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Definitions
CRF

Case Report Form(s)

GCP

Good Clinical Practice

GP

General Practitioner

HCA

Health Care Assistant

ISRCTN

International Standard Randomised Controlled Trial Number

NIHR

National Institute for Health Research

NHS

National Health Service

NIHR CRN

National Institute for Health Research Clinical Research Network

NICE

National Institute for Health and Clinical Excellence

PCF

Participant Consent Form

PCRN

Primary Care Research Network

PCU

Primary Care Unit

PIS

Participant Information Sheet

PPI

Patient and Public Involvement

RCT

Randomised Controlled Trial

R&D

Research and Development

REC

Research Ethics Committee

UKCRN

United Kingdom Clinical Research Network

VBI

Very Brief Interventions
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Study Synopsis Table
Study short title

Very brief interventions (VBI)

Study full (scientific)
title

Potential efficacy, fidelity, feasibility and acceptability of techniques to promote
physical activity for use in very brief interventions in primary care

Public title

Very brief interventions to promote physical activity: Testing promising
approaches

Chief Investigator

Professor Stephen Sutton

Principal Investigator

Dr. Wendy Hardeman

Investigator’s
employing institution

University of Cambridge

Sponsor

University of Cambridge & NHS Cambridgeshire

Funder

National Institute for Health Research

NIHR Programme
Grant Ref #

RP-PG-0608-10079

ISRCTN

ISRCTN02863077

UKCRN ID

13157

Study duration

April 2012-Dec 2013

Setting

Primary Care – 8 NHS Cambridgeshire General Practice surgeries.

Participants

Participants eligible for an NHS Health Check, aged 40-74.

Sample size

Total approx. 680
Phase 1 (pilot testing): 180 (45 participants per intervention)
Phase 2 (feasibility study): 500: 150 participants will be in the control arm (30
per practice) and receive ‘usual care’; 350 participants (70 per practice; 50 per
intervention condition) will receive one of seven brief interventions.

Treatment groups

Phase 1: Four groups to be compared.
Control Group: No control group.
Intervention Group: Participants will receive ‘usual care’ for NHS Health
Check PLUS one of four brief behaviour change interventions for increasing
physical activity:
(1) brief motivational intervention OR
(2) action-planning/coping planning intervention OR
(3) pedometer intervention OR
(4) activity diary (self-monitoring) intervention
Phase 2: (Up to) Eight groups to be compared
Control Group: Participants will receive ‘usual care’ for NHS Health Check
Intervention Group: Participants will receive ‘usual care’ for NHS Health
Check PLUS one of (up to) seven brief behaviour change interventions to
increase physical activity:
(1) brief motivational intervention OR
(2) action-planning intervention OR
(3) pedometer intervention OR
(4) activity diary (self-monitoring) intervention OR
(5-7) A combination of interventions determined by the pilot testing in Phase 1
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of present study (e.g., 1 + 2 OR 2 + 3 +4).
Primary outcome
measure

Physical activity, as measured by accelerometer counts per day.

Secondary outcome
measure(s)

Relevant psychological mediators of behaviour change (e.g., intentions to be
physically active, self-efficacy to be physically active) assessed through selfreport questionnaires.
Fidelity of the intervention delivery by the nurse (or HCA) (e.g., adherence to
protocol, competency of delivery) and receipt by participants (e.g., participant
engagement) will be assessed through an analysis of the transcripts resulting
from the audio-recordings of the consultation.
Feasibility (time taken to deliver the intervention) and acceptability (nurse/HCA
and participant satisfaction) will be assessed through an analysis of the
interview transcripts (with nurses/HCAs and a subset of participants).

Follow-up

Four weeks post intervention.

