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	Amendment Number
	Date
	Protocol Version Number
	Author(s)
	Amendment(s)

	SA 1
	17/10/17
	1.2
	Dr Catrin Lewis
	Questionnaire added to NCMH Document 7 Adult Questionnaires
Amendments to NCMH Documents A1 and A2 to take consent to record interviews for reliability checking/training
Amendments to NCMH Document B1 DAWBA Storyboard
New NCMH study documents 19a, 20a, 21a, 22a, 23a, 24a 

	SA 2
	22/06/18
	1.3
	Dr Catrin Lewis
	New NCMH Document: 3a NCMH Online Story Board (Students)

	NS 3
	23/08/18
	1.4
	Dr Catrin Lewis
	Changes to section 5.2 clarifying recruitment methods from Primary care 

	SA3
	1/11/18
	1.5
	Dr Catrin Lewis
	Addition of section D: Cognitive Research
Changes to section A (including NCMH Documents A1 and A2) detailing reimbursement of participant time for in-depth assessment
Changes to section 7 outlining entry into a prize draw for participation in our student cohort online.

	SA4
	04/09/2019
	1.6
	Dr Catrin Lewis
	Addition of NCMH Document A4 In-depth Assessment: PTSD (ICD-11) to section A
Addition of 9 questionnaires to NCMH Document 7 Adult Questionnaires

	SA5
	02/10/2019
	1.7
	Natalie Richards
	Additional measures added to NCMH Document 5 and NCMH Document 6 (Basic Assessment for LD (participant and carer versions)).
[bookmark: _Hlk17298377]New NCMH documents: 4a NCMH Perinatal Basic Assessment (Pregnancy) and 4b NCMH Perinatal Basic Assessment (Postpartum).

	SA6
	15/10/2019
	1.8
	Natalie Richards
	Amendments to NCMH Documents 10, 11, 14, 15, 16, 17, 19, 19a, 21, 21a, 23, 23a, 32, 33, 34, 36, A1, A2, C1, C2 clarifying GDPR, data confidentiality and safeguarding concerns. 
Amendment to NCMH Document 3, updating reference to the General Data Protection Regulation (GDPR), and removing consent for accessing participants NHS records.
New NCMH Document: 3b NCMH Online Story Board (Trauma Study)

	SA7
	14/01/2020
	1.9
	Natalie Richards
	New NCMH document 4c: Basic Assessment Electronic Version (v1.0)]
Amendment to NCMH Document 16: NCMH Pers Nom Consultee Consent Form to revise incorrect wording
Changes to front page of protocol updating the current list of Principle Investigators, and the NCMH Manager

	SA8 [COVID-19]
	15/05/2020
	2.0
	Natalie Richards
	Addition of Section E: Mental Health and COVID-19 Research
New NCMH Document E1 NCMH Online Storyboard (COVID-19 Survey)
Additional amendments to the protocol to correct minor errors.

	SA9 [COVID-19]
	04/06/2020
	2.1
	Natalie Richards
	New NCMH DOCUMENT E2 NCMH Online Storyboard (LD and ASD – COVID-19 Survey)

	SA10 [COVID-19]
	30/07/2020
	2.2
	Natalie Richards
	Changes to section 5.2 and section E of the protocol to allow advertisement of online surveys, including the NCMH COVID-19 surveys through the NHS.

Changes to section 7.1 of the protocol to allow remote recruitment (including obtaining consent remotely, and conducting telephone/video interviews)

New NCMH DOCUMENT 10b Participant Information Sheet - Remote Version

New NCMH DOCUMENT 11b Participant Consent Form - Remote Version

New NCMH DOCUMENT A1a Participant Information Sheet In-depth Assessment - Remote Version

New NCMH Document A2a Participant Consent Form In-depth Assessment - Remote Version

PMDD added as a diagnosis to NCMH Documents 3. Online Storyboard, 3a Online Storyboard (students) and E1. Online Storyboard (COVID-19 survey) 



	SA11 [COVID-19]
	03/09/2020
	2.3
	Natalie Richards
	New NCMH Document E1a. Online Storyboard (COVID-19 Survey) Follow-up - Trauma Module

New NCMH Document E1b. Online Storyboard (COVID-19 Survey) Follow-up - Sleep Module 

New NCMH Document A5. Psychosis And GEnetics Study (PAGES) Information Sheet

New NCMH Document A6. Psychosis And GEnetics Study (PAGES) Consent Form

New NCMH Document A7. Psychosis And GEnetics Study (PAGES) Assessment

Amendments to Section D of the protocol to improve the appearance and format of the online cognitive assessment 

Amendments to NCMH Document D1. Participant Information Page and Consent Form - Online Cognitive Assessment to seek explicit consent from participants to link cognitive data with anonymised datasets.



	SA12 [COVID-19]
	16/11/2020
	2.4
	Natalie Richards
	New NCMH Document 3c Online Storyboard (Maternal Wellbeing, Mental Health & Life Experiences)

	SA13
	18/12/2020
	2.5
	Natalie Richards
	Amendments to NCMH Documents 10, 10b, 11, 11b, 12, 13, 14, 15, 16, 17, 19, 19a, 21, 21a, 22, 22a, 23, 23a, 25, 26, 27, 28, 32, 33, 34, 36, A1, A1a, A2, A2a, A5, A6, C1 and C2, addressing the issue of offering feedback of genetic results. In addition, following advice from Cardiff University legal and data protection teams, the use of the term “anonymous” when referring to genetic data has been updated in line with GDPR guidance.

	SA14 [COVID-19]
	22/01/2021
	2.6
	Natalie Richards
	New NCMH Document E1c. NCMH Online Storyboard (COVID-19 Survey) Follow-up - Eating Module

Changes to NCMH Document 3c Online Storyboard (Maternal Wellbeing, Mental Health & Life Experiences) to allow participants who have experienced a multiple pregnancy to provide information on more than one child.

Changes to NCMH document 4c: Basic Assessment Electronic Version to update interview content for more streamlined data collection.

Addition of 13 questionnaires to NCMH Document 7 Adult Questionnaires

New NCMH document 3d Online Storyboard (ADHD) 

Additional amendments to the NCMH Protocol to correct version numbers that should have been updated with the last amendment.


	SA15 [COVID-19]
	11/03/2021
	2.7
	Natalie Richards
	Amendments to section E of the protocol to introduce qualitative interviews as part of the NCMH COVID-19 research.

Changes to front page of protocol updating the current list of Principle Investigators.

New NCMH Document E3 Participant Information Sheet COVID-19 Study 

New NCMH Document E4 Participant consent form COVID-19 Study 

Amendments to section A (including NCMH Documents A5 and A6) detailing changes to methods of reimbursement of participant time. 

	SA16
	05/05/2021
	2.8
	Natalie Richards
	Changes to NCMH Protocol to transfer samples from an expired study (GENetic and clinical Predictors Of treatment response in Depression [GENPOD]) under NCMH approvals.

Amendments to section A (including NCMH Documents A1, A1a, A2 and A2a) detailing changes to methods of reimbursement of participant time.

Changes to NCMH document 32 Participant Consent Cell Biology to update documents that are referenced in consent statement 9.


	SA17
	15/06/2021
	2.9
	Natalie Richards
	Changes to section 7.1 of the NCMH Protocol to refine the remote consent procedure.

Changes to front page of protocol updating the current list of Principle Investigators.

Changes to NCMH Documents 10, 11, A1, A2, A5, A6, E3 and E4 to include information on the updated remote interviewing procedure and the option to provide consent remotely.

Changes have been made to NCMH document 4c Electronic Basic Assessment to record the method used to collect data.


	SA18
	22/07/2021
	3.0
	Natalie Richards
	New NCMH document 4d. Basic Assessment Psychosis Version (v1.0)]
New NCMH document 4di. Objective Ratings Form - Psychosis (v1.0)]
New NCMH document 10a. Participant Information Sheet (Genetic Sample) (v1.0)
New NCMH document 11a. Participant Consent Form (Genetic Sample) (v1.0)


	SA19
	01/09/2021
	3.1
	Natalie Richards
	Addition of Section F: Reproductive Mental Health Research 
New NCMH document F1. NCMH Online Storyboard (PreDDICT Study) (v1.0)
New NCMH document F2. NCMH PreDDICT Study Mood Monitoring Tool (v1.0)
New NCMH document F3. NCMH Online Storyboard (MaM Study) (v1.0).

	SA20
	11/11/2021
	3.2
	Natalie Richards
	Changes to NCMH documents 10, 10a, 12, 14, 15, 20, 20a, 21, 21a, 22, 22a, 23, 23a, 25, 26, 27, 28, 29, 30, 31, A1, A5, C1, E3 to include further information regarding how personal information is handled and to include the project IRAS number. Changes have also been made to corresponding consent forms (NCMH documents 11, 11a, 13, 16, 17, 19, 19a, 32, 33, 34, 36, A2, A6, C2, E4) to update referenced version numbers, and where applicable clarify the consent statement pertaining to research use.
Changes to the protocol to allow for participants aged 16-17 to complete questionnaires included in approved Adult Menu as part of their participation.

	SA21
	01/03/2022
	3.3
	Natalie Richards
	Changes to NCMH document 3c Online Storyboard (Maternal Wellbeing Mental Health Life Experiences) to include freetext boxes and the end of each survey.
Changes to the protocol to include updated methods of approaching potential participants through clinical services.

	SA22
	26/04/2022
	3.4
	Natalie Richards
	Changes to NCMH documents 10, 11, 14, 16, 25, 26, 32, 33 to provide further clarification regarding our sources of funding, and planned expansion of data linkage involving the genetic/phenotypic data collected.
Changes to the study protocol, updating recruitment procedures, sample/data storage and management, and data linkage.
Addition of 2 standardised questionnaires and bespoke questions to NCMH Document 7 Adult Questionnaires

New document 4e. NCMH Electronic Mood and Psychosis Basic Assessment (v1.0)
New document 4f. NCMH Electronic Dementia/Cognitive Disorder Basic Assessment (v1.0)

	SA23
	19/07/2022
	3.5
	Catrin Lewis
	New NCMH document 3e Online Story Board (Students 2022-2023)
Amendments to NCMH document 3b NCMH Online Story Board (Trauma Study)
Minor amendment to section 7.1 of the NCMH Protocol to clarify that participants who take part in electronic assessments will complete either a paper or electronic consent form

	SA24
	12/12/2022
	3.6
	Anna Simpson
	Amendments to NCMH documents 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37 to remove references to consenting, taking, and storing hair and skin samples.
Amendment to NCHM document 1. NCMH Invitation Letter (v1.2) to make it clearer that people with mental health conditions and/or cognitive disorders are invited to participate.
New NCMH document 2n. NCMH Participate Text Message (v1.0) sent to potential participants via the Participate system and amendment to NCMH document 3. NCMH Online Storyboard (v1.3) for participants recruited via Participate and amendment to the Protocol (v3.6) to include information regarding recruitment via Participate.
Amendment to NCMH document 3c. Online Storyboard (Maternal Wellbeing Mental Health Life Experiences) (v1.3) to signpost an additional support service.
Amendment to NCMH document 4e Electronic Mood and Psychosis Basic Assessment to include a question on lithium medication, a replication of the previous question on clozapine and a minor amendment to the response options to make it clear to which medication the question is referring.
Additional amendment to NCMH document 4e. Electronic Mood and Psychosis Basic Assessment (v1.1), similarly to NCMH document 4f. Electronic DementiaCognitive Disorder Basic Assessment (v1.1) to record the participant’s diagnosis ascertained via information other than participant self-report.
New NCMH documents 4g. Electronic Perinatal MBU Basic Assessment (v1.0) and 4gi. Objective Ratings Form – Perinatal MBU Basic Assessment (v1.0). 
Amendments to NCMH Protocol to update sections 7 and 9 for information on new Perinatal MBU Assessment, update to hair/skin samples, temporary storage of samples, and Akrivia.


	SA25 
	04/04/2023
	3.7
	Anna Simpson
	New sub-project for the Akrivia collaboration – UK MINDS (see Section G). New study documents to accompany this: G1. NCMH Invitation Letter (UK MINDS) (v1.0), G2. NCMH Participant Information Sheet (UK MINDS) (v1.0), G3. NCMH Pers Nom Consultee Participant Info sheet (UK MINDS) (v1.0), G4. NCMH Participant Consent Form (UK MINDS) (v1.0) and G5 NCMH Pers Nom Consultee Consent Form (UK MINDS) (v1.0).
Amendment to NCHM document 1. NCMH Invitation Letter (v1.3) to allow participants to email NCMH if interested in participating and to remove reimbursement via cheque as this is no longer an option at Cardiff University.
Amendment to NCHM document 3. NCMH Online Storyboard (v1.4) to include questions on whether the participant has been referred to a mental health team and which NHS Trust/Health Board were the referrer. Also, where the participant heard about the study.
Amendment to NCMH document 4e. Electronic Mood and Psychosis Basic Assessment (v1.2) and NCMH document 4f. Electronic DementiaCognitive Disorder Basic Assessment (v1.2) to provide additional guidance to researchers using the assessments.
Amendment to NCMH document 3e. NCMH Online Storyboard (Students 2022-2023 (v1.1) 
Amendment to NCMH document 3c Online Storyboard (Maternal Wellbeing Mental Health Life Experiences) (v1.3) to update sections “what will happen to my personal data?” and can I decline or withdraw from the study?” to bring them in line with the updated main Online Storyboard. The timepoints for follow up have been amended, questions relating to COVID-19 removed, and additional questions on traumatic births. Additionally, participants in this cohort will be purposively sampled and invited to take part in a qualitative interview (Section 7.1 NCMH Protocol 3.7). New study documents have been developed: 38 NCMH Participant Information Sheet Maternal Wellbeing Life Experiences (v1.0) and 39 NCMH Participant Consent Form Maternal Wellbeing Life Experiences (v1.0).
Amendment to section 5.2 of the NCMH Protocol (v3.7) to include working with research registers and care homes to identify/approach potentially eligible participants. 
Amendment to p25 NCMH Protocol (v3.7) to make explicit that there will be a maximum of two follow up reminders to study invitations. 


	NSA10
	05/06/2023
	3.8
	Anna Simpson
	Amendments to section 7.2 and 7.3 of the NCMH Protocol (v3.8) to add a new organisation to be included in the storage and processing of samples.
NCMH main invitation letter and UK MIND invitation letter updated to include the option for participants to respond directly to sites if they are interested in participating: 1. NCMH Invitation Letter (v1.4),  G1. NCMH Invitation Letter (UK MINDS) (v1.1).
NCMH document 4e. Electronic Mood and Psychosis Basic Assessment (v1.3), and NCMH document 4f. Electronic DementiaCognitive Disorder Basic Assessment (v1.3) have been updated to include White British as an ethnicity category, added an ‘other’ option to main mental health diagnoses and examples of dementia disorders to aid answering the question.
Document F3. NCMH Online Storyboard (MaM Study) (v1.2) - one word has been removed from a question to make more sense grammatically. The document was updated and submitted for approval in Substantial Amendment 25 (ref: SPON1537-16_Substantial Amendment 25) but it wasn't detailed in the submission tool.
Documents G2. NCMH Participant Information Sheet (UK MINDS) (v1.1), and G3. NCMH Pers Nom Consultee Participant Info sheet (UK MINDS) (v1.1) have been amended to include the Akrivia privacy notice. This was in the main Participant Information Sheet but was incorrectly omitted from the new UK MINDS Participant Information Sheets. Document G3 has also been amended to clarify which research activities are to be undertaken by the participant and not the consultee.


	NSA12
	09/11/2023
	3.8
	Anna Simpson
	Documents 1. NCMH Invitation Letter (v1.4) and G1. NCMH Invitation Letter (UK MINDS) (v1.1) have been updated to allow NHS sites to include their own contact details if potential participants wish to contact them directly.
The Maternal Wellbeing Mental Health and Life Experiences survey (3c NCMH Online Storyboard (MWMHLE) (V1.5) has been amended to correct a grammatical error and change the branching logic in the fertility questions section. The Post-Traumatic Growth Inventory-Short Form  has been updated to replace "crisis" with "childbirth" to refer to the specific traumatic event. In the questions relating to mental health diagnoses the personality disorder category has been amended from "Borderline Personality Disorder" to "Borderline Personality Disorder / Emotionally Unstable Personality Disorder". Similarly for the eating disorders question, the response options now include Binge eating disorder and other eating disorders.
Document 4di. NCMH Objective Ratings Form - Psychosis (v1.1) has been updated to include a comments box
Document A1 NCMH Participant Information In-depth Assessment (v1.8) has been updated to note a doctoral student may be the researcher on the study   

	SA26
	24/11/2023
	3.9
	Anna Simpson
	Documents 10. NCMH Participant Information sheet (v1.7) and 11. NCMH Participant Consent Form (v1.8) have been updated to remove reference to Akrivia Health and the statements on future contact have been updated in the consent form to distinguish between permission to contact for future research and progress updates such as via newsletters. Similarly for UK Minds consent forms. The consent forms have also been updated to note which statements are optional.
Document 3f NCMH Online Storyboard (Students 2023-2024) V1.0) has been created, which has been amended and expanded on the 2022-2023 version. 
Documents 4e. Electronic Mood and Psychosis Basic Assessment (v1.3), and NCMH document 4f. Electronic DementiaCognitive Disorder Basic Assessment (v1.3) have been updated to include White British as an ethnicity category, added an ‘other’ option to main mental health diagnoses and examples of dementia disorders to aid answering the question (NB these changes weren’t submitted to REC correctly in NSA 11 and have been re-submitted to REC in SA26. Hence version 1.3 is noted here but v1.4 is noted below) 
NCMH document 4f: Electronic Dementia/Cognitive Disorder Basic Assessment (v1.4) has been updated to include the Montreal Cognitive Assessment (MoCA) and remove other questions to allow for this inclusion.
UK MINDS participant documents have been updated to have separate information sheets for those in cohort 1 (G2a NCMH Participant Information Sheet (UK MINDS) – Cohort 1 (v1.0) and cohorts 2&3 (G2b NCMH Participant Information Sheet (UK MINDS) – Cohorts 2&3 (v1.0) to make it clearer what is involved in the different cohorts. A new study partner and consultee information sheet has been developed for the dementia cohort (cohort 3) so study partners can be invited and informed (G3a NCMH Pers Nom Consultee and Study Partner Info Sheet v1.0) based on the original consultee information sheet and a new study partner information sheet. We also have a standalone study partner information sheet (G3b v1.0). We have developed the following consent forms: G5. NCMH Pers Nom Consultee Consent Form (UK MINDS) (v1.1) and we have new consent forms for combined consultee and study partners and standalone study partners: G6. NCMH PersNomCons and Study Partner Consent Form (UK MINDS) (v1.0), G7. NCMH Study Partner Consent Form (UK MINDS) (v1.0) .
All UK Minds information sheets have also been updated to note we may ask participants to provide additional samples if there has been an issue such as transport delays, the protocol has been updated accordingly.
Section G has been amended to include the following:
Sub section 3.1 inclusion criteria - All participants must have an electronic health record in a primary or secondary care service and be willing to do the MoCA
Inviting study partners to be recruited alongside participants in the dementia cohort
Noting the process for samples that may not have complete consent and reapproaching participants for additional samples if an issue has arisen e.g. delays with transit.
Amendments to section 7.2 and 7.3 to add a new organisation to be included in the storage and processing of samples.


