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ABSTRACT

Introduction: General practitioners (GP) report increasing difficulties in referring patients with somatic
symptom disorder (SSD) in specialised psychosocial care. Barriers are structural conditions of the
respective health care system and patients’ reservations against receiving specialized psychosocial care.
As patients with SSD often predominantly assume somatic influencing factors for the development and
maintenance of their somatic complaints, close collaboration between the GP and mental health
specialist (MHS) seems particularly important. Integrating internet-based video consultations by
remotely located MHS and primary care can improve effective treatment of patients with SSD by
overcoming structural barriers and provide low-threshold and timely care. The aim of this randomised
controlled feasibility trial is to investigate the feasibility of implementing of mental health specialist

video consultations in primary care practices.

Methods and analysis: Fifty primary care patients with SSD will be individually randomised in two
groups receiving either enhanced treatment as usual as provided by their general practitioner (control
group) or two vs. five video consultations conducted by an MHS. The video consultations focus on a)
diagnostic clarification b) the development of a biopsychosocial disorder model and c) development of
a treatment plan against the background of a stepped-care algorithm based on clinical outcomes. We
will investigate the following outcomes: effectiveness of the recruitment strategies, patient acceptance
of randomisation, practicability of the technical and logistical processes related to implementing video

consultations in the practices’ workflows, feasibility of the data collection, and clinical parameters.

Ethics and dissemination: This trial has undergone ethical scrutiny and has been approved by the
Medical Faculty of the University of Heidelberg Ethics Committee (S-620/2021). The findings will be
disseminated to the research community through presentations at conferences and publications in
scientific journals. This feasibility trial will prepare the ground for a large-scale, fully-powered

randomised controlled trial.

Trial registration number: DRKS00026075.

Key words: primary care, mental health, telemedicine, video consultations, somatic symptom

disorder, feasibility, randomised controlled trial
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ARTICLE SUMMARY

Strengths and limitations of this study

This is one of the first feasibility trials investigating mental health specialist video

consultations for patients with somatic symptom disorder (SSD) presenting in primary care.

We will transform and tailor an already tested integrated mental health treatment model,
originally developed for depression and anxiety, for patients with SSD, who may benefit
particularly due to high barriers in referral to specialised care.

Given the nature of our feasibility study, we will not be able to determine intervention
effectiveness at this point, but our findings will inform the design of a sufficiently powered

randomised controlled trial.
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INTRODUCTION

According to the Diagnostic and Statistical Manual of Mental Disorders (DSM-5), catastrophizing
cognitions, feelings and behaviours (B-criterion) in response to “one or more somatic symptom(s) that
is/are distressing or result(s) in significant disruption of daily life” (A-criterion) are core characteristics
of somatic symptom disorder (SSD)[1]. In contrast to the former conceptualization of “somatoform”
disorders in DSM-IV[2] and ICD-10[3] the diagnosis SSD does not require no or no sufficient medical
explanation for the distressing somatic symptoms. Thus, patients with somatic disorders such as
cardiovascular disease or cancer may now be diagnosed with SSD, in case of experiencing the described
symptoms for a period of at least 6 months (C-criterion).

While the prevalence of clinically diagnosable SSD in the general population is estimated at 5-7 % [4];
subsyndromal manifestations of SSD are far more common][5]. Further, Haller and colleagues[6] found
a prevalence of 26.2 % (DSM-1V) and 34.8 % (ICD-10) for at least one somatoform disorder in general
practices, making these symptoms to one of the most common reasons for consultations in primary
care[7,8]. Although these symptoms are often associated with a) considerable suffering and
psychosocial impairment, b) increased comorbidities with other mental disorders (e. g. depressive and
anxiety disorders[9—-11]), and ¢) increased costs for the health care system[12,13], general practitioners
(GP) report increasing difficulties in referring patients with mental disorders in specialized mental health
care[ 14-16].

Even when effective treatment options are available — as is the case in many Western healthcare
systems[17] — these difficulties often remain due to a) long waiting times with specialists[15,18,19], b)
long travel distances, especially in rural and remote locations[20], and c) severe time constraints in
primary care, complicating accurate diagnosis by GPs[21,22]. In addition, patients often have
reservations against specialized mental health care[23]. Since patients with SSD often find it difficult to
accept that they suffer from a mental and not (exclusively) from a somatic disorder[24,25], patients’
reservations are of particular importance here. Further, these disorder-related reservations particularly
necessitate a close collaboration between the GP and mental health specialist (MHS) in the effective

treatment of patients with SSD[26-28].
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To resolve these challenges, one strategy is to define, implement and evaluate innovative care models,
that are tailored both to the specific conditions of the respective care system as well as to the specific
needs of patients with SSD. For patients with depressive and anxiety disorders, the junior research group
PROVIDE (ImPROving cross-sectorial collaboration between primary and psychosocial care: An
implementation study on VIDEo consultations) has been defining, tailoring and evaluating an integrated
psychosocial care model compatible with small and/or remote general practices [29-35]

(https://www.provide-project.de/vision/). Specifically, this model features MHS video consultations

(MHSVC) in primary care. While the MHS is situated in her/his office, private practice or another
suitable, designated room at home, the patient receives the telemedical service in her/his general
practice. While the results of the large RCT examining the efficacy of this model are still pending, the
intervention in the PROVIDE-B feasibility trial was found to be feasible, acceptable and secure for
patients, general practice staff and MHS[34]. In addition, during the COVID-19-pandemic video
consultations have been implemented rapidly in many health care systems and providers and patients
become more familiar with this mode of care delivery[36-39].

For progressing in this way, our aim is to offer a similar integrated care model to patients with SSD.
While the formal conditions of the model (duration and frequency of consultations, location of the
patient and MHS etc.) will be retained [31,40], the psychosocial intervention will be adapted to the
specific needs of patients with SSD (e. g. development of a shared, multifactorial model of aetiology).
In this protocol, we describe a randomised trial to assess the feasibility of MHSVC in patients with SSD

in primary care.

METHODS AND ANALYSIS

Study setting

The main setting are general practices in the southwest (Baden-Wuerttemberg) of Germany. In
Germany, general practitioners have no formal gatekeeping function and individuals have free choice
among GPs and specialists[41]. Remote video-based treatment is not very common in the German health
care system and reimbursement for such treatments is capped at a maximum number per quarter, varying

in different specialties. However, during the COVID-19 pandemic the use of remote video-based
5
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treatment has increased as everywhere else. In our study, the patient will be situated in the general
practice and MHS in her office or another suitable offsite location. The participating GP practices have
experience with MHSVC, already having participated in a large pragmatic effectiveness trial of the

PROVIDE Project implementing MHSVC for patients with depression and anxiety disorders.

Study design

This study is a multicentric, prospective, assessor blinded and individually randomised controlled
feasibility trial. After inclusion of patients, the individual intervention period will be three months; the
total time of recruitment is planned to be six months. There will be two main measurements including a
baseline assessment just prior to randomisation and a post assessment at six months after inclusion. At
month four and five after inclusion there will be two additional short measurements focusing on health
care services use only. The study will be implemented and reported in line with Standard Protocol Items:

Recommendations for Interventional Trials (SPIRIT) guidelines (Appendix 1)[42].

Inclusion and exclusion criteria

Patients

Inclusion criteria require patients to 1) exceed cut-offs of a) 9 points on the Somatic Symptom Scale-8
(SSS-8) and b) 21 points for female patients and 18 for male patients, respectively on the Somatic
Symptom Disorder-B Criteria Scale (SSD-12), respectively[43,44], 2) currently have no or as yet
insufficient treatment (psychotherapy, psychopharmacotherapy, or both) or difficulty with adherence,
3) agree to participate in the study by written informed consent, 4) be capable of giving consent and 5)
be 18 years or older. Although any one somatic symptom may not be continuously present, 6) the state
of being symptomatic is persistent (typically more than 6 months). Exclusion criteria are as follows: 1)
risk of endangerment to others and/or risk of self-endangerment, 2) need for emergency medical
treatment, e.g. admission or rehabilitation, 3) acute psychotic symptoms, e.g. persecutory delusions
and/or thought insertion, 4) severe cognitive impairment or dementia, 5) significant hearing and/or
visual impairment, 6) pregnancy in the > 2nd trimester and 7) insufficient German language proficiency.

To ensure maximum generalisability, general practitioners as experts for their patients will decide
6
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whether treatment has been insufficient or whether there have been difficulties with adherence so far.
All other inclusion and exclusion criteria will be assessed through standardized computer-assisted
telephone interviews (CATI) conducted by a study team member. Acute psychotic symptoms will be
assessed by using a list of symptoms which originates from the Structured Clinical Interview for DSM-5

(SCID-5)[45].

General practices and mental health specialists

Inclusion criteria for practices are as follows: 1) general practice (specialist in general medicine or
internal medicine), 2) team members who are able familiarise patients with video consultations, and 3)
written informed consent. Exclusion criteria for the practices are 1) lack of a designated room for the
video consultations to ensure confidentiality and 2) lack of internet access or low bandwidth (<384
kbps). The participating MHS must be a licensed psychotherapist or advanced trainee in psychotherapy

(that is, at least 1,200 hours of treatment experience) and give written informed consent.

Study procedures

For enrolling practices, we will visit each participating practice once. During this visit we will deposit
the study documents for patients (including questionnaire, information leaflet and written consent form)
in the practice and we will obtain informed consent from the practice team. The team member with the
most experience in MHSVC, mostly gained during PROVIDE-C, will be responsible for initiating video
consultations and will serve as contact person for MHS, patients, and the study team. By assigning the
most experienced team member to this task, we are confident that we will minimize potential difficulties
with handling video consultations and consequently minimize task-related expenses. In fact, technical
competency is regarded as crucial for successfully implementing telepsychiatry services[46].
Additionally, during the enrolment visit we will address remaining questions and equip the teams with
a study handbook including comprehensive descriptions of the target patient group and target disorder,
the secure videoconferencing platform and contingency plans in case of technical failures including
study team’s contact details. GPs will then start recruiting patients by forwarding their contact

information to the study team. To screen patients using the SSS-8 and the SSD-12, the study team will
7
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employ CATI. Interested eligible patients will provide written informed consent by mailing the signed
consent form back to trial coordination centre. They will either send the filled-out baseline questionnaire
along or fill it out on an online assessment. Patients will be randomly allocated to the intervention or the

control condition. The study flow is depicted in Figure 1.

[INSERT Figure 1: Study flowchart HERE

[INSERT Figure 2: study schedule HERE]
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Intervention

Given that many GPs find it particularly challenging to address patients with SSD, the VISION
intervention targets both patients and their general practice teams (including GPs).