Analysis

ANCOVA (controlling for gender, age and General Practice)
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Background to the VBI Study
Vascular disease, which includes coronary heart disease, stroke, diabetes and kidney disease,
affects more than four million people in England, causes one out of three deaths and one out of
five hospital admissions [1]. Unhealthy behaviours such as a sedentary lifestyle are important risk
factors for these diseases [1]. The current recommendation for adults is that they should aim to
take 30 minutes of moderate intensity physical activity, e.g., brisk walking, on at least five days per
week. The Health Survey for England 2008 [2] found that only 44% of men and 33% of women
between 35 and 44 years met this recommendation. This fell to 20% of men and 18% of women
aged 65 to 74 years. These figures are based on self-reports of physical activity, and people tend
to overestimate how active they are. When activity was measured objectively with an
accelerometer, only 6% of men and 4% of women met the recommendation.
The NHS is currently conducting Health Checks which are offered to all adults between 40 and 74
years. Health Checks include an assessment of a person’s risk of vascular disease and advice and
treatment tailored to the person’s risk [1]. The Health Checks offer an ideal opportunity to deliver
brief physical activity advice of approximately five minutes to a large proportion of the population.
Very brief physical activity advice (i.e., 5 minutes max) is relatively easy and inexpensive to
implement on a large scale, and a small effect could translate into a significant public health
benefit.
There are several systematic reviews about the effects of interventions to promote physical activity.
A narrative review by NICE concluded that brief advice by primary care practitioners showed
promise, but there was uncertainty about the most effective approaches among groups at higher
risk of chronic disease [3]. The US Preventative Services Task Force stated that it was not yet
clear whether physical activity counselling in primary care is effective; they recommended more
research on this topic [4]. For example, the precise contents of interventions are often not detailed
enough to allow others to replicate the intervention [5, 6]. Many studies have had a sizeable
proportion of participants who did not complete the study, affecting the findings of the research,
and measures of physical activity have often been by self-report, which can be unreliable.
Finally, it is unclear to what extent the findings of more intensive behaviour change interventions
can be generalised to very brief physical activity interventions delivered as part of the Health
Checks (or as part of any routine primary care consultation). It is envisioned that this study will gain
more insight into the feasibility and potential efficacy of several very brief interventions. This
knowledge will ultimately lead to a greater understanding of the cost and effectiveness of very brief
interventions to promote physical activity in primary care, through an on-going programme of
research funded by NIHR by our study team.
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The VBI Study
Summary
Physical activity can delay or prevent chronic diseases such as vascular disease, which includes
heart disease, stroke, diabetes and kidney disease. The majority of adults in England do not meet
the government recommendation of at least 30 minutes per day of moderate-intensity activity on at
least five days per week. The NHS is conducting Health Checks, in which everyone between 40
and 74 years is invited for an assessment of their risk of vascular disease and offered appropriate
management of risk. The Health Checks are an ideal opportunity to deliver brief interventions to
promote physical activity to large numbers of people. The present study forms part of a larger
programme of on-going (and inter-related) research, funded by an NIHR Programme Grant, which
aims to develop and evaluate very brief interventions to increase physical activity in primary care.
In the present study we will test several ‘brief’ interventions which aim to promote physical activity
that could be delivered by a practice nurse (or HCA) in five minutes during a Health Check
consultation. Initially, the interventions will be piloted in a small number of practices in order to
assess their feasibility, acceptability and fidelity, via recordings of consultations and through
interviews with nurses (or HCAs) and participants. Following this, the interventions will be tested in
an individually randomised controlled trial whereby nurses (or HCA’s) will deliver different
interventions to participants within the Health Checks, in order to determine whether these brief
interventions increase participants’ physical activity levels four weeks after the Health Check. It is
anticipated that the findings of the present study will indicate what intervention should be selected
(out of the several brief interventions piloted in the present study) to be taken forward for robust
evaluation in a larger explanatory trial.

Research Question
Which interventions to promote physical activity are potentially efficacious, deliverable and
acceptable for use in primary care?

Research Objective(s)
The objective of this study is to test the fidelity, feasibility, acceptability and potential
efficacy of several brief interventions to promote physical activity in primary care and to
ultimately decide which intervention(s) will be taken forward for robust evaluation of efficacy
in a large explanatory trial.

Research Design and Methodology
This study will comprise two key phases. In Phase 1, prototype ‘brief’ interventions will be piloted
in a small number of practices using an iterative approach. This phase seeks to assess feasibility
and acceptability of the prototype interventions. Following this, Phase 2 (an individually
randomised controlled trial) will be conducted to test the feasibility, acceptability and potential
efficacy of the very brief interventions.

Phase 1-Recruitment and Consent
Three practices will be recruited and 3 nurses/HCA’s (one from each practice) will attend a two
hour training session on how to deliver each of four very brief interventions. From each practice,
60 patients will be recruited for Phase 1 of this study (180 patients in total). Practices will identify
patients who are eligible for a Health Check (i.e., aged 40-74 and not previously diagnosed with
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an existing vascular condition). Assuming a conservative 30% response rate based on previous
screening trials [7, 8], each practice will contact 180 eligible participants, inviting them to take
part in this study and enclosing a participant information sheet [PIS] and a participant consent
form [PCF].

