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Supplementary material 1: Figure – Schedule of SomPsyNet stepped-wedge 

cluster randomised trial 
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Supplementary material 2: Methodological details 1 – Time periods, sequences, 

sequence generation, allocation of sequences, concealment mechanism, 

implementation, and blinding 

As outlined in the “Overview of SomPsyNet as Stepped and collaborative care model 
(SCCM) and research project” section of the main manuscript, the SomPsyNet study 
comprises three conditions, denoted “phase 0”, “phase I”, and “phase II”. As depicted 
in Supplementary material 1: Figure – Schedule of SomPsyNet stepped-wedge cluster 
randomised trial, all clusters started at the same time (at step 0) in phase 0 and 
transitioned at the same time (at step 1) from phase 0 to phase I. However, the timing 
of transitioning of a specific cluster from phase I to phase II could occur at different 
times (either at step 2, step 3 or step 4). Of note, this timing of transitioning from phase 
I to phase II was randomised: Some clusters transitioned from phase I to phase II at 
step 2, other clusters transitioned from phase I to phase II at step 3, and further 
clusters transitioned from phase I to phase II at step 4. 

Time periods 

Time periods (T0, T1, T2, T3, and T4) are the periods between the Stepped-wedge 

cluster randomised trial (SW-CRT) steps (or between the last step and the end of 

recruitment for the last period T4); their time window notation refers to time since 

implementing the SW-CRT (from; to) (the schedule of the SW-CRT is displayed in the 

Figure provided as Supplementary material 1): 

● T0 (start to month 4) 

● T1 (month 5 to month 9) 

● T2 (month 10 to month 14)  

● T3 (month 15 to month 19)  

● T4 (month 20 to month 31)  

The SW-CRT steps are important to indicate the time at which some clusters switched 

from one phase to another phase.  

● SW-CRT step 0 was the initiation of the study, i.e., switch to phase 0 

● SW-CRT step 1 (switch from T0 to T1) 

● SW-CRT step 2 (switch from T1 to T2 ) 

● SW-CRT step 3 (switch from T2 to T3 ) 

● SW-CRT step 4 (switch from T3 to T4 ) 

 

Sequences 

● The number of time periods of a specific cluster in a certain phase define the 

“sequence code” 
● The sequence code defines the number of periods with the main comparator 

condition (in our case phase I) and the number of periods with the intervention 

condition (phase II); the periods from step 0 until step 1 represent phase 0. 
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● Several clusters could have the same sequence code. 

● Examples: Sequence codes with 5 time periods, for clusters starting the 

intervention condition (phase II) with T2 / step 2, T3 / step 3, and T4 / step 4, 

respectively: “00100”, “00010”, “00001”. 

 

Sequence generation, allocation of sequences, concealment mechanism, and 

implementation 

To balance the stepped-wedge design across the different study phases, participating 

wards were split up into one, two, or three clusters and grouped into triplets of clusters 

of roughly the same size (in terms of numbers of patients) and with similar patient 

populations. Within each triplet, the order in which the clusters went on to the 

implementation stage was randomly selected from all possible allocation sequences. 

The allocation sequence was computer-generated by an independent party 

(Department of Clinical Research, DKF) by using R software, based on the provision 

of involved clusters and cluster triplets. The DKF, as an independent party, stored the 

sequence allocations and split them into packs of information, each provided via HIN-

secured email to the study coordinator.  

 

Blinding  

Hospital employees who assigned patients to the wards and clusters were blinded to 

randomization. 

Physicians and study nurses on the respective wards and clusters were trained before 

implementing phase I, since they had to implement three questions in their routine 

process. Yet, they were not informed about switching between phase I and phase II. 

Blinding of staff involved in the recruitment process was limited as phase I and phase 

II consisted of different study information and consent sheets. Trained staff performed 

the follow-up assessment, offering several assessment options, and repeatedly trying 

to reach out to the participants aiming at completing follow-up as far as possible, and 

we intended to blind them regarding the study phase allocation of the patients (if 

procedural aspects allowed it). 