Targeting the general practice teams, we will schedule a video conferencing session (if not feasible, a
telephone call) with all participating practice teams, in which we will a) inform the team about the
concept of SSD as defined in DSM-5 (including diagnostic criteria) and convey current treatment
recommendations for patients in primary care, b) introduce the participating MHS, and c) clarify the
regular time slots for the consultations.

For targeting patients, we will follow an integrated stepped care PROVIDE approach directly embedded
in the general practice[53]. Specifically, patients allocated to the intervention group will receive either
two or five 50-minute MHSVC depending on their level of symptoms and taking place in biweekly
intervals. The video consultations will be carried out on a secure (i.e. encrypted), web-based
videoconferencing platform on a subscription basis (arztkonsultation ak GmbH,

https://arztkonsultation.de) at fixed time slots the MHS and general practice team have previously agreed

on. Appointments for the next video consultation will be mutually scheduled between the patient and
the MHS at the end of the previous session, and the MHS will forward the appointments to the general
practice. Within two days prior to the first video consultation, there will be a brief hand-off of the patient
from the GP to the MHS. At the beginning of each consultation, a practice team member will escort the
patient to the room designated for video consultations, set up the computer tablet and the
videoconferencing platform, address the patients’ questions (if applicable) and then leave the room.
Following the last video consultation, the MHS will send a comprehensible case summary to both the
patient and the GP. The case summary will be attached to the patients’ medical record in her/his general
practice and may be an important basis for shared decisions on follow-up procedures.

Only patients requiring further treatment following the intervention will be motivated to seek
outpatient/inpatient psychosocial care. If necessary, changes in treatment (e.g. establishment of fixed,
regular contacts between the GP and the patient independent of somatic symptoms) are coordinated
between the GP and the MHS[54]. The intervention consists of core elements and optional elements.

Whereas core elements are elements that must be applied, optional elements may be applied throughout
9
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the intervention as needed, allowing for individualized patient support. Core elements of the intervention
are the following: 1) diagnostic clarification (incl. systematic assessment/diagnostics), 2) interventions
aimed at rapid stabilisation of the patient (e.g., by means of psychoeducation on psychophysiological
interactions arising from cognitive processes such as catastrophizing thinking or symptom focusing)
[55]. Provided that the patient is identified as requiring treatment beyond the two minimal MHSVC, the
intervention also includes brief psychological therapy aimed at the development of a biopsychosocial
disorder model. For this purpose, a somatic complaint diary, body-oriented relaxation techniques, and
tangential conversational skills will be applied. Behavioural activation leveraging the patient’s strengths

and resources will be applied throughout the intervention as optional elements [56].

Control condition

Patients allocated to the control group will receive enhanced treatment as usual provided by the GP who
will have undergone the above-mentioned initial training on the diagnosis of SSD and current treatment
recommendations. This may or may not include a referral to an MHS. We expect that most people with
SSD are currently treated by their GP due to the patients’ fixation on a somatic explanation for their
symptoms and persistent barriers to specialist mental health services [57]. There will not be any

restrictions to the usual treatment by the GP.

Sample size

We project a target sample size of 50 participants. Since the aim of this study is to establish feasibility
of a full trial, but no detection of statistically significant difference in efficacy between the arms a formal
sample size calculation was not carried out[58]. A sample size of 50 patients offers a reasonable test of
the intervention to assess the feasibility objectives. This sample size is also recommended for pilot and

feasibility trials by The National Institute for Health Research[59].
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Recruitment

General practitioners

We plan to recruit five general practices for this feasibility trial. An additional practice will serve as a
back-up practice and will be enrolled in case a practice drops out or the recruitment process lags.
Consequently, for a sample size of 50 participants each practice will recruit approximately ten patients.
General practices will be recruited during their participation in the PROVIDE-C trial, as they meet the
inclusion criteria and were committed to the video-based, integrated care model in the first place. During
the initial preparation call and the on-site visit, we will inform the practice teams about the study
including the concomitant process evaluation and the assessments involved. The participation requires

the signed informed consent.

Mental health specialists

The MHS (LG) is a psychotherapist trainee in the advanced training period (e. g. > 200 hours of
theoretical and > 1200 hours of clinical training) at the Institute for Psychotherapy, Heidelberg (HIP),
which is a state-approved psychotherapeutic training facility at Heidelberg University Hospital. The
MHS has experience in treating patients with SSD and has also been involved in developing the VISION
intervention. She will receive biweekly supervision by a senior consultant in psychosomatic medicine.
For the MHS, the expected weekly time expenditure of the MHS for the realisation of the intervention

will be approximately 11 hours (ten hours of consultations, one hour of supervision).

Patients

General practitioners will recruit patients during their regular clinic hours. Based on their clinical
judgement, GPs will prospectively select individuals suspected to suffer from a somatoform disorder or
an SSD and present the study to them. If the patient agrees to receive more information, she or he will
be handed the study documents including questionnaires, information leaflet and informed consent form
and subsequently will be contacted by the study team who will screen her or him with respect to the
eligibility criteria during a standardised Computer-Assisted Telephone Interview (CATI). Eligible

11
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patients will then be able to raise questions with the principal investigator who will answer them.
Patients who are interested to participate will mail the filled-out questionnaire and the signed informed
consent which is required for study participation to the study centre. Whenever inclusion is not possible,

we will record the reason, the recruiting general practice along with patient age and gender.

Randomisation

Patients will be randomly allocated to one of the two study conditions (video consultation model vs.
treatment-as-usual, TAU) in a 1:1 ratio. After having obtained the informed consent, we will conduct
the randomisation centrally at the study centre. The web-based application Randomizer Version 2.0.3
of the Institute for Medical Informatics, Statistics and Documentation of the Medical University of Graz,
Austria (https://www.randomizer.at) will be used. It ensures the concealment of the treatment sequence
up to the allocation by central randomisation. The treatment sequence is generated through a computer-
generated sequence of random numbers. Randomisation of participants will be stratified by general
practice and balanced for symptom severity at the screening measured with the SSD-12 (two levels with
SSD-12 < 28 for female patients and < 25 for male patients, respectively for low to medium symptom
severity and > 28 for female patients and > 25 for male patients, respectively for high symptom severity)
using minimisation. A member of the Institute of Medical Biometry and Informatics, Heidelberg
University, not involved in the patient recruitment will randomise. We will ensure that the assessors

who will collect the data will be blinded to the allocated treatment.

Measurements

Patients’ health status

For patients, the baseline assessment will take place before randomisation and include a set of validated
questionnaires: SSD-12 and SSS-8[44], Patient Health Questionnaire Anxiety and Depression Scale
(PHQ-ADS)[47], Recovery Assessment Scale (RAS-G)[48], 12-Item Short-Form Health Survey (SF-
12)[49], and the patient satisfaction evaluation instrument EUROPEP[50]. Since in the specific patient
group with SSD it is common to have a high use of medical services, we will assess health services use

at baseline and follow-up and additionally after the fourth and fifth month after inclusion using the
12
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Questionnaire for the Assessment of Medical and non-Medical Resource Utilisation in Mental
Disorders(FIMPsy)[51]. Post measurements will be conducted six months after enrolment in the study
and will include the same instruments plus, in the intervention group, the Inventory to Negative Effects
of Psychotherapy (INEP) to measure potential adverse effects[52]. As part of the blind outcome
assessment, a research assistant who will be blinded to participant allocation, will conduct the post
measurement in CATIs with the participants. According to current recommendations, we specifically
will make sure that the outcome assessor will not be present when discussing individual patients and
avoid mentioning any names or assigned treatments[60]. In addition, we will instruct patients before the
interview not to mention which group, control or intervention, they belonged to. In the case of
unintentional unblinding during the assessment the assessor will document how, and at which point the
unblinding unfolded. Hence, we will be able to subsequently determine the extent to which blinded

assessment was successful. The study schedule is depicted in Figure 2 in line with the SPIRIT guidelines.

Feasibility

To assess process feasibility from the patients’ perspective, we will conduct semi-guided qualitative
interviews with patients from the intervention group stratified by practice site and symptom severity
(SSD-12; two levels: low to medium symptom severity and high symptom severity). By applying this
criterion, we aim for maximizing the transferability of our feasibility findings, e.g., with respect to
compatibility with existing clinical workflows. To evaluate the acceptability of both study and
intervention procedures, we will analyse patients’ perceptions whether the intervention and study
procedures have been agreeable as well as logistically and technically practical [61]. To evaluate the
feasibility, adequacy and acceptance of the proposed model in greater detail from the providers’
perspective, we will conduct individual qualitative semi-guided interviews with all GPs, all team

members responsible for initiating video consultations, and the MHS.

Outcomes

To determine the feasibility of a subsequent large-scale RCT for patients with SSD, we will assess the

following outcomes and aspects[58]:
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= sufficiency and efficiency of recruitment strategies for intervention and control group

= adherence for intervention group

= feasibility of study procedures (e.g., patient and provider acceptance of randomisation and
outcome measurements)

= feasibility of intervention procedures (manual fidelity, patient acceptance of MHSVC, patient

safety)

We will operationalise the sufficiency of recruiting strategies and the acceptance of randomisation by
measuring recruitment and retention rates. We will record reasons for non-participation or dropping-
out. Adherence will be assessed by the ratio of scheduled and actually conducted MHSVC. Regarding
manual fidelity, after every MHSVC, the MHS will systematically document which elements of the
intervention was used in the respective session. With respect to process outcomes on the overall
practicability of the intervention and the related study procedures, we will draw on qualitative data

generated by in-depth interviewing of patients, practice staff, and MHS.

Data analysis

To promote data quality, we will use the password protected online survey tool (Enterprise Feedback
Suite (EFS) Survey, Questback GmbH) during the CATIs and enter data from the mail survey there. To
minimise implausible data entry, we will enforce data integrity using forced or multiple-choice items
wherever possible. Two members of the study team will have access to the data and will prepare it prior
to data analysis. Quantitative data regarding the feasibility of a following large-scale RCT, e.g., overall
recruitment yield (number randomised per number screened), the recruitment rate (number recruited and
randomised per general practice per month), consent rate (number randomised per number eligible), and
attrition at study completion, along with information on health services use from questionnaires will be
analysed applying descriptive statistics (absolute and relative frequencies, measures of central tendency,
and measures of variability). To illustrate participant flow, we will report results in a CONSORT
diagram. We will describe patients’ reasons for non-participation and will conduct a non-responder
analysis. We will also analyse questionnaire outcome data descriptively. Qualitative data generated in

the process evaluation will be subjected to thematic analysis which we will conduct in the qualitative
14
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data analysis software MAXQDA 2020 or higher. Specifically, we will derive key theme bottom-up.
We will align all study publications with recommendations from statements for observational and

feasibility studies.