Phase 1-Methods
The 3 nurses (or HCAs) will pilot each intervention (4 in total) in 15 participants, giving a total of
45 participants per intervention condition (180 participants in total). The consultations will be
audio-taped (with permission of the patients and the nurse/HCA). The tapes will be used to
check fidelity to the intervention protocol, receipt by the participants (e.g., understanding and
engagement in the consultation) and the time taken to deliver the intervention. Participants will
be interviewed immediately after the consultation by a researcher, and nurses/ HCA’s will be
interviewed after each ‘week’ of health checks (i.e., after every 15 or so consultations) to assess
feasibility and acceptability of the intervention (i.e., contextual factors that facilitate or inhibit
intervention delivery, such as a lack of time). Phase 1 will adopt an iterative approach. For
example, the nurse (or HCA) training and/or the interventions will be adapted and modified
throughout Phase 1 in order to get the interventions ‘right’ before moving onto Phase 2.

Phase 2-Recruitment and Consent
In Phase 2, the interventions will be tested in an individually randomised controlled trial (RCT).
For this phase, 5 practices will be recruited (along with 1 nurse/HCA from each practice) and
100 patients from each practice, 500 patients in total). Patients will be recruited in the same
manner as for Phase 1 outlined above.

Phase 2-Methods
A total of 500 participants will be recruited from 5 practices. 350 participants (70 per practice)
will receive one of the 7 brief interventions. 150 participants (30 per practice) will serve as
controls (these participants will receive advice about increasing physical activity as delivered
routinely as part of a Health Check consultation). The 70 intervention participants per practice
will be randomly allocated to one of the 7 interventions. Each intervention will be delivered in a
specific week to a series of 15 participants in a practice. The order of the 7 intervention and 3
control ‘weeks’ will be randomised (by the study team statisticians at the PCU) to ensure that
each intervention order is balanced between the interventions across practices. Neither the
nurse/HCA nor the participants will be blind to intervention condition. However, efforts will be
made to reduce the risk of possible bias in assessment of outcome, by use of an objective
physical activity measure administered independently of the practice team. Feasibility, fidelity
and acceptability will be assessed as in Phase 1 using audio-tapes of consultations and
interviews with the 5 nurses/HCAs and a random sample of 35 intervention participants (5 per
intervention) across the 5 practices. The outcome measures, assessed at 4 weeks (post
intervention), will be objective physical activity (assessed by accelerometers), self-reported
physical activity and relevant mediators. For these follow-up measures, the research team will
send each participant by post, three weeks after their consultation, an accelerometer with
instructions (to be worn for 1 week) and a questionnaire (measuring self-reported physical
activity and mediators of behaviour change) to complete and return to the research team in a
pre-paid envelope. Non-responders will be telephoned by a member of the research team after
two weeks. If it is not possible to contact the participant after 6 attempts, the participant will be
recorded as lost to follow up.

Practice Recruitment and Training
The research team, in collaboration with the East of England (PCRN), will approach GP practices
to ascertain their interest in taking part in the study. Potential practices will be subsequently
contacted via letter/email/telephone and personal approaches (i.e., meetings with practice teams
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and nurses/HCAs during a convenient time to discuss the study) to solicit their participation. For
the practices who are interested, the practice team that are responsible for delivering the NHS
Health Checks in that practice will be provided with an information sheet highlighting an overview
of the study and what their participation would involve.
In order to secure high quality research data, participating nurses/HCAs will receive training on
how to deliver the very brief intervention and the importance of collecting and recording accurate,
explicit and complete data for all participants. Training will also include other research skills
including the taking of informed consent and the issue of confidentiality within a research setting.
All participating nurses/HCAs in Phase 1 and Phase 2 will need to be trained to follow the research
protocol, to complete case report forms and to deliver each of the prototype behaviour change
interventions within the Health Check. We anticipate that this training could be done in a two hour
session at the PCU (involving all the nurses/HCAs involved in the study). Alternatively, it may need
to be delivered in each participating practice one-to-one in a single 2-hour session in the practice.
Follow-up training and on-going support will be available on a flexible basis, depending on
individual practice nurse/HCAs’ needs.

Inclusion/Exclusion Criteria
For Phase 1 and 2 of this study, the practice team will make the initial contact with patients they
deem eligible to participate (i.e., they will send out the participant information sheet (PIS) and
participant consent form (PCF) to participants by post).
Inclusion Criteria
Participants will be adults aged 40-74 who are invited for an NHS Health Check (The NHS Health
Checks are designed for adults who have not been previously diagnosed with vascular disease).
Exclusion Criteria
1. As this study is a feasibility trial to pilot and test several interventions, participants who do
not have a working knowledge of English (and thus cannot participate in an interview
without the aid of a translator) will also be excluded from the study.