	NSA13
	29/11/2024
	4.0
	Anna Simpson
	Document 3c. NCMH Online Storyboard (Maternal Wellbeing, Mental Health & Life Experiences) (v1.6) (previously v1.5.1) has been updated to include links to sources of support for participants recruited via Dorset Healthcare.
Document F3. NCMH Online Storyboard (MaM Study) (v1.3) (previously v1.2.1) has been updated to include a follow up question if participants heard about the study via Action on Postpartum Psychosis. 
All storyboards and Participant Information Sheets with independent point of contact details have been updated to remove Vanessa Davies and add Helen Richards.

	SA27
	10/03/2025
	4.1
	Anna Simpson
	The CONCA study (sub section D) has been extended to evaluate CONCA as a clinical tool, including test-retest reliability, acceptability and qualitative interviews. New information sheets and consent forms have been developed: D4. NCMH CONCA Quantitative PIS and Consent (v1.0) 10 March 2025, D5. NCMH CONCA Test Re-test PIS and CF (Controls Only) (v1.0) 10 March 2025, D6. NCMH CONCA Qualitative PIS and Consent (v1.0) 10 March 2025, D7. NCMH CONCA Qualitative PIS and Consent - HCPs (v1.0) 10 March 2025, and a questionnaire schedule: D8 NCMH CONCA Questionnaire - REDCap (v1.0) 10 March 2025.

	SA28
	19/02/2026
	4.2
	Anna Simpson
	Prof Jon Bisson has replaced Prof Ian Jones as NCMH Director since Prof Jones’ retirement. All study documents that refer to this have been updated.
The online Basic Assessment has been updated and renamed the NCMH Sign-Up survey – Document 3g. NCMH Online Storyboard (Sign-Up Survey) (1.0) 19 Feb 2026. The lower age limit for this survey has been dropped from 18+ to 16+. Similarly, for the NCMH Trauma survey (Document 3b. NCMH Online Storyboard (Trauma Study) (v1.4) 19 Feb 2026).
The NCMH Cohort is now referred to as the NCMH Research Community throughout the Protocol.
We have added 3 overarching aims to the Protocol (pg 8). These align with the more specific aims that were already detailed but this provides more clarity and depth. A new aim has been added, in keeping with the overarching aims, of investigating person-centred experience (pg9-10).
A new sub-section has been added – Section H: Person-Centred Experience and a new study added within that section on patient’s experiences and perceptions of the All Wales Psychiatric Genetic Service. (Documents H1. NCMH AWPGS INSIGHT PIS (v1.0) 19 Feb 2026 and H2. NCMH AWPGS INSIGHT CF (v1.0)).
A new survey on the perimenopausal and menopausal period has been developed and added to Section F (Document F7 NCMH Online Storyboard (Menopause Questionnaire)).
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[bookmark: _Toc459738905][bookmark: _Toc136862121]Background
Established in 2011, the National Centre for Mental Health (NCMH) is a Welsh Government funded Research Centre. NCMH was granted renewed funding in 2015 to enable the Centre to continue its ongoing work and to broaden its remit in a number of ways. These include (1) widening access to the study by enabling online participation/data collection; and (2) collecting richer, in-depth, clinical information from particular groups of participants. The continued aim is to better-understand the causes, triggers and course modifiers of disease pathogenesis in mental disorders. 

From 2011 to 2016, NCMH operated under the ethical approval of a Research Tissue Bank (11/WA/0255). Over 6500 participants took part without any ethical issues. Due to the widened remit, ethical approval is to be renewed as a Project. Existing samples will be brought under the new approval as part of the ongoing programme of work (please see Section 2). 

NCMH recruits both child and adult participants via NHS services and from the general population, with a specific focus on neurodevelopmental and psychiatric disorders. We obtain phenotypic information (i.e. information about the various manifestations of mental ill health including the nature, timing and persistence of clinical symptoms and signs as well as other psychological and biological variables), as well as biological samples and link these to routine clinical National Health Service (NHS) data. NCMH also provides opportunities for members of the cohort to learn about, and volunteer to participate in, other ethically approved high quality studies. Our long-term vision is to improve diagnosis and to develop and evaluate ways of preventing the onset, and improving the treatment and management of mental disorders through a better understanding of their biological, psychological and social causes. NCMH is operated by Cardiff University, Swansea University and Bangor University in collaboration with NHS Health Boards across Wales and NHS Trusts in England and our academic and commercial partners.
[bookmark: _Toc459738906][bookmark: _Toc136862122]1.1 Rationale
Mental health problems frequently start in childhood and persist throughout the life course, affecting individuals at crucial stages: in early childhood; through school and working life; and into old age. There is currently a lack of understanding about the causes of mental disorders and although there are treatments that are helpful, many people do not respond to treatment and/or suffer from troublesome side effects. Accurate diagnosis, which in most cases relies on descriptions of symptoms rather than laboratory tests, is often delayed with consequent delays in optimal management and care. There is a real need for improved prevention, identification and management of these conditions. 

There are many challenges to mental health research, including unravelling the complexity of multiple genetic, social and environmental influences in a way that is able to inform effective preventative, therapeutic and rehabilitative strategies. There is strong evidence that the major developmental and psychiatric illnesses have a substantial genetic component. The studies that robustly indicate some of the genes involved, have demonstrated the complex relationship between genetic and environmental factors in influencing susceptibility to these disorders and the clinical characteristics of the disorder expressed. These studies illustrate the need to work across traditional diagnostic categories to better understand the complex relationships between disease mechanisms and phenotype.
[bookmark: _Toc459738907][bookmark: _Toc136862123]Project Structure
February 2026 update
The Brief Assessment has been revised to ensure it is up-to-date and streamlined. It has been renamed the NCMH Sign-Up Survey, used to collect vital information about mental and physical health and lifestyle, and as a means for individuals to join the NCMH Research Community (formerly the NCMH Cohort). This terminology will now be used throughout the remainder of the document. 
Participation in NCMH can occur at various levels according to participant diagnosis, in addition to the participant’s chosen level of involvement in the study. At the most basic level, participation involves consenting to complete a Basic Assessment to join the NCMH Research Community, typically online, but with an option to complete with a researcher where resources allows.. Those taking part with a researcher will also be invited to provide a sample of blood or saliva (spit). Due to resource limitations, we will not take biological samples from those completing the Brief Assessment online. 
Individuals may also join the NCMH Research Community via a number of other research opportunities, as detailed in Sections A-H. Figure 1 shows the structure of NCMH:

[bookmark: _Toc299109648]Figure 1: Project structure
The overarching protocol details project-wide procedures for identifying and approaching potential participants and taking consent/collecting data at the most basic level. It also details arrangements for the management of data and samples; procedures for accessing participant medical records and the linkage of the data to routinely collected datasets; and methods of following up participants and providing feedback on progress made by the project. Strategies for patient and public involvement and governance will also be described. Sections A-H detail more specific methods of data collection from individuals who meet additional inclusion criteria. Specific activities at each level of participation are listed below:
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	Brief Assessment: Child/Adolescent (with a researcher)
	Section A: Deeper Phenotyping: Psychosis, Mood Disorder and PTSD

	Section B: Child and Adolescent Research
	Section C: Sleep Research
	Section D: Cognitive Research
	Section E:
Mental Health and COVID-19 Research
	Section F: Reproductive Mental Health Research
	Section G: UK MINDS 

Deeper phenotyping and data linkage for bipolar, depressive, psychotic and dementia related disorders
	Section H: Person-Centred Experience

	Join NCMH Community
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Yes
	Optional
	Yes
	Yes
	Yes

	Brief Assessment
	Yes
	Yes
	Yes
	Yes
	Yes
	No 
	Yes
	Yes
	Yes
	Yes
	Yes
	No

	Biological Sample (Blood/Saliva)
	Invited based on stratified selection according to phenotype
	Yes
	Yes
	Yes
	Yes
	No
	Yes
	Yes
	No
	Invited based on stratified selection according to phenotype
	Yes
	No

	Self-report Questionnaire Pack
	No
	Yes
	No
	Yes
	Yes
	No
	Yes
	Yes
	No
	Yes
	Yes
	No










Existing samples collected by NCMH (blood, saliva, hair samples and skin biopsies) will be brought under the new approval as part of the ongoing programme of work. Participants recruited under the new approval will become part of the existing cohort. We will also bring samples that have been transferred into the NCMH Tissue Bank from other studies under the new approval. These samples are detailed below:















	Project
	REC Number
	Principal Investigator
	Samples Held
	Discrepancy of Scope of Consent?

	How Samples Used by NCMH?
	Future contact with participants

	Experiences of CHildren with VelO−Cardio−Facial Syndrome (ECHO)
	09/WSE04/22
	Marianne van den Bree
	Blood, Saliva (acellular Oragene sample), DNA & RNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Longitudinal follow-up study of a sample of children with a genetic syndrome associated with high risk of psychosis (ECHO Longitudinal)
	12/WA/0232
	Marianne van den Bree
	Blood, Saliva (acellular Oragene sample), DNA & RNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Experiences of People with Copy Number Variants (ECHO Adult)
	14/WA/0035
	Marianne van den Bree
	Blood, Saliva (acellular Oragene sample), DNA & RNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	IMAGINE
	14/LO/1069
	Frances Raymond
	Blood & Saliva (acellular Oragene sample)
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Predicting and preventing adolescent depression 2
	14/LO/2027
	Anita Thapar
	Saliva (acellular Oragene sample) & DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Neural function and genetic variation across psychiatric disorders (NGAP)
	08/WSE04/67
	Paul Keedwell
	DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	100 Brains
	12.01.10.3071
	Paul Keedwell
	DNA & Saliva (acellular Oragene sample)
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Molecular genetic investigation of bipolar and related mood disorders
	MREC97/7/01
	Ian Jones
	Blood, Saliva, DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Investigating the shared pathogenesis of attention deficit hyperactivity disorder and autistic spectrum disorders - a brain imaging study
	10/WSE03/46
	Miriam Cooper
	DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.

	Study of Learning Ability, Development and Genes
	11/WA/0127
	Kate Langley
	DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants.  
	NCMH will not contact participants. Any future contact will be via the original study team.



In line with the consent received at interview, samples collected as part of the following expired projects will also be brought under NCMH approvals to maximise their potential use. We have confirmed that the original study aims align with the aims of NCMH project. These samples are detailed below:

	Project
	REC Number
	Principal Investigator
	Samples Held
	Discrepancy of Scope of Consent?

	How Samples Used by NCMH?
	Future contact with participants

	GENetic and clinical Predictors Of treatment response in Depression (GENPOD)

	02/6/076
	Mick O’Donovan
	Blood and DNA
	No discrepancy in scope of consent; consent in line with NCMH.
	Samples will be stored and curated by NCMH. Further analysis, (consistent with the original consent and ethical approval of each project) will be undertaken.  The original study team holds the clinical and phenotypic information on the participants. 
	NCMH will not contact participants. Any future contact will be via the original study team.



[bookmark: _Toc136862124][bookmark: _Toc459738908]Overall Aims 
NCMH has three overarching aims:
1. To advance MH and LD research in Wales – supporting existing areas and developing new areas of research excellence. 
2. To engage with patients, their families, the wider public and third sector organisations in Wales and beyond to increase understanding of MH and LD and the need for research. 
3. To change the research culture of the NHS in Wales, with the ultimate goal of MH services that see research as core activity and all individuals accessing care being invited to participate in research. 
These are categorised into the following specific aims:

1. To better understand the causes, triggers and course modifiers of mental disorders. It is hypothesised that multiple genetic and environmental risk factors, and their interaction, underpin the development and course of mental disorders. The use of a large cross diagnostic sample and the ability to explore both genetic and environmental variables, will allow exploration of risk factors that may underlie the development and course of mental disorders. 

2. To explore the overlap of risk factors across traditional diagnostic boundaries. It is hypothesised that there is substantial overlap in environmental and genetic risk factors for mental disorders, including depression, schizophrenia and bipolar disorder. The use of a large cross diagnostic sample will allow exploration of common risk factors such as childhood adversity and the potential role of these risk factors in the aetiology of multiple disorders. It will also allow the contribution of overlapping risk factors in the comorbidity of mental disorders to be investigated.  

3. To explore predictors of outcome. It is hypothesised that mental disorders have varying trajectories and that numerous factors, such as age of onset and lifestyle factors will be predictive of long-term outcome. The ability to link genetic and social information collected by NCMH with routinely collected datasets (for example, health or education data) will allow predictors of long-term outcome to be explored. The ability to follow-up participants over time will allow the influence of predictors to be charted over time to give an indication of their influence on prognosis.

4. To explore the developmental course of mental disorders over the life course. It is hypothesised that psychopathology in early life will be predictive of mental disorder in adulthood. The ongoing nature of the study and the ability of NCMH to follow-up participants and explore links between phenotypic information collected at different time-points, will enhance our understanding of the relationship between mental disorders experienced at different points across the lifespan. 

5. To explore the co-morbidity of mental and physical illness. It is hypothesised that a greater burden of physical illness will be associated with a more severe and enduring course of mental illness. The use of a large cross-diagnostic sample and the opportunity of linking genetic and demographic information with routinely collected data will enable extrication of cause and effect and allow exploration of the complex genetic, social and environmental factors that are likely to underpin the comorbidity of mental and physical illness. 

6. To understand the interaction between sleep and circadian rhythm disruption (SCRD) and mental health over time. It is hypothesised that SCRD can be used to reliably predict the onset of psychiatric illness or specific symptoms. The ability to monitor sleep unobtrusively over a period of up to 60 days and link this information to other data collected by NCMH will enhance our understanding of the role of SCRD in psychopathology.

7. To understand the relationship between cognitive function and mental health. It is hypothesised that psychiatric disorders are associated with poorer cognitive function and lower cognitive abilities are associated with poorer functional outcomes. The use of cognitive assessments and the ability to link this information with other data collected by NCMH will enhance our understanding of the psychopathology of these disorders.

8. To better understand individual’s knowledge, perceptions, and experience of mental health services and mental health research. This can contribute to service development and improvement, to patient-centred services and research, to more meaningful and inclusive engagement strategies.


[bookmark: _Toc459738909][bookmark: _Toc136862125]Conditions to be included
Individuals with a history of developmental/mental/cognitive disorder and/or a learning disability will be included. Relatives of these individuals will also be invited to take part. To allow comparisons, control participants without a history of developmental/mental/cognitive disorder and/or learning disability will also be invited to take part.
[bookmark: _Toc299109650]
[bookmark: _Toc459738910][bookmark: _Toc136862126]4.1 Inclusion Criteria
IC1) Adult participants will be aged 18 or over with no upper age limit with the exception of the Sign-Up Survey and Trauma Survey, which are 16+

IC2) Child/teenage participants will be between the ages of 4 and 17 with the exception of the Sign-Up Survey and Trauma Survey where 16 and 17 year olds are considered young people and consent in the same way as adults. 

These age ranges are based on our extensive experience of recruiting to ethically approved research studies, including NCMH. We have not encountered any ethical or practical problems with these age ranges.
[bookmark: _Toc299109651] 
[bookmark: _Toc459738911][bookmark: _Toc136862127]4.2 Exclusion Criteria
EC1) Inability to understand spoken and/or written English and/or Welsh.

[bookmark: _Toc299109652]EC2) Inability to provide valid informed consent (for example, the patient lacks the capacity to consent and there is no personal/nominated consultee available).

