented populations to cancer clinical trials including provider knowledge, attitudes and beliefs about clinical trials; assessment of their patient’s eligibility for clinical trials; and how they present the option of clinical trials to their patients. 
Mason, V. L., Shaw, A., Wiles, N. J., Mulligan, J., Peters, T. J., Sharp, D. and Lewis, G. (2007). “GPs’ experiences of primary care mental health research: a qualitative study of the barriers to recruitment.” Family Practice Advance Access.

To investigate the perceived barriers among GPs towards introducing participation in RCTs to patients presenting with depression during consultations.  Depressed patients are often viewed as vulnerable and it was seen as difficult and intrusive to introduce research

Parkin H. & Sturt J. (2009) “Ongoing education in type 2 diabetes: the attitudes of hard-to-reach participants.” Primary Health Care Research & Development 10: 38-48

Small qualitative study of attitudes of black and ethnic minority peoples & poor & socially disadvantaged groups towards diabetes education. Response to invitation to take part letter or by poster advertisement was deemed unsuccessful. Opportunistic targeted & personal approaches worked better in recruiting hard-to-reach groups
Sheard, L., Tompkins, N. E., Wright, N. M. J. and Adams, C. E. (2006). “Recruiting opiate users to a randomized controlled trial in primary care: a descriptive study of GP attitudes.” Primary Health Care Research and Development 7: 106-115.

Descriptive data from GPs and primary care practices involved in a RCT to uncover factors that affected patient recruitment to a detoxification study in primary care.

Smith, L.J. (2008) “How ethical is ethical research? Recruiting marginalised, vulnerable groups into health services research.” Journal of Advanced Nursing 62(2), 248-257

This paper discusses how tensions in research ethics guidelines can impact on the recruitment of marginalised people in health services research. The author promotes the concept of ‘responsible advocacy’.

(Back to Index)
	1.3   WOMEN

Including perinatal and postnatal studies



Dormandy E., Kavalier F., Logan J. Harris H., Ishmael N. & Marteau on behalf of the SHIFT research team. (2008) “ Maximising recruitment and retention of general practices in clinical trials: a case study” British Journal of General Practice 58(556): 759-766

Discussion of effective ways to recruit and retain practices to clinical trials based on a case study of a trial to deliver antenatal sickle cell and thalassaemia screening.  Factors important in recruiting practices appeared to be: research topic, invitation method and interest in research.  Factors important in retaining practices appeared to be: good communication, easy data-collection methods and payment upon meeting pre-agreed targets.
Hoddinott, P., Britten, J. Harrild, K. and Godden, D. J. (2007). “Recruitment issues when primary care population clusters are used in randomised controlled clinical trials: climbing mountains or pushing boulders uphill?” Contemporary Clinical Trials 28(3): 232-41.

Description of strategies developed through the authors experiences of recruiting primary care organisations to participate in a national RCT of a policy to provide breast feeding groups for pregnant and breastfeeding mothers.
Kenyon S., Dixon-Woods M., Jackson C.J., Windridge K. & Pitchforth E. (2006) “Participating in a trial in a critical situation: a qualitative study in pregnancy.”  Quality & Safety in Health Care 15: 98-101

Exploratory study of women’s experiences of being recruited to a RCT of antibiotics in pre-term labour. 
Paine B., Stocks N.P. & MacLennan A.H. (2008) “Seminars may increase recruitment to randomised controlled trials: lessons learned from WISDOM.” BMC Trials Methodology 9:5 (Full text link)
The authors discuss the effectiveness of running group seminars with potential participants to a long-term double-blind RCT of hormone therapy in women aged 50-69 years.  Recruitment rates for those who did or did not attend group seminars were compared. Those who attended were twice as likely to enrol in the trial as women who did not. Seminars may be a useful strategy providing extra patient information and reducing the research team’s workload
Peto, V., Coulter, A. and Bond, A. (1993). “Factors affecting general practitioners’ recruitment of patients into a prospective study.” Family Practice 10(2): 207-11.

Analysis of factors affecting general practitioners’ recruitment of patients into a prospective study of patients’ experiences of treatment for menorraghia. Completeness of recruitment and the extent of bias introduced by failure to recruit were assessed.
Staniszewska S., Jones N., Newburn M. & Marshall S. (2007) “User involvement in the development of a research bid: barriers, enablers and impacts.” Health Expectations 10: 173-183

Description of involvement of users in the development of a research bid to examine parents’ experiences of having a pre-term baby. User involvement had an important impact on the development of the research aims, methods and on ethical aspects. 

Tooher R.L., Middleton P.F. & Crowther C.A. (2008) “A thematic analysis of factors influencing recruitment to maternal and perinatal trials.” BMC Pregnancy and Childbirth 8:36 (Full text link) 
Review of studies which focused on recruitment to maternal/perinatal trials from 1966-2006. Factors influencing recruitment are quite consistent across included studies but comparison of different recruitment strategies is largely missing.
(Back to Index)
	1.4   PATIENT & PUBLIC INVOLVEMENT




Armstrong, V., Barnett, J., Cooper, H., Monkman, M., Moran-Ellis, J. and Shepherd, R. (2007) “Public Perspectives on the Governance of Biomedical Research: a qualitative study in a deliberative context.”  The Wellcome Trust, London (Link to full text)
Report commissioned by the Wellcome Trust to explore public attitudes towards the governance of biomedical research. 
Dewar, B.J. (2005) “Beyond tokenism involvement of older people in research – a framework for future development and understanding.”  International Journal of Older People Nursing in association with The Journal of Clinical Nursing. 14(3a): 48-53

