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1.
INTRODUCTION 

Rheumatoid Arthritis (RA) is the second most common inflammatory arthritis in adults with a strikingly consistent worldwide prevalence of 1%.  It typically presents as symmetrical polyarthritis affecting the small and large joints of both upper and lower extremities but truly is a systemic disease.  RA can affect any organ system including lungs, heart, eyes and blood vessels and is associated with increased risk of cardiovascular disease, infections, lymphoproliferative disorders and premature mortality 
 ADDIN EN.CITE 
(1, 2)
. The condition often progresses to joint damage, significant disability, compromised health related quality of life unless treated early and effectively 


(3) ADDIN EN.CITE  . Approximately one third RA patients stop working because of the disease within 2 years of onset, and this prevalence progressively increases thereafter. The economic impact of RA to the NHS and society in general is tremendous with the total annual UK costs of £3.8-4.75 billion. The 2009 study in RA by National Audit Office (NAO) in 2009 (4) found low awareness of the condition among GPs, poor rates of diagnosis, widespread variations in resources allocated and poor outcomes for patients.

The key to prevent long-term disability and improve disease outcomes in RA is an early intervention, a fact that has been well established 
 ADDIN EN.CITE 
(5-12)
. In 2010, the treat to target strategy (T2T) emerged as a method of targeted treatment in RA with tight control guided by disease activity 


(13) ADDIN EN.CITE . The T2T strategy has been demonstrated to improve patient outcomes 


(13, 14) ADDIN EN.CITE . The National Institute for Health and Care Excellence (NICE) has published guidelines, quality standard and commissioning guide to promote best practice management of RA(15)

 ADDIN EN.CITE <EndNote><Cite><RecNum>0</RecNum><Note>Support for commissioning for rheumatoid arthritis.NICE commissioning guides CMG51(2013).</Note><DisplayText>(16)</DisplayText></Cite></EndNote>(16). In line with this, Department of Health in 2013 published best practice tariff to incentivise services providing best management care to the patients.
1.1
BACKGROUND

Scientific/clinical background:

The present-day management of RA is aimed at achieving remission or a state of low disease activity 
 ADDIN EN.CITE 
(17)
. An early intervention is the key to preventing long-term disability in RA 
 ADDIN EN.CITE 
(5-12)
. NICE in 2009 published RA quality standard and guidelines to support the best practice management of RA. In line with this, Department of Health in 2013 introduced best practice tariff (BPT) payments to incentivise the best practice care in early arthritis. 
NICE guidance recommends commencing RA treatment as soon as possible, ideally within 3 months of the symptoms onset, followed by rapid escalation of DMARD therapy by monthly monitoring of RA activity by disease activity score 28-CRP (DAS28-CRP) until the disease is controlled (18). The escalation and continuation of DMARD therapy is closely monitored with frequent blood tests as advised by British Society of Rheumatology (BSR) 
 ADDIN EN.CITE 
(19)
. The NICE quality standards in RA recommend offering educational and self-management advice within 1 month of the diagnosis of RA, responding within 1 working day in the event of disease flare or possible drug side-effects and offering all patients a comprehensive annual review (20). 

DAS28 is a composite index of RA disease activity derived from the number of tender and swollen joints, patient global visual analogue score (VAS) and CRP or ESR 
 ADDIN EN.CITE 
(21)
. Assessment of DAS28 requires joint assessment by a skilful assessor. The recent, evidence shows that the data, self-assessed by patients themselves is as useful as full joint count with respect to prognosis, assessing  and monitoring patients with RA 
 ADDIN EN.CITE 
(22-24)
. The routine assessment of patient index data 3 (RAPID3) is one of the patient-only indices that does not require joint counts or a laboratory value and is recommended as one of the methods to measures disease activity in RA by the American College of Rheumatology (ACR) 
 ADDIN EN.CITE 
(25)
. It is a composite score of patient reported pain, function and global health estimate which is calculated from the patient administered mutlidimensional health assessment questionnaire (MDHAQ). The test is shown to be reliable and differentiate well between active and inactive disease when compared with measures that utilise formal joint counts 
 ADDIN EN.CITE 
(26)
. RAPID3 correlates significantly with DAS 28. Moreover, it has potential for utilisation to implement a treat-to-target 
 ADDIN EN.CITE 
(13)
 strategy in routine care of patients with RA (27). 
Like many other trusts, RNOH is currently unable to offer monthly monitoring to active RA patients and does not have a robust system in place to monitor potentially toxic DMARD therapy.  Also, we currently do not offer dedicated nurse-led sessions on patient education and self-management, and comprehensive annual reviews. 