Patient and public involvement

We involved three patient partners (two females, one male) during the planning phase of the study. The
patient partners were currently being treated in a mental health inpatient clinic for SSD (among other
diagnoses). Specifically, the patient partners were involved in the conceptualisation of the trial
procedures and materials. They revised the draft version of the intervention and all trial materials
including information leaflet, consent form and the questionnaire sets with extra regard to clarity and
understanding from the service user perspective. We will continue to involve the patient partners during

the trial accounting for guidance for public involvement in research[62].

ETHICS AND DISSEMINATION

Participants will be asked to provide informed consent prior to baseline assessment. In advance, they
will receive detailed information about the study and their right to withdraw it without the obligation to
give reasons. Subsequently they will have the opportunity to raise questions with the principal
investigator who will answer them. To adequately prepare the MHS for the intervention, the study
manual will be based on experiences from prior projects and existing recommendations for
telepsychiatry[63—66]. Moreover, MHS will be supported by a biweekly supervision which will be led
by a senior consultant both in general and psychosomatic medicine from the Department of General
Internal Medicine and Psychosomatics, Heidelberg University. We do not expect major relevant risks
for participants irrespective of phases of emotional arousal which frequently occur during
psychotherapy. Findings from our own prior works support this expectation. Any potential adverse
effects originate from the intervention will be systematically captured by using the INEP as part of the
post measurement. The time burden for the participants arising from the assessments will be of a
reasonable amount. The data collection and storage will be conducted in accordance with the General

Data Protection Regulation (GDPR) which ensures a high level of data safety and a conscientious
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handling of all the patient, practice, and therapist data. Ethical approval for the study has been granted
from the Medical Faculty of the University of Heidelberg Ethics Committee, Reference S-620/2021.
Additionally, considering that the study will take place in routine general practice, we obtained the
ethical approval of the State Chamber of Physicians Baden-Wuerttemberg. As part of a wider
dissemination, the results of this feasibility trial will inform the setup of a large-scale randomised trial
which is supposed to evaluate broad regional implementation of MHSVC for patients with SSD in
primary care. Moreover, we will publish and present key findings on conferences and in internationally

recognised peer reviewed journals.

DISCUSSION

To the best of our knowledge, we conduct one of the first feasibility trials on MHSVC for patients with
SSD in European routine primary care. As a low-threshold model embedded in a familiar environment,
MHSVC in general practices may be of particular value for affected patients, as close collaboration
between GPs and MHSs in their effective treatment is of particular importance. This trial will deliver
results on the feasibility of this model and prepare the ground for a fully powered RCT on its broader

rollout.

AUTHOR STATEMENT

Markus W. Haun: Conceptualization, methodology, investigation, writing — review & editing, project
administration, and funding acquisition. Justus Tonnies: Conceptualization, methodology, investigation,
writing — original draft, writing — review & editing. Leike Graue: Methodology, investigation, writing —
original draft, writing — review & editing. Mechthild Hartmann: Conceptualization, methodology,
writing—original draft, writing — review & editing, and supervision. Michel Wensing: Methodology,
writing—original draft, writing — review & editing, and supervision. Joachim Szecsenyi:
Conceptualization, writing — review & editing, and supervision. Hans-Christoph Friederich:
Conceptualization, resources, writing — review & editing, and funding acquisition. All authors approved
the version of the manuscript to be published and have agreed to be accountable for all aspects of the

work.

16

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 16 of 28


http://bmjopen.bmj.com/

Page 17 of 28

oNOYTULT D WN =

BMJ Open

CONFLICT OF INTERESTS STATEMENT

The authors declare that the research was conducted in the absence of any commercial or financial

relationships that could be construed as a potential conflict of interest.

DATA STATEMENT

The raw data supporting the conclusions of this article will be made available by the authors, without

undue reservation.

REFERENCES

10

American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders (DSM—
5). Arlington, VA, USA: 2013.

Chao RC-L, Manita J. DSM-IV-TR: Diagnostic and Statistical Manual of Mental Disorders. In:
The Encyclopedia of Cross-Cultural Psychology. American Cancer Society 2013. 445-7.
doi:10.1002/9781118339893.wbeccp180

World Health Organization (WHO). The ICD-10 classification of mental and behavioural
disorders. 1993.

Héauser W, Hausteiner-Wiehle C, Henningsen P, et al. Prevalence and overlap of somatic
symptom disorder, bodily distress syndrome and fibromyalgia syndrome in the German general
population: A cross sectional study. J Psychosom Res 2020;133:110111.
doi:10.1016/j.jpsychores.2020.110111

Hiller W, Rief W, Brihler E. Somatization in the population: from mild bodily misperceptions to
disabling symptoms. Soc Psychiatry Psychiatr Epidemiol 2006;41:704—12. doi:10.1007/s00127-
006-0082-y

Haller H, Cramer H, Lauche R, et a{. Somatoform Disorders and Medically Unexplained
Symptoms in Primary Care. Dtsch Arztebl Int 2015;112:279—-87. doi:10.3238/arztebl.2015.0279

Fink P, Toft T, Hansen MS, ef al. Symptoms and Syndromes of Bodily Distress: An Exploratory
Study of 978 Internal Medical, Neurological, and Primary Care Patients. Psychosom Med
2007;69:30-9. doi:10.1097/PSY.0b013e31802e46eb

Reid S, Whooley D, Crayford T, et al. Medically unexplained symptoms—GPs’ attitudes towards
their cause and management. Fam Pract 2001;18:519-23. doi:10.1093/fampra/18.5.519

Hanel G, Henningsen P, Herzog W, et al. Depression, anxiety, and somatoform disorders: Vague
or distinct categories in primary care? Results from a large cross-sectional study. J Psychosom Res
2009;67:189-97. doi:10.1016/j.jpsychores.2009.04.013

Kohlmann S, Gierk B, Hilbert A, et al. The overlap of somatic, anxious and depressive
syndromes: A population-based analysis. J Psychosom Res 2016;90:51-6.
doi:10.1016/j.jpsychores.2016.09.004

17

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

BMJ Open

Lowe B, Spitzer RL, Williams JBW, et al. Depression, anxiety and somatization in primary care:
syndrome overlap and functional impairment. Gen Hosp Psychiatry 2008;30:191-9.
doi:10.1016/j.genhosppsych.2008.01.001

Konnopka A, Schaefert R, Heinrich S, et al. Economics of Medically Unexplained Symptoms: A
Systematic Review of the Literature. Psychother Psychosom 2012;81:265-75.
doi:10.1159/000337349

Rask MT, Ornbel E, Rosendal M, et al. Long-Term Outcome of Bodily Distress Syndrome in
Primary Care: A Follow-Up Study on Health Care Costs, Work Disability, and Self-Rated Health.
Psychosom Med 2017;79:345-57. doi:10.1097/PSY.0000000000000405

Cook NL, Hicks LS, O’Malley Al, et al. Access to specialty care and medical services in
community health centers. Health Aff (Millwood) 2007;26:1459—-68.

Cunningham PJ. Beyond Parity: Primary Care Physicians’ Perspectives On Access To Mental
Health Care. Health Aff (Millwood) 2009;28:w490-501. doi:10.1377/hlthaff.28.3.w490

Zimmermann-Schlegel V, Hartmann M, Sklenarova H, et al. Accessibility, Availability, and
Potential Benefits of Psycho-Oncology Services: The Perspective of Community-Based
Physicians Providing Cancer Survivorship Care. The oncologist 2017;22:719-217.

Patel V, Chisholm D, Parikh R, et al. Addressing the burden of mental, neurological, and
substance use disorders: key messages from Disease Control Priorities, 3rd edition. The Lancet
2016;387:1672-85. doi:10.1016/S0140-6736(15)00390-6

Thornicroft G, Chatterji S, Evans-Lacko S, ef al. Undertreatment of people with major depressive
disorder in 21 countries. Br J Psychiatry 2017;210:119-24. doi:10.1192/bjp.bp.116.188078

Wang PS, Lane M, Olfson M, et al. Twelve-month use of mental health services in the united
states: Results from the national comorbidity survey replication. Arch Gen Psychiatry
2005;62:629—-40. doi:10.1001/archpsyc.62.6.629

Greenhalgh T, Shaw S, Wherton J, et al. Real-World Implementation of Video Outpatient
Consultations at Macro, Meso, and Micro Levels: Mixed-Method Study. J Med Internet Res
2018;20. doi:10.2196/jmir.9897

Hutton C, Gunn J. Do longer consultations improve the management of psychological problems in
general practice? A systematic literature review. BMC Health Serv Res 2007;7:71.
doi:10.1186/1472-6963-7-71

von dem Knesebeck O, Koens S, Marx G, et al. Perceptions of time constraints among primary
care physicians in Germany. BMC Fam Pract 2019;20:1-5. doi:10.1186/s12875-019-1033-5

Angermeyer MC, Auwera S van der, Carta MG, et al. Public attitudes towards psychiatry and
psychiatric treatment at the beginning of the 21st century: a systematic review and meta-analysis
of population surveys. World Psychiatry 2017;16:50—61. doi:10.1002/wps.20383

Burbaum C, Stresing A-M, Fritzsche K, et al. Medically unexplained symptoms as a threat to
patients’ identity?: A conversation analysis of patients’ reactions to psychosomatic attributions.
Patient Educ Couns 2010;79:207-17. doi:10.1016/j.pec.2009.09.043

Peters S, Rogers A, Salmon P, ef al. What do patients choose to tell their doctors? qualitative
analysis of potential barriers to reattributing medically unexplained symptoms. J Gen Intern Med
2009;24:443-9. doi:10.1007/s11606-008-0872-x

18

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 18 of 28


http://bmjopen.bmj.com/

Page 19 of 28

oNOYTULT D WN =

26

27

28

29

30

31

32

33

34

35

36

37

38

39

BMJ Open

Henningsen P, Zipfel S, Sattel H, et al. Management of Functional Somatic Syndromes and
Bodily Distress. Psychother Psychosom 2018;87:12-31. doi:10.1159/000484413

Hoedeman R, Blankenstein AH, Feltz-Cornelis CM van der, ef al. Consultation letters for
medically unexplained physical symptoms in primary care. Cochrane Database Syst Rev
Published Online First: 2010. doi:10.1002/14651858.CD006524.pub2

Sharpe M, Naylor C. Integration of mental and physical health care: from aspiration to practice.
Lancet Psychiatry 2016;3.https://ora.ox.ac.uk/objects/uuid:48d40c76-e882-4¢99-abec-
4893f116e7b8 (accessed 1 Sep 2021).

