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STUDY SYNOPSIS 
(please provide a brief information)

	Title:
	Factors impacting on patient satisfaction with pain management in the Emergency Department

	Short Title:
	Satisfaction with pain management

	Design:
	Prospective cohort study 

	Study Centre:
	Austin Hospital Emergency Department 

	Hospital:
	Austin Hospital, VIC, Australia

	Study Question:
	· How do patient characteristics and Emergency Department management variables impact patient satisfaction with pain management in a metropolitan Emergency Department?
· Does the timing and context of informed consent to participate is associated with the patient follow up rate and satisfaction?

	Study Objectives:
	· To determine the independent predictors of patient satisfaction with pain management using a large cohort of patients and logistic regression.
· To determine whether the timing and context of informed consent to participate is associated with the patient follow up rate and satisfaction

	Primary Outcomes:
	The level of patient satisfaction with their pain management

	Secondary Outcomes
	· Variables associated with patient satisfaction with their pain management
· Whether the timing and context of informed consent to participate is associated with the patient follow up rate and satisfaction

	Inclusion Criteria:
	· Age 18 years or more

· Moderate or severe pain (triage pain score ≥4)

	Exclusion Criteria: 
	· Refusal to participate (in the ED or at follow up)

· Significant illness/pain rendering pain scoring inappropriate

· Inability to communicate a pain score (significant disability or cognitive impairment, severe illness, poor English)

· Inability to follow up the patient (e.g. no telephone)

	Number of Planned Subjects:
	650

	Investigational product:
	NA

	Safety considerations:
	We do not anticipate any risks associated with the brief patient survey  

	Statistical Methods:
	The impact of variables associated patient satisfaction will be determined using multivariate regression analysis. 

Loss to follow up rates and satisfaction of two patient subgroups (see below) will be compared using the Chi square test. 

	Subgroups:
	1. Patients consented in the ED

2. Patients consented at telephone follow up


1. Glossary of Abbreviations & Terms
	Abbreviation
	Description (using lay language)

	ED
	Emergency Department 

	
	

	
	


2. Study Sites
a. Study Location/s 
	Site
	Address
	Contact Person
	Phone
	Email

	Austin Hospital Emergency Department
	Studley Rd, Heidelberg
	Prof David Taylor
	9496 4711
	David.TAYLOR@austin.org.au 


3. Introduction/Background Information
a. Lay Summary
Pain affects the majority of patients who present to the Emergency Department (ED). It is important to adequately manage patients’ pain in order to relieve distress. Adequate pain relief can also have a significant impact upon patient satisfaction, health outcomes, perception of the healthcare system, and likelihood to further engage with healthcare services. 
Our previous research has demonstrated that age, receipt of adequate analgesia, receipt of information about pain management, and the nature of the analgesia administered are associated with patient satisfaction. Our latest project also suggests that triage category and patient understanding of parts of their treatment may also impact on satisfaction. In this study, we aim to more thoroughly investigate these other variables. 
This study will be very similar to other pain studies that we have undertaken. It will not impact in any way on care in the ED. Some data will be extracted from the medical record: patient demographics, presenting complaint and a range of pain management variables. Patients will be followed up by telephone approximately 48 hours post ED discharge and a brief survey administered (5-7 questions, <3 minutes of participation). It is a simple, low risk study. 
Our most recent pain study consented patients at 48 hour and had a loss to follow up of 29.8%. One of our earlier studies [8] consented patients in the ED using a Participant Information Form and had a loss to follow up of only 10.3%. We hypothesize that the timing and context of the informed consent process affects the loss to follow up rate. We aim to explore this hypothesis further in this present study. 

b. Introduction
Pain is the most common reason for emergency department (ED) presentation.[1] However, despite its prevalence, failure to provide adequate analgesia in the ED, in the absence of legitimate contraindications, is a recognized challenge.[2-4] A number of investigators have reported factors associated with patients receiving inadequate analgesia.[3-5] 

Patient satisfaction is an important outcome in ED pain management, both as an inherently valuable clinical goal and because of its relationship with other important outcomes such as treatment compliance, engagement with health services and staff satisfaction.[6,7] We have reported that several variables are associated with patient satisfaction with their pain management[8, H2010/04003]. These include age, receipt of adequate analgesia, receipt of information about pain management, and the nature of the analgesia administered. However, there is mixed evidence to support the notion that analgesia receipt, in and of itself, is associated with higher levels of satisfaction.[9,10] Furthermore, our recent pain study [under revision for publication, LNR16Austin387] has revealed addition variables associated with patient satisfaction with their pain management. These include triage category and patient understanding of parts of their treatment. In this study, we aim to repeat our earlier pain study[8] but also include in the analysis those variables we have recently found to also be associated with patient satisfaction. 