Description of developments to support involvement of older people through work at the Royal Bank of Scotland Centre for Older Person’s Agenda and to identify a number of challenges that this raised for researchers. The paper discusses some of the benefits of partnership working with older people and strategies to promote partnership working. 
Fudge N., Wolfe C.D.A. & McKevitt C. (2007) “Involving older people in health research.” Age and Ageing 36: 492-500 

Review of published studies which involved older people in commissioning, prioritising, designing, conducting or disseminating research. A number of positive outcomes are reported including the achievement of better recruitment rates.
Langston, A.L., McCallum, M., Campbell, M.K., Robertson, C. & Ralston, S.H. (2005) “An integrated approach to consumer representation and involvement in a multicentre randomized controlled trial.” Clinical Trials 2:80-87

This paper discusses an integrated relationship between the organisers of a clinical trial comparing treatment strategies for Paget’s disease and a consumer organisation, NARPD (The National Association for the Relief of Paget’s Disease).  The benefits for the trial included: recruitment of participants via the consumer organisation contacts; well-informed participants; unsolicited patient advocacy of the trial; and interested and pro-active collaborators.

Lindenmeyer, A., Hearnshaw, H., Sturt, J., Ormerod, R. & Aitchison, G.(2007) “Assessment of the benefits of user involvement in health research from the Warwick Diabetes Care Research User Group: a qualitative case study.” Health Expectations 10: 268-277

To assess the benefits of involving health-care users in diabetes research.  Involvement was evaluated against principles and indicators of successful user involvement including input to design of recruitment strategies.  Concludes that it is difficult to evaluate the actual difference that users made to research.

Ross F., Donovan S., Brearley S., Victor C., Cottee M., Crowther P. & Clark E. (2005) “Involving older people in research: methodological issues.”  Health & Social Care in the Community 13(3), 268-275

Methods used in developing user involvement in a partnership research project investigating risk of falls from the perspectives of older people, carers & professionals. Issues relating to the context and method of involvement and the impact on research quality are discussed.
Saunders C., Crossing S., Girgis A., Butow P. & Penman A. (2007) “Operationalising a model framework for consumer and community participation in health and medical research.” Australia & New Zealand Health Policy. Biomed Central 4:13 (Full text link) Operationalisation of the Australian ‘Model Framework for Consumer and Community Participation in Health & Medical Research’ by a large charity organisation, which funds a significant proportion of cancer research in Australia.  
Staniszewska S., Jones N., Newburn M. & Marshall S. (2007) “User involvement in the development of a research bid: barriers, enablers and impacts.” Health Expectations 10: 173-183
Description of involvement of users in the development of a research bid to examine parents’ experiences of having a pre-term baby. User involvement had an important impact on the development of the research aims, methods and on ethical aspects. 
Wyatt K., Carter M., Mahtani V., Barnard A., Hawton A. & Britten N. (2008) “The impact of consumer involvement in research: an evaluation of consumer involvement in the London Primary Care Studies Programme.” Family Practice 25:154-161

An evaluation of level and impact of consumer involvement in LPCSP projects using a multi-method case study approach.  Consumers had an impact on initial study design, recruitment of subjects, in developing data collection tools, collecting data, analysis and dissemination of findings.
(Back to Index)
	1.5. CHILDREN & ADOLESCENTS



Chadwick B.L. & Treasure E.T. (2005) “Primary care research: difficulties recruiting preschool children to clinical trials.” International Journal of Paediatric Dentistry 15:197-204 
Reported difficulties in recruiting preschool children to a placebo-controlled individual RCT of fissure sealants.  Of 1228 referred families, 55.5% failed to attend for an examination
(Back to Index)
	2.   TOPIC SPECIFIC




	2.1. CANCER




Donovan J., Mills N., Smith M., Brindle L., Jacoby A., Peters T., Frankel S., Neal D. & Hamdy F.(2002) “Improving design and conduct of randomised trials by embedding them in qualitative research: ProtecT (prostate testing for cancer and treatment) study.” BMJ 325: 766-769

In-depth interviews explored interpretation of study information. Qualitative findings showed that recruiters had difficulty discussing equipoise and presenting treatments equally; they unknowingly used terminology that was misinterpreted by participants. Changes to information and presentation improved recruitment to this controversial trial
Jenkins, V. and Fallowfield, L. (2000). “Reasons for accepting or declining to participate in randomized clinical trials for cancer therapy.” British Journal of Cancer 82(11): 1783-8.

Reasons why patients agreed or declined entry into RCTs of cancer.  Acute / DGH setting

Joffe, S., Cook, E.F., Cleary, P.D., Clark, J.W. & Weeks, J.C.(2001a) “Quality of informed consent: a new measure of understanding among research subjects.” Journal of the National Cancer Institute. 93(2): 139-147

Standardized methods for assessing the adequacy of informed consent to research are lacking.  This paper describes a brief questionnaire: the Quality of Informed Consent (QuIC) questionnaire to measure subjects’ actual (objective) and perceived (subjective) understanding of cancer clinical trials.

Mc Daid, C., Hodges, Z., Fayter, D., Stirk, L. and Eastwood, A. (2006). “Increasing participation of cancer patients in randomised controlled trials: a systematic review.” Trials [Electronic Resource]. 7:16, 2006. (Link to full text)
Systematic review to assess effectiveness of interventions to overcome barriers to patient participation in RCTs of cancer treatments. (up to end of 2004).