Bleyel C, Hoffmann M, Wensing M, et al. Patients’ Perspective on Mental Health Specialist
Video Consultations in Primary Care: Qualitative Preimplementation Study of Anticipated
Benefits and Barriers. J Med Internet Res 2020;22:¢17330. doi:10.2196/17330

Haun MW, Stephan I, Wensing M, et al. Intent to Adopt Video-Based Integrated Mental Health
Care and the Characteristics of its Supporters: Mixed Methods Study Among General
Practitioners Applying Diffusion of Innovations Theory. JMIR Ment Health 2020;7:¢23660.
doi:10.2196/23660

Haun MW, Toénnies J, Krisam R, et al. Mental health specialist video consultations versus
treatment as usual in patients with depression or anxiety disorders in primary care: study protocol
for an individually randomised superiority trial (the PROVIDE-C trial). Trials 2021;22:327.
doi:10.1186/s13063-021-05289-3

Hoffmann M, Hartmann M, Wensing M, et al. Potential for Integrating Mental Health Specialist
Video Consultations in Office-Based Routine Primary Care: Cross-Sectional Qualitative Study
Among Family Physicians. J Med Internet Res 2019;21:¢13382. do0i:10.2196/13382

Hoffmann M, Wensing M, Peters-Klimm F, et al. Perspectives of Psychotherapists and
Psychiatrists on Mental Health Care Integration Within Primary Care Via Video Consultations:
Qualitative Preimplementation Study. J Med Internet Res 2020;22:¢17569. d0i:10.2196/17569

Tonnies J, Hartmann M, Wensing M, ef al. Mental Health Specialist Video Consultations Versus
Treatment-as-Usual for Patients With Depression or Anxiety Disorders in Primary Care:
Randomized Controlled Feasibility Trial. JMIR Ment Health 2021;8:€22569. do0i:10.2196/22569

Tonnies J, Oeljeklaus L, Wensing M, et al. Health policy experts’ perspectives on implementing
mental health specialist video consultations in routine primary care — a qualitative interview study.
BMC Health Serv Res 2021;21:713. doi:10.1186/512913-021-06676-x

Bidmead E, Marshall A. Covid-19 and the ‘new normal’: are remote video consultations here to
stay? Br Med Bull Published Online First: August 2020. doi:10.1093/bmb/Idaa025

Fisk M, Livingstone A, Pit SW. Telehealth in the Context of COVID-19: Changing Perspectives
in Australia, the United Kingdom, and the United States. J Med Internet Res 2020;22:¢19264.
doi:10.2196/19264

Looi JC, Allison S, Bastiampillai T, et al. Increased Australian outpatient private practice
psychiatric care during the COVID-19 pandemic: usage of new MBS-telehealth item and face-to-
face psychiatrist office-based services in Quarter 3, 2020. Australas Psychiatry 2021;29:194-9.
doi:10.1177/1039856221992634

Rosen CS, Morland LA, Glassman LH, ef al. Virtual mental health care in the Veterans Health
Administration’s immediate response to coronavirus disease-19. Am Psychol 2021;76:26.
doi:10.1037/amp0000751

19

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

40

41

42

43

44

45

46

47

48

49

50

51

52

53

54

BMJ Open

Tonnies J, Hartmann M, Wensing M, et al. Mental health specialist video consultations for
patients with depression or anxiety disorders in primary care: protocol for a randomised controlled
feasibility trial. BMJ Open 2019;9. doi:10.1136/bmjopen-2019-030003

The Commonwealth Fund. International Health Care System Profiles: Germany.
2021.https://www.commonwealthfund.org/international-health-policy-center/countries/germany

Chan A-W, Tetzlaff JM, Getzsche PC, ef al. SPIRIT 2013 explanation and elaboration: guidance
for protocols of clinical trials. BMJ 2013;346:¢7586. doi:10.1136/bm;j.e7586

Toussaint A, Léwe B, Bréhler E, et al. The Somatic Symptom Disorder - B Criteria Scale (SSD-
12): Factorial structure, validity and population-based norms. J Psychosom Res 2017;97:9-17.
doi:10.1016/j.jpsychores.2017.03.017

Toussaint A, Hiising P, Kohlmann S, et al. Detecting DSM-5 somatic symptom disorder: criterion
validity of the Patient Health Questionnaire-15 (PHQ-15) and the Somatic Symptom Scale-8
(SSS-8) in combination with the Somatic Symptom Disorder — B Criteria Scale (SSD-12).
Psychol Med 2020;50:324-33. doi:10.1017/S003329171900014X

First MB. Structured Clinical Interview for the DSM (SCID). In: The Encyclopedia of Clinical
Psychology. American Cancer Society 2015. 1-6. doi:10.1002/9781118625392.wbecp351

Hilty DM, Sunderji N, Suo S, ef al. Telepsychiatry and other technologies for integrated care:
evidence base, best practice models and competencies. Int Rev Psychiatry 2018;30:292-309.
doi:10.1080/09540261.2019.1571483

Kroenke K, Baye F, Lourens SG. Comparative validity and responsiveness of PHQ-ADS and
other composite anxiety-depression measures. J Affect Disord 2019;246:437—43.
d0i:10.1016/j.jad.2018.12.098

Cavelti M, Wirtz M, Corrigan P, et al. Recovery assessment scale: Examining the factor structure
of the German version (RAS-G) in people with schizophrenia spectrum disorders. Eur Psychiatry
2017;41:60-7.

Ware JE, Kosinski M, Keller SD. A 12-Item Short-Form Health Survey: Construction of Scales
and Preliminary Tests of Reliability and Validity. Med Care 1996;34:220-33.

Wensing M, Mainz J, Grol R. A standardised instrument for patient evaluations of general
practice care in Europe. Eur J Gen Pract 2000;6:82—7. doi:10.3109/13814780009069953

Grupp H, Konig H-H, Riedel-Heller S, et al. FIMPsy — Questionnaire for the Assessment of
Medical and non Medical Resource Utilisation in Mental Disorders: Development and
Application. Psychiatr Prax 2018;45:87-94. doi:10.1055/s-0042-118033

Ladwig I, Rief W, Nestoriuc Y. What are the Risks and Side Effects to Psychotherapy? -
Development of an Inventory for the Assessment of Negative Effects of Psychotherapy (INEP).
Verhaltenstherapie 2014;24:252—63. doi:10.1159/000367928

Von Korff M, Tiemens B. Individualized stepped care of chronic illness. West J Med
2000;172:133-7.

Heijmans M, olde Hartman TC, van Weel-Baumgarten E, ef al. Experts’ opinions on the
management of medically unexplained symptoms in primary care. A qualitative analysis of
narrative reviews and scientific editorials. Fam Pract 2011;28:444-55.
doi:10.1093/fampra/cmr004

20

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 20 of 28


http://bmjopen.bmj.com/

Page 21 of 28

oNOYTULT D WN =

55

56

57

58

59

60

61

62

63

64

65

66

BMJ Open

Behm AC, Hiising P, Lowe B, ef al. Persistence rate of DSM-5 somatic symptom disorder: 4-year
follow-up in patients from a psychosomatic outpatient clinic. Compr Psychiatry
2021;110:152265. doi:10.1016/j.comppsych.2021.152265

PISO A. Somatoforme Stérungen. Psychodynamisch-Interpersonelle Therapie (PISO). Hogrefe
Verlag 2012.

Weigel A, Maehder K, Witt M, et al. Psychotherapists’ perspective on the treatment of patients
with somatic symptom disorders. J Psychosom Res 2020;138:110228.
doi:10.1016/j.jpsychores.2020.110228

Eldridge SM, Lancaster GA, Campbell MJ, et al. Defining Feasibility and Pilot Studies in
Preparation for Randomised Controlled Trials: Development of a Conceptual Framework. PLOS
ONE 2016;11:¢0150205. doi:10.1371/journal.pone.0150205

National Institute for Health Research. Justify sample size for a feasibility study. RDS Lond.
https://www.rds-london.nihr.ac.uk/resources/justify-sample-size-for-a-feasibility-study/ (accessed
2 Jul 2021).

Lowe CIM, Wilson M, Sackley C, ef al. Blind outcome assessment: the development and use of
procedures to maintain and describe blinding in a pragmatic physiotherapy rehabilitation trial.
Clin Rehabil 2011;25:264—74. doi:10.1177/0269215510380824

Brownson RC. Dissemination and Implementation Research in Health: Translating Science to
Practice. Oxford University Press 2017.

INVOLVE. Briefing notes for researchers: involving the public in NHS, public health and social
care research. Eastleigh, UK: : INVOLVE 2012.

Joint Task Force for the Development of Telepsychology Guidelines for Psychologists.
Guidelines for the practice of telepsychology. Am Psychol 2013;68:791-800.
doi:10.1037/a0035001

Tuerk PW, Shore P. Clinical Videoconferencing in Telehealth: Program Development and
Practice. Springer 2014.

Turvey C, Coleman M, Dennison O, et al. ATA practice guidelines for video-based online mental
health services. Telemed E-Health 2013;19:722-30.

Yellowlees P. Telepsychiatry and health technologies: a guide for mental health professionals.
First edition. Arlington, VA: : American Psychiatric Association Publishing 2018.