In one of our early pain studies, we provided patients with a Participant Information Form in the ED [8]. It advised them that we would follow them up in approximately 48 hours. They provided verbal consent for us to call. In that study we had a loss to follow up of 10.3%. In our most recent pain study [under revision for publication, LNR16Austin387], due to concerns about potential measurement bias, we did not approach patients in the ED and obtained their consent to the survey when we telephoned them for follow up. In that study, our loss to follow up was 29.8%. Given these considerable differences in the losses to follow up, we propose to explore the impact of timing and context of the informed consent. One half of patients in this proposed study will be provided with a Participant Information Form and consented in the ED. The other half will not be approached in the ED and will be consented at telephone follow up. As mentioned, we have used both of these consent techniques previously. We will examine how the timing and context of the informed consent impacts upon the loss to follow up and, potentially, other important variables like satisfaction. 

4. Study Objectives
a. Hypothesis 
We hypothesize that a range of patient and pain management variables are associated with patient satisfaction with their pain management.
 We also hypothesize that the timing and context of obtaining informed consent is associated with the patient follow up rate.
b. Study Aims
This study will examine patients who present to the ED with moderate pain. We aim to determine:

· which of a range of patient and management variables are associated with patient satisfaction with their pain management. 
· if the timing and context of obtaining informed consent is associated with loss to follow uprate and other important outcomes variables.

This project is a student project. It will be used by Miss Safire Valentine as a compulsory component towards her Doctor of Medicine degree. 
c. Outcome Measures
The primary study outcome is the level of patient satisfaction with their pain management
Secondary outcomes are:
· Variables associated with patient satisfaction with their pain management

· Whether the timing and context of informed consent to participate is associated with the patient follow up rate and satisfaction
5. Study Design
a. Study Type & Design & Schedule
This will be a prospective cohort study undertaken in the Austin Hospital ED between February and July, 2019. While the ED has a mixed adult/pediatric population, only adult patients (18 years and older) with moderate pain will be recruited (see below for inclusion and exclusion criteria). 
b. Study methodology 

A convenience sample of patients will be recruited when an investigator is present in the ED (usually 08:00 – 20:00, Monday-Friday). During these recruitment periods, consecutive patients who meet the study entrance criteria will be enrolled. 

Patient Survey

Routine patient care will run its course and patient management will not be affected by this study. While the patient is in the ED, baseline data will be extracted from the medical record by an investigator. This will comprise patient demographics, presenting complaint, triage category and pain score, and the nature of the analgesia administered (see ED Data Collection Document). 

We will check with each patient's treating ED staff as to whether they meet the study entrance criteria. If so, towards the end of their ED stay, when their pain should have settled, each patient will be assigned to having informed consent obtained either in the ED or at the beginning of the follow up telephone call. A random number table will be used for this purpose. 

Patients assigned to informed consent in the ED will then have the study explained to them by an investigator, will be given a Patient Information Form and will have any questions answered. If they agree to participate, their preferred telephone number(s) and the best time to contact them will be obtained and recorded (see Contact Details Document). Provision of these contact details will be deemed as implied consent to follow up. Consenting patients will be followed up by telephone approximately 48 hours post discharge from the ED or visited in the ward. At that time, verbal consent to proceed with the survey will again be sought and the questionnaire administered by an investigator blinded to the participant’s ED management details and their consent status (see Questionnaire – Patient Follow up). This procedure is the same as that of our earlier pain study (H2010/04003). 
Patients assigned to informed consent at follow up will not be approached in the ED and, therefore, will not receive the Patient Information Form. Their telephone contact details will be extracted from the ED electronic administration records. At approximately 48 hours post discharge from the ED they will be followed up by telephone or visited in the ward. At that time, they will have the study explained to them and will have any questions answered. If verbal consent to proceed with the survey is obtained, the questionnaire will be administered by an investigator blinded to the participant’s ED management details and their consent status (see Questionnaire – Patient Follow up). This procedure is the same as that of our recent pain study (LNR16Austin387).
At follow up, all patients will have the same questionnaire administered (see Questionnaire – Patient Follow up). The first question is related to their level of satisfaction with their pain management. It has been drawn from a validated American Pain Society questionnaire [18] and slightly modified for ED use. We have used it successfully in all of our pain research questionnaires. The second question relates to pain management communication that we have also used previously. Other questions relate to the way the patients believed they were managed. The final question relates to whether they perceived the way in which they were approached and invited to participate was acceptable. This question will help inform the comparison of the two consent processes. 
The questionnaire has been trialed by 6 ED patients and evaluated for readability and face validity. It was revised in response to their feedback. It takes <3 minutes to complete. 
	procedures