Sample Size
680 participants in total will be recruited into this study.
• In Phase 1 of the present study, in which the interventions will be piloted for feasibility,
acceptability and fidelity, the total sample size will be 180 (or 45 participants per
intervention). This should provide sufficient variability in the outcomes of interest.
• In Phase 2, the total sample size will be 500 participants. 150 participants will be in the
control arm (30 per practice) and receive ‘usual care’; 350 participants (70 per practice; 50
per intervention condition) will receive one of seven brief interventions.
Sample size calculations
The rationale for choosing 50 participants per intervention to be compared with 150 control
participants is that we will obtain efficacy information to contribute to the decision on which
intervention(s) to proceed with in a subsequent explanatory trial. An effect size of 0.4 standard
deviation (sd) is equivalent to approximately 16 minutes of brisk walking a day (40,000
accelerometer counts/day), and an effect size of 0.25sd is equivalent to about 10 minutes of brisk
walking a day (25,000 counts/day). A one-sided test is used so that only positive efficacy relative to
control can count as significant evidence in favour of proceeding with an intervention. A high level
of power, 95%, is used to enable a 16-minute intervention effect difference in mean time spent
walking to be detected with high probability. An intervention with a smaller effect equivalent to 10
minutes of brisk walking a day would have 75% chance of detection. There will be an 80% chance
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of rejecting a non-efficacious intervention. This represents a reasonable level of information to gain
compared to not having this information. These decision levels will be accomplished through
analysis using an unpaired t-test assessed with a 0.2 Type I error rate and 0.05 Type II error rate.
This will restrict to 5% the chance of omitting to detect an efficacious intervention. It is important to
set this error rate low because of the time and effort taken to identify, develop and pilot the
interventions (through the undertaking of 2 systematic reviews of brief interventions and an initial
qualitative phase of this on-going research (RG 60580)
This sample size should be achievable as the intervention is delivered as part of a routine NHS
Health Check, therefore all participants aged 40-74 (who have not been previously diagnosed with
an existing vascular disease and are able to increase physical activity as deemed by the practice
team) are eligible to take part. In addition, the intervention(s) evaluated in this study are all very
brief (i.e., no longer than 5 minutes); therefore the planned recruitment rate for this study is
relatively high. However, depending on the findings from Phase 1, up to seven interventions will be
tested in Phase 2. If less than 7 interventions are to be tested, then the proposed sample size can
be smaller than outlined here.

Informed Consent
For both Phase 1 and Phase 2 of this study, the practice will write to eligible participants inviting
them to take part in this study and enclose a participant information sheet (PIS) and a sample
participant consent form (PCF). This will outline that the study is entirely voluntary and if they do
not want to participate in the study, then they are still eligible for the Health Check. The PIS will
also contain contact details of the study co-ordinator who can be contacted if the participant has
any questions about the study. Participants will be instructed to contact their practice to arrange an
appointment for the Health Check (and indicate if they are interested in taking part in the study).
When potential participants are sent a PIS by post, they may take up to two weeks to decide if they
wish to take part. After 2 weeks, they will be sent a reminder letter. If they do not respond after a
further 2 weeks, it will be assumed that they do not wish to take part in the study.
In addition, to ensure that we do not miss potential participants who are recruited for a Health
Check via alternative approaches (i.e., some practice book patients in for a Health Check
immediately following a routine appointment) we will also allow practices to hand out the PIS in the
waiting room (in the cases where the patient did not receive the invite in the post).
At the beginning of the consultation, they will sign the consent form. In addition, for the case of
audiotaping consultations in Phase 1 (and for a subset of participants in Phase 2) of this study,
both the practice nurse (or HCA) and participant will be asked to provide consent and this will be
recorded on the tape (this will also be outlined in the written consent form too). The process of
soliciting informed consent from all participants will ensure that the participants understand the
purpose of the research and what it involves (including any risks and burdens). Furthermore, it will
be made clear to patients that if they do not wish to take part in the research, they are still invited
for the NHS Health Check.