21

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml


http://bmjopen.bmj.com/

oNOYTULT D WN =

ENROLLMENT -,

ALLOCATION 1,

INTERVENTION 1,

FOLLOW-UP 1,

—

e

il

BMJ Open

GP points out the study to potentially
eligible patients

b 4

Potential participants are screened for

eligibility

Y

Informed consent obtained and
baseline assessment completed

h

[ Randomisation (1:1 ratio) ]

3

/Intervention rou \

(n=25)

5 video consultations,
& 50 minutes:
diagnostic clarification,
developmentofa
biopsychosocial disorder
model, development of a
treatment plan

N /

A 4
/Control group \

(n=25)

Enhanced treatment
as usual by the GP:
possible referral to an
MHS or other sources of
psychosocial support
(inpatient, self-help
groups)

N 2

Assessmentat 6 months
Process evaluation through qualitative interviews

Figure 1. Study flowcha

rt

209x210mm (96 x 96 DPI)

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 22 of 28

yBuAdod Ag palosloid 1senb Ag 20z ‘0T Mdy uo /wod g uadolwq//:dny wouj papeojumoq "zzoz Iudy TT uo 0GT8S0-TZ0Z-uadolwa/9eTT 0T st paysiignd 1su1y :uado CINg


http://bmjopen.bmj.com/

Page 23 of 28

oNOYTULT D WN =

BMJ Open

STUDY PERIOD

Enrolment Allocation Post-allocation o

t+6
TIMEPOINT -t fr] b | Lia | bap | bie | Fro |
mont

Enrolment:

Screening assessment
an fndlusion and X
exclusion criteria

fnformed consent ¥

basaline assessment X

randomisation

allocation X

INTERVENTIONS:

videa consultations
with MHS * +

treatment as usual
by the GP b4 "

ASSESSMENTS:

sadodemoagraphic data X

55D-12, 5555, PHO-
ADS., RAS-G, SF-12, % %
EUROPEFS, EIMPsy’

INEF

interviews
(patients, GPs, medical ¥
assistants, MHS)

1 Somatic Symptom Disorder—B Criteria Scale (35D-12)[44], * Somatic Symptom Scale-3 (355-8)[44], * Patient Health
Chuestionnaire Anmiety and Depression Scale (PHQ-ADS)I[47], * Becovery Assessment Scale (RAS-G)[48], * 12-Item Short-
Form Health Survey (SF-12)[4%5], © patient satisfaction evaluation imstrument EUROPEP[30], * Questionnaire for the
Aszessment of Medical and non-Medical Resource Utilisation m Mental Disorders (FIMPsy)[51], % Inventory for the
Aszeszment of Negative Effects of Peychotherapy (INEPI[52]

Figure 2. Study schedule

162x223mm (96 x 96 DPI)

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

yBuAdod Ag palosloid 1senb Ag 20z ‘0T Mdy uo /wod g uadolwq//:dny wouj papeojumoq "zzoz Iudy TT uo 0GT8S0-TZ0Z-uadolwa/9eTT 0T st paysiignd 1su1y :uado CINg


http://bmjopen.bmj.com/

oNOYTULT D WN =

BMJ Open Page 24 of 28

B SPIRITV

STANDARD PrROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and
related documents®

Section/item Item Description p-
No
Administrative information
Title 1 Descriptive title identifying the study design, population, 1
interventions, and, if applicable, trial acronym
Trial registration 2a Trial identifier and registry name. If not yet registered, name of 2
intended registry
2b All items from the World Health Organization Trial Registration Data |n/a
Set
Protocol version 3 Date and version identifier 1
Funding 4 Sources and types of financial, material, and other support 1
Roles and 5a Names, affiliations, and roles of protocol contributors 1
responsibilities i ) .
5b Name and contact information for the trial sponsor 1
5c Role of study sponsor and funders, if any, in study design; collection, 1
management, analysis, and interpretation of data; writing of the
report; and the decision to submit the report for publication, including
whether they will have ultimate authority over any of these activities
5d Composition, roles, and responsibilities of the coordinating centre, n/a
steering committee, endpoint adjudication committee, data
management team, and other individuals or groups overseeing the
trial, if applicable (see Item 21a for data monitoring committee)
Introduction
Background and 6a Description of research question and justification for undertaking the 4-5
rationale trial, including summary of relevant studies (published and
unpublished) examining benefits and harms for each intervention
6b Explanation for choice of comparators 4-6
Objectives 7 Specific objectives or hypotheses 4-6
Trial design 8 Description of trial design including type of trial (eg, parallel group, 6

crossover, factorial, single group), allocation ratio, and framework
(eg, superiority, equivalence, noninferiority, exploratory)
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Methods: Participants, interventions, and outcomes

Study setting

9 Description of study settings (eg, community clinic, academic
hospital) and list of countries where data will be collected. Reference
to where list of study sites can be obtained

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility

Interventions

Outcomes

Participant
timeline

Sample size

Recruitment

criteria for study centres and individuals who will perform the
interventions (eg, surgeons, psychotherapists)

11a Interventions for each group with sufficient detail to allow replication,
including how and when they will be administered

11b  Criteria for discontinuing or modifying allocated interventions for a
given trial participant (eg, drug dose change in response to harms,
participant request, or improving/worsening disease)

11c  Strategies to improve adherence to intervention protocols, and any
procedures for monitoring adherence (eg, drug tablet return,
laboratory tests)

11d  Relevant concomitant care and interventions that are permitted or
prohibited during the trial

12 Primary, secondary, and other outcomes, including the specific
measurement variable (eg, systolic blood pressure), analysis metric
(eg, change from baseline, final value, time to event), method of
aggregation (eg, median, proportion), and time point for each
outcome. Explanation of the clinical relevance of chosen efficacy and
harm outcomes is strongly recommended

13 Time schedule of enrolment, interventions (including any run-ins and
washouts), assessments, and visits for participants. A schematic
diagram is highly recommended (see Figure)

14 Estimated number of participants needed to achieve study objectives
and how it was determined, including clinical and statistical
assumptions supporting any sample size calculations

15 Strategies for achieving adequate participant enrolment to reach
target sample size

Methods: Assignment of interventions (for controlled trials)

Allocation:

Sequence
generation

16a Method of generating the allocation sequence (eg, computer-
generated random numbers), and list of any factors for stratification.
To reduce predictability of a random sequence, details of any
planned restriction (eg, blocking) should be provided in a separate
document that is unavailable to those who enrol participants or
assign interventions
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Mechanism of implementing the allocation sequence (eg, central
telephone; sequentially numbered, opaque, sealed envelopes),
describing any steps to conceal the sequence until interventions are
assigned

Who will generate the allocation sequence, who will enrol
participants, and who will assign participants to interventions

Who will be blinded after assignment to interventions (eg, trial
participants, care providers, outcome assessors, data analysts), and
how

If blinded, circumstances under which unblinding is permissible, and
procedure for revealing a participant’s allocated intervention during
the trial

Methods: Data collection, management, and analysis

Data collection 18a
methods

18b
Data 19
management
Statistical 20a
methods

20b

20c

Methods: Monitoring

Data monitoring 21a

Plans for assessment and collection of outcome, baseline, and other
trial data, including any related processes to promote data quality
(eg, duplicate measurements, training of assessors) and a
description of study instruments (eg, questionnaires, laboratory tests)
along with their reliability and validity, if known. Reference to where
data collection forms can be found, if not in the protocol

Plans to promote participant retention and complete follow-up,
including list of any outcome data to be collected for participants who
discontinue or deviate from intervention protocols

Plans for data entry, coding, security, and storage, including any

related processes to promote data quality (eg, double data entry;
range checks for data values). Reference to where details of data
management procedures can be found, if not in the protocol

Statistical methods for analysing primary and secondary outcomes.
Reference to where other details of the statistical analysis plan can
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Methods for any additional analyses (eg, subgroup and adjusted
analyses)

Definition of analysis population relating to protocol non-adherence
(eg, as randomised analysis), and any statistical methods to handle
missing data (eg, multiple imputation)
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from the sponsor and competing interests; and reference to where
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*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013
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protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT
Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported”

license.
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ABSTRACT

Introduction: General practitioners (GP) report increasing difficulties in referring patients with somatic
symptom disorder (SSD) in specialised psychosocial care. Barriers are structural conditions of the
respective health care system and patients’ reservations against receiving specialized psychosocial care.
As patients with SSD often predominantly assume somatic influencing factors for the development and
maintenance of their somatic complaints, close collaboration between the GP and mental health
specialist (MHS) seems particularly important. Integrating internet-based video consultations by
remotely located MHS and primary care can improve effective treatment of patients with SSD by
overcoming structural barriers and provide low-threshold and timely care. The aim of this randomised
controlled feasibility trial is to investigate the feasibility of implementing of mental health specialist

video consultations in primary care practices.

Methods and analysis: Fifty primary care patients with SSD will be individually randomised in two
groups receiving either enhanced treatment as usual as provided by their general practitioner (control
group) or two vs. five video consultations conducted by an MHS additionally to enhanced treatment as
usual. The video consultations focus on a) diagnostic clarification b) the development of a
biopsychosocial disorder model and c) development of a treatment plan against the background of a
stepped-care algorithm based on clinical outcomes. We will investigate the following outcomes:
effectiveness of the recruitment strategies, patient acceptance of randomisation, practicability of the
technical and logistical processes related to implementing video consultations in the practices’

workflows, feasibility of the data collection, and clinical parameters.

Ethics and dissemination: This trial has undergone ethical scrutiny and has been approved by the
Medical Faculty of the University of Heidelberg Ethics Committee (S-620/2021). The findings will be
disseminated to the research community through presentations at conferences and publications in
scientific journals. This feasibility trial will prepare the ground for a large-scale, fully-powered

randomised controlled trial.

Trial registration number: DRKS00026075.
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ARTICLE SUMMARY

Strengths and limitations of this study

= This is one of the first feasibility trials investigating mental health specialist video

consultations for patients with somatic symptom disorder (SSD) presenting in primary care.

*  We will transform and tailor an already tested integrated mental health treatment model,
originally developed for depression and anxiety, for patients with SSD, who may benefit
particularly due to high barriers in referral to specialised care.

= Given the nature of our feasibility study, we will not be able to determine intervention
effectiveness at this point, but our findings will inform the design of a sufficiently powered

randomised controlled trial.
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INTRODUCTION

According to the Diagnostic and Statistical Manual of Mental Disorders (DSM-5), catastrophizing
cognitions, feelings and behaviours (B-criterion) in response to “one or more somatic symptom(s) that
is/are distressing or result(s) in significant disruption of daily life” (A-criterion) are core characteristics
of somatic symptom disorder (SSD)[1]. In contrast to the former conceptualization of “somatoform”
disorders in DSM-IV[2] and ICD-10[3] the diagnosis SSD does not require no or no sufficient medical
explanation for the distressing somatic symptoms. Thus, patients with somatic disorders such as
cardiovascular disease or cancer may now be diagnosed with SSD, in case of experiencing the described
symptoms for a period of at least 6 months (C-criterion).

While the prevalence of clinically diagnosable SSD in the general population is estimated at 5-7 % [4];
subsyndromal manifestations of SSD are far more common][5]. Further, Haller and colleagues[6] found
a prevalence of 26.2 % (DSM-1V) and 34.8 % (ICD-10) for at least one somatoform disorder in general
practices, making these symptoms to one of the most common reasons for consultations in primary
care[7,8]. Although these symptoms are often associated with a) considerable suffering and
psychosocial impairment, b) increased comorbidities with other mental disorders (e. g. depressive and
anxiety disorders[9—-11]), and ¢) increased costs for the health care system[12,13], general practitioners
(GP) report increasing difficulties in referring patients with mental disorders in specialized mental health
care[ 14-16].

