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PROTOCOL SYNOPSIS

Title

· The use of portable video media (PVM) versus standard verbal communication (SVC) in the urological consent process: a randomised trial

Objectives

· Primary:

· To compare patient satisfaction and knowledge obtained during the consent process for cystoscopy and insertion of ureteric stent comparing SVC and PVM-based consent.
· Secondary:

· To create an adjunct to the normal consenting process that meets patient needs more appropriately and enhances patient understanding and satisfaction.
Study Design

· Randomised crossover study

Planned Sample Size

· 100

Selection Criteria

· Age > 18 years

· Able to read and write in English, but not necessarily as their first language
· Able to give consent

· Able to watch a video

· Clinically indicated for cystoscopy in the acute setting

Study Procedures

· Patients will be randomised to either watch a video first or receive a standard verbal consent first.  Both mediums will deliver the same content. They will then be asked to complete a standard questionnaire to assess their knowledge of the procedure and their satisfaction of medium in which the content was delivered. After this, they will receive the other consent process, followed by the same questionnaire regarding their knowledge and satisfaction.  Patients will not be given the correct answers regarding the knowledge of the procedure until the completion of both the SVC and the PVM based consent has been delivered. 
· We will be using the CSQ8 to assess patient satisfaction with the content delivery service ie: SVC versus PVM.  The understanding of the procedure will be assessed with a simple ‘true’, ‘false’ or ‘select the best response’ questionnaire developed by Urologists and Urology registrars at Gosford Hospital.

Statistical Procedures

· The Mann–Whitney test will be used to compare results between the groups, and the Wilcoxon signed-rank test used to compare results within groups on crossover.

Sample Size Calculation:

· Sample size will be restricted by availability of patients through clinical presentation and time available of the investigators
Analysis Plan:

· We plan to compare the CSQ8 and knowledge based questionnaire results following the first randomly assigned consent process and again following the crossover.
Duration of the study

· Approximately 3 months.  The study will be continued if low numbers of subjects are recruited. 
GLOSSARY
Cystoscopy: insertion of rigid scope per urethra to examine the urethra, bladder mucosa and ureteric openings
Standard Verbal Communication (SVC): The use of standard verbal communication (performed in daily practise) to deliver content.  

Portable Video Media (PVM): The use of a tablet device to present an audio-visual presentation to deliver content.
INVESTIGATORS AND FACILITIES

1.1 Study Location/s

Gosford District Hospital

Holden St

Gosford


NSW 2250

1.2 Study Management

1.2.1 Principal Investigator
Dr Matthew Winter

Gosford District Hospital

0423 411 433

1.2.2 Associate Investigators





Dr Ellen Hardy

Gosford District Hospital


0431 184 064

Dr Jessamy Ward

Gosford District Hospital



0438 619 148




1.2.3 Statistician

To be finalised depending on ability to recruit.
1.2.4 

1.2.5 

1.3 

1.4 Funding and resources

There has been no funding allocated to this study at present.  Associated printing will be done at Gosford District Hospital.  Dr Matthew Winter will provide a tablet device for video viewing.  An educational grant will be applied for to assist with funding of the Video production.  If funding cannot be secured Dr Winter will pay for the production.
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2. INTRODUCTION AND BACKGROUND

2.1 Background Information

Although informed consent for surgical procedures is a well-established practice between the surgeon and patient, if often fails to meet its purpose. The procedure to obtain consent must ensure that the patient understands the nature of his or her condition, the risks and benefits of the proposed treatment, its alternatives and agrees to it voluntarily (1).  In a busy surgical setting including outpatient clinics, emergency departments or private rooms, this process is often time limited (2).  The process can be inadequate and inconsistent, resulting in poorer health outcomes for such patients (3). Furthermore, patients have varying degrees of cultural backgrounds and educational levels that also influence patient comprehension and understanding (4-8). It has been demonstrated that patient comprehension highly correlates with patient care and postoperative complication (9, 10).

2.2 Research Question

This randomised study aims to determine if video based education delivered through a portable video media (PVM) enabled device improves patient knowledge and satisfaction regarding the consent process for cystoscopy compared with conventional standard verbal consent (SVC).