Randomisation
In each practice, the interventions will be delivered on a weekly basis (i.e., in week 1 -intervention
A will be delivered, in week 2 - intervention B, and so on). This is done to make it easier for the
Nurse/HCA to focus on 1 intervention per week, rather than switching between 4 (Phase 1) and up
to 7 (Phase 2) interventions. The order of the interventions will be randomised to provide
approximate balance across the interventions in terms of learning effects or any other confounding
factors related to the order of interventions. It also helps to make subsequent interventions more
difficult to predict.
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Random sampling will be utilized to select and invite participants for the study out of all those who
are eligible for a Health Check (thus eligible to take part in the study), but the recruitment will be
staggered such that not all invitations will be sent out at once. The main reason for doing this is to
reduce the likelihood of bias due to more motivated participants signing up earlier and thus being
more likely to be assigned to a particular intervention. In the first wave of recruitment, 40-60
patients (per practice) will be randomly selected using EMIS numbers and invitation letters will be
sent out to these patients. The first 15 patients to respond/consent will be assigned to ‘week 1’. If
more than 15 patients respond, they will be assigned to week 2 (and so on). This is done to ensure
that the intervention conditions are perfectly balanced (i.e., 15 patients per practice in each
intervention condition). One week later, the next batch of 40-60 recruitment letters will be sent,
depending on how many responded to the first round of recruitment. Again, patients who are
interested in taking part will be assigned to the next available appointments by the practice. If, by
week 3, we have still not recruited 60 patients per practice, the final batch of recruitment letters will
be sent out to recruit another random sample of patients from the register. The proposed
procedure may need to be adapted for different practices, depending on the computer system they
use, the numbers of health checks they carry out per week, the numbers of eligible patients and
the response rates achieved.

Intervention(s)
Phase 1: In Phase 1, four prototype brief behaviour change interventions will be piloted in 3
practices (45 participants in each intervention group). The aim of Phase 1 is to pilot and refine the
interventions to ‘get them right’ before moving onto Phase 2. Participants will receive ‘usual care’
for NHS Health Check PLUS one of four interventions:
1. Brief motivational intervention (participants provided with motivational information and
advice regarding physical activity)
2. Action-planning/coping planning intervention (participants helped to define a plan of
where and when they will be physically active and set goals relating to this).
3. Pedometer intervention (participants provided with a pedometer and asked to set stepgoals)
4. Activity diary (self-monitoring) intervention (participants provided with an activity diary
in order to self-monitor physical activity)
Phase 2: In Phase 2, (up to) 7 interventions will be evaluated, informed by Phase 1.
Control Condition: ‘Usual care’ (i.e., the routine Health Check consisting of brief health and
lifestyle advice).
Intervention Condition: Participants will receive ‘usual care’ for NHS Health Check PLUS one
of (up to) seven brief behaviour change interventions for increasing physical activity:
1. Brief motivational intervention
2. Action-planning/coping planning intervention
3. Pedometer intervention
4. Activity diary (self-monitoring) intervention
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5-7. A combination of interventions determined by the pilot testing in Phase 1 of present study
(e.g., 1 + 2 OR 2 + 3 +4).

Outcome Measures
The primary outcome is physical activity, as measured by accelerometer counts per day and by a
validated self-report physical activity questionnaire.
The secondary outcomes are:
1. Psychological mediators of behaviour change (e.g., intentions to be physically active, selfefficacy to be physically active) assessed by validated questionnaires.
2. Fidelity of the intervention delivered by the nurse (or HCA) (e.g., adherence to protocol,
competency of delivery) and receipt by participants (e.g., participant engagement) will be
assessed through an analysis of the transcripts resulting from the audio-recordings of the
consultation.
3. Feasibility (time taken to deliver the intervention) and acceptability (participant satisfaction)
will also be assessed through an analysis of the interview transcripts.
4. Resource use data to compare the incremental cost of the intervention(s) versus ‘usual
care’. The questionnaire to assess resource use will only be piloted in 50 patients (as this
questionnaire will be used in the subsequent workstream of the VBI programme in order to
determine cost-effectiveness of the trial).

Data Analysis
Potential Efficacy of the Interventions:
Although we do not anticipate any bias in the estimates (due to the design of the study),
analysis of covariance (ANCOVA) will be utilized to allow adjustment for covariates in order to
improve the probability of detection and to offset outcome non-response which we anticipate will
be small. A multiple correlation of 0.3 between outcome and covariates will offset the 10% nonresponse anticipated. These covariates will include participant gender, age and the general
practice. The same set of covariates will apply for each intervention. The one-sided p-value of
0.2 will be used to flag potential for efficacy of the intervention. Although we would not anticipate
a 95% confidence interval to exclude zero at this stage prior to the main trial, we will summarise
potential efficacy using the adjusted difference in mean (intervention minus control) with 95%
confidence interval.
Intervention Fidelity:
Tape-recordings and coding frames will be used to assess the proportion of intervention
components applied by the nurse/HCA, competence in delivery as means (standard deviations),
participant receipt through verbal accounts of their understanding of intervention principles and
engagement, and proportion of participant versus nurse (or HCA) talk. Mean (sd) duration of the
total intervention and its components (technique) will also be calculated.
Acceptability and Feasibility:
Short interviews with nurses/HCAs (one brief (<20 mins) interview after each ‘block’ of Health
checks, i.e., after every 15 or so consultations) and a random sample of 35 participants (five per
intervention) across the five practices immediately after the intervention will be transcribed to
assess feasibility and acceptability.