[bookmark: _Hlk152222542]Individuals with blood-borne infection or past intravenous drug use without a recent negative blood screen will be excluded from giving blood samples.
[bookmark: _Toc459738912][bookmark: _Toc136862128]Participant Recruitment 
[bookmark: _Toc459738913][bookmark: _Toc136862129]5.1 Identifying Participants
Our aim is to provide as many people as possible with the opportunity to participate in the research. We will use a range of approaches to bring the opportunity to the attention of potential participants. Approaches will include:
1. Working with NHS Health Boards/Trusts in Wales and England to establish and implement ways of offering potential participants all Primary,Secondary, and Community Services the opportunity to take part. This includes any recruitment strategies utilised by Health Boards/Trust such as (but not limited to) outreach work, research buses, events. One approach will involve working with NHS sites who have implemented the Akrivia Health platform (UK MINDS). Akrivia Health have developed an in-depth dataset focused on mental health and dementia. The platform is comprised of de-identified patient data, which can be used to identify those with a mental health or dementia diagnoses for clinical/research studies. The NCMH team will work closely with NHS staff members in identifying eligible service users via the Akrivia Health platform using psychiatric clinical records. Eligible service users will be approached using a variety of methods (as outlined in section 5.2) and recruited into the NCMH study (see Section G for more detail).
2. Working with NHS Child and Adolescent Mental Health Service (CAMHS) clinics across Wales and England to identify participants eligible for Section B. 
3. Liaising with voluntary organisations and determining appropriate ways of bringing the research to the attention of individuals with mental disorders.
4. Attending events and conferences to raise awareness of NCMH and to provide an opportunity for individuals to hear more about the research.
5. Inviting individuals already enrolled in previous/ongoing research studies (for example, studies within Cardiff University and external studies such as Health Wise Wales (www.healthwisewales.gov.wales)), where participants have indicated their willingness to be approached about future studies.
6. Using local, national and social media to inform the public/potential volunteers about the project.
7. Using the NCMH website to inform the public/potential volunteers about the research (see www.ncmh.info).
8. Inviting students at various Universities to take part

 
These methods of identifying potential participants have been used extensively by ethically approved research studies, including NCMH. We have not encountered any ethical or practical problems using these methods. 
[bookmark: _Toc459738914][bookmark: _Toc136862130]5.2 Approaching Participants
Potentially suitable participants will be approached using the methods described below:
1. We will let potential participants know about NCMH projects through their Health Boards/Trusts or other healthcare providers. A number of strategies will be used in Primary,Secondary and Community care. The choice of approach will be dictated by the preferences of the Health Board/Trust or clinical care team facilitating recruitment. The following methods will be used within clinical services:
a. Working with clinical services (in Primary, Secondary, and Community Care) to develop systems whereby potentially suitable patients will be given the opportunity to participate in the project as part of their standard interactions with health care professionals, so that invitations to participate in the project are part of routine procedures. Clinical teams will gain consent to pass on the details of those interested in taking part to the research team. Clinical teams may also choose to pass on details of the study to patients so that they can make contact with the team. 
b. Sending an invitation letter, email, text message or phone call from the relevant clinical team or R&D team where local policies are in place, inviting participation in the study [please see NCMH Document 1.4, Letter of Invitation]. This will include a link to the study online and/or a paper information sheet and consent form, along with a reply slip and freepost envelope. This includes identifying potentially eligible participants through screening primary and/or secondary care records, or other electronic health record systems (e.g. the Akrivia Health Platform) and sending an invitation letter, email or text message [please see NCMH Document 1.4, Letter of Invitation], or approaching in person at the patient’s next clinical appointment. Potential participants may also be contacted via telephone where local policies are in place and followed up with the above information. Promotional materials such as posters and postcards with QR codes and URLs to study information may also be used. The Akrivia Health platform consists of a mental health and dementia dataset based upon psychiatric clinical records. Eligible participants who have not opted out of having their data used for secondary purposes (such as research) via either the National Data Opt-Out (NDOO) or via their local NHS trust/ health board will be identified via the Akrivia Health platform by NHS staff using a unique ID assigned to their records. 
c. Attending NHS clinics that are supporting patient recruitment to the research in order to discuss the study with interested patients and, where a patient would like to take part in the study, provide more information and arrange for them to complete the assessment either online or with a researcher (see section 7.1).
d. Where arrangements have been made locally, participants may be invited to take part in the study by trained NHS staff. NHS staff will take informed consent following standard NCMH procedures and conduct the Basic Assessment (see section 7.1).
e. Working with approved research registers and NHS research recruitment processes, including but not limited to Join Dementia Research and Avon and Wiltshire’s Mental Health Partnership.
2. We will promote the study via Cardiff and Vale University Health Board’s (C&VUHB) Participate system. Participate is an approach to informing service users about upcoming research studies that may be of interest to them unless they have opted out of being contacted (see website Participate - Cardiff and Vale University Health Board (nhs.wales)). Participants will receive the NCMH invitation letter or a text message (2n. NCMH Participate Text Message (v1.0) 12 December 2022).
3. We will work with voluntary organisations to determine appropriate ways of bringing the research to the attention of potential volunteers. This may include the organisation sending letters of invitation or promoting the study on their websites or on social media.
4. Individuals may volunteer to take part in the research directly. They may have heard about the research via our advertisements, through social media, through coverage in traditional media, having met the team at a conference or event, or by word of mouth. Examples of our advertisements are given in NCMH Documents 2a-n. These are updated from time to time and wording/content may vary depending on the target audience.
5. We will work with care homes across England and Wales and the ENRICH Research Ready Care Home Network to promote the research and identify potential participants in the most appropriate ways. This may include but not be limited to, advertising the research with leaflets and postcards and care home staff informing residents of the research. People interested in research may inform care home staff or contact the research team directly, as deemed most suitable and appropriate in each setting and for each potential participant.


These methods of approaching potential participants have been used extensively by ethically approved research studies, including NCMH. We have not encountered any ethical or practical problems using these methods. We have been successful in recruiting over 6500 participants to date with use of these methods and have not experienced any difficulties.
[bookmark: _Toc459738915][bookmark: _Toc136862131]Points of Entry into the Study
[bookmark: _Toc299109654]The diagram below illustrates points of entry into the NCMH study: 
Figure 2: Points of entry into the studyRecruitment to the NCMH Research Community by completion of Sign-Up survey
Recruitment to Sections A-H from the Research Community
Direct Recruitment to Section A-H


Participants can enter/progress through the study, as follows:
1. Participants can join the Community by completing a Basic Assessment online, OR with a researcher or trained health professional. There is no obligation for further involvement in the study.

2. Or, if it is known from the outset that participants meet the criteria for participation in Sections A-H of the study, they may be provided with the opportunity to enter the study directly at that level. 

3. If it becomes apparent that participants who entered the study by completing a Basic Assessment also meet the criteria for participation in Sections A-H of the study, and have consented to being contacted about further research opportunities, they may be invited to provide additional information as detailed in Sections A-H. We will attempt to not duplicate (and at least minimise) the collection of information if they have already completed a Basic Assessment. We will make it clear that providing additional information is voluntary and that declining further involvement will not affect their continued membership of the Community.
[bookmark: _Toc459738916][bookmark: _Toc136862132]Overarching Methodologies 
[bookmark: _Toc459738917][bookmark: _Toc136862133]7.1 Basic Assessment
To join the study at the most basic level, participants will consent to complete a Basic Assessment, which can be done online or with a researcher. 
[bookmark: _Toc459738918][bookmark: _Toc136862134]Basic Assessment Online

Only adult participants (aged 18 years or over, verified by date of birth given at the start of the process) will be eligible to complete a Basic Assessment online, with the exception of the Sign-Up Survey and Trauma survey where those aged 16+ are eligible. Data will be collected via a web-based application, which will be accessible through the NCMH website. The web-based application will deliver the participant information and take consent. The participant will also be emailed the participant information [please see NCMH documents 3, 3a-g]. The online Basic Assessments take between 10-30 minutes to complete. The time it will take is dependent on the specific survey completed. Each survey has been designed in line with the methods approved for the collection of online data by Health Wise Wales (www.healthwisewales.gov.wales). There are six versions of the online Storyboard: one for general online recruitment, one specifically for students, one for individuals with lived experience of trauma, one for women during the perinatal period, one for parents of children with ADHD, and one for participants recruited via Participate. For full details on the web-based application and the online Basic Assessment, please see NCMH documents 3 and 3a-g. Participants completing the online assessment for women during the perinatal period will also be purposively sampled and invited to participate in qualitative interviews in relation to PTSD, their psychological needs, their experiences of services, and possible targets for interventions. This will follow a similar process to the qualitative interviews in the COVID-19 study (see section E). To encourage the participation of students we will be offering the opportunity to be entered into a prize draw to win a prize up to the value of £250 for taking part. The maternal wellbeing online assessment includes up to 3 follow up surveys. To encourage maintained participation through follow up assessments, participants will be entered into a prize draw for to win a prize up to the value of £100, with an entry for each follow up assessment completed.

Procedure
If wishing to take part online, the participant will be directed to the relevant landing page on the NCMH website. . Or, if recruited via NHS sites they will be taken to the same information directly on the online survey platform. Participants recruited via C&VUHB’s Participate system will be directed to a bespoke landing page informing them that it is part of Participate (see document 3. NCMH Online Storyboard Sign-Up Survey v1.0) 19 Feb 2026. There will be a telephone number and email address for the research team and potential participants will be invited to get in touch if they have any questions or if they would like to discuss the research. The page will also advise that any messages left outside office hours will be responded to as soon as possible (within office hours). The page will describe what participation entails. This will provide the information usually found on a participant information sheet, as detailed in Section 3 of NCMH document 3 and 3a-g. If the individual wishes to take part, they will click on a link to the consent page. 

Consent
On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the study. This page will inform the participant about what will happen if they agree to take part, and will provide options to obtain more information or to decline participation. Full details are given in Section 4 of NCMH document 3 and 3a-g. By consenting to take part, participants are consenting to the following statements given on the consent page:

	[bookmark: _Hlk45627337]By clicking on the “I Agree” button, you agree to:
· Provide your contact details (name, postcode, email address, phone number) and some details about you (sex, date of birth, ethnic group).
· Answer some questions about your mental and general health and your lifestyle. [general (Sign-Up survey)  and student versions only]

Answer some questions about your experiences of trauma (as a child and in adulthood) and your mental health. [trauma version only]

Answer some questions about your wellbeing, current or recent pregnancy, mental health, and your life experiences. [maternal wellbeing version only]

Answer some questions about your child’s lifestyle, general health and mental health. [ADHD version only] 

· Be contacted with regards to a follow up within the next month and then at 1, 6  and 12 months after your childbirth by the study team if you are currently pregnant, or in 6 months and 12 months if you have recently given birth. This contact will be to invite you to provide more information about your mental and physical health, wellbeing and your lifestyle. [maternal wellbeing version only]
· Allow us to link the information you provide to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised and I would not be identifiable in any way. [general (Sign-Up survey), student, trauma, and maternal wellbeing versions only] 

Allow us to link the information you provide to information routinely collected by the NHS and other public organisations (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to neurodevelopmental disorders and mental health. I understand that the data within any such dataset will be fully anonymised and myself and my child will not be identifiable in any way. [ADHD version only]

· Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you may want to take part in (for example, via our NCMH newsletters). [all versions apart from the general version (Sign-Up survey)]
· Allow us to contact you with information about the research, news, upcoming events, and opportunities to influence the direction of research. I understand that I can opt out at any time. [general version (Sign-Up survey) only] 
· Allow us to contact you about future research opportunities. I understand that I don't have to take part in any future studies and can opt out at any time. [general version (Sign-Up survey) only]

· Be contacted every 6-12 months or so by the study team, to invite you to provide more information about your mental and physical health and your lifestyle. [, student, trauma, and maternal wellbeing versions only] 

Allow us to contact you approximately every 6-12 months to invite you to provide more information about your child’s mental and physical health, wellbeing and lifestyle. [ADHD version only]

· Allow us to share anonymous[footnoteRef:2] information with other researchers if they have scientific and ethical approval for the questions they would like to answer. [all versions except the general version (Sign-Up survey)] [2: 
] 

·  Allow us to share anonymous information with other researchers if they have scientific and ethical approval for the questions they would like to answer. This may include individuals working abroad, including researchers working for commercial companies.   [general version (Sign-Up survey)]
· Allow us to access your student records for specific academic and demographic information. [student version only]

By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study.
· You are aged 18+.[all versions apart from the general version (Sign-Up survey) and Trauma survey = 16+]
· You have experienced a traumatic event (as a child or in adulthood). [trauma version only]
· You are either currently pregnant or have given birth in the last 12 months [maternal wellbeing version only]



Data collection
Participants will be taken to the Basic Assessment. They will first be asked for some personal data (name, contact information, gender, date of birth, ethnicity). Participants will also be asked to give information on their mental and physical health, lifestyle and family history. The questions that will be asked as part of the online Basic Assessment are given in Section 5 of NCMH document 3, 3a-g. 

Biological Samples
Biological samples will not be collected from all individuals taking part online. However, participants may be re-contacted at a later date and invited to provide a biological sample which may then be linked with the data collected via the online basic assessment. Participants will be recontacted based on:
i. the resources available in the NCMH project at any given time (e.g. funding opportunities, collaborations)
ii. the information participants have provided about their mental health (e.g. symptom range/severity)
As consent to re-contact will have been obtained at the point of study sign up, suitable individuals will be invited to participate and sent an electronic copy of the study information sheet [please see NCMH document 10a Participant Information Sheet (Genetic Sample)] via email. If, after reading the study information, participants wish to provide a biological sample they will be able to click a link included in the email to access the electronic consent form [please see NCMH document 11a Participant Consent Form (Genetic Sample)]. To demonstrate that consent provided for the study is fully informed, the electronic link to the consent form will first ask participants to complete a short comprehension quiz. The comprehension quiz will be made up of the following questions:

	Q1: What is the purpose of this study? 
☐Understanding the factors that contribute towards the development of mental health conditions
☐Treating people with mental health conditions

Q2: My personal information, such as my name and address, will be kept confidential. 
☐True
☐False

Q3: My study data will be shared with advertisers. 
☐True
☐False

Q4: My sample will only ever be used in research that has the ultimate goal of helping patients or the general public. 
☐True
☐False

Q5: I can stop participating at any time. 
☐True
☐False





Once 100% is achieved in the above quiz, participants will automatically be directed to the electronic consent form. 
In instances where participants are unable to provide consent electronically, paper copies of the participant information sheet and consent form can be sent to them via post. An NCMH researcher will then contact the participant with a follow-up phone/video call to explain the study further, answer any questions the participant may have and confirm that the participant is fully informed about the research. 
To obtain informed consent the researcher will read each of the consent statements out verbatim and ask the participant to respond yes or no aloud. As the participant responds, the researcher will fill out the participant’s initials on an electronic or paper copy of the consent form accordingly, as consistent with the approach outlined in the consent/assent section of the protocol below.  A copy of the consent form will then be sent to the participant by email/post.  Participants are able to contact the researcher using the contact details on the study information sheet at any stage throughout the recruitment process. The study documents will be tailored to indicate whether consent has been obtained in person or remotely. To avoid any confusion, the text related to consent received remotely (indicated with italic blue coloured text within the study documents) will be removed if participants are providing consent in person. 
Once complete consent is received, a sample collection kit will be sent for participants to donate their sample. The kit will include detailed instructions on how to complete their sample, and appropriate materials to ensure that the sample is returned to the NCMH team in accordance with the Human Tissue Act. Participants will also have the contact details of the NCMH researcher, and may contact them at any stage throughout the consent and sample process.
[bookmark: _Toc459738919][bookmark: _Toc136862135]Basic Assessment with a Researcher

If completing the Basic Assessment with a researcher, an information sheet and consent form will be provided to the individual before they are asked if they would like to give their consent to participate in the research. 

If the participant is taking part in a face-to-face assessment, and they are currently in contact with secondary care services, the researcher will ask them if they are happy for their NHS key worker to be informed of their participation in the study. This informs part of the NCMH Risk Assessment procedure for the local NCMH field team, as outlined in the NCMH Standard Operating Procedure (SOP) for Home Visits. A researcher will then arrange a suitable time and place for the consent procedure and study assessment to take place.

Members of the research team are trained psychologists/ researchers/ health professionals. Recruitment of volunteers will also be carried out by trained NHS staff inside and outside Wales, where local arrangements have been made. All team members will have Disclosure and Barring Service (DBS) checks and will either be NHS employees or have research passports/letters of access for all Health Boards and Trusts where the research is being conducted. All team members will complete Good Clinical Practice (GCP) training. In addition, all researchers will receive additional training in completing interviews via telephone/video call. This will include guidance on how to quickly and effectively identify early signs of distress (e.g. auditory and/or visual cues). The interviews have been used extensively in person by NCMH researchers without issue. If a participant becomes distressed, they will be given the option of taking a break or stopping the interview. If a participant hangs up during the interview, the researcher will follow the guidance outlined in the NCMH SOP for Phone/Video Call interviews. The potential for distress is noted in the Participant Information Sheet [please see NCMH documents 10 Participant Information sheet, and A1 Participant Information In-depth Assessment]. Before beginning a telephone/video interview, the NCMH will signpost participants to suitable organisations that they can call if they need additional support. The list of support organisations may be altered/adapted at any given time to ensure up to date contact information is provided for the most appropriate organisations.

All potential participants (and where necessary the personal/nominated consultee) will receive a copy of the information sheet before they are asked if they would like to give their consent to participate in the research (see below for details of the consent procedure). 

Where possible, written informed consent/assent will be obtained by a member of the research team (please see further details regarding the consent procedure below) prior to the completion of the Basic Assessment form [please see NCMH document 4: Basic Assessment (v1.0)]. The Basic Assessment includes demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, and questions about medications, physical illness and lifestyle. This will take between 15 and 60 minutes to complete (approximately). 
There is also the option for researchers to complete the basic assessment with adults with capacity electronically [please see NCMH document 4c: Electronic Basic Assessment (v1.2)]. Written informed consent, or remote informed consent will be obtained by a member of the research team (please see further details regarding the consent procedure below). In line with the paper based Basic Assessment form, the electronic version is designed to be completed with a researcher, and will collect demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, and details about medications, physical illness and lifestyle. This assessment will be completed on tablets, laptops or smartphones and data entry may be completed offline (please see further details regarding data protection in section 7.5). This will take between 15 and 60 minutes to complete (approximately).

As an alternative to the general Electronic Basic Assessment, as part of the UK MINDS project (see section G) individuals with a mood and/or psychosis related illness may be offered the opportunity to complete the Mood and Psychosis Basic Assessment [please see NCMH document 4e: Electronic Mood and Psychosis Basic Assessment (v1.3), also see Section G for full details]. Written informed consent, or remote informed consent will be obtained by a member of the research team (please see further details regarding the consent procedure below). In line with the other NCMH interviews, this version is designed to be completed with a researcher, and will collect demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, details about medications, physical illness, lifestyle and includes questions relating to specific mood and psychosis symptoms. This assessment will be completed on tablets, laptops or smartphones and data entry may be completed offline (please see further details regarding data protection in section 7.5). This will take between 15 and 60 minutes to complete (approximately).

Adults with a dementia and/or cognitive related diagnosis may be offered the opportunity to complete the Dementia/Cognitive Disorder Basic Assessment, as part of the UK MINDS project [please see NCMH document 4f: Electronic Dementia/Cognitive Disorder Basic Assessment (v1.4), also see Section G for full details]. Written informed consent, or remote informed consent will be obtained by a member of the research team (please see further details regarding the consent procedure below). In line with the other NCMH interview, this version is designed to be completed with a researcher, and will collect demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, details about medications, physical illness, lifestyle and includes questions relating to specific dementia and/or cognitive related symptoms. This assessment will be completed on tablets, laptops or smartphones and data entry may be completed offline (please see further details regarding data protection in section 7.5). This will take between 15 and 60 minutes to complete (approximately).

There is a bespoke version of the Basic Assessment for individuals with Learning Disabilities (LD) and their carers [please see NCMH document 5: Basic Assessment for LD (v1.1) (participant version), NCMH document 6, Basic Assessment for LD (carer version)]. These assessments gather demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, and additional questions that are specific to individuals with LD. Researchers conducting the Basic Assessment will be fully trained and experienced in collecting information from individuals with LD and their carers. Reasonable adjustments will be made for participants with LD and their carers and it is expected that the time it will take will vary substantially from person to person. 

There are also bespoke versions of the Basic Assessment for women recruited during pregnancy and women in the post partum period [please see NCMH document 4a: NCMH Perinatal Basic Assessment (Pregnancy) (v1.0), NCMH document 4b: NCMH Perinatal Basic Assessment (Postpartum) (v1.0). These assessments gather demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, and additional questions that are specific to women who are pregnant, or who have recently given birth. Researchers conducting the Perinatal Basic Assessments will be fully trained and experienced in collecting information from women who are pregnant and women in the postpartum period. 

There is a bespoke version of the Basic Assessment for individuals with a psychosis related illness recruited through Early Intervention Services [please see NCMH document 4d. Basic Assessment Psychosis Version (v1.0)]. This assessment gathers demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders and additional questions that are specific to individuals who have experienced first episode psychosis. Researchers conducting the Basic Assessment (Psychosis Version) will be fully trained in collecting information from individuals with psychosis. In instances where appropriate consent has been received, researchers will also complete an objective ratings form following the interview using the information from the participant’s medical records. This will help confirm the information collected at interview [please see NCMH document 4di. Objective Ratings Form - Psychosis (v1.0)].