2.3 Rationale for Current Study

Traditionally verbal consent was the standard process for obtaining informed consent (2). Recall of information in the context of informed consent has been reported as inconsistent and poor by many studies. Patient recall in these studies has been reported to vary from 18-81% in surveys conducted on the same day as the informed consent process (1). Written information in the form of pamphlets and brochures had been shown to improve patient satisfaction with the consent process (11). Nevertheless, this is dependent on level of literacy for patients to interpret such information (12).

With the advent of mobile media, several studies have shown promise with video-based patient education leading to greater patient comprehension and satisfaction and reduced patient anxiety (2, 12-22). Hand-held technology allows for video-based education without the need for a computer and television.  Being highly portable, it lends itself to ease of use in a hospital setting. Urological procedures, such as a cystoscopy, are a standard and technical procedure, which lends itself to video assisted education. 
3. STUDY OBJECTIVES

3.1 Primary Objective

· To determine if video based education delivered through a portable video media enabled device improves patient knowledge and satisfaction regarding the consent process for cystoscopy compared with conventional verbal consent.
3.2 Secondary Objectives

· To improve the patient education and consent process and provide new ways to communicate risks and benefits of procedures 
4. STUDY DESIGN

4.1 Type of Study

Randomised crossover study
4.2 Study Design

This randomised control trial will allocate patients on a 1:1 basis to either video consent or standard verbal consent. Patients will be recruited as those patients presenting in the acute setting through the Emergency Department, requiring a cystoscopy and insertion of ureteric stent, in a public hospital setting.

The video consent will comprise of short video including preoperative information, 

1. Indications for cystoscopy and ureteric stent insertion
2. How the cystoscopy is performed

3. Risks and benefits

4. Post procedure care and follow up

The period of recruitment will be 3 months. The eligibility criteria required patients to be 18 years and older, able to speak and read English (but not necessarily as a first language), able to give consent and deemed to require a cystoscopy after review by a Urologist/Urology Registrar. 
Study Procedure

At the start of the trial, participants undergoing an emergency cystoscopy will be randomised in a simple 1:1  randomisation scheme to two study groups

Group A: portable video media consent group

Group B: standard verbal consent group

Randomisation will be performed on appropriate randomisation software. The randomised group allocation sequence will be kept sealed in envelopes until each participant is ready to be randomised. In the video group, surgeons obtained informed consent using an education video. Participants will view this video on a portable video device (iPad). A cross-over will then be performed.   At the conclusion of both the SVC and PVM patients will be given the opportunity to ask questions.
Main outcome measures are differences in knowledge acquisition and degree of patient satisfaction comparing SVC to PVM consent. The level of understanding/knowledge will be assessed with a multi-choice ‘true’, ‘false’ or ‘select the best response’ based questionnaire developed by urologists and urology registrars which will measure understanding and complications of cystoscopy and stent insertion.  The validated questionnaire CSQ-8 will be used to assess patient’s satisfaction. 
4.3 Number of Participants

4.4 Number of centres

–one – Gosford District Hospital
4.5 Expected Duration of Study

Approximately 8 weeks from the day of approval
4.6 Primary and Secondary Outcome Measures

This study will provide valuable information about the appropriateness of the consenting process for patients and may provide improved ways of explaining and planning procedures for patients.
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5. PARTICIPANT ENROLMENT AND RANDOMISATION

5.1 Recruitment

Patients who present to Gosford Hospital and are identified as requiring cystoscopy will be approached by Dr Matthew Winter (Accredited Urology Registrar – 4th year of training) or Dr Don Lee (Accredited Urology Regisrar – 4th year of training)  and invited to participate in the study.  Requirement of cystoscopy is ultimately determined by the admitting consultant, none of whom are investigators in this study.  
5.2 Eligibility Criteria
5.2.1 Inclusion Criteria

· Age >18 years

· Able to read and speak in English (not necessarily as first language)
· Able to give consent

· Identified by Urology Registrar as requiring cystoscopy

5.2.2 Exclusion Criteria

· Age < 18 years
· Unable to read or speak in English.
· Unable to give consent

5.3 Informed Consent Process

Patients will be asked if they are happy to participate and will be provided with the patient information and consent form.  It will be re-iterated that their decision to participate or not will not affect their treatment now or in the future, and that in either setting they will receive the standard consent process.  
5.4 Enrolment and Randomisation Procedures