Unblinding was not planned as we did not expect the blinding to affect patients’ health 
or treatment. Blinding only affected the recruitment process. Unblinding was only 

important for the study team itself and was needed due to procedural aspects. 
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Supplementary material 3: Table – SomPsyNet study clusters 

 

  

SomPsyNet SCCM cluster Cluster 

number 

UHB: Department of Obstetrics and Gynecology 1.1 1 

UHB: Department of Obstetrics and Gynecology 1.2 2 

UHB: Department of Internal Medicine 5.1-1 3 

UHB: Department of Internal Medicine 5.1-2 4 

UHB: Department of Internal Medicine 5.1-3 5 

UHB: Department of Internal Medicine 6.2-1 6 

UHB: Department of Internal Medicine 6.2-2 7 

UHB: Department of Internal Medicine 6.2-3 8 

UHB: Department of Internal Medicine 7.1-1 9 

UHB: Department of Internal Medicine 7.1-2 10 

UHB: Department of Internal Medicine 7.1-3 11 

UAFP: Department of Acute Geriatrics 1 / Rehabilitation 

Geriatrics 1  

12 

UAFP: Department of Acute Geriatrics 2 / Rehabilitation 

Geriatrics 2 

13 

BESP: Department of Rheumatology.1 14 

BESP: Department of Rheumatology.2 15 
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BESP: Department of Musculoskeletal Rehabilitation.1 16 

BESP: Department of Musculoskeletal Rehabilitation.2 17 

BESP: Department of Musculoskeletal Rehabilitation.3 18 

BESP: Department of Gynecology (excl. Breast Centre and 

Obstetrics) 1.1 

19 

BESP: Department of Gynecology (excl. Breast Centre and 

Obstetrics) 1.2 

20 

UHB: Department of Internal Medicine 8.1 21 

Note. BESP (Bethesda Hospital), SCCM (Stepped and collaborative care model), 

UAFP (Department of Geriatric Medicine FELIX PLATTER), University Hospital 

Basel (UHB). 
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Supplementary material 4: BAK-list (provided in German) 

 

Page 1 (Angaben zum Patient) 
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Page 2a (Eingabemaske Problembereiche) 
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Page 2b (Eingabemaske Problembereiche) 
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Page 2c (Eingabemaske Problembereiche) 
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Page 3a (Ausgabe Empfehlungen) 
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Page 3b (Ausgabe Empfehlungen) 
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Page 4 (Koordination Aufgleisung) 
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Page 5 (Intervention Konsilgespräch) 
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Page 6 (Telefonische Nachbesprechung) 
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Supplementary material 5: Methodological details 2 – Intervention 

In phase II, every patient with a positive result of “screening 2” (i.e., scoring above 
threshold, which was the case if at least one of the three instruments, Depressive 

Symptom Scale with 8 items from the PHQ (PHQ-8), Generalised Anxiety Disorder, 

questionnaire with 7 items (GAD-7), and Somatic Symptom Disorder, questionnaire 

with 12 items (SSD-12) scored equal or above the predefined values that were based 

on previously validated cut-off scores of the respective instruments: PHQ-8 >= 10; 

GAD-7 >= 10; SSD-12 >= 23) – if the physician in charge agreed – was offered the 

SomPsyNet intervention. The agreement of the physician was relevant, as 

interventions in the hospital need to be agreed upon by the responsible physician. This 

intervention was a stepped and collaborative care model (SCCM) centring around 

psychosomatic-psychiatric consultations.  

These consultations were conducted by the well-established hospital psychosomatic-

psychiatric consultation and liaison services (CL service). The CL services consisted 

of trained medical and psychological staff. In the Department of Geriatric Medicine 

FELIX PLATTER (UAFP), an advanced nursing practitioner was working in the 

psychiatric and social consultation team.  

Typically, two facto-to-face consultations of approximately 40 minutes duration, and 

one telephone consultation of approximately 20 minutes duration about 4 to 6 weeks 

after hospital discharge took place; this could be reduced if not all three consultations 

were able to be implemented. 

The basic structure of the consultations conducted within this study was the same as 

in the clinical routine and varied between the participating hospitals. The content of 

the consultations was customised to the patients’ needs. There were some obligatory 
elements, which were implemented in the SomPsyNet phase II consultations at all 

hospitals. Typically, these elements consisted of an in-hospital part and an interface-

related part to pave the way for further outpatient support:  

 

In-hospital part:  

● Telefone contact between the CL-staff and the ward physician to discuss the 

consultation before and after. 