Even when effective treatment options are available — as is the case in many Western healthcare
systems[17] — these difficulties often remain due to a) long waiting times with specialists[15,18,19], b)
long travel distances, especially in rural and remote locations[20], and c) severe time constraints in
primary care, complicating accurate diagnosis by GPs[21,22]. In addition, patients often have
reservations against specialized mental health care[23]. Since patients with SSD often find it difficult to
accept that they suffer from a mental and not (exclusively) from a somatic disorder[24,25], patients’
reservations are of particular importance here. Further, these disorder-related reservations particularly
necessitate a close collaboration between the GP and mental health specialist (MHS) in the effective

treatment of patients with SSD[26-28].
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To resolve these challenges, one strategy is to define, implement and evaluate innovative care models,
that are tailored both to the specific conditions of the respective care system as well as to the specific
needs of patients with SSD. For patients with depressive and anxiety disorders, the junior research group
PROVIDE (ImPROving cross-sectorial collaboration between primary and psychosocial care: An
implementation study on VIDEo consultations) has been defining, tailoring and evaluating an integrated
psychosocial care model compatible with small and/or remote general practices [29-35]

(https://www.provide-project.de/vision/). Specifically, this model features MHS video consultations

(MHSVC) in primary care. While the MHS is situated in her/his office, private practice or another
suitable, designated room at home, the patient receives the telemedical service in her/his general
practice. While the results of the large RCT examining the efficacy of this model are still pending, the
intervention in the PROVIDE-B feasibility trial was found to be feasible, acceptable and secure for
patients, general practice staff and MHS[34]. In addition, during the COVID-19-pandemic video
consultations have been implemented rapidly in many health care systems and providers and patients
become more familiar with this mode of care delivery[36-39].

For progressing in this way, our aim is to offer a similar integrated care model to patients with SSD.
While the formal conditions of the model (duration and frequency of consultations, location of the
patient and MHS etc.) will be retained [31,40], the psychosocial intervention will be adapted to the
specific needs of patients with SSD (e. g. development of a shared, multifactorial model of aetiology).
In this protocol, we describe a randomised trial to assess the feasibility of MHSVC in patients with SSD

in primary care.

METHODS AND ANALYSIS

Study setting

The main setting are general practices in the southwest (Baden-Wuerttemberg) of Germany. In
Germany, general practitioners have no formal gatekeeping function and individuals have free choice
among GPs and specialists[41]. Remote video-based treatment is not very common in the German health
care system and reimbursement for such treatments is capped at a maximum number per quarter, varying

in different specialties. However, during the COVID-19 pandemic the use of remote video-based
5
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treatment has increased as everywhere else. In our study, the patient will be situated in the general
practice and MHS in her office or another suitable offsite location. The participating GP practices have
experience with MHSVC, already having participated in a large pragmatic effectiveness trial of the

PROVIDE Project implementing MHSVC for patients with depression and anxiety disorders.

Study design

This study is a multicentric, prospective, assessor blinded and individually randomised controlled
feasibility trial. After inclusion of patients, the individual intervention period will be three months; the
total time of recruitment is planned to be six months. There will be two main measurements including a
baseline assessment just prior to randomisation and a post assessment at six months after inclusion. At
month four and five after inclusion there will be two additional short measurements focusing on health
care services use only. Patient recruitment started in October 2021 and will be completed in March 2022.
Data collection will be completed in August 2022. The study will be implemented and reported in line
with Standard Protocol Items: Recommendations for Interventional Trials (SPIRIT) guidelines

(Appendix 1)[42].

Inclusion and exclusion criteria

Patients

Inclusion criteria require patients to 1) exceed cut-offs of a) 9 points on the Somatic Symptom Scale-8
(SSS-8) and b) 15 points for female patients and 12 for male patients, respectively on the Somatic
Symptom Disorder—B Criteria Scale (SSD-12), respectively[43,44], 2) currently have no or as yet
insufficient treatment (psychotherapy, psychopharmacotherapy, or both) or difficulty with adherence,
3) agree to participate in the study by written informed consent, 4) be capable of giving consent and 5)
be 18 years or older. Although any one somatic symptom may not be continuously present, 6) the state
of being symptomatic is persistent (typically more than 6 months). Exclusion criteria are as follows: 1)
risk of endangerment to others and/or risk of self-endangerment, 2) need for emergency medical
treatment, e.g. admission or rehabilitation, 3) acute psychotic symptoms, e.g. persecutory delusions

and/or thought insertion, 4) severe cognitive impairment or dementia, 5) significant hearing and/or
6
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visual impairment, 6) pregnancy in the > 2nd trimester and 7) insufficient German language proficiency.
To ensure maximum generalisability, general practitioners as experts for their patients will decide
whether treatment has been insufficient or whether there have been difficulties with adherence so far.
All other inclusion and exclusion criteria will be assessed through standardized computer-assisted
telephone interviews (CATI) conducted by a study team member. Acute psychotic symptoms will be
assessed by using a list of symptoms which originates from the Structured Clinical Interview for DSM-5

(SCID-5)[45].

General practices and mental health specialists

Inclusion criteria for practices are as follows: 1) general practice (specialist in general medicine or
internal medicine), 2) team members who are able familiarise patients with video consultations, and 3)
written informed consent. Exclusion criteria for the practices are 1) lack of a designated room for the
video consultations to ensure confidentiality and 2) lack of internet access or low bandwidth (<384
kbps). The participating MHS must be a licensed psychotherapist or advanced trainee in psychotherapy

(that is, at least 1,200 hours of treatment experience) and give written informed consent.

Study procedures

For enrolling practices, we will visit each participating practice once. During this visit we will deposit
the study documents for patients (including questionnaire, information leaflet and written consent form)
in the practice and we will obtain informed consent from the practice team. The team member with the
most experience in MHSVC, mostly gained during PROVIDE-C, will be responsible for initiating video
consultations and will serve as contact person for MHS, patients, and the study team. By assigning the
most experienced team member to this task, we are confident that we will minimize potential difficulties
with handling video consultations and consequently minimize task-related expenses. In fact, technical
competency is regarded as crucial for successfully implementing telepsychiatry services[46].
Additionally, during the enrolment visit we will address remaining questions and equip the teams with
a study handbook including comprehensive descriptions of the target patient group and target disorder,

the secure videoconferencing platform and contingency plans in case of technical failures including
7
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study team’s contact details. GPs will then start recruiting patients by forwarding their contact
information to the study team. We assume that the therapeutic alliance between GP and patient, which
in most cases has already existed for several years, will promote the willingness of patients to participate
in the study. Especially for patients with SSD who often have reservations against specialized mental
health care[23] because they find it difficult to accept that they suffer from a mental and not (exclusively)
from a somatic disorder[24,25], the therapeutic alliance between GP and patient can function as a
facilitator for study participation. The fact that our intervention is rather a short-term intervention than
it is a long-term psychotherapeutic treatment, may also contribute to a general openness on the patients’
side. To screen patients using the SSS-8 and the SSD-12, the study team will employ CATI. Interested
eligible patients will provide written informed consent by mailing the signed consent form back to the
trial coordination centre. They will either send the filled-out baseline questionnaire along or fill it out
on an online assessment. Patients will be randomly allocated to the intervention or the control condition.

The study flow is depicted in Figure 1.

Intervention

Given that many GPs find it particularly challenging to address patients with SSD, the VISION
intervention targets both patients and their general practice teams (including GPs).

Targeting the general practice teams, we will schedule a video conferencing session (if not feasible, a
telephone call) with all participating practice teams, in which we will a) inform the team about the
concept of SSD as defined in DSM-5 (including diagnostic criteria) and convey current treatment
recommendations for patients in primary care. In this training, we will especially focus on the aspect
that in contrast to the former conceptualization of “somatoform” disorders in DSM-IV[2] and ICD-
10[3], the diagnosis SSD does not require no or no sufficient medical explanation for the distressing
somatic symptoms. During the video conferencing session, we will also b) introduce the participating
MHS, and c) clarify the regular time slots for the consultations.

For targeting patients, we will follow an integrated stepped care PROVIDE approach directly embedded
in the general practice[47]. Specifically, patients allocated to the intervention group will receive either

two or five 50-minute MHSVC depending on their level of symptoms and taking place in biweekly
8

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 8 of 31


http://bmjopen.bmj.com/

Page 9 of 31

oNOYTULT D WN =

BMJ Open

intervals. The video consultations will be carried out on a secure (i.e. encrypted), web-based
videoconferencing platform on a subscription basis (arztkonsultation ak  GmbH,

https://arztkonsultation.de) at fixed time slots the MHS and general practice team have previously agreed

on. Appointments for the next video consultation will be mutually scheduled between the patient and
the MHS at the end of the previous session, and the MHS will forward the appointments to the general
practice. Within two days prior to the first video consultation, there will be a brief hand-off of the patient
from the GP to the MHS. At the beginning of each consultation, a practice team member will escort the
patient to the room designated for video consultations, set up the computer tablet and the
videoconferencing platform, address the patients’ questions (if applicable) and then leave the room.
Following the last video consultation, the MHS will send a comprehensible case summary to both the
patient and the GP. The case summary will be attached to the patients’ medical record in her/his general
practice and may be an important basis for shared decisions on follow-up procedures.

Only patients requiring further treatment following the intervention will be motivated to seek
outpatient/inpatient psychosocial care. If necessary, changes in treatment (e.g. establishment of fixed,
regular contacts between the GP and the patient independent of somatic symptoms) are coordinated
between the GP and the MHS[48]. The intervention consists of core elements and optional elements.
Whereas core elements are elements that must be applied, optional elements may be applied throughout
the intervention as needed, allowing for individualized patient support. Core elements of the intervention
are the following: 1) diagnostic clarification (incl. systematic assessment/diagnostics), 2) interventions
aimed at rapid stabilisation of the patient (e.g., by means of psychoeducation on psychophysiological
interactions arising from cognitive processes such as catastrophizing thinking or symptom focusing)
[49]. Provided that the patient is identified as requiring treatment beyond the two minimal MHSVC, the
intervention also includes brief psychological therapy aimed at the development of a biopsychosocial
disorder model. For this purpose, a somatic complaint diary, body-oriented relaxation techniques, and
tangential conversational skills will be applied. Behavioural activation leveraging the patient’s strengths
and resources will be applied throughout the intervention as optional elements [50]. During the
individual intervention period, there will be no restrictions on patients receiving treatment from their
GP and/or the practice team.

9
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Control condition

Patients allocated to the control group will receive enhanced treatment as usual provided by the GP who
will have undergone the above-mentioned initial training on the diagnosis of SSD and current treatment
recommendations. This may or may not include a referral to an MHS. We expect that most people with
SSD are currently treated by their GP due to the patients’ fixation on a somatic explanation for their
symptoms and persistent barriers to specialist mental health services [51]. There will not be any

restrictions to the usual treatment by the GP.