Mills, N., Donovan, J.L., Smith, M., Jacoby, A., Neal, D.E. & Hamdy, F.C. (2003) “Perceptions of equipoise are crucial to trial participation: a qualitative study of men in the ProtecT study.” Controlled Clinical Trials. 24: 272-282 

Study exploring patients’ perceptions of randomisation and reasons for consent or refusal to participate in the ProtecT study (localised prostate cancer).  Belief in clinical equipoise was key to participants’ consent to randomisation.
Saunders C., Crossing S., Girgis A., Butow P. & Penman A. (2007) “Operationalising a model framework for consumer and community participation in health and medical research.” Australia & New Zealand Health Policy. Biomed Central 4:13 (Full text link) Operationalisation of the Australian ‘Model Framework for Consumer and Community Participation in Health & Medical Research’ by a large charity organisation, which funds a significant proportion of cancer research in Australia.  
(Back to Index)
	2.2.   CORONARY HEART DISEASE & STROKE




Buckley B., Murphy A.W., Byrne M. & Glynn L. (2007) “Selection bias resulting from a requirement for prior consent in observational research: a community cohort of people with ischaemic heart disease.” Heart 93:1116-1120

Study to evaluate differences between adults who consent to participate in observational research and those who do not. Differences in demographic and prognostic risk factors between consenters and non-consenters were identified in a prospective population-based cohort study.
Chang, B.-H., Hendricks, A. M., Slawsky M. T. & Locastro, J. S. (2004). “Patient recruitment to a randomized clinical trial of behavioural therapy for chronic heart failure.” BMC Medical Research Methodology 4: 8.

Experiences of patient recruitment for a behavioural intervention randomised trial of elderly patients with chronic heart failure.  Enrolment rate was low primarily due to travel considerations, but valuable information was identified for planning recruitment for future studies
Dean, S. C., Harper, C. E., Cappuccio, P., Rink, E., Dirckx, C., Arnout, J., Zito, F. and Iacoviello, L. (2005). “The challenges of cross-national research in primary health care across Europe.” Family Practice 22: 341-346.

Challenges of recruiting to a cross-national European study and suggestions for those undertaking future international collaborations. Outcomes based on a study to evaluate dietary habits and myocardial infarction risk
Fletcher, K., Mant, J., Holder, R., Fitzmaurice, D., Lip, G. Y. H. and Hobbs, F. D. R. (2007). “An analysis of factors that predict patient consent to take part in a randomized controlled trial.” Family Practice 24: 388-394.

To assess whether patient, practice or practitioner characteristics are associated with a patient’s likelihood of giving consent to participation in a large primary care based RCT of aspirin versus warfarin for stroke prevention.

Jolly K., Taylor R.S., Lip G.Y.H., Greenfield S.M., Davies M.K., Davis R.C., Mant J.W., Singh S.J., Ingram J.T., Stubley J. & Stevens A.J. (2007) “Home-based exercise rehabilitation in addition to specialist heart failure nurse care: design, rationale and recruitment to the Birmingham Rehabilitation Uptake Maximisation study for patients with congestive heart failure (BRUM-CHF): a randomised controlled trial.” BMC Cardiovascular Disorders 7:9 (Full text link) 
Full description of recruitment methods and eligibility criteria for the study. Setting was a multiethnic city population, served by 2 NHS trusts and one primary care setting
Lloyd-Williams, F., Mair, F., Shiels, C., Hanratty, B., Goldstein, P., Beaton, S., Capewell, S., Lye, M., McDonald, R. Roberts, C. and Connelly, D. (2003) “Why are patients in clinical trials of heart failure not like those we see in everyday practice?” Journal of Clinical Epidemiology 56: 1157-1162

This article examines recruitment difficulties, and identifies the main reasons why elderly patients with heart failure declined to participate in a research trial.  
Pearl, A., Wright, S., Gamble, G., Doughty, R. and Sharpe, N. (2003). “Randomised trials in general practice—a New Zealand experience in recruitment.” New Zealand Medical Journal 116(1186): U681. (Link to full text)
To examine GP and patient recruitment in a RCT to determine the usefulness of brain natriuretic peptide in the diagnosis of heart failure in the community. (New Zealand)
Tognoni, G., Alli, C., Avanzini, F., Bettelli, G., Colombo, F., Corso, R., Marchioli, R. and Zussino, A. (1991) “Randomised clinical trials in general practice: lessons from failure.”  BMJ. 303: 969-971
Italy - Factors affecting recruitment of patients by GPs based on experience of one feasibility study to test the hypothesis that treatment of isolated systolic hypertension in elderly people reduces mortality and morbidity from cardiovascular and cerebrovascular causes.

Tolmie E.P., Mungall M.M.B., Louden G., Linsay G.M. & Gaw A. (2004) “Understanding why older people participate in clinical trials: the experience of the Scottish  PROSPER participants.” Age and Ageing 33 (4): 374-378

An evaluation of reasons why older people agree to participate in a controlled clinical trial of vascular disease prevention and strategies used to improve compliance and protocol adherence. Curiosity, finding out more about the study, altruism and anticipated personal benefits were most important motivators. Ongoing health monitoring  was the most important recruitment and retention motivator.
Yallop, J. J., McAvoy, B. R., Croucher, J. L., Tonkin, A., Piterman, L. and C. H. S. Group (2006). “Primary health care research--essential but disadvantaged.”  Medical Journal of Australia 185(2): 118-20.