Finally, there is a separate perinatal Basic Assessment for women recruited through Mother and Baby Units [please see NCMH document 4g. Electronic Perinatal MBU Basic Assessment (v1.0)] These assessments gather demographic information, details about the participant’s personal and family history of neurodevelopmental and neuropsychiatric disorders, and additional questions that are specific to women who have recently given birth. Researchers conducting the Perinatal MBU Basic Assessment will be fully trained and experienced in collecting information from women who are in the postpartum period. In instances where appropriate consent has been received, researchers will also complete an objective ratings form following the interview using the information from the participant’s medical records. This will help confirm the information collected at interview [please see NCMH document 4gi Objective Ratings Form – Electronic Perinatal MBU Basic Assessment (v1.0).

The researcher or trusted partner (if biological sample is obtained at a later timepoint relative to the assessment) will take a sample of venous blood (20-50ml from adults per draw, 10-30ml from children per draw) from those who consent to giving a sample for genetic and other analyses.  Where it is not possible to obtain a blood sample, a saliva (spit) sample will be obtained if the participant is happy to provide one. Please see Section 7.2 for further details on sample collection.

The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online, according to their preference), selected according to the patient’s diagnosis and age. They will be asked to complete these in their own time, preferably within the week following the initial assessment, and asked to return these to the research team in a freepost envelope or online via the link provided at the time of the interview. Relevant questionnaires will be selected from the menu of those approved so that the questionnaire pack will take approximately 30 minutes to complete [please see NCMH document 7: Adult Questionnaires (v1.5); document 8: Parent Questionnaires (v1.0); document 9: Young Person Questionnaires (v1.0)]. As some adult mental health services include patients aged 16 and 17, those that take part and are age 16-17 may be asked to complete relevant questionnaires from either the adult questionnaire menu or the young person questionnaire menu. If the research team has not received the completed questionnaires within a reasonable time-period (approximately two weeks) the research team will contact the participant by letter, phone or email to let them know that they can still complete the questionnaires and return them to the research team. If the initial questionnaire pack/link to the online questionnaire has been misplaced, a further pack/link will be sent to the participant. The standardised questionnaires within the menu of alternatives are well-validated and widely used, and both standardised and non-standardised questionnaires have been used by the research team in similar groups of participants as part of NCMH and in other research studies without any complaints or ethical problems. These methods of obtaining data via validated self-report questionnaires and non-standardised bespoke questions have been used by NCMH since its inception without any difficulties.

The assessment will take place at the participants own home (adhering to the Risk Assessment procedures set out in the NCMH SOP for Home Visits or similar local NHS procedures) at a University, a clinical setting (such as a room in a mental health clinic), at other appropriate locations (such as a room at a charitable organisation), or by phone/video call (adhering to the Risk Assessment procedures set out in the NCMH SOP for Phone/Video Call interviews or similar local NHS procedures). We will meet reasonable expenses of participants (such as travel expenses) in accordance with Cardiff University and Health and Care Research Wales procedures.

Participants who are contacted to be invited to participate in any of the NCMH studies will receive a maximum of two follow up reminders for that study and no more.

[bookmark: _Toc299109656]Consent/Assent
Researchers taking consent will be fully trained in obtaining informed consent and will have a good understanding of the principles underpinning informed consent and mental capacity assessment. Individuals recruited to the NCMH will vary in age and in their capacity to provide valid informed consent. We will use the consent procedures described below, as appropriate.
· Situation 1: Adult with the capacity to provide valid informed consent
The potential participant will be provided with verbal and written information about the study [please see NCMH document 10: Participant Information Sheet (v1.9) and NCMH document 11: Consent Form (v2.0)].  There are also versions for individuals with LD, who have capacity to consent for themselves [NCMH document 12: Participant Information Sheet (LD) (v1.4) and NCMH document 13: Consent Form (LD) (v1.4)]. Where possible, participants will provide written informed consent before joining the study. 

For the NCMH Electronic Basic Assessment (v1.2), NCMH Basic Assessment Psychosis Version (v1.0), and NCMH Electronic Perinatal MBU Basic Assessment (v1.0) participants will be given a copy of the NCMH Participant Information Sheet (v1.9). If after reading the information they wish to take part, the participant can provide consent by completing an electronic/paper copy of the NCMH consent form [NCMH document 11: Consent Form (v2.0)]. For the NCMH Electronic Mood and Psychosis Basic Assessment (v1.3) and NCMH Electronic Dementia/Cognitive Disorder Basic Assessment (v1.4), participants will be given a copy of the NCMH Participant Information Sheet (UK MINDS – Cohort 1) (v.1.1) or NCMH Participant Information Sheet (UK MINDS – Cohorts 2&3) and provide consent by completing an electronic/paper copy of the NCMH Consent Form (UK MINDS) (V1.2).
For participants who wish to take part remotely, a copy of the study information sheet and consent form will be sent via post/email. An NCMH researcher will then contact the participant with a follow-up phone/video call to explain the study further, answer any questions the participant may have and confirm that the participant is fully informed about the research. 
To obtain informed consent the researcher will read each of the consent statements out verbatim and ask the participant to respond yes or no aloud. As the participant responds, the researcher will fill out the participant’s initials on an electronic or paper copy of the consent form accordingly.  A copy of the consent form will then be sent to the participant by email/post.  Participants are able to contact the researcher using the contact details on the study information sheet at any stage throughout the recruitment process. 
The study documents will be tailored to indicate whether consent has been obtained in person or remotely. To avoid any confusion, the text related to consent received remotely (indicated with italic blue coloured text within the study documents) will be removed if participants are taking part in person. 

· Situation 2: Adult without the capacity to provide valid informed consent
The potential participant’s clinical team will be consulted whenever there is any doubt regarding a potential participant’s ability to consent for themselves. We will not seek consent from individuals who currently lack the capacity to consent for themselves but who are likely to regain the capacity to consent in the future (for example, where a patient’s capacity to consent fluctuates with their illness episodes). In these situations, we will wait and seek consent from the individual once they have regained capacity. Where an individual is unlikely to ever regain their capacity to consent in the future (for example, patients with LD or dementia), we will seek agreement from a personal/nominated consultee (for example, next of kin, family member or carer). When a participant is unable to give consent for him or herself due to a lack of capacity, and where it is not possible to consult with the potential participant’s clinical team, it is the research worker’s responsibility to ensure that the participant appears to assent to take part in the research. If there are any signs of the participant objecting or feeling distressed at any stage this needs to be assumed as refusal of consent. The research worker should discuss this with the representative/consultee accompanying the participant, but if there is any doubt, collection of blood samples or interview data will not take place or cease. This does not preclude discussing participation with the consultee and participant at subsequent visits. Effective communication skills are essential to allaying participant anxiety regarding venepuncture. 

Capacity to consent will be assessed by a trained, experienced research assistant at all visits. All members of staff involved in the consent process will have current ‘Good Clinical Practice’ and ‘Valid Informed Consent in Research’ training and will act in accordance with the Mental Capacity Act. Experienced research assistants will provide further in house training and supervision for new members of staff
The potential participant and the personal/nominated consultee will be provided with verbal and written information about the study [please see NCMH documents 14 Personal/nominated consultee Information Sheet; 15 Personal/nominated consultee Information Sheet (LD); 16 Personal/nominated consultee Consent Form (v1.8); 17 Personal/nominated consultee Consent Form LD (v1.5), and G3a NCMH Personal/Nominated Consultee and Study Partner Info Sheet (UK MINDS) (v1.1), G5 NCMH Personal/Nominated Consultee Consent Form (UK MINDS) (v1.2) and G6. NCMH PersNomCons and Study Partner Consent Form (UK MINDS) (v1.1) for the UK MINDS project [see section G)] and the contact details of the research team. Where participants are considered not to have capacity to consent to the study, but are able to understand some of the implications of participating in the study, a NCMH researcher (with the help of the personal/nominated consultee, main carers and community teams) will explain the study and agreement or positive engagement will be sought from the participant. There is a specific Assent form for participants with learning disabilities [please see NCMH document 18 Adult Assent Form]. 
For participants who wish to take part remotely, a copy of the study information sheet and consent form will be sent via post/email. An NCMH researcher will then contact the participant and the personal/nominated consultee with a follow-up phone/video call to explain the study further, answer any questions they may have and confirm that the participant and personal/nominated consultee is fully informed about the research. 
To obtain informed consent the researcher will read each of the consent statements out verbatim and ask the participant and/or personal/nominated consultee to respond yes or no aloud. As the participant and/or personal/nominated consultee responds, the researcher will fill out the participant’s initials on an electronic or paper copy of the consent form accordingly.  A copy of the consent form will then be sent to the participant and/or personal/nominated consultee by email/post.  Participants and the personal/nominated consultee are able to contact the researcher using the contact details on the study information sheet at any stage throughout the recruitment process. 
The study documents will be tailored to indicate whether consent has been obtained in person or remotely. To avoid any confusion, the text related to consent received remotely (indicated with italic blue coloured text within the study documents) will be removed if participants are taking part in person. 

· Situation 3: Child (under 18 years)
The potential participant and their parents/guardians will be provided with verbal and written information about the study [please see NCMH documents 19, 20, 21, 22, 23, 24: Parent Information Sheet and Consent Form, Young Person Information Sheet, Child Information Sheet and Assent Form]. Written consent will be obtained from the participant’s parents/guardians. Where possible, written assent will be obtained from child/teenage participants aged 4-15. Written consent will be obtained from child/teenage participants aged 16-17.
[bookmark: _Toc11551412][bookmark: _Toc11551672][bookmark: _Toc459104948][bookmark: _Toc31590889][bookmark: _Toc299109657]A copy of the relevant Participant Information Sheet and Consent Form will be given to each participant (or personal/nominated consultee where appropriate) to keep. The original will be kept securely in a locked filing cabinet, in a secure room.
[bookmark: _Toc459738920][bookmark: _Toc136862136]7.2 Sample Collection

We will seek to collect biological samples from all participants that take part in a researcher-led interview. 
Online participants may be re-contacted in the future and given the opportunity to provide a biological sample. Further details on this can be found in section 7.1 of the protocol. Participants taking part in other studies may also be invited to join the NCMH study and provide a biological sample. The study documents will be tailored to indicate whether blood or saliva will be collected. The information related to blood (indicated with italic blue coloured text within the study documents) will be removed if participants are only being invited to provide saliva. 
[bookmark: _Toc31590890][bookmark: _Toc299109658][bookmark: _Toc459738921][bookmark: _Toc136862137]Blood Samples

All staff collecting blood samples will be suitably trained in phlebotomy. Samples may be collected by staff employed by NCMH, the NHS, or other suitable qualified external providers. Blood samples donated by child participants will only be collected by members of the team who are trained and experienced in collecting blood samples from children.

Standard procedures for taking blood samples and handling and transportation of blood samples will be adhered to following good practice guidelines (e.g. NCMH SOP for Venepuncture, NCMH SOP for Sharps Handling, NCMH SOP for Sample Handling, and NCMH SOP for High Risk Blood Samples). Details of the recommended equipment are also listed within the relevant Venepuncture SOPs, such as vacuettes, gloves, wipes, clinical bins etc.  

Venous blood (up to 20-50mls per adult/10-30mls per child) will be collected at each blood draw. Blood tubes will be barcoded and an identification (ID) number allocated for anonymisation. Good practice and health and safety guidelines will be adhered to, with the purpose of extracting DNA, RNA and proteins from the blood samples and then storing this for laboratory analyses. 

[bookmark: _Toc299109659]Once blood is collected, an electronic/paper based Sample Acquisition Proforma will be completed.  Where a paper-based proforma is completed, a pre-printed barcode label containing the patient’s unique study number will be attached to the acquisition form and each tube of blood. Where an electronic proforma is completed, the patient’s unique study number will be recorded on the form and a pre-printed barcode label containing the unique study number will be attached to each tube of blood. The details on the tube will be checked and then the samples will be taken as soon as possible to either 1) the laboratory at the Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff, to be stored in the allocated freezer, 2) to the UK Biocentre, Units 2 & 3, Java Park, Bradbourne Drive, Tilbrook, MK7 8AT, UK, or 3) Oxford StemTech Ltd Heyford Park Innovation Centre 77 Heyford Park, Upper Heyford Bicester, OX25 5HD, UK Tel: 01869238035/01869238036 www.oxfordstemtech.com

These procedures have been used by NCMH since the start of the project without any difficulties. 
[bookmark: _Toc459738922][bookmark: _Toc136862138]Saliva (spit) Samples
Where it is not possible to obtain a blood sample, a saliva (spit) sample may be obtained. All staff collecting saliva (spit) samples will be suitably trained. They will follow established NCMH protocols (as detailed in the NCMH SOP for Saliva Samples). 
It is important that the participant has not eaten or drunk anything for 30 minutes prior to the sample being given. The sample will be provided with the researcher present. Where it is not possible to collect a sample in person, the participant will be sent a saliva sample collection kit to complete a sample in their own time. The kit will include detailed instructions on how to complete their sample, and appropriate materials to ensure that the sample is returned to the NCMH team in accordance with the Human Tissue Act. Participants will also have the contact details of the NCMH researcher, and may contact them at any stage throughout the consent and sample process.
The samples will be barcoded and an ID number allocated for anonymisation.  Good practice and health and safety guidelines will be adhered to, with the purpose of extracting DNA from the samples and then storing this for laboratory analyses. 
Once the saliva (spit) sample is collected, an electronic/paper based sample acquisition proforma will be completed.  Where a paper-based proforma is completed, a pre-printed barcode label containing the patient’s unique study number will be attached to the acquisition form as well as to the sample. Where an electronic proforma is completed, the patient’s unique study number will be recorded on the form and a pre-printed barcode label containing the unique study number will be attached to the sample. The details on the sample will be checked and then the sample will be taken as soon as possible to either 1) the laboratory at the Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff, 2) to the UK Biocentre, Units 2 & 3, Java Park, Bradbourne Drive, Tilbrook, MK7 8AT, UK, or 3) Oxford StemTech Ltd Heyford Park Innovation Centre 77 Heyford Park, Upper Heyford Bicester, OX25 5HD, UK Tel: 01869238035/01869238036 www.oxfordstemtech.com, to be stored at room temperature until DNA extraction.
These procedures have been used by NCMH since the start of the project without any difficulties. 

Samples for Cell Biology Research

In line with the aims of NCMH, tissue samples (blood) will also be collected from some participants and used for a range of research purposes aimed at increasing our understanding of the biological mechanisms underlying neurodevelopmental, neuropsychiatric and cognitive disorders. This will include the creation of cell lines, transformation into adult stem cells (i.e. induced pluripotent stem cells or iPS cells, which are cells with the ability to divide for indefinite periods and to give rise to specialized cells), and the study of biological characteristics, DNA, RNA (gene expression), proteomics and other molecular biomarkers. Research using the tissue samples will lead to important new knowledge about the underlying biology of these disorders, which will hopefully lead to the development of new types of treatment. 
The cell biology research will involve the culture of blood cells (from whole blood sample) and their detailed characterisation using cellular, biochemical and physiological techniques. These cells (including induced pluripotent stem cells: iPSC) will be cultured and derived cells lines (e.g. neurons, glia) obtained in order to investigate the biological basis of neurodevelopmental and neuropsychiatric disorders. 
The derived cells will then be used to model the molecular, cellular and functional consequences of neurodevelopmental and neuropsychiatric disorders in culture. This will include culture with other cell types in vitro. 
Due to resource restraints, we will invite participants to provide additional biological samples for cell biology research based on (1) random selection; (2) stratified selection according to phenotype; and (3) stratified selection according to genotype.

Additional informed consent will be taken for the collection of samples for cell biology research. [see NCMH documents 25 NCMH participant info sheet Cell Biology Research (v1.5); 26 NCMH personal/nominal consultee information sheet Cell Biology Research (v1.5); 27 NCMH parent information sheet Cell Biology Research (v1.4); 28 NCMH young person (11-17) participant information sheet Cell Biology Research (v1.4); 29 NCMH child information sheet (6-10) Cell Biology Research (v1.2); 30 NCMH child information sheet (5-7) Cell Biology Research (v1.2); 31 NCMH Adult with LD information sheet Cell Biology Research (v1.3); 32 NCMH participant consent form Cell Biology Research (v1.7); 33 NCMH personal/nominal consultee agreement form Cell Biology Research (v1.6); 34 NCMH parent consent form Cell Biology Research (v1.5); 35 NCMH assent form child and young person (6-15) Cell Biology Research (v1.1); 36 NCMH Adult with LD consent form Cell Biology Research (v1.5); 37 NCMH Adult with LD Assent form Cell Biology Research (v1.1)]. For participants providing consent for the UK MINDS study, the Cell Biology consent forms have been amalgamated with the main consent forms for this study and information will be deleted/included as appropriate depending on the study population participants are entering. Please see section G for more details and forms.

[bookmark: _Toc459738923][bookmark: _Toc136862139]7.3 Laboratory Analysis
[bookmark: _Toc299109661][bookmark: _Toc459738924][bookmark: _Toc136862140]Tissue sampling processing and storage

The samples will be stored in purpose made freezers/storage units in secure laboratories at: 1) The Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff, 2) the UK Biocentre, Units 2 & 3, Java Park, Bradbourne Drive, Tilbrook, MK7 8AT, UK, or 3) Oxford StemTech Ltd Heyford Park Innovation Centre 77 Heyford Park, Upper Heyford Bicester, OX25 5HD, UK Tel: 01869238035/01869238036 www.oxfordstemtech.com. 
In some instances, it may be necessary for NHS sites to temporarily store samples overnight pending transportation to the above named secure laboratories. 
At the end of the project, or earlier should the samples no longer be required by the project, all samples will be transferred for long term storage to an ethically approved research tissue bank. This will maximise the use of the samples provided by our research participants and is in line with the consent that they have provided.
[bookmark: _Toc31590897][bookmark: _Toc299109662]Overall responsibility for the storage and analysis of samples within this project will lie with the Principal Investigator.
[bookmark: _Toc459738925][bookmark: _Toc136862141]Sample Preparation
[bookmark: _Toc31590898]Blood Samples – DNA, RNA, protein extraction and cell derivation and culture procedure for human whole blood samples and Saliva (spit) Samples – DNA extraction procedure for human saliva samples.