Sample size

Since the aim of this study is to establish feasibility of a full trial (i. e. the aim of this study is not to
provide evidence of a statistically significant difference between the two treatment conditions), a formal
sample size calculation was not carried out [52]. Instead, we project a target sample size of N = 50
participants. In determining the sample size, we followed the recommendations for conducting pilot and
feasibility trials as described by the National Institute for Health Research [53]. A sample size of N =

50 patients offers a reasonable test of the intervention to assess the feasibility objectives [52,54-56].
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Recruitment

General practitioners

We planned to recruit five general practices for this feasibility trial. After recruitment had started in
these practices, the COVID booster vaccination campaign launched in Germany. As a result, the
participating general practices faced an enormous workload as being responsible for a large number of
patients. Consequently, the recruitment process lagged, and we decided to enrol four additional practices
that had previously been considered as back-up practices. They were informed and prepared for a quick
enrolment, which then worked out seamless and they started recruiting patients immediately. General
practices were recruited during their participation in the PROVIDE-C trial, as they met the inclusion
criteria and were committed to the video-based, integrated care model in the first place. During the initial
preparation call and the on-site visit, we informed the practice teams about the study including the
concomitant process evaluation and the assessments involved. The participation requires the signed

informed consent.

Mental health specialists

The MHS (LG) is a psychotherapist trainee in the advanced training period (e. g. > 200 hours of
theoretical and > 1200 hours of clinical training) at the Institute for Psychotherapy, Heidelberg (HIP),
which is a state-approved psychotherapeutic training facility at Heidelberg University Hospital. The
MHS has experience in treating patients with SSD and has also been involved in developing the VISION
intervention. She will receive biweekly supervision by a senior consultant in psychosomatic medicine.
For the MHS, the expected weekly time expenditure of the MHS for the realisation of the intervention

will be approximately 11 hours (ten hours of consultations, one hour of supervision).

Patients

General practitioners will recruit patients during their regular clinic hours. Based on their clinical
judgement, GPs will prospectively select individuals suspected to suffer from a somatoform disorder or
an SSD and present the study to them. If the patient agrees to receive more information, she or he will

11
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be handed the study documents including questionnaires, information leaflet and informed consent form
and subsequently will be contacted by the study team who will screen her or him with respect to the
eligibility criteria during a standardised Computer-Assisted Telephone Interview (CATI). Eligible
patients will then be able to raise questions with the principal investigator who will answer them.
Patients who are interested to participate will mail the filled-out questionnaire and the signed informed
consent which is required for study participation to the study centre. Whenever inclusion is not possible,
we will record the reason, the recruiting general practice along with patient age and gender. By recording
this information, we will be able to conduct a comprehensive non-responder analysis which will provide

us further insights of the acceptance of the intervention.

Randomisation

Patients will be randomly allocated to one of the two study conditions (treatment-as-usual, TAU vs.
video consultation model (additionally to TAU)) in a 1:1 ratio. After having obtained the informed
consent, we will conduct the randomisation centrally at the study centre. The web-based application
Randomizer Version 2.0.3 of the Institute for Medical Informatics, Statistics and Documentation of the
Medical University of Graz, Austria (https://www.randomizer.at) will be used. It ensures the
concealment of the treatment sequence up to the allocation by central randomisation. The treatment
sequence is generated through a computer-generated sequence of random numbers. Randomisation of
participants will be stratified by general practice and balanced for symptom severity at the screening
measured with the SSD-12 (two levels with SSD-12 < 28 for female patients and < 25 for male patients,
respectively for low to medium symptom severity and > 28 for female patients and > 25 for male
patients, respectively for high symptom severity) using minimisation. A member of the Institute of
Medical Biometry and Informatics, Heidelberg University, not involved in the patient recruitment will
randomise. We will ensure that the assessors who will collect the data will be blinded to the allocated

treatment.

Measurements
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In this study, we will assess feasibility and acceptance not only of the intervention, but also of study
procedures, such as data collection as it would occur in a sufficiently powered effectiveness trial.
Therefore, we will collect data on several clinical endpoints and will assess whether these procedures

are appropriate for this specific patient group.

Patients’ health status

For patients, the baseline assessment will take place before randomisation and include a set of validated
questionnaires: SSD-12 and SSS-8[44], Patient Health Questionnaire Anxiety and Depression Scale
(PHQ-ADS)[57], Recovery Assessment Scale (RAS-G)[58], 12-Item Short-Form Health Survey (SF-
12)[59], and the patient satisfaction evaluation instrument EUROPEP[60]. Since in the specific patient
group with SSD it is common to have a high use of medical services, we will assess health services use
at baseline and follow-up and additionally after the fourth and fifth month after inclusion using the
Questionnaire for the Assessment of Medical and non-Medical Resource Utilisation in Mental Disorders
(FIMPsy)[61]. Post measurements will be conducted six months after enrolment in the study and will
include the same instruments plus, in the intervention group, the Inventory to Negative Effects of
Psychotherapy (INEP) to measure potential adverse effects[62]. As part of the blind outcome
assessment, a research assistant who will be blinded to participant allocation, will conduct the post
measurement in CATIs with the participants. According to current recommendations, we specifically
will make sure that the outcome assessor will not be present when discussing individual patients and
avoid mentioning any names or assigned treatments[63]. In addition, we will instruct patients before the
interview not to mention which group, control or intervention, they belonged to. In the case of
unintentional unblinding during the assessment the assessor will document how, and at which point the
unblinding unfolded. Hence, we will be able to subsequently determine the extent to which blinded

assessment was successful. The study schedule is depicted in Figure 2 in line with the SPIRIT guidelines.

Feasibility

To assess process feasibility from the patients’ perspective, we will conduct semi-guided qualitative

interviews with patients from the intervention group stratified by practice site and symptom severity
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(SSD-12; two levels: low to medium symptom severity and high symptom severity). By applying this
criterion, we aim for maximizing the transferability of our feasibility findings, e.g., with respect to
compatibility with existing clinical workflows. To evaluate the acceptability of both study and
intervention procedures, we will analyse patients’ perceptions whether the intervention and study
procedures have been agreeable as well as logistically and technically practical [64]. To evaluate the
feasibility, adequacy and acceptance of the proposed model in greater detail from the providers’
perspective, we will conduct individual qualitative semi-guided interviews with all GPs, all team

members responsible for initiating video consultations, and the MHS.

Outcomes

Since this is a feasibility trial, we will not test any hypotheses or perform any statistical tests. Thus, we
do not expect any effects of the intervention in this small sample. Instead, we expect that a) our trial
design (incl. study procedures such as recruitment strategy, data collection procedures, randomization
and logistic aspects) is appropriate and b) that MHSVC are feasible in this specific population (e. g.

patients with SSD) and in this specific setting (e. g. general practices).

To determine the feasibility of a subsequent large-scale RCT for patients with SSD, we will assess the

following outcomes and aspects[52]:

= sufficiency and efficiency of recruitment strategies for intervention and control group

= adherence for intervention group

= feasibility of study procedures (e.g., patient and provider acceptance of randomisation and
outcome measurements)

= feasibility of intervention procedures (manual fidelity, patient acceptance of MHSVC, patient

safety)

We will operationalise the sufficiency of recruiting strategies and the acceptance of randomisation by
measuring recruitment and retention rates. We will record reasons for non-participation or dropping-
out. Adherence will be assessed by the ratio of scheduled and actually conducted MHSVC. Regarding

manual fidelity, after every MHSVC, the MHS will systematically document which elements of the
14
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intervention was used in the respective session. With respect to process outcomes on the overall
practicability of the intervention and the related study procedures, we will draw on qualitative data

generated by in-depth interviewing of patients, practice staff, and MHS.

Data analysis

To promote data quality, we will use the password protected online survey tool (Enterprise Feedback
Suite (EFS) Survey, Questback GmbH) during the CATIs and enter data from the mail survey there. To
minimise implausible data entry, we will enforce data integrity using forced or multiple-choice items
wherever possible. Two members of the study team will have access to the data and will prepare it prior
to data analysis. Quantitative data regarding the feasibility of a following large-scale RCT, e.g., overall
recruitment yield (number randomised per number screened), the recruitment rate (number recruited and
randomised per general practice per month), consent rate (number randomised per number eligible), and
attrition at study completion, along with information on health services use from questionnaires will be
analysed applying descriptive statistics (absolute and relative frequencies, measures of central tendency,
and measures of variability). To illustrate participant flow, we will report results in a CONSORT
diagram. We will describe patients’ reasons for non-participation and will conduct a non-responder
analysis. We will also analyse questionnaire outcome data descriptively. Qualitative data generated in
the process evaluation will be subjected to thematic analysis which we will conduct in the qualitative
data analysis software MAXQDA 2020 or higher. Specifically, we will derive key theme bottom-up.
We will align all study publications with recommendations from statements for observational and

feasibility studies.

Missing values

Throughout the whole process of data collection, we will try to minimize the amount of missing values
by carrying out most assessments by making use of CATIs (i. e. screening, follow-up). With regard to
missing values occurring during the collection of baseline-data, we will check the completeness of each
patients’ baseline questionnaire prior to randomization. These two procedures will reduce the amount

of missing values due to carelessness on the part of the patient and research team. Missing values
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occurring beyond these two procedures, we will consider as important findings in the context of this
feasibility trial: For example, a possible scenario is, that several patients do not want to answer one or
more specific questions in the questionnaires. By respecting this, we will gain important information on

the acceptance and appropriateness of the questionnaires used.

Patient and public involvement

We involved three patient partners (two females, one male) during the planning phase of the study. The
patient partners were currently being treated in a mental health inpatient clinic for SSD (among other
diagnoses). Specifically, the patient partners were involved in the conceptualisation of the trial
procedures and materials. They revised the draft version of the intervention and all trial materials
including information leaflet, consent form and the questionnaire sets with extra regard to clarity and
understanding from the service user perspective. We will continue to involve the patient partners during

the trial accounting for guidance for public involvement in research[65].