The participant will be enrolled into the study after the informed consent process has been completed and the participant has met all inclusion criteria and none of the exclusion criteria. The participant will receive a study enrolment number and this will be documented in the participant’s medical record and on all study documents. Following enrolment the patient will be randomised to either video or verbal consent first and then crossed over to the opposite medium.
5.5 Blinding Arrangements

There will be no blinding in this study

5.6 
5.6.1 
5.6.2 
5.7 Subject Withdrawal

5.7.1 Reasons for withdrawal

Patients can choose to withdraw from the study at any time, in which case they will simply have the usual verbal consent process before their procedure.
5.7.2 Handling of withdrawals and losses to follow-up

Patients will not require follow-up post-procedure

5.7.3 Replacements

Patients who withdraw will be replaced by the next available patient to participate so as to preserve the randomisation process

5.7.4 Trial Closure

No follow-up required after the closure of trial
6. STUDY VISITS AND PROCEDURES SCHEDULE



Study Flow Chart

Identification

Enrolment


Randomisation


Group A (video) 
Group B (verbal)


Questionnaire

Crossover


Group A (verbal) 
Group B (video)


Questionnaire


Collate Data

Visit List:

	Interventions:
	Visit 

	Informed consent for study participation
	x

	Inclusion/exclusion criteria
	x

	Day of operation, video or verbal consent
	x(acute patients)






ADVERSE EVENT REPORTING
Adverse event reporting for clinical trials involving therapeutic products, must meet the

requirements of the National Health and Medical Research Council, Australian Health Ethics

Committee (AHEC) Position Statement “Monitoring and reporting of safety for clinical trials

involving therapeutic products” (May 2009), which can be found at:

http://www.nhmrc.gov.au/health_ethics/hrecs/reference/_files/090609_nhmrc_position_state

ment.pdf

N.B.: No adverse events anticipated for this project


7. STATISTICAL METHODS






7.1 Sample Size Estimation

A convenience sample, projected to be approximately 70-100 patients over the 3 month time period.  Should more patients present in the given period of time they would also be recruited.  The study will be continued in the advent of poor recruitment.   
7.2 Population to be analysed


Patients undergoing cystoscopy at Gosford Hospital and meeting inclusion criteria.
7.3 Statistical Analysis Plan

Results of patient knowledge questionnaire and CSQ-8 will be collated and compared for each arm of the study.  
7.4 

8. DATA MANAGEMENT


The protocol should provide information on how the data will be managed, including data handling

and coding for computer analysis, monitoring and verification.

8.1 Data Collection


Data will be collected by Dr Matthew Winter.

8.2 Data Storage


Data will be stored on secure password protected computers at Gosford Hospital.   It will be destroyed after five years.  It will not be used for purposes other than this study.
8.3 Study Record Retention

This crossover study  is not a clinical trial of a drug or device and does not require registration. 
9. ADMINISTRATIVE ASPECTS
9.1 Confidentiality


Data will be collected and randomised patients de-identified from their responses to the questionnaires. All responses will be confidential and only discussed by the investigating team.
Data will be kept for 5 years post-collection
9.2 Independent HREC Approval


Awaiting approval from Northern Sydney Local Health District Human Research Ethics Committee (NSLHD HREC) 
9.3 Amendments to the protocol/project


Amendments requested by the NSLHD HREC have been included.  Should further amendments arise the NSLHD HREC will be advised electronically and by hard copy with the specific sections identified.
9.4 Protocol Deviations


Protocol deviations are not expected, but will be discussed with the ethics committee in the event of their arising
9.5 Participant Reimbursement


No personal costs are expected for participants

9.6 Financial Disclosure and Conflicts of Interest


There are no foreseen personal conflicts of interest, nor is there any financial gain expected from the outcomes of this research

10. USE OF DATA AND PUBLICATIONS POLICY

The leading name if published will be Dr Ellen Hardy. This project is expected to be published, in which case the facility and the specialist treating team will be notified, however patients are not expected to be notified, as they will be de-identified from their data.
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