	Assessment/Procedure
	In the ED
	At patient follow up 

	
	Demographic data
	x
	

	
	Nature of painful complaint
	x
	

	
	Receipt of analgesia
	x
	

	
	Study explanation and consent
	x (one half of patients)
	x (one half of patients)

	
	Administration of the questionnaire
	
	x


c. Standard Care and Additional to Standard Care Procedures 
	Standard Care Procedures
	
	Additional To Standard Care

	Procedure
	Time/
Visit
	Dosage/
Volume
	
	Procedure
	Time/Visit
	Dosage/
Volume

	Analgesia administration 
	As required
	Variable, as part of usual practice
	
	Follow-up by telephone or by a visit in the ward
	~ 48h after the patient’s discharge from the ED
	Administration of the study questionnaire

	
	
	
	
	
	
	


In the very unlikely event that the patient’s condition deteriorates after the ED stay and that this is disclosed by the participant at follow up, or if the patient is dissatisfied with their care, no advice will be provided by the student investigator as he/she is not trained to do so. We have not come across this situation in our previous studies. However, if such cases occur the participant will be advised that he/she may contact the Principal Investigator. We have run four earlier studies that have used very similar patient follow up methodology and no patient has ever expressed concern or requested further action. 
6. Study Population
a. Recruitment Procedure
See Methodology above
b. Inclusion Criteria 
· Age 18 years or more

· Moderate or severe pain (triage pain score ≥4)
c. Exclusion Criteria 
· Refusal to participate (by patient at follow up)
· Significant illness/pain rendering pain scoring inappropriate

· Inability to complete the follow up survey (significant disability or cognitive impairment, severe illness, poor English)

· Inability to follow up the patient (e.g. no telephone)
d. Consent 
See above.
7. Participant Safety and Withdrawal 
a. Risk Management and Safety
We do not anticipate that any risks will be associated with the patient survey. We have run four similar studies to date, all of which required patient follow up at approximately 48 hours and most without prior consent for us to contact them. We received no complaints about this technique and refusals were rare. In fact, the large majority of patients were keen to participate. 
b. Handling of Withdrawals 
Upon follow up at ~48 hours, the patients will have the option of declining participation in the follow up survey. Their refusal to participate will be respected and only baseline data collected in the ED will be used to demonstrate that selection bias associated with refusal is unlikely. 
c. Replacements
We will continue to enroll and follow up patients until we have complete data on sufficient patients to meet our sample size.
8. Statistical Methods
a. Sample Size Estimation & Justification  
The sample size is based upon the important association between receipt of any analgesia and satisfaction with pain management. Approximately 48% of patients treated in the Austin ED are ‘very satisfied’ with their pain management [11]. We expect that more patients who receive analgesia in the ED will be ‘very satisfied’ than patients who do not. We believe that a clinically significant difference in the proportions of patients who are ‘very satisfied’ will be 15% e.g. 50% versus 35%, respectively. Data from our previous pain studies indicate that approximately 80% of patients who present with a pain score ≥4 receive analgesia in the ED. In order to demonstrate a statistically significant difference in the proportions who are very satisfied in the two patient subgroups (50% versus 35%), we need to enroll at least 516 and 129 patients who do/do not receive analgesia, respectively (ratio 4:1, alpha 0.05, 2-sided, power 0.85). To account for some uncertainty in this calculation, we will round up the sample sizes to 520 and 130, respectively (total sample size 650). This sample size will be adequate for a statistical comparison of the effect of the informed consent process (power >0.95).
b. Statistical Methods To Be Undertaken
The primary outcome (patients ‘very satisfied’ with their pain management) will be reported descriptively (n, %). 

The differences in patient satisfaction between subgroups of patients (e.g. age groups) will be compared using the Chi square test (proportion in each subgroup that is ‘very satisfied’). Logistic regression will then be undertaken to further determine variables associated with patient satisfaction. The level of significance will be 0.05. 

The differences in patient loss to follow up rates (patients consented in the ED versus those consented at follow up) will be compared using the Chi square. The level of significance will be 0.05. 

9.   Data Security & Handling
a. Details of where records will be kept & How long will they be stored
All hard copy data collection forms will be stored in a locked cabinet in the principal investigator’s office (locked when not occupied) for 7 years. All electronic data will be stored in password protected files on the principal investigator’s Austin computer and will not be accessible to anyone else. 
b. Confidentiality and Security 
All hard copy data collection forms will have a study ID number written on the top of every page. All electronic data will be associated with this same study ID number. A master list linking the study ID number and the participant will be stored in a file stored separately from all data collection documents. Once all data has been collected, the Master List will be destroyed – this will render all data non-identifiable.

In any presentation or publication of the results, no participant will be identified.
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