Duration of Study
The total duration of this study will be roughly 20 months. For Phase 1, it is anticipated that it will
take 2 months to recruit the 3 practices and 2 months to pilot and adapt the interventions. For
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Phase 2, the intervention(s) will be tested over the course of 7-8 months to allow for recruitment of
participants (roughly 6 weeks per practice) and 2-4 weeks for follow-up measures to be collected
from all participants. Following this, it will take roughly 6-8 months to analyse the data and
disseminate the research findings.

Participant Withdrawal
Participants are free to withdraw from the study at any time. This is made clear to participants in
the PIS and the PCF. Furthermore, if the patient does withdraw from the study (at any point), it is
made clear to them that they are still eligible to attend a free NHS Health Check (even if they are
no longer part of the study).

Potential Risks and/or Burdens for Participants
This study recruits participants who are eligible to receive a free NHS Health Check at their local
general practice. The present study is delivered within the NHS Health Check consultation;
therefore in terms of burden to the participant, there are minimal additional time burdens/risks
beyond what would be involved in attending an NHS Health Check. The only additional burden
might be the time it takes to complete the follow-up measures (approximately 10 minutes), wear an
accelerometer for 1 week, and take part in a brief interview following the consultation. The present
study involves developing and testing several brief behavioural interventions to promote physical
activity (delivered by the Practice Nurse (or HCA) who is trained prior to the study on how to deliver
the interventions) as part of the Health Checks consultation. The control condition receives ‘usual
care’ which consists of brief physical activity advice only (rather than a different type of behavioural
intervention). Even if participants do not wish to take part in the research study, they are still
eligible to attend the NHS Health Check and it will not affect the care they receive (and this will be
made clear to them in the PIS and PCF).
The potential risk of a breach of confidentiality is minimised by ensuring that only the research
team will have access to the data collected (with two exceptions: independent auditors may require
access to the data and the MRC Epidemiology Unit and PCU will have access to the anonymised
objective physical activity data for analysis purposes). All participants will be assigned an ID
number that is linked to the research data (rather than their name). Furthermore, the PCU is fully
GCP compliant and all data are handled according to regulatory standards with password
protection, locked filing cabinets, and storage of electronic data in encrypted volumes on a
University server.
Overall, potential risks to participants, researchers and practice staff in this study will be negligible.
The interventions used in the study are behaviour change interventions that aim to encourage
moderate physical activity such as brisk walking which carries a very low risk of injury. Adverse
effects of physical activity interventions have been assessed, and shown to be minimal [9]. In
addition, our research teams’ previous trials of more intensive physical activity interventions (e.g.,
“ProActive”, “ADDITION Plus”) measured adverse effects and found none. Furthermore, NHS
Health Checks contain elements of risk management (i.e., routine advice [1]); therefore this study
does not impose additional risks to patients that go beyond usual care.
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Time and Event Schedule for Participants
Phase 1
(Day 0)

Time / Event
Practice sends out invitation letter and PIS (and sample
PCF) to potential participants

(Day 736)

(Day 1-7)

X

Participants contacts GP Practice to make appointment for
their Health Check (and indicates whether they would like
to take part in the study)

X

Participant attends appointment for Health Check at GP
Practice

X

Nurse (or HCA) completes CRF for participant and
consent forms signed

X

Consultation is audio-taped

X

Nurse (or HCA) provides ‘usual care’ (Health Check)
including assessment of vascular risk factors

X

Nurse (or HCA) delivers 1 of 4 brief interventions

X

Interview with Nurse (or HCA) and Participant following the
consultation

X

Phase 2
Time / Event

(Day 0)

Practice sends out invitation letter and PIS (and sample PCF) to
potential participants

(Day
7~21)

X

Participant attends appointment for Health Check at GP Practice

X

Nurse (or HCA) completes CRF for participant and consent
forms signed

X

Consultation is audio-taped (in a sample of consultations)

X

Nurse (or HCA) provides ‘usual care’ (Health Check) including
assessment of vascular risk factors to ALL participants

X

Nurse (or HCA) delivers 1 of 7 brief interventions
(INTERVENTION groups only)

X

Interview with Nurse (or HCA) and Participant following the
consultation (in a sample of consultations)

X

Participant returns accelerometer after 1 week of wearing along
with follow up questionnaire (in a pre-paid envelope) to study
team.