ACR clinical registry data review showed that only 50 % of practicing rheumatologists assessed disease activity in their clinics (28). The most common reasons for not using disease activity measures were not recording the number of swollen joints and lack of laboratory results. 

The wide implementation of NICE guidelines and the best practice management of RA have proven to be challenging. It takes an average of 8 months to start DMARD therapy 
 ADDIN EN.CITE 
(29)
. Only 10% of RA patients are commenced on treatment within 3 months of the symptoms onset (30). Of 144 acute trusts, just 15% trusts offered all active RA patients monthly reviews and 63% trusts offered annual review as reported by the 2009 NAO census. Many rheumatology nurse specialists felt that they have insufficient time to engage patients in discussions about self-management (31). The 2009 NAO report outlined that the lack of clinic capacity was the predominant reason for not offering monthly monitoring to active RA patients. 

The DMARD monitoring is often carried out manually, which is laborious, time consuming and unsafe. Software programmes specifically designed to monitor DMARDs although available are not in wide use. Factors such as costs and overall low priority allocated to the rheumatology services account for some of the barriers to implementation of robust and effective systems for the monitoring of DMARD therapy. 

We plan to redesign our RA services to deploy T2T strategy and deliver NICE compliant and BPT eligible treatment for early RA. Once referred, the patients will be seen within the 3 weeks and started on DMARD treatment within the 6 weeks of the referral. The RA disease activity will be monitored on monthly basis until a state of remission or pre-agreed low disease activity is achieved. The patients will receive education and self-management advice within the first month of the diagnosis and will be offered a comprehensive annual review.
1.2
RATIONALE 

One of the predominant barriers to the delivery of NICE compliant and BPT eligible treatment for RA is the lack of outpatient capacity (32). At least 10 face to face encounters are needed from the time of referral to the first annual follow up. More than half of these appointments are required for monthly monitoring of disease activity by DAS 28-CRP. The demand on the clinic capacity can be substantially reduced if RA activity instead of DAS28 is monitored using web-based RAPID3. We have developed a novel patient portal that allows online completion of RAPID3. The patients can access the web-based RAPID3 using internet, which is supported by automated email reminders to the patients. There will also be opportunity to complete web-based RAPID3 in clinic using iPad. In a small pilot observational study, thirteen patients scored their experience of completing RAPID 3 using iPad in the clinic at an average score of 8.9 on a 0-10 scale. The correlation coefficient between DAS28-CRP and RAPID3 assessed in these patients in our clinic was 0.67. 

Monitoring of web-based RAPID3 will be carried out in conjunction with DMARD monitoring blood tests. Patients will be educated on online completion of RAPID3 by rheumatology nurse. Patients will be asked to update self-administered RAPID3 online every month and undertake pre-requested blood tests, which will be monitored by rheumatology clinical nurse specialist (CNS). The nurse will check the online findings, liaise with consultants, discuss therapy changes with the patients on phone and post the new prescription. 

Our hypothesis is that web-based RAPID3 is a suitable surrogate for DAS28-CRP to implement T2T strategy in early active RA patients. If the null hypothesis was proven right, the mean change in DAS28-CRP at 6 months in the patient group monitored with web-based RAPID3 would be no different than that in the group monitored by DAS28-CRP itself. 
The study hypothesis that web-based RAPID3 is a suitable surrogate for DAS28-CRP to implement T2T strategy if proven right would allow delivering NICE compliant and BPT eligible care for RA, which otherwise has been a real challenge. 
Implementing the NICE guidance is expected to bring the benefits such as improved disease outcomes, avoidance or delayed onset of disability, fewer future joint replacement surgeries and reduced working days lost with consequent savings for the NHS and social services. The NAO estimates that although there is an initial cost to adopt an early referral and diagnosis approach, the approach could result in an initial cost saving to primary care of at least £3 million through reduced GP visits and the avoidance of unnecessary diagnostic tests. Once a steady state is reached this approach could generate annual savings for the NHS of around £2 million. The costing report for NICE clinical guideline 79 identified that increasing the frequency of specialist appointments from quarterly to monthly would cost £9.7 million nationally (33). A recent Dutch study using real-life data from Dutch RA monitoring registry confirmed the cost-effectiveness and cost-utility of treatment strategy aiming to remission (34). 
  