The DNA, RNA and protein extraction and cell derivation and culture procedure for human whole blood samples and saliva (spit) samples will take place according to standard procedures at one or more of the following places:-
1) Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff
2) UK Biocentre, Units 2 & 3, Java Park, Bradbourne Drive, Tilbrook, MK7 8AT, UK
3) Oxford StemTech Ltd Heyford Park Innovation Centre 77 Heyford Park, Upper Heyford Bicester, OX25 5HD, UK Tel: 01869238035/01869238036 www.oxfordstemtech.com
4) An organization, which may be commercial, that specializes in such procedures. Bar-coded samples will be sent using standard procedures to the organization and barcoded DNA, RNA, protein samples or cell cultures returned to the laboratory at the Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff, or to the UK Biocentre, Units 2 & 3, Java Park, Bradbourne Drive, Tilbrook, MK7 8AT, UK
The on-site SOPs for DNA, RNA and protein extraction, and storage and disposal of samples will be followed in accordance with good practice guidelines. 
The DNA samples are stored at –20°C. 
[bookmark: _Toc299109663]Sequencing and genotyping of the samples and further genetic analysis may be performed at the Division of Psychological Medicine laboratories or, where required, anonymous samples may be transferred to one of our collaborators, or a commercial organisation. Resulting data and samples will be returned to the laboratory at the Division of Psychological Medicine and Clinical Neurosciences, Hadyn Ellis Building, Maindy Road, Cardiff and stored securely on Cardiff University managed servers, or to Amazon Web Server (AWS) London (EU West-2).
[bookmark: _Toc459738926][bookmark: _Toc136862142]Analysis

Samples of DNA, RNA, and proteins will be stored and analysed by the project. We will undertake analyses of DNA and its associated proteins, at a degree of resolution dictated by available technology, aiming for single base resolution. We will also assay gene expression from RNA and protein extracts, aiming for as complete characterization of the transcriptome and proteome as is possible.
[bookmark: _Toc299109665][bookmark: _Toc459738927][bookmark: _Toc136862143]Disposal

As described above, at the end of the project, or earlier should the samples no longer be required by the project, all samples will be transferred for long-term storage to an ethically approved research tissue bank. Where we are required to dispose of a sample (for example, where a participant withdraws consent) samples will be securely disposed of in line with good practice on the safe disposal of healthcare waste and all relevant health and safety practices. 

Sample sharing

Samples and data will be made available to authorized personnel in the National Centre for Mental Health, Cardiff University or collaborative partners. The data and samples may also be shared with external researchers, who may be funded by government, charity or commercial organizations and may include universities, research institutes, commercial organisations or government bodies. We will never release any personal identifiable information (i.e. Names, initials, date of birth, address or any other information that would enable identification of an individual) relating to the participants to external researchers.  The samples and data will be released to them after anonymisation. 


 A supply agreement must be in place with the researcher to ensure storage, use and disposal of the samples in accordance with the existing codes of practice and the terms of the ethical approval. 

[bookmark: _Toc459738928][bookmark: _Toc136862144]7.4 Access to medical records 
We may obtain additional data from clinical records (electronic, paper or both) for participants who provide consent to this. This will include both prior and future contacts (again, for those providing consent for this). 
[bookmark: _Toc459738929][bookmark: _Toc136862145][bookmark: _Toc31590902][bookmark: _Toc299109666]7.5 Data Management 
[bookmark: _Toc459738930][bookmark: _Toc136862146]Privacy and Confidentiality

All participants will be allocated a unique study identifier number, which will link the clinical and personal data. All data including the DNA samples will be identified by these ID numbers. Electronic personal data and clinical data will be stored in separate secure databases. A Contacts Database holding participants' personal details and the study identifier numbers will be held securely on a dedicated server that is managed by Cardiff University information services. The database will be held on an appropriate storage device which will be password protected and only approved users will have access to the database. Any hard copies of personal details (such as referral forms) will be kept securely in filing cabinets at Cardiff University within locked rooms which have restricted access for only authorised personnel.   

The paper clinical results/assessment data will be scanned through an appropriate (password protected) package and the output will be saved onto the Research Database. The only clinical identifiers held on this database will be the participant’s initials, date of birth, and sex. The research databases will be password protected and only accessed by restricted personnel involved in the study.  Hard copies will be stored securely under lock and key kept within secure rooms which have restricted access for only authorised personnel.

All records pertaining to the identity of participants will be maintained as private and confidential. Only personnel authorized by the Principal Investigator will have access to the biological samples or phenotypic data. All personnel will have read and signed the confidentiality agreement. The identity of the participants will be protected as the samples, all records associated with any samples, and phenotypic data will be labelled only with the unique study number or pre-printed barcodes that contain only the unique study number with no personal identifiers. A link does exist between the participants’ personal details and the unique study ID.  This link is kept in a password protected database, only accessible to personnel authorized by the Principal Investigator.

The identification key will be maintained securely at Cardiff University with access limited to authorized personnel only.  The Principal Investigator has responsibility for ensuring the security of the linking key, and only members of the study team authorized by the Principal Investigator will be able to access the key. Links between samples, data and participants will be retained for all consented individuals.

In order that the NCMH sample can have maximum beneficial impact on research, we envisage sharing of anonymised data and samples with collaborating research groups and institutions in the UK and internationally, including commercial organisations. We have experience of doing this within the context of several major, high profile international multi-centre research collaborations (for example, the Psychiatric Genome Consortium (PGC) and the Wellcome Trust Case Control Consortium) and have not encountered practical or ethical problems.

[bookmark: _Toc459738931][bookmark: _Toc136862147]Procedures
Basic Assessment data on tablets, laptops, smartphones or dictaphones
Tablets, laptops, or smartphones used in collecting information at face to face interviews and/or telephone/video call interviews with participants must be encrypted and locked. Devices used to record sections of the in-depth interviews will also be encrypted and password protected.  We will stipulate any interview data collected will be uploaded over an encrypted connection (to an encrypted server held by Cardiff University or a major survey software company—see ‘Online data’ below for details) on the same day, or as soon as a connection is available, to reduce the time held on the device.   
Online data 
Data from the online forms will be entered over an encrypted connection and be held on dedicated servers managed by Cardiff University or a major survey software company, which have the highest levels of security to prevent unauthorised access. Data on servers managed by survey software companies will be periodically copied to Cardiff University servers for the purposes of processing, data cleaning and data security. After processing, research data will be stored separately to personal identifiable information. 
Lab data 
When samples are received by the laboratory, the sample will be labelled only by a barcode and a participant ID (unique study identifier number). The unique study identifier numbers are unrelated to any properties of the participant and will be allocated consecutively as participants are recruited. 
All sample information (for example, ID numbers, DNA concentration source) will be entered into a password protected central laboratory sample database. The only identifying information that will be contained within this sample database will be initials and date of birth. This will enable an individual to be identified by specified members of the team should the individual need to be traced in a situation where the ID number was unavailable (for example, if an ID number was entered incorrectly we would still be able to identify the individual via our contacts database and find their correct ID number). This computer will not be connected to the internet and will only allow login to registered users to further prevent unsolicited access. Data generated from downstream applications such as sequencing and genotyping, will be stored on password protected computers and will be shared with the Principal Investigators and relevant authorized research staff. The Principal Investigator will control the decoding of patient information.
[bookmark: _Toc459738932][bookmark: _Toc136862148]Data preservation strategy and standards 

Electronic data will be stored on Cardiff University or Amazon Web servers for 15 years after the completion of the study.  
Paper forms will be housed in confidential long-term storage for 15 years after the completion of the study.  

[bookmark: _Toc459738933][bookmark: _Toc136862149]Responsibilities 

The Principal Investigator (with assistance from the Data Manager) and the senior laboratory staff (with assistance from the biomaterials coordinator) will be responsible for verifying data is accurate and records are up to date. Cardiff University IT services and staff will be responsible for the security of servers. Where data is stored on non Cardiff University managed servers, we check to ensure they are located within the UK and adhere to the highest standard of data security. 

[bookmark: _Toc459738934][bookmark: _Toc136862150]7.6 Linkage to routinely collected data
Where appropriate consent has been obtained, we will link study information, including clinical and genetic data, in an anonymous format (not including any of personal details, such as name and address) to routinely collected, anonymised datasets. These existing datasets, and data that may be collected in the future, contain anonymous health, administrative and social record information (for example, general practice records, hospital records and other Healthcare Organisations clinical record systems). For example, in Wales a databank that we will link to in Wales is the Secure Anonymised Information Linkage (SAIL) dataset at Swansea University, and across the UK where available, we will link with other national electronic patient clinical record systems, such as the Akrivia Health Platform [please see Section G]. All data linkage will be undertaken in line with the UK General Data Protection Regulation (2018), the Data Protection Act (2018) and University governance. 

[bookmark: _Toc459738935][bookmark: _Toc136862151]7.7 Participant follow-up
Participants who have consented to future contact will be invited to complete additional questionnaires, which we will send out via a link in an email or by post with a freepost envelope for their return. At a maximum, we will invite participants to complete an additional questionnaire 6-monthly. There will be no requirement for participants to fill in any additional questionnaires and we will provide the opportunity to opt out of receiving any future invitations. We have experience of inviting participants to complete follow-up questionnaires in large-scale studies including NCMH and participants have valued the opportunity to further assist with the research.

[bookmark: _Toc459738936][bookmark: _Toc136862152]7.8 Additional Research Opportunities
As part of the consent process, we seek consent/assent to contact participants about future high quality, ethically approved research studies. This may include other versions of the Basic Assessment, where applicable and Sections A-H of the study. As the research develops, we would hope that a large proportion of the NCMH participants will be invited to take part in these additional research opportunities. 

All possible steps will be taken to ensure clarity for participants and to avoid the duplication of research information collected. Additional Participant Information Sheets and Consent Forms will be provided for these additional research opportunities. All potential participants will receive a copy of the information sheet before they are asked if they would like to give their consent to participate in the research. If an individual would like to consider taking part, a researcher will explain and discuss the Participant Information Sheet with the participant, in detail. Individuals will also have the opportunity to ask questions before they are asked if they would like to give their consent to participate in the research. All data and samples collected as part of the additional research opportunities will be treated in accordance with the procedures for data and sample handling outlined within this protocol.
[bookmark: _Toc459738937][bookmark: _Toc136862153][bookmark: _Toc299109667]7.9 Participant feedback 
Feedback on the results of the study will be provided to participants on a collective level, via NCMH research newsletters. 
Participants will not receive any specific individual results or feedback about their clinical information unless we identify a non-genetic risk factor that is unknown to the clinical team or participant (for example, a previously unrecognized diagnosis or clinical state (e.g. Suicidality) that may have immediate implications for health). In this situation, we will consult an appropriate clinical specialist who will have responsibility for deciding whether this finding should be fed back to the participant and their GP.
Participants will not receive any specific results or feedback about their biological samples.

[bookmark: _Toc299109668][bookmark: _Toc459738938][bookmark: _Toc136862154]7.10 Participant Withdrawal 
Participants are informed in the participant information sheet that participation in the study is voluntary and that they are free to withdraw from the study without giving reason and without their medical treatment or care being affected. On the participant’s request, and where data and/or samples have not already been anonymised, data and samples pertaining to the participant will be destroyed in a safe and secure manner. We note some limited personal information may be retained (for example completed consent forms) for the purposes of auditing, and where genetic/biological material has been obtained limited personal information is required by the Human Tissue Act.                                                
[bookmark: _Toc459738939][bookmark: _Toc136862155][bookmark: _Toc299109689]Patient and Public Involvement (PPI) 
[bookmark: _Toc459738940][bookmark: _Toc136862156]8.1 Service users

NCMH recognises the value of people with lived experience having involvement in mental health research programmes and studies by supporting a Service Users and Carers Research Partnership. The main aims are to support opportunities for service users and carers to be actively involved in mental health research in Wales across the range of research activity from design to dissemination and for researchers in Wales to benefit from the unique perspectives of service users and carers in developing and undertaking their research.
[bookmark: _Toc459738941][bookmark: _Toc136862157]8.2 Research Champions

Our Research Champions are people who have taken part in NCMH research and agreed to help promote the centre and its messages. From providing case studies for the media to speaking at events and appearing in promotional videos, our Champions have become a key component of NCMH’s public engagement and involvement work. A number of our Research Champions have also taken on a more active role in planning and overseeing the Centre’s work. For example, one Champion has taken up a seat on the NCMH Stakeholder Liaison Group, which feeds into key decisions at the Centre, whilst another addressed Health and Care Research Wales’ Involving People Conference in February 2016. 
[bookmark: _Toc459738942][bookmark: _Toc136862158]Study governance and project management
[bookmark: _Toc459738943][bookmark: _Toc136862159]9.1 Management
The Director has overall responsibility for the management of the Centre and is supported in this role by a Deputy Director, a Centre Manager and senior academic colleagues responsible for the various work packages. 

[bookmark: _Toc459738944][bookmark: _Toc136862160]9.2 Governance
Terms of reference for the various groups are as follows:
PI Board
The PI Board has strategic responsibility for the NCMH and sets and monitors progress against targets outlined in the strategy. It does so by receiving reports from the work package leads, and by taking a higher level overview of the research environment and the progress of the NCMH within this context. Membership includes the PIs and the Centre Manager. It is responsible for: 
· Directing, approving and reviewing strategic development of NCMH. 
· Monitoring progress towards delivery of activities and objectives at a strategic level. e.g. against the Health and Care Research Wales Results Based Accountability framework.
· Providing expert guidance and leadership on core activities and key matters affecting the NCMH where required.
· Reviewing, planning and agreeing use of the NCMH budget. 
· Identifying and managing strategic risks and issues, and operational risks and issues which cannot be resolved by the NCMH Operational Group. 
· Providing feedback to the NCMH Operational Group. 
· Identifying and leading on the obtainment of research funding. 
· Representing NCMH at internal and external meetings and events. 
The Terms of Reference will be reviewed as required to ensure they are fit for purpose. 
The Board meet every four months. In the absence of the Chair a Board member will be nominated in advance to chair the meeting. Meeting papers will be circulated to Board members at least three working days in advance of the meeting.  Minutes and action points from each meeting will be recorded and circulated to members within five working days of the meeting. The Secretariat function is provided by the NCMH Clerical Assistant. 
Work Package Groups
Individual Work Package Groups manage day to day issues within their remit and the Director, Centre Manager and other senior staff meet with the PI lead for each group and other relevant colleagues 3 or 4 times per annum.
Stakeholder Liaison Group
The Stakeholder Liaison Group meets twice a year. It provides expert advice, guidance and support to NCMH Management. In particular, the group is consulted in relation to two main (overlapping) areas: recruitment and Public Engagement. The term ‘public’ refers to those outside the scientific community. We have a specific interest in engaging with the following:
· People who use or have used healthcare services
· Carers and family members
· Organisations representing patients, carers and community groups
· Other members of the general public
[bookmark: _Toc459738945][bookmark: _Toc136862161]9.3 Site Initiation/training
The study will not commence at any NHS site until R&D approval is secured. When new sites are added, site initiation/training will be provided.
[bookmark: _Toc136862162]9.4 Research Governance and Ethics
The NCMH Study will be Sponsored by Cardiff University and will comply with the terms of the NHS REC and R&D approvals and the Human Tissue Act. The study will be run in compliance with the following:
· Good Clinical Practice;
· The NHS Research Governance Framework for Health and Social Care;
· The Cardiff University Code of Practice for Research Integrity and Governance;
· The Cardiff University Code of Practice for Human Tissue Research;
· NCMH SOPs and guidance documents;
[bookmark: _Toc459738946][bookmark: _Toc136862163]9.5 Management of ethical amendments
The following procedure outlines the steps taken for all requests for amendments to NCMH Ethics:
1. The applicant will complete the NCMH Application for Ethical Amendment Request Form and submit to the NCMH Manager 
1. The NCMH Manager will log the request on the NCMH Ethics Amendment Log and will circulate the Application to members of the NCMH Cohort Group for approval and/or comment.
1. The NCMH Manager will direct any comments or queries arising from the application back to the applicant.
1. Once the amendment is approved by NCMH, the NCMH Manager will:
· Ensure the outcome is recorded in the next set of Cohort Group Minutes;
· Ensure the outcome is recorded in the Ethics Amendments Log;
· Submit a Notice of Substantial Amendment (NOSA) form to the University for sign-off by the Sponsor.
1. Following receipt of the NOSA from the sponsor, the NCMH Manager will ensure that:
· the NOSA form is countersigned by the NCMH Director;
· the signed NOSA is submitted by email to the Ethics Committee.
1. Once notification is received that the application has been approved by the Ethics Committee, the NCMH Manager will inform the following of the outcome:
· NHS R&D Offices via the Health and Care Research Wales Permissions Service; 
· the Applicant;
· the NCMH Board;
· the Sponsor;
· The NCMH Lab, if appropriate.
1. The NCMH Manager will record the outcome on the NCMH Ethics Amendment Requests Log.
[bookmark: _Toc459738947][bookmark: _Toc136862164]9.6 Monitoring/auditing arrangements
The Director, Centre Manager and Field Team Manager meet regularly (every 3-4 months) with the Work package leads to discuss progress against Key Performance Indicators (KPIs) and to discuss any issues arising.
Work package leads submit written progress reports to the Board for review every 3 months and the Board receives an in-depth update from one of the Work packages at each meeting.
The Director and Manager submit quarterly progress (including financial) reports and more detailed annual returns to the funder. They meet quarterly with the funders to review these reports and discuss any issues arising.
Laboratory data and stored samples are internally audited for accuracy by the laboratory team and Research Coordinator on a weekly basis; with more in depth internal audits taking place on a monthly basis. Reports regarding sample numbers, progress towards KPIs and issues affecting the laboratory are submitted every 3-4 months, with the laboratory Work package submitting a report to the Broad every 3 months. A weekly meeting is conducted regarding laboratory issues and matters arising from the storage/use of samples between the Laboratory Manager, Research Coordinator and laboratory team.  The laboratory is audited internally by Cardiff University HTA Office annually to HTA (2004) standards; with external audits by the HTA taking place on an ad hoc basis. Sample use is monitored by the Research Coordinator with regular reports given to the Director and Centre Manager concerning ongoing projects and collaborations.
The NCMH study will also be subject to HTA and Sponsor monitoring and audits, conducted by Cardiff University.
The project adheres to the following SOPs
· NCMH SOP for Home Visits
· NCMH SOP for Driving and Insurance
· NCMH SOP for Venepuncture
· NCMH SOP for Sharps Handling
· NCMH SOP for Saliva Samples
· NCMH SOP for Sample Handling
· NCMH SOP for High Risk Blood Samples
· NCMH SOP for Duplicate Data
· NCMH SOP for Participant Withdrawal
· NCMH SOP for Phone/Video Interviews
· PsycMed SOP for DNA Extraction: Saliva
· PsycMed SOP for Progeny: Transfer of DNA Samples to 2D Matrix Boxes
· PsycMed SOP for Progeny: Preparation for Import to Database
· PsycMed SOP for Progeny: Data handling
· PsycMed SOP for Progeny: Set up of Database
· PsycMed SOP for Preparation of Samples for Project Work
· PsycMed SOP for Centrifuges
· PsycMed SOP for DNA Extraction Nucleon Kit
· PsycMed SOP for Errors During Consent Process
· PsycMed SOP for Sample Handling for Field Team
· PsycMed SOP for Handling Tissue and Fluids of Human Origin
· PsycMed SOP for Spillages
· PsycMed SOP for DNA Quantitation Using Quant-iT Picogreen
· PsycMed SOP for Illumina iScan
· PsycMed SOP for Liquid Nitrogen Handling
· PsycMed SOP for Beckman Biomek FX Robot
· PsycMed SOP for Collection and Storage of Bloods & DNA
· PsycMed SOP DNA Extraction From Frozen Cell Culture Pellets
· PsycMed SOP Fibroblast Cell Culture
· PsycMed SOP Lymphoblastoid Cell Line Culture
· PsycMed SOP Sterile Technique for Cell Culture
· PsycMed SOP Waste disposal
· PsycMed SOP DNA Extraction From Mouthwash Nucleon Kit
· PsycMed SOP Serum Collection From Blood
· PsycMed SOP Fridge and Freezer Failure
· PsycMed SOP Ordering Dry Ice
· PsycMed SOP Asper Freezer Alarm Units
· PsycMed SOP Plasma and Serum Collection from Blood
· PsycMed SOP Basic Cell Culture
[bookmark: _Toc136862165]Sections AH
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Section A: Deeper Phenotyping: Psychosis, Mood Disorder and PTSD
	