● Face-to-face consultations with the patient: Typically, two face-to-face 

consultations with usually approximately 40 minutes duration took place during the 

hospital in-patient stay, usually in the patient's room. In case that consultations 

could not take place during the inpatient stay period, due to a rather short stay, 

outpatient consultations were offered, when possible and where feasible. These 
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outpatient consultation offers did not incur any costs for the patient. Objectives of 

the consultations were to establish a working alliance with the patient, to build an 

understanding of the psychosocial burden, and - if possible - to provide a first 

experience of relief, as well as to active patient’s resources and competencies. 
Besides a diagnostic assessment, the consultations aimed to jointly identify 

problem areas in which the patient needed and wanted support. Therefore, the 

involved CL staff asked the patients about current psychosocial stress factors.  

● “Support options catalogue” to link problem areas and service offers: To 

support this process, we developed a Microsoft Excel-based clinical tool called the 

“BAK-list” (Behandlungs-Angebots-Katalog / support options catalogue) in the 

version for the University Hospital Basel (UHB). The BAK-list (see Supplementary 

material 4) consists of two main tables: One table contains a collection of relevant 

psychosocial issues often met in everyday clinical practice. The other table 

contains in-house and out-of-hospital services offering support for the different 

issues. These offers of support were individually linked to the psychosocial issues, 

so that by selecting a psychosocial issue, relevant offers of support were 

suggested. Thereby, the BAK-list facilitates generating suggestions for severity-

stepped, need-based offers of support that the CL-service, in interaction with the 

patient, could then select, verify, and recommend. Further, the BAK-list is used as 

a documentation tool, facilitating reporting by providing standardised text-block 

templates adapted to the psychosocial issues and support offers. Every hospital 

adjusted the content of the BAK-list to their patients’ needs and to their in-house 

offers of support. The following procedure applied: During a consultation, the CL-

staff opens a new BAK-list file. The CL-staff then selects psychosocial stressors 

that currently affected the patient and for which the patient sought support. As an 

output, the BAK-list tool generates need-based support suggestions. The CL-staff 

is free to recommend these or other appropriate support options, tailored to the 

severity grade and the patient’s needs. 

 

Interface-related part to pave the way for further outpatient support: 

● Coordination person for implementing the recommendations: If a patient 

consented to a support option, the CL-staff clarifies and documents who initiated 

contact with the chosen support provider and coordinated the care. As far as 

possible this is the patient herself/himself, prioritising self-management and self-

responsibility. If she/he is not capable of performing that, another person such as 

the patient’s general practitioner or a relative of the patient should be identified to 

coordinate the care. This process aimes to reduce the gap between in-hospital 

and out-hospital support and to improve interface management. 

● Consultation report: For each patient seen by the CL-staff in phase II, a 

consultation report with the recommendations is provided, either directly to the 
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patient or to the attending physician initiating the CL-service consultation, who is 

encouraged to integrate relevant parts of or the whole consultation report into the 

discharge letter – as far as the patient agreed with that. The patient can specify to 

whom the consultation or discharge report is sent after discharge from the hospital 

(e.g., general practitioner or another reference person). The consultation report is 

accompanied by a letter explaining the project context.  

● Online platform compiling support options: Additionally, within SomPsyNet, 

we developed a platform in the form of a website that contained public offers of 

support services in the Basel region and partly also across cantons, facilitating 

identification and access to available services. Every patient in phase II is informed 

about this website. A leaflet in the form of a postcard helps to promote the platform. 

● Telephone consultation about 4 to 6 weeks after hospital discharge:  It is a 

well-known challenge that a substantial proportion of patients do not follow 

treatment recommendations after hospital discharge. To counteract this 

phenomenon, patients are offered a post-hospital intervention in form of a 

telephone consultation of approximately 20 minutes duration around 4 to 6 weeks 

after hospital discharge to support the take-up of the agreed on recommendations, 

to identify potential barriers for addressing them, and to find viable solutions for 

establishing contact with the support agency if use is still intended. 

We do not prohibit any concomitant care and intervention during the trial. Notably, 

treatment as usual in the form of pre-SomPsyNet psychosomatic-psychiatric 

consultations is allowed. 

We trained all psychosomatic-psychiatric consultation specialists involved in the study. 

Adherence to the intervention protocol is fostered by regular supervision and/or 

meetings to discuss any questions and upcoming issues regarding the intervention 

protocol. Further, the documentation of each psychosomatic-psychiatric consultation 

aims at increasing adherence to intervention protocols and facilitated monitoring of the 

respective adherence based on the written documentation.  
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Supplementary material 6: Methodological details 3 – Primary, secondary, and 

other outcomes, including healthcare economic outcomes 

Primary, secondary, and other outcomes 

The primary endpoint of our study is the change from the baseline of the ‘Mental Health 

Component Summary score’ of the Short Form 36 Health Survey (SF-36). The SF-36 

was administered at study entry (‘baseline’ or ‘pre-assessment’) and at 6 months 
follow-up (‘follow-up’ or ‘post assessment’, conducted in the distressed and non-

distressed subsamples). 