2.  STUDY OBJECTIVES

2.1 PRIMARY OBJECTIVE/S
1. To demonstrate that web-based RAPID 3 is a suitable surrogate for DAS28-CRP to advise T2T strategy in early active RA patients. 

2.2 SECONDARY OBJECTIVE/S
1 To compare number of patients in remission or with low disease activity in both groups at 6 and 12 months

2 To compare the time required to achieve remission or low disease activity in both groups

3 To compare duration of sustained remission in both groups

4 To compare patients requiring biologic therapy in both groups

5 To determine correlation between web-based RAPID3 and DAS28 at baseline, 3, 6 and 12 months
6 To determine patient experience of web-based monitoring of disease activity
7 To determine feasibility/difficulties of web-based monitoring of active RA 

8 To compare compliance with NICE guidelines and eligibility for BPT payments in both the monitoring groups

9 To evaluate cost-effectiveness of web-based monitoring of active RA 
2.3 STUDY OUTCOME MEASURES 

Outcome measures of disease activity (DAS28-CRP and RAPID3), physical function and disability (HAQ), health-related quality of life (EQoL-5D), work productivity and ability impairment (WPAI) and radiologic progression (Sharp/van der Heijde score) will be assessed at the baseline and 12 months. 

3.  Study Design 

3.1 STUDY METHODOLOGY 
In this randomised, parallel group study, newly diagnosed active RA patients will be monitored on monthly basis by DAS28-CRP or web-based patient-administered RAPID 3. The T2T treatment strategy will be used to advice treatment escalation until the disease is controlled to remission. At the baseline, 3, 6 and 12 months patients will be assessed by both DAS28-CRP and RAPID3. In all patients HAQ, EQoL-5D, WPAI and Sharp/van der Heijde score will be recorded at baseline and 12 months. At 6 months, in the event of DAS28-CRP >5.1, patients will be screened for biologics and if suitable will be treated as per NICE recommendations.  The patients will be offered comprehensive annual review at 12 month. 
The patients will be educated on online completion of RAPID3 and would be sent email reminders to update the findings on the monthly basis using the internet. The RAPID 3 score as well as DMARD blood monitoring results will be captured by rheumatology nurse, who would liaise with Consultants to formulate treatment advice and then contact the patient to implement further treatment.

The nurse will provide education on RA, DMARDs and self-management within the first month of the diagnosis and conduct annual review clinics.
Number of subjects
Total 26 patients (13 in each monitoring group) will be studied. The number of study subjects has been calculated on the basis of 95% power, p value of 0.05, a mean change in DAS28-CRP of 1.5 with SD1.  
End points

Number of patients fulfilling the definition of remission defined as DAS28-CRP(2.6 at 12 months.
Duration of study
The patients will participate in the study for 12 months. The study will run for a total duration of 30 months. The patient recruitment will end at 18 months. 

Disease activity score 28 (DAS 28) 

DAS 28 is a valid 
 ADDIN EN.CITE 
(21, 35)
 and reliable 
 ADDIN EN.CITE 
(35-38)
 composite index measure of RA activity and considered to be a gold standard measure of RA activity by both the ACR and EULAR. 
DAS 28 comprises of 4 different individual components as 28 tender joint count, 28 swollen joint count, patient reported rating of general health and either C-reactive protein (CRP) or erythrocyte sedimentation rate (ESR). Each component is given a specific weightage in the composite score, based on canonical discriminant functions for classifying high and low disease activity

A DAS 28 score of <2.6 indicates remission, 2.6 – 3.2 low RA activity, 3.2-5.1 moderate and ( 5.1 signifies high RA activity.  DAS 28 correlates with radiographic and HAQ scores. 
Routine assessment of patient index data 3 (RAPID 3)

RAPID 3 is a patient only index that measures 3 individual patient reported components - pain, function and patient global estimate. The test does not require joint counts or a laboratory value. RAPID 3 is reliable and shown to differentiate well between active and inactive disease when compared with measures that utilize formal joint counts 
 ADDIN EN.CITE 
(26)
. It is most commonly measure used in clinical practice 
 ADDIN EN.CITE 
(39)
.