Review of status of primary care research in Australia including recruitment experience from one large Australian primary care trial, the Chronic Heart Failure Assistance by Telephone study.
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Taylor K.S.M., Gordon J.C., Harris C.E. & Counsell C.E. (2008) “Recruitment bias resulted in poorer overall health status in a community-based control group.”  Journal of Clinical Epidemiology 61: 890-895
Comparison of demographic and health status of recruited vs non-recruited controls in a study of parkinsonism.  The control cohort was affected by recruitment bias, which suggests that recruited controls had slightly poorer health compared with non-recruited controls.
Wilcock J., Bryans M., Turner S., O’Carroll R., Keady J., Levin E., Iliffe S. & Downs M. (2006) “Methodological problems in dementia research in primary care: a case study of a randomised controlled trial.” Primary Health Care Research & Development 7: 1-10

Recruitment issues in a multi-centre RCT of differing educational approaches to improving dementia care in general practice.  Recruitment rates for practitioners were lower than expected – pressures of time and staff shortages were cited as reasons for non-participation. Researchers detected ambivalent attitudes to research and a perception that dementia care was not a high priority.  There were also lower than expected rates of recruitment of patients and carers – carers’ time pressures and family commitments and problems identifying patients and carers in practices were cited.
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Eakin E.G., Reeves M.M., Lawler S.P., Oldenburg B., Del Mar C., Wilkie K., Spencer A., Battistutta D. & Graves N. (2008) “The Logan Health Living Program: A cluster randomised trial of a telephone-delivered physical activity and dietary behaviour intervention for primary care patients with type 2 diabetes or hypertension from a socially disadvantaged community – Rationale, design and recruitment.” Contemporary Clinical Trials 29: 439-454 

Includes detailed reporting on participant representativeness, intervention implementation and cost-effectiveness. 
Embi, P. J., Jain, A. Clark, J., Bizjack, S., Hornung, R. and Harris, C. M. (2005). “Effect of a clinical trial alert system on physician participation in trial recruitment.” Archives of Internal Medicine 2005 Oct 24; 165(19): 2272-7 (42 ref).

Use of electronic health record (HER) – based clinical trial alert (CTA) system to improve recruitment rates to a multi-centre trial of patients with type 2 diabetes mellitus. Use of the CTA led to significant increases in physicians’ participation and recruitment rates to an ongoing trial.
Lindenmeyer, A., Hearnshaw, H., Sturt, J., Ormerod, R. & Aitchison, G.(2007) “Assessment of the benefits of user involvement in health research from the Warwick Diabetes Care Research User Group: a qualitative case study” Health Expectations 10: 268-277

To assess the benefits of involving health-care users in diabetes research.  Involvement was evaluated against principles and indicators of successful user involvement including input to design of recruitment strategies.  Concludes that it is difficult to evaluate the actual difference that users made to research.
Lloyd C.E., Johnson M.R.D., Mughal S., Sturt J., Collins G.S., Roy T., Bibi R. & Barnett A.H. (2008) “Securing recruitment and obtaining informed consent in minority ethnic groups in the UK.”  BMC Health Services Research. 8:68 (Full text link)  

Audio-recorded methods were used to provide patient information and to record informed consent in a population with Type 2 diabetes where literacy skills are variable and the main language is does not have an agreed written form. Audio-recorded methods were found to be an acceptable alternative to written consent in the study population
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Chew-Graham C., Lovell K., Roberts C., Baldwin B., Morley M., Burns A. & Burroughs H. (2007) “Achieving target recruitment in a primary care trial: lessons from PRIDE” Primary Health Care Research & Development 8: 264-270 

Discussion of a trial to test effectiveness of a new model of care for the management of late-life depression that was successful in meeting recruitment targets.  Main reasons for primary care professionals agreeing to participate were: local service relevance to an under-served patient group. Simple referral process was an important factor.  Quick response to referral and regular and detailed feedback was also important.  Reasons for non participation were: single-handed practice and heavy work-load.
Csipke, E., Serfaty, M. and Buszewicz, M. (2006). “Optimising recruitment from primary care: methods of recruiting older people with depression.” Primary Health Care Research and Development 7: 116-123.

To determine how recruitment to RCTs in primary care may be optimised. A wide range of recruitment methods was used. Recruiting from primary care can be successful if primary health care teams are willing to work in partnership with researchers, and if researchers are willing to be flexible in their recruitment approaches
Fairhurst, K. and Dowrick, C. (1996). “Problems with recruitment in a randomized controlled trial of counselling in general practice: causes and implications.” Journal of Health Services & Research Policy 1(2): 77-80.
Semi-structured telephone interviews with GPs participating in a RCT of counselling, to explore reasons for poor recruitment. 
Furimsky I., Cheung A.H., Dewa C.S. & Zipursky R.B. (2008) “Strategies to enhance patient recruitment and retention in research involving patients with a first episode of mental illness.” Contemporary Clinical Trials 29 (2008) 862-866

Discussion of the recruitment and retention challenges experienced in 2 clinical trials involving participants with first episode depression (trial 1) and psychosis (trial 2). Challenges at both patient level and clinician level are identified and reviewed as well as strategies implemented to enhance recruitment and retention.

Hetherton, J., Matheson, A. and Robson, M. (2004). “Recruitment by GPs during consultations in a primary care randomized controlled trial comparing computerized psychological therapy with clinical psychology and routine GP care: problems and possible solutions.” Primary Health Care Research and Development 5: 5-10.

Description of recruitment difficulties experienced during a RCT for depression and anxiety and possible solutions. 

Howard L., de Salis I., Tomlin Z., Thornicroft G. & Donovan J. (2009) “Why is recruitment to trials difficult? An investigation into recruitment difficulties in an RCT of supported employment in patients with severe mental illness.” Contemporary Clinical Trials 30: 40-46

Qualitative study during the recruitment phase of an RCT of supported employment.  Trials staff and recruiting clinicians were interviewed. 5 main reasons for recruitment difficulties were found: misconceptions about trials; lack of equipoise; misunderstanding of the trial arms; variable interpretations of eligibility criteria; paternalism.
Hunt, C. J., Shepherd, L. M. and Andrews, G. (2001). “Do doctors know best? Comments on a failed trial.” Medical Journal of Australia 174: 144-149. (Link to full text)
Exploration of a mental health trial which failed to recruit any patients

Katz T., Fisher P., Katz A., Davidson J. & Feder G. (2005) “The feasibility of a randomised, placebo-controlled clinical trial of homeopathic treatment of depression in general practice.” Homeopathy 94: 145-152 

Feasibility study for a general practice-based clinical trial comparing an individualised homeopathic treatment vs Fluoxetine vs placebo in treatment of major depressive episodes of moderate severity. 
Mason, V. L., Shaw, A., Wiles, N. J., Mulligan, J., Peters, T. J., Sharp, D. and Lewis, G. (2007). “GPs’ experiences of primary care mental health research: a qualitative study of the barriers to recruitment.” Family Practice Advance Access.