The SF-36 is a widely used patient-reported outcome assessment tool to measure 

health-related quality of life and has high acceptability. The SF-36 is a standardised 

questionnaire with good psychometric properties (internal consistency reliability of 

0.83-0.94)[1] and translated and validated in various languages, among them 

German[2]. It consists of 36-Items to assess health-related quality of life using eight 

dimensions grouped into a physical and a mental component summary scale: The 

physical component summary (PCS) is calculated based on the four subdimensions 

physical functioning (PF, 10 items), physical role functioning (RP, 4 items), bodily pain 

(BP, 2 items), general health perception (GH, 5 items). The mental component 

summary of the SF-36 (MCS) is calculated based on the four subdimensions vitality 

(VT, 4 items), social role functioning (SF, 2 items), emotional role functioning (RE, 3 

items) and mental health (MH, 5 items)[3,4]. Written instructions for the translational 

process, distribution, and evaluation are available and were clearly defined[2,5,6]. 

The SF-36 exists in two versions: version 1 and version 2, with the German version 2 

being provided by Hogrefe[7,8]. Negotiations between the company ‘heartbeat 
medical’ and Hogrefe publisher regarding licence regulation issues were ongoing. Yet, 
based on the state of negotiations at that time, electronic integration of the SF-36 

questionnaire version 2 within the heartbeat one system was not feasible in near 

future. Therefore, since electronic data collection was essential for continuous 

monitoring, quality control, and plausibility check of collected data, the available SF-

36 version 1 is used for this study, which had been developed as a part of the Medical 

Outcomes Study (MOS) to report patient outcomes[3,5]. The secondary and other 

outcomes are provided in Table 1 of the main manuscript. Notably, the SF-36 PCS is 

part of the secondary endpoints. 

We collect a range of sociodemographic variables, including age, sex, and 

socioeconomic status, work status and days out of work, length of hospital stay, ICD-

10 diagnoses, Coronavirus disease 2019 (COVID-19) information, treatments, 

morbidity, disease history and severity of disease, as well as unintended effects of 

interventions, by questionnaire/interview and as part of the hospital routine data. 

These will be used amongst others to describe the study sample and as potential 

covariates for statistical analyses. 
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Healthcare economic outcomes 

Effects on costs were planned to be assessed from the perspectives of the Swiss 

statutory health insurance system, the patient, and society. Towards this end, medical 

resource use, direct and indirect costs will be examined. Specific endpoints include 

total costs of hospital treatment including additional medical, psychiatric or 

physiotherapeutic treatment during the patient’s hospital stay, follow-up costs at 

treating hospitals, healthcare costs, patients’ out-of-pocket expenses, and indirect 

costs due to reduced productivity. Relevant sub-categories of costs and key medical 

resource use are also included.  

Health economic assessments will be based on hospital data, information provided by 

patients at the study visits, and health insurance claims data. The latter will be 

collected from a set of large health insurance providers with efficient electronic 

databases that are able to provide data in a standardised format. The claims data will 

be requested to cover the time period from 1 year before baseline assessment to 

baseline assessment, from baseline assessment until follow-up assessment, and from 

follow-up assessment until baseline assessment plus 3 years. Pre-baseline 

information from 1 year before baseline assessment to baseline assessment will be 

requested to serve as additional control variables. The data includes claims made to 

the Swiss statutory health insurance. They will be collected from the health insurance 

providers retrospectively after a reasonable waiting period ensuring sufficient 

completeness of the data, as patients and healthcare providers may submit 

reimbursement claims with delay. 
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Supplementary material 7: Informed consent materials (provided in German)

  

Page 1 
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Supplementary material 8: Methodological details 4 – Data recording and source 

data 

Data were collected by paper-pencil and by an online medical application called 

‘heartbeat one’ from Heartbeat Medical Solutions GmbH. Heartbeat one was already 

implemented at the University Hospital Basel (UHB) and used in clinical practice. The 

server running heartbeat one for all three study sites was on a UHB server, maintained 

by the ICT-department of the UHB. All data assessed with heartbeat one as well as 

hospital information data used for this study purpose was transferred by the UHB ICT 

team to the project database in secuTrial®. SecuTrial® is an online Clinical Data 

management Application (CDMA, secuTrial® database) system based at the ICT-

Department of the UHB. 