EuroQoL(EQ-5D)
The EQ-5D is a generic health index that comprises a five part questionnaire and a visual analogue self-rating scale. It records self-reported problems on five domains of mobility, self-care, usual activities, pain/discomfort and anxiety/depression. Each domain is divided into three levels of severity corresponding to no problem, some problem and extreme problem. The VAS records the subject’s self-assessed rating of health with the best and worst imaginable health states scores of 100 and 0 respectively.
EQ-5D has construct validity in RA, is at least as responsive to self-reported clinical change and as reliable as many of the condition-specific instruments used in RA. The EQ-5Dvas is reliable and useful for measuring changes in perceived health. The EQ-5D is suitable for use as a simple generic instrument for measuring net changes in overall health alongside condition specific instruments.
Work productivity and activity impairment (WPAI)
The Work Productivity and Activity Impairment (WPAI) questionnaire is an instrument to measure impairments in both paid work and unpaid work (40). It measures absenteeism, presenteeism as well as the impairments in unpaid activity because of health problem during the past seven days. 

It has been validated for assessing impairments in paid work and activities in RA patients, and for measuring the relative differences between RA patients with different health status 
 ADDIN EN.CITE 
(41)
.
The WPAI-General health (WPAI-GH) displays construct validity as measured by moderate to strong correlations with all health status measures in terms of functional disability, pain, fatigue, and disease activity in RA 
 ADDIN EN.CITE 
(41)
. 
Health assessment questionnaire (HAQ)
HAQ, a self-reported functional status (disability) measure is widely used and has become a mandated outcome measure for clinical trials in RA. It is a comprehensive measure of outcome in patients with RA and other arthritic conditions. HAQ is the gold standard for measuring functional status in RA (42). 
HAQ evaluates Eight patient difficulty with activities of daily living in eight categories over the past week and requirement for specific aids/devices or help from another person. Categories include dressing and grooming, arising, eating, walking, hygiene, reaching, gripping, and errands and chores. Total 20 activities assessed on a 4-point scale are grouped into these 8 functional categories with each category scored a single score equal to the maximum of their component activities (0, 1, 2, 3 or 4). The final HAQ score is calculated as an average score of all the categories. The total HAQ score is between 0 - 3 in the increments of 0.125. An increasing score indicate worsening function with 0 indicating no functional impairment and 3 indicating complete impairment.
HAQ demonstrated good reliability (43) and construct validity 
 ADDIN EN.CITE 
(44, 45)
 and is among the strongest predictors of long-term outcomes including work disability and economic loss and important predictor of mortality in RA 
 ADDIN EN.CITE 
(46, 47)
. 

Sharp/van der Heijde score

The Sharp /van der Heijde method for scoring hand and feet radiographs (48), is the reference method used in clinical trials and longitudinal observational studies. The method includes, in each hand, 16 areas for erosions and 15 areas for joint space narrowing, and, in each foot, 6 areas each for erosions and joint space narrowing.

Erosions per joint of the hands are scored 0 to 5 with the maximal erosion score of 80 for each hand whereas joint space narrowing and joint subluxation are combined in a single score with a range of 0 to 4 with the maximal score of 60 for each hand. The erosion score per joint in feet can range from 0 to 10 with the maximum score of 60 for each foot. The joint space narrowing and subluxation in feet are combined in a single score with a range of 0 to 4 with the maximum score of 24 for each foot. In the event of total joint replacement or surgical fusion, the joint is assigned maximal erosion and narrowing/subluxation score.
The Maximal total Sharp/van der Heijde score is 448 with the maximal total erosion score (hand and feet) of 280 and maximal narrowing/subluxation score (hands and feet) of 168. 
DAS28-CRP assessment in clinic and web-based RAPID3 assessment will be performed on the monthly basis until the disease is controlled.  In addition, DAS28-CRP and RAPID3 using iPad will be assessed in the clinic at baseline and every 3 months for the 12 months duration of the study. A comprehensive annual review will be carried out at 12 months.
3.3 SETTING AND TIME SCALE

Duration of study
Total 30 months. Eighteen months for the recruitment and 12 months to complete the follow-up for the last recruited patient.