(Day 3549)

X

X
X

Telephone call to non-responders
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(Day
49~)

X

Participants contacts GP Practice to make appointment for their
Health Check (and indicates whether they would like to take part
in the study)

Participant posted a follow-up questionnaire and accelerometer
(to wear for 1 week)

(Day
28~42)
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Trial Management and Governance Arrangements
Research Team
Chief Investigator:

Professor Stephen Sutton

University of Cambridge

Principal Investigator

Dr. Wendy Hardeman

University of Cambridge

Study team:

Dr. Katie Morton - Study Co-ordinator

University of Cambridge

Dr. Sally Pears - Research Associate

University of Cambridge

Ms Maaike Bijker – Research Assistant

University of Cambridge

Ms Laura Lamming – Research Assistant

University of Cambridge

Dr. Philip Miles – Research Associate

University of Cambridge

Dr. Dan Mason

University of Cambridge

Practice Nurses (or HCAs)

GP Practices

Professor Ann-Louise Kinmonth

University of Cambridge

Mr James Brimicombe – Data Manager

University of Cambridge

Dr Toby Prevost - Statistician

University of Cambridge

Mr Richard Parker - Statistician

University of Cambridge

Prof Marc Suhrcke

University of East Anglia

Mr Ed Wilson

University of East Anglia

Mr Vijay Singh GC

University of East Anglia

Ms Sue Boase

University of Cambridge

Dr. Simon Griffin

MRC Epidemiology Unit

Ms Janet Watkinson

NHS Cambridgeshire

Collaborators:

The day to day management of the trial will be performed by the Study Team based at the Primary
Care Unit, Institute of Public Health, University Forvie Site, Cambridge. The CI, PI and Study Team
will hold monthly Trial Review Meetings in order to review on-going progress of the trial and any
amendments required.

Sponsor
The Department of Health’s Research Governance Framework for Health & Social Care (2nd
Edition, 2005), states that “for any research that takes place in the context of the NHS or social
care services in England there must be a sponsor.” The ‘Sponsor’ is defined as the “Individual,
organisation or group taking on responsibility for securing the arrangements to initiate, manage
and finance a study.
The University of Cambridge will act as LEAD Sponsor for the VBI study, and NHS
Cambridgeshire will act as co-sponsor.
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Study Funding and NHS Costs
Research Costs
The research costs for the trial are funded through a programme grant awarded by the National
Institute for Health Research (NIHR): Reference #: RP-PG-0608-10079
NHS Service Support Costs
NHS Service Support Costs include the additional NHS patient-related costs associated with the
research, which would end once the R&D activity in question had stopped, even if the patient care
service involved continued to be provided (Department of Health, Health Service Guidance, 1997).
For the VBI study, this will include such costs as the extra time for NHS staff (practice managers,
reception staff and nurses/HCAs) to attend ‘start-up’ meetings, nurses/HCAs to attend training to
undertake the research, to identify patients eligible to participate, send letters etc. out to patients,
explain the study to participants, obtain informed consent and collect research-specific data.
The National Institute for Health Research (NIHR) Clinical Research Network (CRN), which is the
English component of the UK Clinical Research Network (UKCRN), is the route for access to
funding for NHS Service Support Costs in England.

Adoption of the VBI Study onto the UKCRN Clinical Research Portfolio
The UKCRN Clinical Research Portfolio comprises the NIHR Portfolio in England, and the
corresponding portfolios of Northern Ireland, Scotland and Wales. As the VBI study is funded by
the NIHR, the study is automatically eligible for inclusion in the NIHR CRN Portfolio of studies and
thus to NIHR CRN support. Studies are assigned to Topic(s) within the NIHR CRN Portfolio and
the VBI study is part of the Primary Care Research Network (PCRN) Topic. The UKCRN Study ID
is 13157.
Additional NHS Service Support will therefore be sought from the relevant NHS Trust(s),
Comprehensive Local Research Network(s) and/or East of England Primary Care Research
Network, as appropriate.
The study team will provide information on the number of participants recruited to the NIHR CRN
accruals database, which is a condition of NIHR CRN support for the study.