[bookmark: _Toc461527322]Background

[bookmark: dx_reference_8][bookmark: dx_reference_9][bookmark: dx_reference_10][bookmark: dx_reference_11]Our current understanding of the aetiology and biological underpinnings of disorders such as Schizophrenia, Psychosis, Bipolar Disorder and Post-Traumatic Stress Disorder (PTSD) is insufficient. Disentangling the complex genetic, social and environmental risk factors for these disorders is a continued challenge. There is a requirement for large sample sizes and the ability to look across traditional diagnostic boundaries, in order to explore the many factors that influence susceptibility to the development of a mental disorder, and their interaction. 
Collecting basic information and linking this to genetic data and routinely collected NHS datasets (as at Level 1), is a good starting point. Gaining a deeper understanding of the complex causes, triggers and course modifiers of mental disorders, requires the collection of more in-depth information.
In line with the overarching aims of NCMH, participants with a history of a mood/psychotic disorder or PTSD will be invited to provide more in-depth information. We will also collect additional information from control participants to allow us to compare between groups. Collecting additional clinical, psychological and social data from these individuals will result in a better understanding of the reasons that some people become unwell. The information gathered will allow major research questions to be investigated and for NCMH to work towards the long term goal of improved diagnosis, treatment and management of these mental disorders.

[bookmark: _Toc305750661][bookmark: _Toc461527323]Aims and Objectives

This Section addresses aims 1-5 of NCMH, as detailed in Section 3 of the overarching protocol.

[bookmark: _Toc461527324]Conditions to be Included
In addition to the basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:
Inclusion Criteria

IC1) Aged 17 or over with no upper age limit

IC2) Lived experience of Bipolar Disorder/Mania/Schizophrenia/Psychosis/PTSD/Traumatic Stress Symptoms
IC3) ‘Unaffected’ control participants
 
Exclusion Criteria

EC1)  Inability to provide valid informed consent

EC2) Inability to participate adequately in the assessment process due to their mental state

Participant Recruitment

Participants will be identified and approached using the methods described in Section 5 of the overarching protocol. This will include, but is not limited to, recalling existing participants based on known genetic and phenotypic data.

[bookmark: _Toc461527325][bookmark: _Toc305750666]Procedure 
An in-depth explanation of the study will be given to the potential participant and informed consent will be taken following the procedures outlined in the Section 7.1 of the main protocol [see NCMH documents A1 NCMH participant information sheet In-depth Assessment (v2.0); A5 NCMH Psychosis And GEnetics Study (PAGES) Information Sheet (v1.4);A2 NCMH Consent Form In-depth Assessment (v2.0); A6 NCMH Psychosis And GEnetics Study (PAGES) Consent Form (v1.5)]. 
The participant will take part in an in-depth assessment of their symptoms [see NCMH document A3 In-depth Assessment: Mood and Psychotic Disorders (v1.0), NCMH document A4 In-depth Assessment: PTSD (DSM-5), NCMH document A4a In-depth Assessment: PTSD (ICD-11), and NCMH document A7 Psychosis And GEnetics Study (PAGES) Assessment (v1.0)]. These include questions from widely used, validated psychiatric interviews. These will take approximately 90-180 minutes to complete.
The interview for Mood and Psychosis is based on the SCAN (Schedules for Clinical Assessment in Neuropsychiatry) (1). The interview for the Psychosis And GEnetics Study (PAGES) includes a number of clinical assessments (2, 3), the MATRICS cognitive battery (4) and standardised questionnaires. All measures have been administered to thousands of participants as part of studies at the Division of Psychological Medicine and Clinical Neurosciences, Cardiff University. The interviews for PTSD are based on the Clinician Administered PTSD Scale (CAPS) (5) (NCMH document A4 In-depth Assessment: PTSD (DSM-5) or the International Trauma Questionnaire (ITQ). Both interviews are widely used within the research community. The CAPS interview has already been administered to hundreds of participants as part of the PTSD Registry, a study being conducted within the Division of Psychological Medicine and Clinical Neurosciences, Cardiff University. 

[bookmark: _Toc305750667]The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online), which will take approximately 30 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study [please see NCMH document 7: Adult Questionnaires (v1.5)]. Please see section 7.1 of the main protocol for more details.

Samples of blood/saliva will be collected in line with the procedures for sample collection outlined in section 7.2 of the main protocol. The sample may need to be obtained at a later date if the interview is completed remotely (e.g. via telephone/videocall).

If a participant has already taken part in the study at Level 1, we will not collect duplicate the collection of information. We will emphasise that this additional opportunity is voluntary and that declining to take part will not impact their ongoing membership of the cohort. If the participant is joining the study at this level, they will complete the Basic Assessment at the same time they provide the more in-depth clinical information and will be invited to provide a biological sample.  

A proportion of the interviews will be recorded in order to assess reliability between researchers and for training purposes. Participants are free to decline their interview being audio recorded.

[bookmark: _Toc456617176][bookmark: _Toc461527326]Specific Ethical Considerations 

There is some potential for distress caused by the in-depth interviews. These will only be carried out by suitably trained and experienced researchers. If a participant becomes distressed, they will be given the option of taking a break or stopping the interview. The potential for distress is noted in the Participant Information Sheet [please see document A1 NCMH participant information sheet In-depth Assessment (v2.0)] The interviews are modified versions of those used extensively by other ethically approved studies within the Division of Psychological Medicine and Clinical Neurosciences, Cardiff University.
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Section B: Child and Adolescent Research
[bookmark: _Toc456626280][bookmark: _Toc462730816]Background

There is a strong relationship between childhood psychopathology and mental disorder in adult life. For a high proportion of adults with a mental disorder, their difficulties originated in childhood or adolescence.  However, the complex relationship between childhood disorders and adult mental disorder is poorly understood. NCMH has recruited child and adolescent participants into the Research Community and collect in-depth phenotypic information, to better understand these relationships. 
In order to expand our recruitment of children and adolescent participants wish to extend our recruitment and the depth of our assessment of families in contact with Child and Adolescent Mental Health Services (CAMHS) who will be invited to join the NCMH Research Community and provide clinical information via the Development and Well-Being Assessment (DAWBA). This information will be used to help understand the aetiology of childhood psychopathology. The ability of NCMH to recruit participants across the lifespan and to follow-up volunteers will enable the association between childhood psychopathology and mental disorder in adult life to be explored. 
The DAWBA is a widely used and validated structured diagnostic assessment, which will allow in-depth clinical information to be gathered from families. It covers common emotional, behavioural and hyperactivity disorders, as well as many less common disorders. The information gathered will allow us to work towards the long-term goals of improved diagnosis, treatment and management of mental disorders. This is a method of recruiting young people into the Research Community. The data collected will be stored and analysed in line with procedures outlined in the overarching protocol. 

[bookmark: _Toc456626281][bookmark: _Toc462730817]Aims
This Section addresses aims 1-4 of NCMH, as detailed in Section 3 of the overarching protocol.

[bookmark: _Toc456626282][bookmark: _Toc462730818]Inclusion and Exclusion Criteria

In addition to the basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this Section of the research:

3.1 Inclusion Criteria

IC1) Referred to the study through CAMHS teams

IC2) Aged under 18 

[bookmark: _Toc462730819]Participant Recruitment

As indicated in Section 5.1 of the overarching protocol, we will identify eligible participants by working with NHS Child and Adolescent Mental Health Service (CAMHS) clinics across Wales and England. We will approach participants using a range of methods described in Section 5.2 of the overarching protocol. 

[bookmark: _Toc462730820]Procedure 

This is an alternative way of joining the Research Community for child participants, comparable with and consistent with the adult on-line assessment route. Participants will join the Research Community by providing informed consent online. We will collect basic information from these participants [please see document B1 DAWBA storyboard] in addition to data from the DAWBA. We will not conduct the Basic Assessment, since more in-depth information will be collected by the DAWBA. Since data collection is online, we will not collect biological samples. The procedure will be as follows:

Participants will be provided with information about the study via CAMHS teams. They will be invited to complete the DAWBA online. They will be advised that this is part of a research project and that there is no obligation take part in the study. It will be made clear that their clinical care will not be affected if they choose not to take part. Potential participants will be provided with a link to a landing page for the study.

The landing page will include information about the study. There will be a telephone number and email address for the research team, and potential participants will be invited to get in touch if they have any questions or if they would like to discuss the research. The page will describe what participation entails and will provide the information usually found on a participant information sheet. If the individual wishes to take part, they will click on a link to the consent page. 

On the consent page, they will be asked whether they agree with a series of statements and therefore consent to take part in the study. This page will inform the participant about what will happen if they agree to take part, and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:

	By clicking on the “I Agree” button, you agree to:
Provide your contact details (name, postcode, email address, phone number) and some details about your child (e.g. age and gender).
Answer some questions about your child and the symptoms they may have experienced via an online assessment - the DAWBA. There will also be an opportunity for your child to provide some information. For NCMH to share the information provided via the DAWBA with your child’s clinical care team.
Members of the NCMH research team accessing and using information from your child’s medical records for research.
Allow us to link the information you and your child provide to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised and my child would not be identifiable in any way. The data within any such dataset will be fully anonymised and will not be identifiable in any way. 
Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you or your child may want to take part in (for example, via our NCMH newsletters).
Be contacted every 6-12 months or so by the study team, to invite you and your child to provide more information about your child’s mental and physical health
Allow us to share anonymous data with other researchers

By clicking on the “I Agree” button, you also declare that:
You have read and understood the information about this study.
Your child is under 18 years of age.





Parents will be asked to provide some basic demographic information about the family and the child. 

Once this is complete and a valid email address has been provided, they will be sent a DAWBA ID and password by email. The email will also include a link to the DAWBA website. This will allow them to log in and access the DAWBA online. 

Clinical information on the children will be obtained via the DAWBA. The DAWBA is a widely used research tool. The developers kept the online version as short as possible. As a rough guide to length, the paper version of the parent interview is 67 sides long and takes around 50 minutes to administer to a community sample. The corresponding youth interview is 47 sides long and takes around 30 minutes to administer to a community sample. The length of interviews is further reduced by skip rules that allow entire sections to be omitted when screening questions indicate that the child is unlikely to have the diagnoses covered by those sections.

[bookmark: _Toc456626284][bookmark: _Toc462730821]Specific Ethical Considerations 

The DAWBA is a well-validated and widely used assessment tool. It has been used in the large-scale ALSPAC community study and the UK ONS study of 10,000 families.

NCMH Principal Investigator Professor Anita Thapar has significant experience of collecting data from children, including use of the DAWBA. 





Section C: Sleep and Circadian Rhythm Research  

[bookmark: _Toc461708631]Background
Sleep and circadian rhythm disruption (SCRD) is a common antecedent and symptom of numerous psychiatric disorders. Understanding the relationship between SCRD and mental illness could improve identification and management of these conditions. 
The benefits of understanding the complex relationship between SCRD and mental health are threefold. First, information about SCRD as a marker for particular psychiatric and neurodevelopmental disorders could potentially improve diagnosis. Second, further evidence for the role of SCRD in psychiatric disorders could be incorporated into treatment plans for psychiatric disorders. Finally, sleep is something that patients can monitor easily and non-intrusively, therefore providing the opportunity to empower patients to take effective steps to managing their condition. 
We aim to investigate the relationship between SCRD and mental health by recruiting participants to provide information on their sleep and mental health using a variety of subjective and objective measures to assess sleep and symptoms of mental illness, including sleep diaries and actigraphy. This research will comprise both objective and subjective measures of sleep, which will be analysed in connection with symptoms of psychiatric disorders.
NCMH has collected data on sleep using these methods since 2015 without any ethical issues.

[bookmark: _Toc461708632]Aims 
This Section addresses aim 6 of NCMH, as detailed in Section 3 of the overarching protocol.
[bookmark: _Toc461708633]
Inclusion and Exclusion Criteria
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:

3.1 Inclusion Criteria
IC1) Aged 18 or over with no upper age limit

3.2 Exclusion Criteria
EC1) Inability to provide valid informed consent
EC2) Inability to participate adequately in the assessment process due to their mental state
[bookmark: _Toc461708634]
Participant Recruitment
Participants will be identified and approached using the methods described in Section 5 of the overarching protocol. If participants are recruited directly into this section of the study, they will be required to consent to joining the Research Community and complete the Basic Assessment before taking part in the sleep research. They will also be invited to provide a biological sample if entering the study at this level.

[bookmark: _Toc461708635]Procedure 
Following a brief screening procedure to determine suitability for the research, an in-depth explanation of the study will be given to the potential participant.  Informed consent will be taken following the procedures outlined in Section 7.1 of the Main Protocol [see NCMH documents C1 NCMH participant information sheet (v1.5) Sleep and Circadian Rhythm Research; C2 NCMH Consent Form (v1.6) Sleep and Circadian Rhythm Research]. We will emphasise that this additional opportunity is voluntary and that declining to take part will not impact their ongoing membership of the Research Community.   
The participant will take part in a brief interview to determine any psychiatric diagnoses and to explore current symptoms [see NCMH document C3 Sleep and Mood Research Interview Schedule (v1.0) 27 September 2016]. These questions will be taken from the Schedules for Clinical Assessment in Neuropsychiatry (SCAN) (1), or the Mini-international neuropsychiatric interview (MINI) (2). These are widely used, validated, psychiatric interviews. The assessment will also cover medication and lifestyle. This will take approximately 30-60 minutes to complete. Participants will be interviewed face-to-face or over the phone, dependent on the participant’s geographical location and their preference.
The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online), which will take approximately 30 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study [please see NCMH document 7: Adult Questionnaires (v1.5)]. Please see section 7.1 of the Main Protocol for more details.
The actigraph will be delivered to the participant by courier, post, or by a member of the research team. 
Participants will complete longitudinal monitoring of their sleep and mental health (up to 60 days). This will involve wearing an actigraph. An actigraph is a non-invasive device, worn continuously on the wrist, which gathers information on movement to determine periods when an individual is asleep and awake.  The device is of similar dimensions to a standard wristwatch (dimensions: 48mm x 37mm x 15mm, weight: 31g).  It is therefore non-invasive, easy and unobtrusive to wear. They will also be asked to complete a sleep diary (e.g. bedtimes, rise times, naps, and total time asleep) [see NCMH document C4 Sleep Diary (v1.0) 27 September 2016]. To assess interactions between SCRD and symptoms of mental health, the diary will also ask participants to record daily psychiatric symptoms (e.g. mood) and medication adherence. 
Once the longitudinal monitoring is complete, participants will complete the Sleep and Mood Research Interview Schedule again, with a focus on changes and symptoms over the monitoring period [see NCMH document C3 Sleep and Mood Research Interview Schedule (v1.0) 27 September 2016].  
The actigraph can be returned by freepost envelope or a courier, dependent on participant preference.
Participants will be sent a chart of data obtained from their actigraph. This will be sent by post. Participants to date have appreciated being sent this information. It is easy to interpret and participants will be invited to get in touch with the team if they need any assistance.

[bookmark: _Toc461708636]Statistical Analysis
In addition to more traditional analytic techniques such as regressions and analysis of variance, the rich longitudinal data that we will collect will allow a detailed exploration of the longitudinal association between symptoms of mental ill health and indices of sleep and circadian rhythms. To do this we will use more complex statistical methods such as multilevel modelling, structural equation modelling, and time series analysis. 
[bookmark: _Toc461708637]
Data Storage
Data from the Actigraph watches will be extracted and stored on secure University servers in a folder accessible only to those authorized by the Principal Investigator. The manufacturer of the watches will not have access to the data. If a watch is faulty, it may be necessary to send the watch back to the manufacturer to extract the data. In these cases, the manufacturer would not have access to any personally identifiable information (e.g. name, date of birth or gender). 

[bookmark: _Toc461708638]Specific Ethical Considerations 
NCMH has collected data on sleep using actigraphs since 2015. We have received a large number of volunteers and members of the NCMH Research Community are keen to take part in this additional research opportunity.
Both objective and subjective measures of sleep have been utilised in both healthy and clinical populations without any significant ethical issues. 