All collected paper-pencil data of questionnaires, and hospital information that were 

not electronically available was entered into the study Electronic Case Report Form 

(eCRF) of secuTrial®. An audit trail maintained a record of initial entries and any 

changes made; time and date of entry; and username of the person authorising entry 

or change. The eCRF was implemented by the Data management group at the 

Department of Clinical Research (DKF). The Clinical Data Management System 

(CDMS) ran on a server maintained by the ICT-department of the UHB. Data entry 

was performed by trained staff. The CDMS was accessible via a standard browser on 

devices with an internet connection. The data transfer between clients and servers 

was encrypted using Transport Layer Security (TLS) cryptography protocol. Password 

protection and user-right management ensured that only authorised study 

investigators, monitors, data managers, and local authorities (if necessary) had access 

to the data during and after the study. 

For quality assurance, the sponsor, the ethics committee, or an independent trial 

monitor could visit the research sites. Direct access to the source data and all study 

related files was granted on such occasions. All involved parties kept the participant 

data strictly confidential. 

Back-up of the heartbeat one and secuTrial® database server are performed regularly 

according to established processes by the ICT-department of the UHB. The data 

managers of the DKF Basel implemented validation rules in the CDMS. When data 

got saved in an eCRF, they were validated for completeness and discrepancies. The 

data were reviewed by the responsible investigators. They raised queries using the 

query management system implemented in secuTrial®. Designated investigators had 

to respond to the query and confirm or correct the corresponding data. Thereafter the 

monitor could close the query. Health insurance claims data for patients with informed 

consent available are requested from participating health insurance providers. 
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Supplementary material 9: Methodological details 5 – Statistics 

Sample size 

Eligibility for participation in the SomPsyNet study was conditioned on provided 

informed consent. Based on a priori power analyses – see below – we aimed at an 

enrolled sample size of n = approximately 200–500 in phase 0; n = 1000 in phase I; 

and n = 1000 in phase II, assuming that at least 30% of enrolled patients would be in 

psychosocial distress (and followed up)). Of note, the rather large interval of the 

sample size of phase 0 was due to some uncertainties regarding the length of the 

initial transition phase and limited information on the number of patients eligible for 

study inclusion being admitted per month. 

Statistical analysis plan and sample size calculation 

The primary endpoint of our study is the change from baseline of the Mental Health 

Component Summary score measured by the Short Form health survey questionnaire 

(SF-36). We made the following conservative assumptions: 1) 80% of those with 

psychosocial distress in the intervention condition (phase II, Stepped and collaborative 

care model (SCCM) condition) accepted receiving the SCCM (and none of them 

receive standard CL) 2) an effect of Hedges’ g of 0.5 (based on published and 
unpublished reports[9] 3) 25% of those with psychosocial distress in the control 

condition (phase I, treatment as usual (TAU) condition) received standard CL-

intervention; and 4) a Hedges’ g of 0.5 in the control condition (phase I, TAU) receiving 

standard CL-intervention; we expected the following Hedges’ g between the SCCM 
condition and TAU condition (delta Hedges’ g): delta Hedges’ g = 0.8 * 0.5 – 0.25 * 0.5 

= 0.275). A priori power analysis based on t-test family tests for calculating differences 

between two independent means (with alpha = 0.05) indicated that a sufficient power 

of 1-beta = 0.80 would be achieved if 209 participants per condition were included. 

Notably, the sample size needed to allow for an anticipated drop-out rate to reach 

sufficient power for both intent-to-treat and per-protocol analyses. Assuming a rate of 

drop-out and missing data due to other reasons of 25% (given that follow-up was 

conducted at baseline and 6 months and a rather morbid study sample), we needed 

to include 279 patients per condition in the main analyses on the treatment effects of 

the SCCM (i.e., comparing the outcomes of subjects in the distressed subsamples of 

phase II vs. phase I). Based on preliminary analyses of data from study phase 0, we 

expected that approximately 30–35% (more than the 20%, initially anticipated based 

on the literature[10]) of patients with somatic disease included in the study were 

psychosocially distressed. Leaving some uncertainty margin, we therefore expected 

that these 279 patients per condition could be achieved with a total subject pool of N 

= 2000 included in the study phases I and II (n = 1000 (300 distressed) in phase I and 

n = 1000 (300 distressed) in phase II)[11,12]. 
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Given the complex nature of the stepped-wedge design, additional power simulations 

were conducted in Stata to ensure the proposed sample sizes would be sufficient to 

achieve 0.8 power under the assumptions stated above. 