To investigate the perceived barriers among GPs towards introducing participation in RCTs to patients presenting with depression during consultations.  Depressed patients are often viewed as vulnerable and it was seen as difficult and intrusive to introduce research.
Patel M.X., Doku V. & Tennakoon L. (2003) “Challenges in recruitment of research participants.” Advances in Psychiatric Treatment 9: 229-238

Overview of the challenges to recruitment in psychiatric research including the impact of study design, characteristics of participants, investigator characteristics and collaboration with clinicians.  Techniques used in recruitment are discussed and ethical issues, methods of data collection and control participants are also considered.
Rendell J.M. & Licht R.W. (2007) “Under-recruitment of patients for clinical trials: an illustrative example of a failed study.” Acta Psychiatrica Scandinavica 115: 337-339 
Editorial discussing recruitment issues facing trials comparing active treatments for acute depressive episodes in bipolar disorder. The impact of non-equipoise is highlighted.

White K., Holden E., Byng R., Mullan E. & Kuyken W. (2007) “Under/over-recruitment to mental health trials.” Acta Psychiatrica Scandinavica 158
Letters to the Editor in response to Rendell & Licht includes factors facilitating recruitment to a MRC depression trial in primary care.
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Ewing, G., Rogers, M., Barclay, S., McCabe, J., Martin, A. and Todd, C. (2004). “Recruiting patients into a primary care based study of palliative care: Why is it so difficult?” Palliative Medicine 18: 452-459.

Experiences of gaining access to patients for a palliative care study in primary care. Smaller than anticipated study sample recruited.  Gatekeeping by ethics committees and practitioner control over sample selection proved to be significant hurdles in accessing patients for the study.
Higginson I.J., Hart S., Burman R., Silber E., Saleem T. & Edwards P. (2008) “Randomised controlled trial of new palliative care service: compliance, recruitment and completeness of follow-up.” BMC Palliative Care 7:7 (Full text link)
 Fast track (or wait list) randomised trial in palliative care following the MRC Framework for Evaluation of Complex Interventions.  In this method all patients have the possibility of receiving the service – some immediately, others after a wait equivalent to a normal wait for NHS services. Recruitment was good and a fast track (wait list) randomised trial is a feasible method to evaluate palliative care services when patients are expected to live longer than 3-6 months.  Home interviews are needed for this kind of trial and interviewers need careful recruitment, training and supervision.
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Boys A., Marsden J., Stillwell G., Hatchings K., Griffiths P. & Farrell M. (2003) “Minimising respondent attrition in longitudinal research: Practical implications from a cohort study of adolescent drinking” Journal of Adolescence 26: 363-373

Strategies to minimise attrition are discussed including the collection of detailed contact information, incentives for participation, reminders and telephone interviews. 96% of original sample completed the first follow-up questionnaire, 92% completed the second and overall the study lost contact with just 3% of its participants
Chinn D.J., White M., Howel D., Harland J.O.E. & Drinkwater C.K. (2006) “Factors associated with non-participation in a physical activity promotion trial.” Public Health 120: 309-319

Comparison of characteristics, knowledge and attitudes to physical activity in participants and non-participants of a physical activity intervention trial in primary care. Recruitment of ‘hard to engage’ individuals requires care phrasing of the message to focus on their personal goals & address gaps in their knowledge about physical activity.

Gilbert H., Nazareth I. & Sutton S. (2007) “Assessing the feasibility of proactive recruitment of smokers to an intervention in general practice for smoking cessation using computer-tailored feedback reports.” Family Practice 395-400

Feasibility study to assess proactive recruitment of smokers to an intervention in general practice for smoking cessation using computer-tailored feedback reports. Study tested the willingness of practices to participate, the logistics of identifying smokers and distributing initial questionnaires and response rates to this method of recruitment.
Hoving C., Mudde A.N. & de Vries H. (2007) “Effect of recruitment method and setting on the composition of samples consisting of adult smokers.” Patient Education and Counseling 65: 79-86

Comparison of samples of adult smokers recruited by passive and active recruitment in community pharmacy and passive recruitment in general practice. Recruitment method and primary care setting does influence the sample recruited.
Humphreys K., Weingardt K.R., Horst D., Joshi A.A. & Finney J.W. (2005) “Prevalence and predictors of research participant eligibility criteria in alcohol treatment outcome studies, 1970-98” Addiction 100: 1249-1257

Description of the eligibility criteria employed in alcohol treatment outcome research and to identify predictors of their use. Participant eligibility criteria are extensively used in alcohol treatment research. Researchers should report the details of subject eligibility criteria and excluded patients more fully, and evaluate how eligibility criteria affect cost, feasibility and generalisability of treatment outcome research.
Nelson, M. (2004). “Recruitment in primary care research. Primary Care Alliance for Clinical Trials (PACT).” Australian Family Physician 33(12): 1039-40.