The assessments we are using to gather information are validated and widely accepted methods. They have been used by our team over a number of years.
Although unlikely, it is possible that some participants may find wearing an actigraph uncomfortable. All participants will therefore be informed that they can cease wearing the actigraph at any point.
Only adult participants with capacity to consent will be invited to take part in this additional research opportunity.
Participation in sleep monitoring is completely voluntary.  Participants can choose to remove the actigraph at any point and are free to withdraw from sleep monitoring at any time without giving a reason.  
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National Centre for Mental Health (NCMH)
Section D: Cognitive Assessment   
Background
Impairments in cognition (including memory, attention and reasoning abilities) have been demonstrated in patients with a wide range of psychiatric disorders, particularly schizophrenia-spectrum disorders and mood disorders. These impairments persist during periods of remission and are not alleviated by current treatments. More severe impairments have been linked to poor functional outcomes and are therefore a key target in the development of new treatments. Furthermore, there has been progress in identifying the underlying biology associated with cognitive function and it is therefore hoped that examination of cognitive impairments across disorders will lead to a better understanding of the aetiology of psychiatric disorders. However, few studies have collected sufficiently large cross-diagnostic datasets.
We aim to investigate the relationship between cognitive function and mental health by asking participants to complete an assessment of cognitive tasks (either online or offline). We will also examine the relationship between cognitive function, mental and physical health. There is evidence that patients with psychiatric disorders have poorer physical health outcomes. We will examine whether cognitive function mediates the relationship between mental and physical health. In order to do this, we have developed an online cognitive assessment called the Cardiff Online Cognitive Assessment (CONCA). CONCA was designed in collaboration with The Many Brains Project, a not-for-profit organisation that creates web-based testing platforms for researchers, and a public involvement group who supported the design of a purpose-built, user friendly website. We will invite all participants who have consented to further contact from the NCMH Research Community to complete this online assessment. Given the number of participants recruited by NCMH and our current response rate, it would not be possible to conduct face-to-face assessments with all interested participants. However, we acknowledge that not all potential participants have access to the internet or have the necessary computing skills to complete the tasks unsupervised online. Therefore, we will offer interested participants who are unable to complete the study online the option to complete a face-to-face assessment where it is feasible to do so. 
Since 2017, researchers at Cardiff University have conducted a pilot study, established the validity of CONCA against a gold standard, gathered feedback from participants and collected data on over 5000 participants without any ethical issues (1200 from the NCMH Research Community and 3800 from the HealthWise Wales cohort under separate ethical approval from Cardiff University). CONCA has been well tolerated based on high completion rates and positive feedback from participants. 
In 2021, we were awarded internal Wellcome Trust funding to evaluate whether CONCA could be used as a clinical assessment tool for psychosis and to support the re-development of the CONCA website to facilitate its use clinically. Cognitive impairments are common in the clinical presentation of psychotic disorders and are one of the leading causes of disability amongst patients. In the UK, NICE has recommended that patients with psychosis should undergo comprehensive assessment that includes cognitive function but current barriers to implementation include cost, licensing, training and a lack of assessments that provide clinically meaningful feedback. CONCA was specifically designed to measure the cognitive abilities affected in people with psychosis and so would be a suitable candidate for clinical assessment. It is hoped that CONCA could alleviate some of the challenges associated with clinical testing, as it is cheaper, does not require a trained professional to oversee or score the assessment and can be completed by the patient anywhere on any web-connected device. We conducted public involvement work with people with lived experience and health professionals from the Cardiff and Vale Early Intervention in Psychosis Service, Headroom, to identify changes that could be made to the website to support its use in a clinical setting. One unmet need that was highlighted by health professionals was the availability of a cognitive assessment that could provide easy-to-interpret reports on a patient’s performance that would be informative for their clinician. Our patient representative group also expressed their interest in receiving feedback on their own performance and noted that this would maximise participation and engagement with CONCA both as a clinical and research tool. Based on these consultations, we co-designed two new features on the CONCA website that facilitate the delivery of informative feedback on cognitive function to both health professionals and patients (or research participants). We intend to undertake mixed methods research to test the acceptability and usability of these new features, gathering data that will support further development of CONCA as a clinical tool and inform the protocol for future testing and implementation.
The sub-protocol detailed below is split into two sections:
1. Relationship between mental health and cognition
2. CONCA as a clinical tool
[bookmark: _Toc21607525][bookmark: _Toc21608309][bookmark: _Toc39057141][bookmark: _Toc132194625]Aims 
This Section addresses aims 1, 2, 3 and 7, as detailed in Section 3 of the overarching protocol.
3.1 Relationship between mental health and cognition
[bookmark: _Toc21607526][bookmark: _Toc21608310][bookmark: _Toc39057142][bookmark: _Toc132194626][bookmark: _Toc136862166]Inclusion and Exclusion Criteria
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:
3.1 Inclusion Criteria
IC1) Aged 16 or over with no upper age limit
3.2 Exclusion Criteria
EC1) Inability to understand written and spoken English
EC2) Deficits in sight or hearing that would prevent the potential participant from completing the cognitive tasks
EC3) Unable to access or lack of ability to use the internet and/or an internet-enabled device (e.g. desktop/laptop/tablet computer or smart phone – online study only). Participants who are unable to complete the study online will be offered the opportunity to complete a face-to-face cognitive assessment.  
[bookmark: _Toc21607527][bookmark: _Toc21608311][bookmark: _Toc39057143][bookmark: _Toc132194627][bookmark: _Toc136862167]Participant Recruitment
Participants will be required to consent to joining the Research Community and complete the Basic Assessment before taking part in the cognitive research (see Section 5 of the Main Protocol for recruitment methods). Invited participants will be provided with a link to the online information page, consent form and cognitive assessment to enable them to complete the study in their own time. They will also be given information on what to do if they would like to participate but cannot access the internet or use a computer.  
[bookmark: _Toc21607528][bookmark: _Toc21608312][bookmark: _Toc39057144][bookmark: _Toc132194628][bookmark: _Toc136862168]Procedure 
The procedures for the online and face-to-face assessments are provided separately below.
[bookmark: _Toc21607529][bookmark: _Toc21608313][bookmark: _Toc39057145][bookmark: _Toc132194629][bookmark: _Toc136862169]Online Assessment
· Invited participants will be provided with a link to the study and unique login details. This login will automatically fill in the participant’s ID number thus allowing us to identify them without participants filling in any identifiable information.
· When participants click on or type in the website address, they will see a welcome page and then the study information and consent form (see NCMH document D1 NCMH Participant Information Page and Consent Form - Online Cognitive Assessment (v1.1). On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the study. This page will inform the participant about what will happen if they agree to take part, and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:
· 

	By ticking the box next to “I agree to participate…” you are saying that:
1. You have read and understood this information and have had the opportunity to consider the information, ask questions and have had these answered satisfactorily.
2. You understand that your participation is voluntary and you are free to withdraw at any time, without giving reason and without your medical care or legal rights being affected.
3. You understand that the information collected as part of this study will be linked to existing information collected as part of the original Cardiff University study/studies you have taken part in.
4. You agree to take part in this study
[bookmark: Check1]|_|  I agree to take part in this study and know that I am free to leave the study at any point.
[bookmark: Check2]|_|  I agree for the data collected to be shared anonymously with Swansea University for the purposes of being linked with the Secure Anonymised Information Linkage (SAIL) databank.




· Participants will complete both aspects of the study (questionnaires and cognitive tasks) on our customised website (www.conca.wales), which is hosted on a server located within Cardiff University. 
· Participants will complete a brief online clinical assessment. The brief online assessment will include standardised and/or non-standardised research questionnaires drawn from the menu of those approved for use within the study (see NCMH document 7: Adult Questionnaires (v1.5) and Section 7.1 of the main protocol for more details). In addition to these questionnaires, participants will be asked to complete the World Health Organisation’s Disability Assessment Scale Version 2 (WHODAS 2.0). The WHODAS 2.0 assesses six domains of functional outcomes: cognition, mobility, self-care, social interactions, life activities and participation in the community. These questionnaires will take approximately 10 minutes to complete.
· Participants will complete an assessment of 3 cognitive tasks and will be given the choice to complete two further optional tasks (see Table 1). The three core tasks are brief and provide enough information to measure general cognitive function. However, we have included two optional longer tasks that measure specific, more complex aspects of cognitive functioning (social cognition and executive function). Once participants complete the three core tasks in the battery, a message will pop up to ask if they would like to complete two additional tasks. The total administration time for the online cognitive assessment is approximately  30 minutes(10 minutes for the core tasks, 20 minutes for the optional tasks).
[bookmark: _Ref385851106]Table 1 Online Cognitive Assessment
	Cognitive Ability
	Task
	Administration Time*

	Speed of Processing
	Digit Symbol Coding [1]
	3 minutes

	Working Memory
	Backward Digit Span [1]
	3 minutes

	Premorbid IQ
	Vocabulary [4, 5]
	3 minutes

	Optional Tasks

	Social Cognition
	Morphed Emotion Identification [2, 3]
	3 minutes

	Reasoning and Problem Solving
	Matrix Reasoning Test [1]
	15 minutes

	Estimated Total Administration Time
	30 minutes


*Administration times are based on the assessments of healthy volunteers recruited as part of a pilot study
[bookmark: _Toc21607530][bookmark: _Toc21608314][bookmark: _Toc39057146][bookmark: _Toc132194630][bookmark: _Toc136862170]Face-to-face Assessment
In the case of participants who are not able or willing to complete the online assessment, we may offer them the opportunity to take part in a face-to-face assessment as an alternative. The assessment will take place at the participant’s own home (adhering to the Risk Assessment procedure set out in the NCMH SOP for Home Visits), at a University, a clinical setting or other appropriate location, in line with the procedure set out in the main study protocol (Section 7.1). We will use the MATRICS Consensus Cognitive Battery (MCCB, [9]) to assess cognitive function in face-to-face assessments. An expert panel developed the MCCB as part of a National Institute of Mental Health (USA) initiative. Although this assessment is designed to inform the development of treatments for cognitive impairments in schizophrenia, it is widely used and reported in studies of a range of psychiatric disorders, including schizophrenia, bipolar disorder and major depressive disorder. Results from a validation study conducted at Cardiff University showed the online cognitive assessment and MCCB to be comparable measures for the seven domains of cognition. The revised National Adult Reading Test will also be administered as a measure of premorbid IQ [7, 8] and this was shown to be comparable to the Vocabulary test used in the online assessment in our validation study. The procedure is set out below:
· Following a brief screening procedure to determine suitability for the research, an in-depth explanation of the study will be given to the potential participant. Informed consent will be taken following the procedures outlined in Section 7.1 of the Main Protocol (see NCMH documents D2 NCMH Participant Consent Form Face to Face Cognitive Assessment (v 1.0) and D3 NCMH Participant Information Sheet - Face to Face Cognitive Assessment (v 1.0)). We will emphasise that this additional opportunity is voluntary and that declining to take part will not impact their ongoing membership of the Research Community.
· The participant will be given a pack of standardised and/or non-standardised research questionnaires, which will take approximately 10 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study (see NCMH document 7: Adult Questionnaires (v1.5) and Section 7.1 of the main protocol for more details). 
· The participant will complete the MCCB with a trained member of the research team. The MCCB consists of nine pen-and-paper tests and one computer task, which assess seven domains of cognition (see Table 2). The total administration time for the MCCB and NART is approximately 65-75 minutes. 
[bookmark: _Ref385851158]Table 2 MATRICS Consensus Cognitive Battery and National Adult Reading Test
	Cognitive Ability
	Task
	Administration Time*

	Speed of Processing
	Brief Assessment of Cognition in Schizophrenia: Symbol Coding
	3 minutes

	
	Category Fluency: Animal Naming
	2 minutes

	
	Trail Making Test: Part A
	2 minutes

	Working Memory
	Wechsler Memory Scale III: Spatial Span
	5 minutes

	
	Letter-Number Span
	6 minutes

	Attention / Vigilance
	Continuous Performance Test: Identical Pairs
	13 minutes

	Verbal Learning
	Hopkins Verbal Learning Test – Revised
	4 minutes

	Visual Learning
	Brief Visuospatial Memory Test – Revised
	5 minutes

	Reasoning and Problem Solving
	Neuropsychological Assessment Battery: Mazes
	11 minutes

	Social Cognition
	Mayer-Salovey-Caruso Emotional Intelligence Test: Managing Emotions
	12 minutes

	Premorbid IQ
	National Adult Reading Test
	3 minutes

	Estimated Total Administration Time
	65-75 minutes


*Based on mean administration times in Nuechterlein et al. [6].
[bookmark: _Toc21607531][bookmark: _Toc21608315][bookmark: _Toc39057147][bookmark: _Toc132194631][bookmark: _Toc136862171]Statistical Analysis
Data collected during this study will be linked with existing data from NCMH in order to examine the associations between cognition and clinical, demographic and genetic factors. Traditional analytic techniques such as regressions and analysis of variance will be used to examine the associations between cognitive function and diagnosis, clinical variables (such as age of onset, symptoms), environmental/genetic risk factors or functional outcome.
3.2 CONCA as a clinical tool
Inclusion and Exclusion Criteria
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:
Inclusion Criteria
IC1) Aged 16 to 40
IC2) History of psychosis OR 
IC3) Professional history working in early intervention in psychosis services (qualitative study only) OR
IC4) Controls with no personal or family history of psychosis (for test-retest reliability only)
Exclusion Criteria
EC1) Deficits in sight that would prevent the potential participant from completing the cognitive tasks
EC2) Current inpatients or individuals who are under the care of the crisis resolution and home treatment team
EC3) Lack capacity to provide consent to participate
Participant Recruitment
Participants with a history of psychosis will be recruited using the methods outlined in Section 5 of the Main Protocol. Unaffected controls will be recruited from the existing Research Community, through social media and through local community groups and hubs. If participants are recruited directly into this sub-study, they will be asked for consent to join the main NCMH Research Community. Participants will be given the option to complete the study in their own time online using their own device (computer, smartphone or tablet) or face-to-face with a researcher using a university-owned tablet computer (adhering to the Risk Assessment procedure set out in the NCMH SOP for Home Visits), at a University, a clinical setting or other appropriate location, in line with the procedure set out in the main study protocol (Section 7.1). We will recruit health professionals for qualitative interviews through NCMH’s existing links with UK early intervention in psychosis services.
Procedure 
Procedures for the quantitative and qualitative arms of the study are provided separately below. Participants will first be recruited into the quantitative study and will be asked whether they would be interested in completing a longer follow-up interview (qualitative study). Consent will be received separately for the two arms of the study.
Quantitative Data Collection
We will recruit 100 participants aged 16-40 years old with a history of psychosis. Participants will complete the assessments on their own devices in an unsupervised setting. For participants who do not have access to the internet or their own device, we will offer the option to complete the assessments on a study device either at home or at our clinical research facility in the Hadyn Ellis Building. We will also invite 50 controls with no personal or family history of psychosis to complete the study. These controls will complete the demographic section of the questionnaire and CONCA only and will not complete the questionnaires on clinical history, symptoms or acceptability of CONCA. The procedure is set out below:
· Following a brief screening procedure to determine suitability for the research, an in-depth explanation of the study will be given to the potential participant, and they will be asked if they wish to complete the study unsupervised or with a researcher. For those who wish to complete the study with a researcher, we will arrange a date and time to see them either at home, NHS site, voluntary organisation or in the Hadyn Ellis Building.
· Participants will be provided with a link to the study and unique login details. This login will automatically fill in the participant’s ID number thus allowing us to identify them without participants filling in any identifiable information. This will be sent via email to participants completing the study unsupervised. For those who request a researcher present, the researcher will enter the link and unique ID number for them.
· When participants click on or type in the website address, they will see the study information and consent form (see  D4. NCMH CONCA Quantitative PIS and Consent (v1.0) 10 March 2025, D5. NCMH CONCA Test Re-test PIS and CF (Controls Only) (v1.0) 10 March 2025]). On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the study. This page will inform the participant about what will happen if they agree to take part, and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:

	1. You understand that your participation is voluntary, and you are free to withdraw at any time, without giving a reason and without your medical care or legal rights being affected.
2. You understand the nature and purpose of what’s involved in this project. These have been explained in the information above
3. You agree that anonymous information can be shared with other researchers if they have scientific and ethical approval for the questions they would like to answer. This may include individuals working abroad and/or for commercial companies.
4. You understand that you will not benefit financially should this research lead to the development of a new treatment or medical test, or the improvement of an existing test, including CONCA. By completing this form, you consent to, and make no claim of right in, the unrestricted use of such data for research.

By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study
· You are aged 16+.

The following statements are optional. Please tick all statements you agree with:
|_| I agree for the data collected to be linked to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised and I would not be identifiable in any way. (optional) 
[bookmark: Check3]|_| I agree to be contacted by the study team with information about the research and other news and updates from NCMH, typically via newsletters (optional) 
|_| I agree to be contacted about future research opportunities that I may want to take part in. I understand that I don't have to take part in any future studies and can opt out at any time. (optional)
|_| I agree to let the study team contact me about opportunities to take part in both paid and unpaid lived experience advisory work. This includes opportunities where my lived experience of psychosis may be helpful in terms of giving advice to the research team in relation to the design, analysis and dissemination of this and future studies. (optional)