The statistical power for medical resource use and cost parameters was difficult to 

establish due to issues such as large background variability and unknown distribution 

of confounding baseline characteristics[13]. For these analyses, we used the largest 

achievable sample sizes to be as much as possible on the safe side. This implied to 

include all enrolled patients in the related analyses based on hospital information data, 

and all meeting the specific eligibility criteria for the analyses based on health 

insurance claims data. 

 

Descriptive analyses 

Descriptive statistics of study sample characteristics, study condition parameters such 

as participation rate, and mental health factors by allocated sequence, phase, and 

period will be calculated following the Stepped-wedge cluster randomised trial (SW-

CRT) guidelines[14], and appropriate indicators of central tendency and dispersion will 

be reported, depending on variable scale and distribution. 

 

Estimation of intervention effects on primary, secondary, and other outcomes 

● To estimate intervention effects, we intend to primarily conduct generalised linear 

mixed models of primary, secondary, and other outcome parameters adjusted for 

the clusters as random effects and for study conditions, calendar time and potential 

confounders (e. g., gender, age categories, socioeconomic status) as fixed effects. 

Of note, as the comparison of phase II versus phase I was randomised, we did not 

expect confounding ex ante for respective comparisons, as we do not expect that 

patient characteristics potentially predictive of the outcome are somehow 

associated with the timing of the rollout. Still, we intend to include covariates to 

improve fitting the model with greater precision. The exact choice of regression 

method will consider the distributional characteristics of the outcome parameters 

of interest. As mediators, we primarily intend to assess uptake of the CL-service 

offers and recommendations. As dependency of stepped wedge trial results on 

choice of statistical techniques had been reported, alternative analytical methods 

may additionally be used for sensitivity checks[15]. 

● Intervention effects will be estimated, using the distressed subsample only, 

contrasting program exposures in Phases I and II. 

 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2023-076814:e076814. 13 2023;BMJ Open, et al. Meinlschmidt G

https://www.zotero.org/google-docs/?kTrgPK
https://www.zotero.org/google-docs/?tacsFc


 

33 

Analysis of outcome parameters representing medical resource use and costs will 

follow these steps: 

● Description of cluster characteristics, contrasting trial-level cluster size etc., and 

cluster size considering the actual number of observations with health insurance 

claims data available[16]. This will be accompanied by a CONSORT-type 

flowchart[14].    

● Description of individual-level sociodemographic and disease characteristics per 

intervention phase[16]. 

● Naïve comparison of outcome parameter values between intervention phases. 

● Generalised  linear mixed models of outcome parameters with random effects 

for the clusters and fixed effects for intervention phases, calendar time, and 

potential confounders (such as somatic morbidity characteristics, insurance model, 

etc.)[16,17,18]. The exact choice of regression method will consider the 

distributional characteristics of the outcome parameters of interest. (For medical 

resource use and cost outcomes, left-skewed distributions are expected.) As 

dependency of stepped wedge trial results on choice of statistical technique had 

been reported, alternative analytical methods may additionally be used for 

sensitivity checks[15].  

● An additional step will combine the results of the above-described analyses, and 

especially of the analysis of total healthcare costs over 6 months, with estimates 

of the per-person cost of the SCCM intervention that will be derived as part of the 

SomPsyNet project but outside the study addressed here. This will allow us to 

approximate the net cost of the SCCM intervention. The stability of results will be 

assessed based on the variation of parameter values, using 95% confidence limits 

where available. Additional estimates of the proportion of patients with 

psychosocial distress will enable us to perform a rough estimation of the budget 

impact of the SCCM, at the level of canton Basel-Stadt and at the national level. 

We will conduct additional statistical analyses i) to compare data from phases II and I 

vs. phase 0 to estimate the potential effects of introducing parts of screening 1 without 

consequences ii) to estimate the prevalence of psychosocial distress among somatic 

hospital patients, iii) to estimate the performance criteria of the screening procedure 

to identify psychosocially distressed subjects, and iv) to estimate differences in 

outcome parameter trajectories and costs between distressed and non-distressed 

subjects, by comparison of subjects in the distressed subsample with those of the non-

distressed subsample. 