Article looking at recruitment issues and practical solutions based on methods developed for a large primary care study – the Second Australian National Blood Pressure Study.
Nelson, P., Adamson, A. and Moore, H. (2006). “Conducting randomised controlled trials in primary care: lessons from an obesity management trial.” British Journal of General Practice 56(530): 674-9.

Exploration of the reasons behind low levels of implementation of a training intervention to improve the management of obesity and the context within which the trial was delivered.

Tolmie E.P., Mungall M.M.B., Louden G., Linsay G.M. & Gaw A. (2004) “Understanding why older people participate in clinical trials: the experience of the Scottish  PROSPER participants.” Age and Ageing 33 (4): 374-378

An evaluation of reasons why older people agree to participate in a controlled clinical trial of vascular disease prevention and strategies used to improve compliance and protocol adherence. Curiosity, finding out more about the study, altruism and anticipated personal benefits were most important motivators. Ongoing health monitoring  was the most important recruitment and retention motivator.
Wadland W.C., Summers Holtrop J., Weismantel D., Pathak P.K., Fadel H. & Powell J. (2007) “Practice-based referrals to a tobacco cessation quit line: assessing the impact of comparative feedback vs general reminders.” Annals of Family Medicine 5(2): 135-142

Study to assess the impact of comparative feedback vs general reminders on practice-based referrals to a tobacco cessation quit line. The provision of comparative feedback on clinician referrals had a modest impact with limited increased costs.
Ward, H. J. T., Cousens, S. N., Smith-Bathgate, B., Leitch, M., Everington, D., Will, R. G. and Smith, P. G. (2004). “Academic medicine campaign: Obstacles to conducting epidemiological research in the UK general population.” British Medical Journal. 329(7460)(pp 277-279), 2004. Date of Publication: 31 Jul 2004.

Experiences from a national case-controlled study of Creutzfeldt-Jakob disease show the tensions between protecting individual patients’ confidentiality and the access required for the benefit of public health
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Brealey, S. D., Atwell, C., Bryan, S., Coulton, S., Cox, H., Cross, B., Fylan, F., Garratt, A., Gilbert, F. J., Gillan, M. G., Hendry, M., Hood, K., Houston, H., King, D., Morton, V., Orchard, J., Robling, M., Russell, I. T., Torgerson, D., Wadsworth V. and Wilkinson, C. (2007). “Using postal randomization to replace telephone randomization had no significant effect on recruitment of patients.” Journal of Clinical Epidemiology. 60(10):1046-51, 2007 Oct.
To test the effect of postal randomisation on recruitment of patients into a multi-centre pragmatic orthopaedic RCT in primary care. Postal randomisation had no significant effect on recruitment in this trial.

Davey, R., Matthes Edwards, S. and Cochrane, T. (2003). “Recruitment strategies for a clinical trial of community-based water therapy for osteoarthritis.” British Journal of General Practice 53:315-317 (Link to full text)
This paper describes the efficiency and costs of recruitment of elderly patients using two methods: the GP database and a local newspaper. 

Geraets, J. J. X. R., de Groot, I. J. M., Goossens, M. E. J. B., de Bruijn, C. P. C., de Bie, R. A., van den Heuvel, W. J. A. and Dinant, G.-J. (2006). “Comparison of two recruitment strategies for patients with chronic shoulder complaints.” British Journal of General Practice 56(523): 127-33. (Link to full text)
To evaluate the application of two recruitment strategies – via GP and through local newspaper advertisement - in one RCT trial investigating the effectiveness of a behavioural treatment for patients with chronic shoulder complaints. No difference in numbers recruited but slight differences in terms of demographic characteristics and treatment preferences.

van der Windt, D. A., Koes, B. W., van Aarst, M., Heemskerk, M. A. and Bouter, L. M. (2000). “Practical aspects of conducting a pragmatic randomised trial in primary care: patient recruitment and outcome assessment.” British Journal of General Practice 50(454): 371-4. (Link to full text)
To address the difficulties involved in patient recruitment and to present measures to minimise bias during outcome assessment. Using a recently conducted shoulder pain trial
Bell-Syer, S. E. and Moffett, J.A. (2000). “Recruiting patients to randomized trials in primary care: principles and case study.” Family Practice 17(2): 187-91.

Maximising recruitment of patients to a RCT of exercise classes for back pain patients using 2 distinct methods of recruitment. Recruitment rates depended on the method and rate of GP referrals, the proportion of referrals meeting the entry criteria and the proportion of patients available to attend the exercise classes.
Farrin, A., Russell, I., Torgerson, D., Underwood, M. and U. B. T. Team (2005). “Differential recruitment in a cluster randomized trial in primary care: the experience of the UK back pain, exercise, active management and manipulation (UK BEAM) feasibility study.” Clinical Trials 2(2): 119-24.

Report on the dangers of randomising entire primary care practices when participants cannot be identified before randomisation, as shown by a UK national trial.  Impact on patient representativeness

Peat G., Thomas E., Handy J., Wood L., Dziedzic K., Myers H., Wilkie R., Duncan R., Hay E., Hill J., Lacey R. Croft P. (2006) “The Knee Clinical Assessment Study – CAS(K). A prospective study of knee pain and knee osteoarthritis in the general population: baseline recruitment and retention at 18 months.” BMC Musculoskeletal Disorders 7: 30 (Link to full text)
A report of the characteristics of responders/consenters to a knee pain trial using a multi-stage recruitment process, to identify patterns of selective non-participation and loss to follow-up.
Veenhof, C., Dekker, J., Bijlsma, J.W.J. and van den Ende, C.H.M. (2005) “Influence of various recruitment strategies on the study population and outcome of a randomised controlled trial involving patients with osteoarthritis of the hip or knee.” Arthritis & Rheumatism (Arthritis Care & Research) 53(3): 375-382
To examine the effect of two different recruitment methods on the characteristics of participants with osteoarthritis and on the efficacy of an exercise programme. A mix of recruitment strategies does not seem to affect treatment outcome, on condition that adjustments are made for baseline differences.
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de Wit, N. J., Quartero, A. O., Zuithoff, A. P. and Numans, M. E. (2001). “Participation and successful patient recruitment in primary care.” Journal of Family Practice 50(11): 976.