Insurance/Indemnity
The University of Cambridge insurance office has been consulted to ensure appropriate
insurance/indemnity arrangements are in place to meet the potential legal liability of the Sponsor,
investigators/collaborators arising from harm to participants in the design, management and
conduct of the research (Ref # 609/M/C/844).
Participants are NHS patients, therefore indemnity is provided through NHS schemes or through
professional indemnity. GP Practices must check with their providers of insurance that participation
in the research is covered for negligent harm.

Adverse Incidents Reporting
As the VBI study is not a ‘clinical trial of an investigational medicinal product (CTIMP)’ it does not
fall under The Medicines for Human Use (Clinical Trials) Regulations 2004. The research team will
not collect data on adverse events (AEs), serious adverse events (SAEs) or suspected unexpected
serious adverse reactions (SUSARs) as defined by these regulations. However, even in nonpharmaceutical research, such as this study, adverse incidents may still happen, for example;
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•

breach of confidentiality

•

patient complains about aspect of treatment as a study participant

•

deviation from study protocol (e.g. randomising before consent)

•

aggressive behaviour of a participant towards the researcher, staff or others.

Adverse incidents relating to the conduct of this research must be reported to the study team within
5 working days of the incident. This includes GP practices and nurse (or HCA’s) becoming aware
of the incident, using an ‘adverse incident report form’.

Trial Steering Committee
A Trial Steering Committee (which also comprises the data monitoring committee) comprised of
the CI, the PI, the Study Team, an independent member (not a named collaborator or investigator
or associated with the study in any way) and two members of the PPI panel meet twice per year to
discuss the progress of the study. Furthermore, the entire Research Team (including all named
investigators and collaborators of the NIHR Programme Grant) form a Programme Management
Group which will oversee the running of the present study (as part of the overall NIHR Programme
grant that encompasses the present study) that meet once per year.

Patient and Public Involvement
At present, four PPI representatives have been recruited and form an advisory group for the ongoing research surrounding brief interventions to promote physical activity in primary care. Two
members of the PPI panel will also be members of the Trial Steering Committee for this study. The
PPI panel have read the research proposal and have also approved the on-going programme of
research including this proposed study. This has included providing feedback on specific research
questions, what the research aims to achieve, feasibility and acceptability of the research methods,
and dissemination and implementation plans. The advisory group have been consulted on
designing the research (e.g., information sheets and consent forms for participants, intervention
content and delivery), undertaking the research (e.g., recruitment and retention) and will be
consulted for their input in terms of analysis and interpretation of the findings.

REC and R&D Approval
Before recruitment of participants commences at any NHS site, written approval will be sought
from both;
•

the relevant NHS Trust(s) and

•

the relevant NHS REC(s)

as required under the NHS Research Governance Framework for Health and Social Care.
Any subsequent amendments to study documentation, along with safety, annual progress and final
study reports will be submitted to R&D and REC for information and/or approval, as required.
All data will be processed in accordance with the Data Protection Act 1998.
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Dissemination of Findings
Information on the progress of the VBI Study will be publicly available via a number of
organisations’ websites including;
University of Cambridge GP&PCRU site:

http://bit.ly/vbi_programme

UKCRN Portfolio:

http://public.ukcrn.org.uk/search/

ISRCTN Register:

http://isrctn.org/

Results of the research will be published in peer-reviewed journals and findings presented to a
wide audience, including national and international conferences and other scientific meetings.
A lay summary will be prepared and sent to all participants via a newsletter when available.
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Proposed Study Timetable
2012
JanMarch
2012

Produce first protocol draft, IRAS documents, and
intervention prototypes for circulation &
discussion in study team meetings and trial
steering committee meetings.

X

Obtain feedback from meetings and incorporate
any amendments

X

Finalise participant and practice information
sheets and consent forms based on finalised
protocol
Finalise questionnaires, interview schedules, PA
measurement tools, and other data collection
tools
Gain confirmation of sponsorship and insurance
from University of Cambridge

AprilJune
2012

2013

JulSep
2012

OctDec
2012

JanMar
2013

AprilJune
2013

OctDec
2013

X

X

X

Consider data required and develop study
database, training manuals, fidelity assessment
materials, CRF.

X

Submit NHS REC and R&D governance
applications and gain approvals

X

Recruit and train GP Practices and Nurses/HCAs
(Phase 1)

X
X

X

Participant recruitment period (Phase 1)

X

X

Phase 1- intervention piloting and refining

X

X

Data analysis for Phase 1

X

X

X

Recruit and train GP Practices and Nurses/HCAs
(Phase 2)

X

X

Participant recruitment period (Phase 2)

X

X

Phase 2- Data Collection

X

X

Data analysis for Phase 2

X

Dissemination/Publication
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X
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