To the extent applicable, all reporting follows the rules of the extension of the 

CONSORT statement to stepped-wedge cluster randomised trials[14]. 
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Minimising and handling of missing data and drop-outs 

First, our strategy combines minimising of missing data bias by careful planning of the 

questionnaire order (most important outcomes at the beginning); active data 

management for quality assurance in terms of tight monitoring of planned 

activities/progress and results and identifying problems as early as possible; and 

active review of missing data to collect answers when re-contact was planned. Using 

digital assessment tools should further reduce missing data. 

It is essential to distinguish between missing data due to partial participation (drop-

outs, withdrawal) and loss to follow-up (death or severe medical health 

status/diseases). Inclusion of loss to follow-up reasons for example based on the 

patient complexity level will be taken into account when conducting statistical methods 

such as inverse probability weighting and multiple imputation by chained equations 

(MICE). Whenever possible, full complete analyses will be performed including 

adjustment for proxies of missing data such as age, patient complexity level, and 

socioeconomic status, and whenever appropriate multiple imputation will be 

performed. We intend to conduct intention to treat (ITT) as well as per protocol 

analyses.  
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Supplementary material 10: Table – Causality assessment of Serious Adverse 

Events (SAEs) based on International Council for Harmonisation of Technical 

Requirements for Pharmaceuticals for Human Use (ICH) E2A guidelines 

 

 

Causality assessment of SAEs based on ICH E2A guidelines 

Relationship Description 

Definitely Temporal relationship 

Improvement after dechallenge 

Recurrence after rechallenge 

(or other proof of drug cause) 

Probably Temporal relationship 

Improvement after dechallenge 

No other cause evident 

Possibly Temporal relationship 

Other cause possible 

Unlikely Any assessable reaction that does not fulfill the above conditions 

Not related Causal relationship can be ruled out 

Note. Source of table: [19]; SAE (Serious Adverse Event), ICH E2A (International 

Council for Harmonisation of Technical Requirements for Pharmaceuticals for 

Human Use). 
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Supplementary material 11: Methodological details 6 – Ethics and Dissemination  

 

Monitoring 

Source data/documents are accessible to monitors and questions are answered 

during monitoring. Given the anticipated low risk of the intervention, we did not 

establish a data monitoring committee (DMC), nor did we implement regular interim 

analysis or related stopping guidelines. However, the sponsor and investigator could 

terminate the study prematurely according to certain circumstances, e.g. insufficient 

participant recruitment, alterations in accepted clinical practice that would have made 

the continuation of the study unwise, or early evidence of harm or benefit of the 

experimental intervention.   

      

Risk of harms 

Participation in the study was not expected to be associated with relevant risks. In the 

questionnaires or in the consultation contacts problem areas may be explored for the 

benefit of the patient that could be perceived as unpleasant for a short time. All applied 

questionnaires were validated, widely accepted, and routinely applied in research and 

clinical practice. Consultations were conducted by qualified professionals under 

appropriate supervision. Hence, the risk-benefit assessment was positive. 

Given the large number of hospital inpatients with somatic diseases that were included 

in this study, we expected that several Serious Adverse Events (SAEs)[20] would 

occur during the course of the study at the different included study sites (e.g., among 

the patients hospitalised for cardiac diseases: life-threatening events requiring 

prolongation of existing hospitalisation and resulting in disability). Given the very low 

probability of a causal relation between study procedures (e.g., collection of self-

reported data) and any such events, we do not conduct routine causality assessments 

of all SAEs, with the exception of SAEs related to suicide attempts or completed 

suicide. In these cases, both investigator and sponsor conduct a causality assessment 

of these events to the trial intervention (see table in Supplementary material 10 for 

terms given in International Council for Harmonisation of Technical Requirements for 

Pharmaceuticals for Human Use (ICH E2A) guidelines[19]). We classify any event 

assessed as “possibly”, “probably” or “definitely” related to the trial intervention. 

Further, both investigator and sponsor make a severity assessment of these events 

as mild, moderate, or severe. “Mild” meant the complication is tolerable, “moderate” 
meant it interferes with daily activities, and “severe” meant it renders daily activities 

impossible. 
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Reporting of SAEs 

All SAEs related to suicide attempts or completed suicide are documented and 

reported immediately (within a maximum of 24 hours after respective information was 

provided to study staff) to the sponsor of the study. 