Practice and physician characteristics associated with successful patient recruitment.  165 family practitioners participated in a combined RCT/cohort study on treatment of dyspepsia in the Netherlands.  

Foy, R., Parry, J., Duggan, A., Delaney, B., Wilson, S., Lewin-Van Den Broek, N. T., Lassen, A., Vickers, L. and Myres, P. (2003). “How evidence based are recruitment strategies to randomized controlled trials in primary care? Experience from seven studies.” Family Practice 20(1): 83-92.
Study to estimate what proportion of patient recruitment strategies used in RCTs in primary care are evidence based. Participants = investigators from 7 primary care-based clinical trials of dyspepsia management. Methods = survey of trial organisation, followed by Delphi to establish consensus on levels of evidence on the effectiveness of interventions or organisational characteristics in influencing recruitment.

Fransen, G. A. J., van Marrewijk, C. J., Mujakovic, S., Muris, J. W. M., Laheij, R. J. F., Numans, M. E., de Wit, N. J., Samsom, M., Jansen, J. B. M. J. and Knottnerus, J. A. (2007). “Pragmatic trials in primary care. Methodological challenges and solutions demonstrated by the DIAMOND-study.” BMC Medical Research Methodology 7: 16. 
(Link to full text)
Methodological challenges and solutions demonstrated by the DIAMOND-study – a pragmatic dyspepsia RCT in primary care
Rojavin, M. A., Downs, P., Shetzline, M. A., Chilingerian, R. and Cohard-Radice, M. (2006). “Factors motivating dyspepsia patients to enter clinical research.” Contemporary Clinical Trials 27: 103-111.

Description of the Patients’ Expectations, Attitudes and Knowledge (PEAK) Program consisting of questionnaires designed to study factors motivating patients to enter a clinical trial as well as the experiences of research patients completing the trials
Sellors, J., Cosby, R., Trim, K., Kaczorowski, J., Howard, M., Hardcastle, L., Sellors, C., and Woodward, C. for the Seniors Medication Assessment Research Trial (SMART) Group (2002). “Recruiting family physicians and patients for a clinical trial: lessons learned.” Family Practice 19(1): 99-104.

The tactics used and resources required randomly to select and recruit family physicians and their patients for a community – based cluster RCT on multiple medications management in the elderly in primary care (Canada)

Wilson, S., Delaney, B. C., Roalfe, A., Roberts, L., Redman, V., Wearn, A. M. and Hobbs, F. D. (2000). “Randomised controlled trials in primary care: case study.” BMJ 321(7252): 24-7.

Issues relating to undertaking RCTs in primary care using examples generated during a trial of the management of dyspepsia.
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	2.10.  COMPLEMENTARY AND ALTERNATIVE THERAPIES




Barlow, F. & Lewin G. (2009) “The ethics of complementary therapy research recruitment – a case study” British Journal of General Practice 59(561): 302-303
A case study of spiritual healing as a complementary therapy for patients on established cancer treatment.  The authors argue that physicians have a moral and ethical duty to thoughtfully consider recruitment of patients to appropriately approved and funded studies that may help the people for whom they have responsibility.
Katz T., Fisher P., Katz A., Davidson J. & Feder G. (2005) “The feasibility of a randomised, placebo-controlled clinical trial of homeopathic treatment of depression in general practice.” Homeopathy 94: 145-152 

Feasibility study for a general practice-based clinical trial comparing an individualised homeopathic treatment vs Fluoxetine vs placebo in treatment of major depressive episodes of moderate severity. 
McCarney R., Fisher P. & van Haselen R. (2002) “Accruing large numbers of patients in primary care trials by retrospective recruitment methods.” Complementary Therapies in Medicine 10: 63-68 

A pilot study of recruitment and recruitment modelling using general practice databases for a  randomised trial of acupuncture for chronic headache. Study concludes that retrospective recruitment methods are feasible for CAM trials in chronic, stable conditions. Modelling can provide accurate data for planning such studies.
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Black K., Anderson C., Kubba A. & Wellings K. (2009) “Involving pharmacists in sexual health research: experience from an emergency contraception study” Journal of Family Planning & Reproductive Health Care 35(1): 41-43 
The challenges encountered in carrying out a pilot study of emergency hormonal contraception in a pharmacy setting.  Researchers need to be aware of the particular challenges of undertaking research in a commercial pharmacy setting. Pharmacists’ lack of familiarity with the research process impacted on recruitment in this study.
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Chadwick B.L. & Treasure E.T. (2005) “Primary care research: difficulties recruiting preschool children to clinical trials.” International Journal of Paediatric Dentistry 15:197-204 

Reported difficulties in recruiting preschool children to a placebo-controlled individual RCT of fissure sealants.  Of 1228 referred families, 55.5% failed to attend for an examination

Clarkson J. (2005) “Experience of clinical trials in general dental practice.” Advances in Dental Research 18:39-41
Discussion of the feasibility of conducting clinical trials in general dental practice.  The success of recruitment and retention of dentists is demonstrated in a 5 year RCT of toothpaste in the Northwest of England. Also includes an overview of the Scottish Dental Practice Based Research Network. 
(Back to Index)
	

2.13. OTHER




Kendrick, D., Watson, M., Dewey, M. and Woods, A. J. (2001). “Does sending a home safety questionnaire increase recruitment to an injury prevention trial? A randomised controlled trial.” Journal of Epidemiology & Community Health 55(11): 845-6. 
(Link to full text)
Assessment of response and recruitment rates to a trial using mass mailing, comparing an invitation to participate with and without a home safety questionnaire.