The study will take place at the RNOH

Timelines

	
	Pre-screening
	Screening +baseline
	4 week
	8 week
	12 week
	16 week
	20 week
	24 week
	36 

week
	48

week
	52

week
	

	DAS28-CRP
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	R

	Online RAPID3
	
	
	X
	X
	X
	X
	X
	
	
	
	
	S

	RAPID3 using iPad in clinic
	X
	X
	
	
	X
	
	
	X
	X
	X
	X
	S

	Web-based RAPID3
	
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	S

	FBC
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	R

	LFT
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	R

	Creatinine
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	R

	CRP
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	R

	ESR
	
	X
	
	
	X
	
	
	X
	
	
	X
	R

	X-ray chest
	
	X
	
	
	
	
	
	
	
	
	
	R

	X-ray hands
	
	X
	
	
	
	
	
	
	
	
	X
	R

	X-ray feet
	
	X
	
	
	
	
	
	
	
	
	X
	R

	HAQ
	
	X
	
	
	
	
	
	
	
	
	X
	R

	SF 36
	
	X
	
	
	
	
	
	
	
	
	X
	S

	EQL -5D
	
	X
	
	
	
	
	
	
	
	
	X
	S

	Screening for biologics*
	
	
	
	
	
	
	
	X
	
	
	
	R

	Comprehensive annual review
	
	
	
	
	
	
	
	
	
	
	X
	R


* Only if DAS at 6 months >5.1. Screening for biologics would include chest x-ray, hepatitis B, C and HIV and TB serology.
N  =  routine clinical practice
S = study related assessments

4. PARTICIPANTS AND RECRUITMENT
4.1 Groups 
All newly diagnosed RA patients attending rheumatology clinic would be invited to participate in the study. If they are consented, they will be randomised to two groups to allow monitoring of disease activity by either DAS28-CRP or web-based RAPID 3. The patients in both the groups will be advised rapid escalation of DMARD therapy as per NICE recommendations. A treatment washout of 4 weeks will be carried out in patients who are on treatment with steroids.

4.2 Inclusion criteria

1. Age 18 years or above

2. RA patients fulfilling ACR/EULAR 2010 criteria for the diagnosis of RA 


(49) ADDIN EN.CITE 
4.3 Exclusion criteria

1. Age < 18 years

2. Unable or unwilling to give informed consent

3. Women pregnant, breast feeding or at risk of conceiving 
4. Prior treatment with DMARDs

5. Contraindication to DMARD therapy such as recurrent infections, pancytopenia, LFT derangement
6. Major co-morbid conditions such as heart failure

7. Mental incapacity to participate in research study, complete RAPID3 and other patient-based study assessments

8. Inability of patient to complete web-based RAPID3 due to the lack of internet facilities or knowledge required to use internet

9. Currently participating or recently participated in another interventional trial

4.4 Withdrawal criteria

. 
The study may have to be stopped early in case of 50% or more patients find it difficult to complete web based RAPID 3. This will be decided by CI in conjunction with R&D team.

4.5 Recruitment 

The recruitment will take place at RNOH once the ethics and HRApproval for the study is obtained. 
An eligible patient attending rheumatology clinic once identified by Consultants will be informed of the study,  given an information sheet and invited to participate in the study.. The patients will be allowed at least 24 hours to read the information sheet, discuss the study with friends, family and GP before making a decision. .  Patients if they wished will also have opportunity for discussion with the study team. Those willing to participate in the study will be asked to provide written informed consent. The patients will be informed that they could withdraw from the study any time without giving a reason and that their usual care will not be affected if they withdraw their participation from the study.
The rheumatology Clinical team will recruit the study patients. Training for Good clinical practice (GCP) will be ensured for all the staff members involved with the recruitment, monitoring and treatment of the study participants.
Flow chart

An eligible patient identified by rheumatology consultants, staff grade doctor or SpR

Routine plus DAS28-CRP, RAPID3 assessment using iPad in clinic

Lab tests and x-rays organised

Patient informed of study by the Clinical team

Study explained by the Clinical team
Study information sheet given


Patient allowed at least 24 hours to decide about participating in the study

Patient agrees to participate in the study


Written informed consent taken

Screening assessment to confirm the eligibility for the study
Randomisation to monitoring either with DAS28-CRP or web-based RAPID3


Baseline assessment at the time of screening or within 2 weeks of screening
Disease monitoring either DAS 28-CRP or RAPID 3 and therapy escalation every 4 weeks until the disease is in remission

DAS28-CRP and RAPID3 assessment using iPad in clinic every 12 weeks

At 6 months, if DAS28-CRP (5.1, offer biologic therapy

Comprehensive annual review at 12 months
4.6          Sample size

The potential patients will be identified from rheumatology clinics. Local GPs will be contacted and encouraged to refer patients suspected to have synovitis as early as possible.
All newly diagnosed RA patients in the rheumatology clinic will be invited to take part in the study.