ETHICS AND DISSEMINATION

Participants will be asked to provide informed consent prior to baseline assessment. In advance, they
will receive detailed information about the study and their right to withdraw it without the obligation to
give reasons. Subsequently they will have the opportunity to raise questions with the principal
investigator who will answer them. To adequately prepare the MHS for the intervention, the study
manual will be based on experiences from prior projects and existing recommendations for
telepsychiatry[66—69]. Moreover, MHS will be supported by a biweekly supervision which will be led
by a senior consultant both in general and psychosomatic medicine from the Department of General
Internal Medicine and Psychosomatics, Heidelberg University. We do not expect major relevant risks
for participants irrespective of phases of emotional arousal which frequently occur during
psychotherapy. Findings from our own prior works support this expectation. Any potential adverse
effects originate from the intervention will be systematically captured by using the INEP as part of the

post measurement. The time burden for the participants arising from the assessments will be of a
16
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reasonable amount. The data collection and storage will be conducted in accordance with the General
Data Protection Regulation (GDPR) which ensures a high level of data safety and a conscientious
handling of all the patient, practice, and therapist data. Ethical approval for the study has been granted
from the Medical Faculty of the University of Heidelberg Ethics Committee, Reference S-620/2021.
Additionally, considering that the study will take place in routine general practice, we obtained the
ethical approval of the State Chamber of Physicians Baden-Wuerttemberg. As part of a wider
dissemination, the results of this feasibility trial will inform the setup of a large-scale randomised trial
which is supposed to evaluate broad regional implementation of MHSVC for patients with SSD in
primary care. Moreover, we will publish and present key findings on conferences and in internationally

recognised peer reviewed journals.

DISCUSSION

To the best of our knowledge, we conduct one of the first feasibility trials on MHSVC for patients with
SSD in European routine primary care. As a low-threshold model embedded in a familiar environment,
MHSVC in general practices may be of particular value for affected patients, as close collaboration
between GPs and MHSs in their effective treatment is of particular importance. Given that the
acceptance and satisfaction of video-based mental health treatment facilitated by the COVID-19
pandemic has already been demonstrated[34,70—72], this study will primarily provide results on the
feasibility of the specific (core) elements of this model and prepare the ground for a fully powered RCT
on its broader rollout. Accordingly, an important limitation of the study is that no conclusions on the
effectiveness of the intervention can be made. Another important aspect is that this feasibility trial will
be conducted under the conditions of the COVID-19 pandemic. Since we cannot yet estimate for how
long we will have to cope with the pandemic-related restrictions (e. g. contact restrictions, modified
working conditions), their related consequences (e. g. increase in psychosocial distress for many people
which may lead to an increased need for mental health consultations in primary care practices) and
related increased demands on our health care system (e. g. increased workload for GPs and thus little
capacity to engage in “additional” tasks such as recruiting patients for an effectiveness trial), this aspect

may represent either a strength or limitation with regard to a possible subsequent effectiveness trial.
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FIGURE LEGENDS

Figure 1: Study flowchart

! Somatic Symptom Disorder—B Criteria Scale (SSD-12)[44], 2 Somatic Symptom Scale-8 (SSS-8)[44], 3 Patient Health
Questionnaire Anxiety and Depression Scale (PHQ-ADS)[57], 4 Recovery Assessment Scale (RAS-G)[58], * 12-Item Short-
Form Health Survey (SF-12)[59], ¢ patient satisfaction evaluation instrument EUROPEP[60], 7 Questionnaire for the
Assessment of Medical and non-Medical Resource Utilisation in Mental Disorders (FIMPsy)[61], 8 Inventory for the
Assessment of Negative Effects of Psychotherapy (INEP)[62]

Figure 2: study schedule
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B SPIRITV

STANDARD PROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and
related documents*

Section/item Item Description p.
No
Administrative information
Title 1 Descriptive title identifying the study design, population, 1
interventions, and, if applicable, trial acronym
Trial registration  2a Trial identifier and registry name. If not yet registered, name of 2
intended registry
2b All items from the World Health Organization Trial Registration Data |n/a
Set
Protocol version 3 Date and version identifier 1
Funding 4 Sources and types of financial, material, and other support 1
Roles and ba Names, affiliations, and roles of protocol contributors 1
responsibilities i ) ]
5b Name and contact information for the trial sponsor 1
5c Role of study sponsor and funders, if any, in study design; collection, 1
management, analysis, and interpretation of data; writing of the
report; and the decision to submit the report for publication, including
whether they will have ultimate authority over any of these activities
5d Composition, roles, and responsibilities of the coordinating centre, n/a
steering committee, endpoint adjudication committee, data
management team, and other individuals or groups overseeing the
trial, if applicable (see Item 21a for data monitoring committee)
Introduction
Background and 6a Description of research question and justification for undertaking the  4-5
rationale trial, including summary of relevant studies (published and
unpublished) examining benefits and harms for each intervention
6b Explanation for choice of comparators 4-6
Objectives 7 Specific objectives or hypotheses 4-6
Trial design 8 Description of trial design including type of trial (eg, parallel group, 6

crossover, factorial, single group), allocation ratio, and framework
(eq, superiority, equivalence, noninferiority, exploratory)
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Methods: Participants, interventions, and outcomes

Study setting

9 Description of study settings (eg, community clinic, academic
hospital) and list of countries where data will be collected. Reference
to where list of study sites can be obtained

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility

Interventions

Outcomes

Participant
timeline

Sample size

Recruitment

Methods: As
Allocation:

Sequence
generation

criteria for study centres and individuals who will perform the
interventions (eg, surgeons, psychotherapists)

11a Interventions for each group with sufficient detail to allow replication,
including how and when they will be administered

11b  Criteria for discontinuing or modifying allocated interventions for a
given trial participant (eg, drug dose change in response to harms,
participant request, or improving/worsening disease)

11c Strategies to improve adherence to intervention protocols, and any
procedures for monitoring adherence (eg, drug tablet return,
laboratory tests)

11d Relevant concomitant care and interventions that are permitted or
prohibited during the trial

12 Primary, secondary, and other outcomes, including the specific
measurement variable (eg, systolic blood pressure), analysis metric
(eg, change from baseline, final value, time to event), method of
aggregation (eg, median, proportion), and time point for each
outcome. Explanation of the clinical relevance of chosen efficacy and
harm outcomes is strongly recommended

13 Time schedule of enrolment, interventions (including any run-ins and
washouts), assessments, and visits for participants. A schematic
diagram is highly recommended (see Figure)

14 Estimated number of participants needed to achieve study objectives
and how it was determined, including clinical and statistical
assumptions supporting any sample size calculations

15 Strategies for achieving adequate participant enrolment to reach
target sample size

sighment of interventions (for controlled trials)

16a Method of generating the allocation sequence (eg, computer-
generated random numbers), and list of any factors for stratification.
To reduce predictability of a random sequence, details of any
planned restriction (eg, blocking) should be provided in a separate
document that is unavailable to those who enrol participants or
assign interventions
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Allocation 16b
concealment
mechanism

Implementatio 16¢
n

Blinding 17a
(masking)

17b

BMJ Open

Mechanism of implementing the allocation sequence (eg, central
telephone; sequentially numbered, opaque, sealed envelopes),
describing any steps to conceal the sequence until interventions are
assigned

Who will generate the allocation sequence, who will enrol
participants, and who will assign participants to interventions

Who will be blinded after assignment to interventions (eg, trial
participants, care providers, outcome assessors, data analysts), and
how

If blinded, circumstances under which unblinding is permissible, and
procedure for revealing a participant’s allocated intervention during
the trial

Methods: Data collection, management, and analysis

Data collection 18a
methods

18b
Data 19
management
Statistical 20a
methods

20b

20c

Methods: Monitoring

Data monitoring  21a

Plans for assessment and collection of outcome, baseline, and other
trial data, including any related processes to promote data quality
(eg, duplicate measurements, training of assessors) and a
description of study instruments (eg, questionnaires, laboratory tests)
along with their reliability and validity, if known. Reference to where
data collection forms can be found, if not in the protocol

Plans to promote participant retention and complete follow-up,
including list of any outcome data to be collected for participants who
discontinue or deviate from intervention protocols

Plans for data entry, coding, security, and storage, including any

related processes to promote data quality (eg, double data entry;

range checks for data values). Reference to where details of data
management procedures can be found, if not in the protocol

Statistical methods for analysing primary and secondary outcomes.
Reference to where other details of the statistical analysis plan can
be found, if not in the protocol

Methods for any additional analyses (eg, subgroup and adjusted
analyses)

Definition of analysis population relating to protocol non-adherence
(eg, as randomised analysis), and any statistical methods to handle
missing data (eg, multiple imputation)

Composition of data monitoring committee (DMC); summary of its

role and reporting structure; statement of whether it is independent
from the sponsor and competing interests; and reference to where
further details about its charter can be found, if not in the protocol.

Alternatively, an explanation of why a DMC is not needed
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Auditing 23
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Description of any interim analyses and stopping guidelines,
including who will have access to these interim results and make the
final decision to terminate the trial

Plans for collecting, assessing, reporting, and managing solicited and
spontaneously reported adverse events and other unintended effects
of trial interventions or trial conduct

Frequency and procedures for auditing trial conduct, if any, and
whether the process will be independent from investigators and the
sponsor

Ethics and dissemination

Research ethics 24
approval

Protocol 25
amendments
Consent or 26a
assent

26b

Confidentiality 27

Declaration of 28
interests

Access to data 29

Ancillary and 30
post-trial care
Dissemination 3la
policy
31b
3lc

Plans for seeking research ethics committee/institutional review
board (REC/IRB) approval

Plans for communicating important protocol modifications (eg,
changes to eligibility criteria, outcomes, analyses) to relevant parties
(eg, investigators, REC/IRBs, trial participants, trial registries,
journals, regulators)

Who will obtain informed consent or assent from potential trial
participants or authorised surrogates, and how (see Item 32)

Additional consent provisions for collection and use of participant
data and biological specimens in ancillary studies, if applicable

How personal information about potential and enrolled participants
will be collected, shared, and maintained in order to protect
confidentiality before, during, and after the trial

Financial and other competing interests for principal investigators for
the overall trial and each study site

Statement of who will have access to the final trial dataset, and
disclosure of contractual agreements that limit such access for
investigators

Provisions, if any, for ancillary and post-trial care, and for
compensation to those who suffer harm from trial participation

Plans for investigators and sponsor to communicate trial results to
participants, healthcare professionals, the public, and other relevant
groups (eg, via publication, reporting in results databases, or other
data sharing arrangements), including any publication restrictions

Authorship eligibility guidelines and any intended use of professional
writers

Plans, if any, for granting public access to the full protocol,
participant-level dataset, and statistical code
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17-18

17

n/a

7-8

n/a

17

18

16

n/a

17-18

n/a
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Appendices

Informed consent 32
materials

Biological 33
specimens
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Model consent form and other related documentation given to
participants and authorised surrogates

Plans for collection, laboratory evaluation, and storage of biological
specimens for genetic or molecular analysis in the current trial and
for future use in ancillary studies, if applicable

n/a

n/a

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013
Explanation & Elaboration for important clarification on the items. Amendments to the
protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT
Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported”

license.
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