Eley, D., Hegney, D. and Patterson, E. (2005). “Patient recruitment for a practice nurse study.” Australian Family Physician 34(11): 991-2.

Trialling a patient recruitment procedure to assess whether the design would recruit sufficient numbers of patients for a study investigating a practice nurse led collaborative care model of chronic disease management with general practice.

(Back to Index)
	3. METHODOLOGIES




	3.1.  GENERAL




Patel M.X., Doku V. & Tennakoon L. (2003) “Challenges in recruitment of research participants.” Advances in Psychiatric Treatment 9: 229-238

Overview of the challenges to recruitment in psychiatric research including the impact of study design, characteristics of participants, investigator characteristics and collaboration with clinicians.  Techniques used in recruitment are discussed and ethical issues, methods of data collection and control participants are also considered.
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	3.2.  RANDOMISED CONTROLLED TRIALS




Bower, P., Wilson, S. and Mathers, N. (2007). “How often do UK primary care trials face recruitment delays?” Family Practice Advance Access.

Survey of authors of published primary care trials to assess the extent of recruitment problems; responses to recruitment problems; and the relationship between trial characteristics and recruitment. Recruitment requiring GPs to gain patient consent was significantly associated with recruitment problems.

Chadwick B.L. & Treasure E.T. (2005) “Primary care research: difficulties recruiting preschool children to clinical trials.” International Journal of Paediatric Dentistry 15:197-204 

Reported difficulties in recruiting preschool children to a placebo-controlled individual RCT of fissure sealants.  Of 1228 referred families, 55.5% failed to attend for an examination
Chang, B.-H., Hendricks, A. M., Slawsky M. T. & Locastro, J. S. (2004). “Patient recruitment to a randomized clinical trial of behavioural therapy for chronic heart failure.” BMC Medical Research Methodology 4: 8. (Link to full text)
Experiences of patient recruitment for a behavioural intervention randomised trial of elderly patients with chronic heart failure.  Enrolment rate was low primarily due to travel considerations, but valuable information was identified for planning recruitment for future studies
Csipke, E., Serfaty, M. and Buszewicz, M. (2006). “Optimising recruitment from primary care: methods of recruiting older people with depression.” Primary Health Care Research and Development 7: 116-123.

To determine how recruitment to RCTs in primary care may be optimised. A wide range of recruitment methods was used. Recruiting from primary care can be successful if primary health care teams are willing to work in partnership with researchers, and if researchers are willing to be flexible in their recruitment approaches.

Davey, R., Matthes Edwards, S. and Cochrane, T. (2003). “Recruitment strategies for a clinical trial of community-based water therapy for osteoarthritis.” British Journal of General Practice 53:315-317 (Link to full text)
This paper describes the efficiency and costs of recruitment of elderly patients using two methods: the GP database and a local newspaper. 

Donovan J., Mills N., Smith M., Brindle L., Jacoby A., Peters T., Frankel S., Neal D. & Hamdy F.(2002) “Improving design and conduct of randomised trials by embedding them in qualitative research: ProtecT (prostate testing for cancer and treatment) study.” BMJ 325: 766-769

In-depth interviews explored interpretation of study information. Qualitative findings showed that recruiters had difficulty discussing equipoise and presenting treatments equally; they unknowingly used terminology that was misinterpreted by participants. Changes to information and presentation improved recruitment to this controversial trial
Dormandy E., Kavalier F., Logan J. Harris H., Ishmael N. & Marteau on behalf of the SHIFT research team. (2008) “ Maximising recruitment and retention of general practices in clinical trials: a case study” British Journal of General Practice 58(556): 759-766

Discussion of effective ways to recruit and retain practices to clinical trials based on a case study of a trial to deliver antenatal sickle cell and thalassaemia screening.  Factors important in recruiting practices appeared to be: research topic, invitation method and interest in research.  Factors important in retaining practices appeared to be: good communication, easy data-collection methods and payment upon meeting pre-agreed targets.
Down L., Metcalfe C., Avery K., Noble S., Lane J.A., Neal D.E., Hamdy F. & Donovan J.L. (2009) “Factors distinguishing general practitioners who more readily participated in a large randomised trial were identified.” Journal of Clinical Epidemiology 62: 67-73

Study to investigate factors associated with successful recruitment of general practices to a large randomised controlled trial (ProtecT). The primary reason for nonparticipation was workload or time pressures and issues related to practice organisation.  Participating practices were found to be located in areas with a higher proportion of white British residents.
Elley C.R., Robertson M.C., Kerse N.M., Garrett S., McKinlay E., Lawton B., Moriarty H. & Campbell A.J. (2007) “Falls Assessment Clinical Trial (FACT): design, interventions, recruitment strategies and participant characteristics.” BMC Public Health 7: 185 
(Full text link)
Study involving recruitment of older people to an RCT of a multifactorial falls prevention programme in primary care.  Two recruitment methods were used: waiting room screening and practice mail-out.  Characteristics of participants using the two methods were similar.  Recruitment in the waiting room gave a higher response rate but was less efficient than practice mail-out.
Fairhurst, K. and Dowrick, C. (1996). “Problems with recruitment in a randomized controlled trial of counselling in general practice: causes and implications.” Journal of Health Services & Research Policy 1(2): 77-80.
Semi-structured telephone interviews with GPs participating in a RCT of counselling, to explore reasons for poor recruitment. 
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