The study patients will be randomised in the blocks of 4 patients using computer.
Mean change in DAS28-CRP at 6 months in both the groups
Mean change in DAS 28-CRP 1.5 with a SD 1
P value 0.05

RNOH statistician Erica Cook has been consulted.

5
STATISTICS AND DATA ANALYSIS
As advised by RNOH statistician Erica Cook, with a mean change in DAS28-CRP of 1.5 with SD 1,  effect size 3, probability 5% and power 95%, the two monitoring group will need assessing 13 patients each.  
[image: image1.png]



Data and all appropriate documentation will be stored for a minimum of 5 years after the completion of the study, including the follow-up period.  
Number of patients required to be assessed in each group with mean DAS28-CRP change 1.5 and SD 0.5
t tests - Means: Difference between two independent means (two groups)

Analysis:
A priori: Compute required sample size 

Input:
Tail(s)
=
Two


Effect size d
=
3.0000000


α err prob
=
0.05


Power (1-β err prob)
=
0.95


Allocation ratio N2/N1
=
1

Output:
Noncentrality parameter δ
=
4.7434165


Critical t
=
2.3060041


Df
=
8


Sample size group 1
=
5


Sample size group 2
=
5


Total sample size
=
10


Actual power
=
0.9847017

Number of patients required to be assessed in each group with mean DAS28-CRP change 1.5 and SD 1
t tests - Means: Difference between two independent means (two groups)

Analysis:
A priori: Compute required sample size 

Input:
Tail(s)
=
Two


Effect size d
=
1.5000000


α err prob
=
0.05


Power (1-β err prob)
=
0.95


Allocation ratio N2/N1
=
1

Output:
Noncentrality parameter δ
=
3.8242646


Critical t
=
2.0638986


Df
=
24


Sample size group 1
=
13


Sample size group 2
=
13


Total sample size
=
26


Actual power
=
0.9561118

6
 ETHICAL CONSIDERATIONS and REGULATORY ISSUES

6.1
ETHICS APPROVAL

This study cannot commence without ethics approval from the applicable National Research Ethics Committee.  It must be submitted to HRA for their approval.  The study will be conducted in accordance with the research governance framework, EU and UK legislations and applicable UK acts. 
6.2
CONSENT 

Consent to enter the study will be sought from each participant only after a full explanation has been given, an information leaflet offered and time allowed for consideration.  Signed participant consent will be obtained.  The right of the participant to refuse to participate without giving reasons will be respected.  After the participant has entered the study the clinician will remain free to give alternative treatment to that specified in the protocol at any stage if he/she feels it is in the participant’s best interest, but the reasons for doing so will be recorded.  In these cases the participants remain within the study for the purposes of follow-up and data analysis.  All participants are free to withdraw at any time from the protocol treatment without giving reasons and without prejudicing further treatment.

6.3
CONFIDENTIALITY

The Chief Investigator will preserve the confidentiality of participants taking part in the study in line with the Data Protection Act 1998.

6.4
SPONSOR

Royal National Orthopaedic Hospital NHS Trust 

6.5
FUNDING & COSTS

The study involves routine clinical care for active RA with the additional monitoring of the condition using web-based RAPID3 questionnaire. The patient portal for the web-based RAPID3 has been already developed by the RNOH POD team. There is no additional cost for using online RAPID3. 

The Rheumatology Clinical team will be required to recruit and consent eligible patients, capture, enter and database the study findings, help in the analysis of the findings and writing of the manuscript.
6.6
MONITORING 

Sponsor and other regulatory bodies to ensure adherence to GCP and the NHS Research Governance Framework for Health and Social Care (2nd edition). 

7
PUBLICATION POLICY
The study will be published in peer-reviewed journals using open access policy. The study will also be presented at regional, national and international meetings.
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