If it is not possible to exclude that a SAE is attributable to the intervention under 

investigation, the investigator reports it to the ethics committee via Business 

Administration System for Ethical Committees (BASEC) within 15 days. If a SAE 

occurs at one of the study sites, the coordinating investigator reports the event to the 

ethics committee concerned, within 15 days. If a SAE related to suicide attempts or 

completed suicide occurs, we would interrupt the research project and notify the Ethics 

Committee on the circumstances via BASEC within 7 days according to HRO Art. 

21[21].  

 

Auditing 

Regular internal audits (usually once a year; with additional visits if needed) were 

conducted at each study site by trained and experienced staff (i.e., knowledge of Good 

Clinical Practice) of the principal study site under the supervision of the operative study 

manager. All study procedures, including participant recruitment, verification of 

eligibility, consent, enrolment, and allocation to study conditions were reviewed. 

Before each study phase, the study staff was prepared and trained. All study sites 

were in regular exchange through monthly meetings. Data managers regularly check 

completeness, accuracy, and timeliness of data collection and filing. The final 

database, using the software secuTrial®, provides an implemented data audit trail 

feature.    

 

Overall ethical considerations 

The SomPsyNet study is conducted in compliance with the protocol, the current 

version of the Declaration of Helsinki[22], the International Council for Harmonisation 

of Technical Requirements for Pharmaceuticals for Human Use - Good Clinical 

Practice (ICH-GCP)[23], the Human Research Act (HRA)[24], as well as other locally 

relevant legal and regulatory requirements. Participation of study participants is 

voluntary and written informed consent prior to participating in the study was obtained 

and can be withdrawn at any time. 
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Protocol amendments 

Any modifications to the protocol which might impact the conduct of the study, the 

potential benefit of the patients, or might affect patient safety, including changes in 

study objectives, study design, patient population, sample sizes, study procedures, or 

significant administrative aspects require a formal amendment to the protocol. Until 

31-05-2023, four amendments were submitted to and approved by the 

'Ethikkommission Nordwest- und Zentralschweiz' (EKNZ; approval dates: 04-06-2020, 

08-01-2021, 11-02-2021, and 27-07-2021). Protocol modifications and administrative 

changes of the protocol were discussed among the principal investigators. In regular 

quality management meetings, the operational study management informed the study 

staff of all study sites in case of relevant protocol modifications.      

  

 

Consent or assent 

Trained Research Nurses and trained master students in psychology, with a 

completed bachelor’s degree in psychology introduced the trial to patients. Patients 

also received information sheets. Patients had the opportunity for questions or queries 

at any time and sufficient time to form an opinion. Study staff obtained written consent 

from patients willing to participate in the trial. In addition, patients were asked to agree 

by signing the informed consent that study investigators collected health insurance 

claims data directly from the insurer to analyse health resource use and costs. If 

informed consent for further use of study data was obtained, study data can be further 

used for other projects. 

If consent is revoked, no further data are collected. Already collected data of the 

person concerned will no longer be transferred to the study database. In case that 

data were already transferred and fully coded at time of revoking the consent, encoded 

data will be retained and analysed. The opportunity to receive treatment as usual 

(TAU) remains for any subject who has withdrawn from the study. 

 

Confidentiality and coding 

The list of participants with given informed consent is stored on a secure University 

Hospital Basel (UHB) server maintained by the ICT-department and the trial and 

participant data are handled with uttermost discretion and are only accessible to 

authorised personnel, who need data access to fulfil their duties within the scope of 

the study. Back-up of the UHB server is performed regularly according to established 

processes by the ICT-department of the UHB. 
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As soon as possible after data collection, the Case Report Forms (CRFs) and other 

study specific documents are encoded, and the participants are henceforth only 

identified by a unique participant number. Once all data are entered into the CDMS 

and monitoring is completed, the secuTrial® database will be locked and closed for 

further data entry. The complete dataset will then be exported and transferred to the 

study statistician as well as the principal investigator. Other members of the study 

team (e.g., health economist) will receive access to the data, as required for analytical 

tasks.  

For the collection of health insurance claims data, the contact details, copies of signed 

informed consent forms and social insurance number of consenting, eligible patients 

are sent to the participating health insurance providers, together with a code that can 

be unequivocally matched with the study's unique participant number. The health 

insurance providers select and calculate the required variables. Together with the 

above-mentioned code, they are asked to return these for integration with the main 

study database. 
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