· Participants will first complete a brief set of questions on REDCap, including demographic information, current diagnosis, questions about the device they are using and their internet literacy, subjective cognitive complaints (PROMIS Short Form v2.0 – Cognitive Function 4a) and a questionnaire about current symptoms (the Brief Symptom Inventory, BSI). Note that following consultation with our public members, three questions pertaining to thoughts of death and suicide have been omitted from the BSI, as participants may complete the questionnaires unsupervised (questions 9, 34 and 39). [see document D8 NCMH CONCA Questionnaire - REDCap (v1.0) 10 March 2025].
· On completion of these questions, participants will be asked to complete the five cognitive tasks in CONCA. The tasks will open in a separate browser tab on the CONCA website (www.conca.wales). Their participant ID number will be entered automatically to allow us to link the data collected in REDCap with the data collected in CONCA. Participants will also be instructed to review their results on their CONCA profile page. The CONCA website also provides the option to complete two additional questionnaires, the WHODAS 2.0 and HADS, which participants can complete if they wish to do so.
· On completion of CONCA, participants will be directed back to REDCap to complete a feedback questionnaire about CONCA. The feedback questionnaire will assess acceptability as defined by Sekhon et al. [9] who conceptualised acceptability into the following domains: affective attitude, burden, perceived effectiveness, ethicality, assessment coherence, opportunity costs and self-efficacy. We will use an adapted version of Sekhon et al.’s [10] questionnaire to assess attitudes towards 1) the CONCA tasks and 2) the feedback given on the participant profile page. We will also include questions about attitudes towards cognitive testing as part of clinical care. These questions were developed in collaboration with our public advisory group [see pages 14-16 D8 NCMH CONCA Questionnaire - REDCap (v1.0) 10 March 2025].
· Participants will be offered £20 by bank transfer or gift voucher as a thank you for their time.
· Four weeks after baseline assessment, a minimum of 50 participants with psychosis will complete the CONCA tasks for a second time to measure test-retest reliability. Participants who complete this second wave of assessment will be offered a further £10 by bank transfer or gift voucher.
· In addition, 50 controls will be asked to complete CONCA only at baseline and four weeks. They will not be asked to complete the other questionnaires (such as symptoms and acceptability). They will be offered £20 by bank transfer or gift voucher as a thank you for completing the study.
Statistical Analysis
Baseline data: We will compare participants and our existing controls using linear regression. To measure protocol adherence and acceptability, we will calculate completion rates for each task and derive summary statistics for the feedback questionnaire (proportions and percentages for categorical data and means and standard deviations for continuous data). We will use binary and ordinal logistic regression to examine factors that predict participants’ acceptability (including CONCA scores and current symptoms). Finally, we will use linear regression to examine whether participants’ ratings of their cognition predicts performance on each CONCA task.
Test-retest reliability: We will calculate intra-class correlation coefficients separately for cases and controls to estimate test-retest reliability. Acceptable reliability will be set based on established thresholds in the cognitive measurement literature. Practice effects will be measured by conducting paired t-tests and calculating effect sizes to estimate the magnitude of change from baseline to 4 weeks. Quantifying these psychometric properties will be essential to demonstrate that CONCA provides consistent reliable measurement.
Qualitative Interviews
We will invite around 20 participants from the quantitative study (people with a history of psychosis, not control participants) to complete a follow-up qualitative interview to gain more in-depth understanding of their experiences of using CONCA and their thoughts around cognitive assessment in clinical services. We will also interview approximately 10 participants with professional experience working in the Early Intervention Psychosis Service (EIPS), including psychiatrists, psychologists and psychiatric nurses. For participants with psychosis, the purpose of the interview is to gather information on acceptability of CONCA and the profile page that provides feedback on scores, as well as experiences of cognitive difficulties and attitudes towards cognitive testing in clinical services. For participants with professional experience working in EIPS, we will specifically focus on the clinical reports generated by CONCA and the feasibility and acceptability of implementing CONCA in EIPS. The procedure is set out below:
· Purposive sampling will be used to select participants for interview to ensure that respondents are diverse as far as possible in respect of age, gender and ethnicity. Participants with psychosis who completed the quantitative study above will be invited to complete a follow-up interview. We will utilise our existing links with EIPS across the UK to invite health professionals to the study. It is anticipated that our sample sizes will provide sufficient information power (Malterud et al. [11]) as the study aim and sample population are highly specific. Pragmatic decisions on sample size will be made during the data collection process, informed by assessments of data saturation for each identified theme.
· Participants can complete the study either in person or via telephone or video call. Consent will be received either in writing for in person interviews or completed by the researcher on the participant’s behalf for telephone or video interviews. Separate consent forms are provided for patients [see document D6. NCMH CONCA Qualitative PIS and Consent (v1.0) 10 March 2025] and health professionals [see document D7. NCMH CONCA Qualitative PIS and Consent - HCPs (v1.0) 10 March 2025].
· We will use ‘think aloud’ methodology as participants navigate the CONCA prototype. Think aloud interviews capture the thought processes of participants as they use tools and have been employed in a range of health intervention studies [12]. We are collaborating with the Centre for Trials Research who have expertise in conducting these studies. 
· On completion of the ‘think aloud’ protocol, we will conduct a qualitative interview with separate specialised topic guides for participants with psychosis and health professionals. Below is a list of topics to be discussed in this study. Topic guides were developed with input from our public advisory group. The qualitative work will remain flexible with respect to participants’ agendas, but we will cover the broad topics noted. It is common in qualitative work to iteratively develop topics and questions as new ideas emerge from early data collection. Therefore, we may add new topics as the interviews progress and data collection continues. However, the key topics will explore participants’ experiences of using CONCA and address clinical monitoring of cognitive function in mental health services.
· For participants with psychosis, interviews will follow a topic guide to address the following areas:
1. Digital literacy and confidence
a. Confidence and familiarity using the internet generally
b. Confidence navigating the CONCA website
2. Design of CONCA
a. Appearance
b. Format
c. Functionality
3. Content of CONCA
a. Was the information on CONCA useful and clear?
b. What could be changed?
c. What was missing?
4. Use of CONCA
a. How might the information on CONCA be used by the participant
b. Concerns about using it
5. Knowledge of cognitive function
a. Understanding of cognition and different types of thinking skills
b. Their experience of cognition in relation to their mental health, including cognitive difficulties and experiences discussing cognition with health professionals
6. Monitoring cognition in mental health services
a. Experience discussing cognition (memory, concentration etc.) with their care team
b. Attitudes toward cognitive testing in clinics
· For participants with professional experience working in early intervention in psychosis services, interviews will follow a topic guide to address the following areas:
1. Design of CONCA-generated clinical report
a. Appearance and layout
b. Format
c. Functionality
2. Content of CONCA-generated clinical report
a. Was the information useful and clear?
b. What could be changed?
c. What was missing?
3. Using CONCA in EIPS
a. Current approaches to assessing cognitive function in EIPS
b. Cognitive testing as a priority in EIPS
c. How would CONCA be used with patients?
d. Support and infrastructure needed to deliver CONCA
· On completion of the interview, all participants will be offered £20 as a bank transfer or gift voucher as a thank you for their time.

Qualitative Analysis
Interviews will be professionally transcribed, and transcripts analysed using a thematic analysis approach. A coding framework will be developed through discussion among team members to identify the key themes and subthemes. A sample of the transcripts will be independently double-coded. Analysis will be supported by the computer-assisted qualitative analysis software NVivo.
Refinement of CONCA
Findings from our research will be discussed with our public members and will guide refinement of the CONCA website. We will establish performance of patients on CONCA stratified by age and gender, further our understanding of what constitutes impaired performance on CONCA and what factors might influence this. We will incorporate this information into our tool for clinicians to guide their interpretation of their patients’ scores. Finally, we will develop our proposals for how CONCA will be tested and implemented in a clinical setting.
[bookmark: _Toc21607532][bookmark: _Toc21608316][bookmark: _Toc39057148][bookmark: _Toc132194632][bookmark: _Toc136862172]Data Storage
All pseudonymised data collected on the CONCA website and using REDCap will be stored on a secure Cardiff University server with restricted, password-protected access to authorised members of the team. None of the data collected during the assessment will include identifiable information, such as names or addresses.
[bookmark: _Toc21607533][bookmark: _Toc21608317][bookmark: _Toc39057149][bookmark: _Toc132194633][bookmark: _Toc136862173]Specific Ethical Considerations 
· Researchers at Cardiff University have collected cognitive data using the online assessment from over 5000 participants (recruited from NCMH and HealthWise Wales) under separate ethical approvals since January 2017 without any ethical issues.
· The assessments we are using to gather information are validated and widely accepted methods. Our team and other studies in the department have used them over a number of years. All assessment materials (CONCA tasks, questionnaires and topic guides) have been reviewed by our public involvement group (6 members of the public with lived experience of psychosis and other severe mental health problems).
· Only adult participants (aged 16 to 40) with capacity to consent for themselves will be invited to take part in this additional research opportunity.
· There is the potential for participants to become distressed or frustrated during the cognitive tasks. A member of our research team will support participants taking part in our face-to-face assessment. Online participants will be supported by our research team and our contact details will be included on the website and the invitations should they wish to contact us for help. Participants can choose to stop the tasks at any point and are free to withdraw at any time without giving a reason. Information on stopping the tasks and withdrawing from the study is given in the information sheet. All of the cognitive assessments selected have been extensively tested in our populations of interest. The online tasks were piloted with 65 participants and were well tolerated and rated positively. Over 5000 participants have completed the online tasks in total without any significant ethical issues.
· Online privacy and data protection are important ethical considerations for the online assessment. A unique identifier will be entered automatically when participants enter the study website that will enable us to identify the participant and link their data with data previously collected by NCMH, where applicable. All data from the new assessment will be stored on a secure Cardiff University server. For data collected using the old assessment, Testmybrain.org will only store the unique identifier and cognitive task scores and will not have access to any other data collected by the study. None of the data collected during the assessment will include identifiable information, such as names or addresses.
· From 2025, participants will be given feedback on their cognitive performance through a participant profile on the CONCA website. This feedback was co-designed with our public involvement group to be sensitive and minimise the potential for distress. We have chosen to focus solely on positive feedback for those who complete CONCA, highlighting the tasks they have performed best in rather than comparing their performance with population data, as our PPIE members noted that comparisons may be upsetting for participants. Participants will be supported by our team, which includes experienced field team researchers and psychiatrists. We will collect data on the acceptability of the CONCA participant profiles as part of the protocol described in section 3.2 of this sub-protocol D and will adapt the profile format and content to address concerns raised at this stage.
· The project described in this sub-protocol has been peer reviewed and competitively awarded funding from the MRC (Cardiff University internal fund), the Wellcome Trust (Cardiff University internal fund) and Health and Care Research Wales with no ethical concerns raised.
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Section E: Mental Health and COVID-19 Research
1. Background
In January 2020, the UK had its first confirmed case of the novel coronavirus disease (COVID-19). Originating from Wuhan, China, COVID-19 has grown into a global crisis affecting most countries around the world. There is minimal research into the impact the disease is having on the wellbeing of those with pre-existing mental health conditions. Anxiety surrounding the implications of contracting the virus, concern about family and friends, and adjusting to social isolation and distancing all contribute towards increased stress level. As stress is a well-known trigger for episodes of mental illness, individuals with pre-existing mental health conditions are particularly vulnerable to relapse during this time. With NHS services stretched, and redeployment of mental health staff necessary, the NCMH wish to understand more about how the crisis is affecting this cohort of individuals. We hope that by knowing more about this, it is possible to better recognise and provide support in times of need.
In order to expand our knowledge of how COVID-19 is impacting those with mental health conditions, the NCMH wish to develop an online survey. The online survey has been developed in collaboration with a number of mental health charities and service users, including members of the NCMH Partnership in Research group (PÂR). It will include standardised measures as well as bespoke questions. We will invite all eligible participants from the NCMH Research Community who have consented to further contact, and for whom we have email addresses for, to complete the COVID-19 survey. In order to identify new participants, we will also advertise the survey on our website, social media platforms and through NHS services. 
The NCMH also wish to develop a version of the online COVID-19 survey that is suitable for individuals with lived experience of a learning disability/difficulty (LD), and/or Autistic Spectrum Disorder (ASD). As with the general COVID-19 survey, the LD and ASD COVID-19 survey has been developed in collaboration with a number of organisations and services users, including All Wales People First, and Learning Disability Wales. The survey will include bespoke questions tailored for this population. We will invite all eligible participants from the NCMH Research Community who have consented to further contact, and for whom we have email addresses for, to complete the LD and ASD COVID-19 survey. In order to identify new participants, the survey will also be advertised through a number of learning disability organisations and NHS services.
Any new survey participants will also be given the opportunity to sign up to the NCMH Research Community and hear about other research opportunities. 
We acknowledge that not all potential participants have access to the internet or the necessary computing skills to complete surveys online. However, given the current government advice, online data collection is the most effective method of safely collecting this information. The data collected will be stored and analysed in line with procedures outlined in the overarching protocol. 
NCMH has collected data via online surveys since 2017 without any ethical issues.

2. Aims
This Section addresses aims 1-5 of NCMH, as detailed in Section 3 of the overarching protocol.

3. Inclusion and Exclusion Criteria
In addition to the basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:

3.1 Inclusion Criteria

IC1) Aged 18 or over with no upper age limit
IC2) Have lived experience of a mental health condition, Autistic Spectrum Disorder, and/or a learning disability/difficulty

3.2 Exclusion Criteria
EC1) Inability to provide valid informed consent online

4. Participant Recruitment
General COVID-19 Survey
As indicated in Section 5.1 of the overarching protocol, we will identify eligible participants by re-contacting individuals that are already enrolled in the NCMH study, where they have indicated their willingness to be approached about future studies. We will also use the NCMH website, social media, local and national platforms, and NHS services to promote the survey. We will approach participants using methods 2 and 3 as described in Section 5.2 of the overarching protocol. 
LD and ASD COVID-19 Survey
We will approach people in two traches. The initial tranche to be contacted will be made up of two elements: people with a Learning Disability or Autistic Spectrum Disorders from the current NCMH Research Community and a second cohort with the same client groups from the 
current Engage to Change project.[footnoteRef:3] The NCMH Research Community is consented for biological samples as well as follow-up with offers of further NCMH research participation. These consents naturally contained a Mental Capacity check, evidence collection on  Mental Capacity where needed, and process for gaining alternative advice on taking part in the study. The Engage to Change project has ethical approval from a Mental Capacity flagged NHS REC and provides guidance on staff recruiting to the research element of the project on Mental Capacity, and a procedure for evidencing Mental Capacity when needed. For both cohorts we have a clear picture that people have capacity to consent to taking part in research, or an alternative source of advice on taking part exists where people do not have Mental Capacity. There is an option within the survey for people to complete the questionnaire with the support of a family member or a staff member. We will circulate the email invitation to those people where we have their email and where we have specific consent to re-contact.  [3:  Engage to Change is a 5-year employment intervention study for young people aged 18-25 with a Learning Disability or Autistic Spectrum Disorder, which funded by Welsh Government via the Big Lottery. People are consented for sharing administrative data across partners, including NCMH, separately consented to take part in the employment research, and separately consented to be contacted by NCMH about wider research. More information on Engage to Change  is available at http://www.engagetochange.org.uk] 

We intend to extend the survey to a second tranche of people with a Learning Disability or Autistic Spectrum Disorders beyond the two cohorts mentioned above. Here we have no pre-existing relationship or consents with them. We do not routinely vet people completing online surveys for mental capacity, our starting assumption being that we assume people have capacity. People responding to this survey will need to be able to read at a basic level and have a basic level of understanding of issues to respond.
People in this tranche will only be contacted using direct email invitation through experienced Learning Disability organisations who represent people as Members (e.g. Mencap Cymru, Down Syndrome Association), NHS services, or as providers of services to them as clients (e.g. group home providers). These organisations all have GDPR procedures in place to enable them to contact their members/clients with a range of information. The organisations will have a clear idea of the level of communication skill, and the mental capacity, needed to take part. They will be asked as much as possible to invite people to take part that are likely to be able to respond.[footnoteRef:4] [4:  We acknowledge that this will build in some bias to the study  but we are clear that this is an purposive sample with the benefit of being timely in relation to the early phase of the COVID-19 emergency rather than fully representative of the general client population. Other work in being planned by colleagues from other Universities on a smaller, but more systematically, drawn sample. They are awaiting funding decisions from NIHR and, if successful, are unlikely to get into the field for some months yet.] 


5. Procedure 
The procedures for existing members of the NCMH Research Community and new survey participants are provided separately below.


5.1 Existing members of the NCMH Research Community
· Invited participants will be provided with a link to the most suitable survey. This link will pre-populate the participant’s ID number thus allowing us to link their new data with the existing data previously collected.
· Participants will see a welcome page and then the study information and consent form [see NCMH Document E1 Online Storyboard (COVID-19 Survey), and NCMH Document E2 Online Storyboard (LD and ASD - COVID-19 Survey)]. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the survey. This page will inform the participant about what will happen if they agree to take part and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:
By clicking on the “I Agree” button, you agree to:
1. Provide your email address and some personal information (e.g. date of birth).
2. Answer some questions about your mental health and your experiences of COVID-19. This will take approximately 20-25 minutes. 
3. Allow us to contact you at regular intervals with follow-up questions related to the COVID-19 crisis.
4. Allow us to link the information you provide to routinely collected, anonymised datasets, in order to answer future research questions related to mental health.  The data within any such dataset will be fully anonymised and you would not be identifiable in any way.
5. Allow us to share anonymous[footnoteRef:5] information with other researchers. [5:  Include a pop-up here to define anonymous: “Information where any detail that could be used to identify you has been removed”
] 


By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study
· You are aged 18+
· You have received a diagnosis of a mental health condition 

If you have any questions or would like more information about the survey or the information that has been provided, please email us (EMAIL, OPENING HOURS). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can. 
Now that you understand what is involved, do you agree to take part in the COVID-19 Survey? If you click ‘I Agree’ you will be forwarded to the short online survey which will take approximately 20-25 minutes to complete. You will also be emailed a copy of this information.

	
	Enter email address 
	
	

	
	Confirm email address
	
	

	

	
	I Agree
	




· For the LD and ASD COVID-19 Survey, the consent form is presented in an EASY-READ format, and is support by photo-images to aid understanding [see NCMH Document E2 Online Storyboard (LD and ASD – COVID-19 Survey]. 
· Participants will then complete a brief online survey. Each survey includes standardised and/or non-standardised research questions drawn from the menu of those approved for use within the study [see NCMH document 7: Adult Questionnaires (v1.5) and Section 7.1 of the main protocol for more details], additional standardised research questionnaires and bespoke questions designed specifically to ask about the COVID-19 crisis. The survey takes approximately 20-25 minutes to complete.
· Participants that take part in the LD and ASD COVID-19 Survey have an option of having someone (a family member, or a staff member) help them to understand and complete the survey on all relevant aspects of the study. There will also be an option to talk to a member of Learning Disability Wales staff for them to help the person complete the questionnaire online. These staff will be trained by the research staff in Mental Capacity and how to assess Mental Capacity if they are concerned that the person does not understand the survey or what they are consenting to. They will have a proforma that they can use to evidence the person’s mental capacity for this specific decision, based on their understanding to the Participant Information leaflet provided (e.g. survey purpose, the how their data will be used and stored etc.).
· [bookmark: _Hlk62207134]Participants will be re-contacted and invited to complete follow-up questionnaires/surveys on a regular basis [see NCMH Document E1a Online Storyboard (COVID-19 Survey) Follow-up - Trauma Module; NCMH Document E1b Online Storyboard (COVID-19 Survey) Follow-up – Sleep Module; NCMH Document E1c Online Storyboard (COVID-19 Survey) Follow-up – Eating Module]. Frequency of contact will depend on how the crisis develops but will be no more than once a month.
5.2 New Survey Participants
· Participants will see a welcome page and then the study information and consent form [see NCMH Document E1 Online Storyboard (COVID-19 Survey) and NCMH Document E2 Online Storyboard (LD and ASD - COVID-19 Survey)]. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the survey. This page will inform the participant about what will happen if they agree to take part and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:
By clicking on the “I Agree” button, you agree to:
1. Provide your email address and some personal information (e.g. date of birth).
2. Answer some questions about your mental health and your experiences of COVID-19. This will take approximately 20-25 minutes. 
3. Allow us to contact you at regular intervals with follow-up questions related to the COVID-19 crisis.
4. Allow us to link the information you provide to routinely collected, anonymised datasets, in order to answer future research questions related to mental health.  The data within any such dataset will be fully anonymised and you would not be identifiable in any way.
5. Allow us to share anonymous[footnoteRef:6] information with other researchers. [6:  Include a pop-up here to define anonymous: “Information where any detail that could be used to identify you has been removed”
] 


By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study
· You are aged 18+
· You have received a diagnosis of a mental health condition 

If you have any questions or would like more information about the survey or the information that has been provided, please email us (EMAIL, OPENING HOURS). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can. 
Now that you understand what is involved, do you agree to take part in the COVID-19 Survey?  If you click ‘I Agree’ you will be forwarded to the short online survey which will take approximately 20-25 minutes to complete. You will also be emailed a copy of this information.

	
	Enter email address 
	
	

	
	Confirm email address
	
	

	

	
	I Agree
	




· For the LD and ASD COVID-19 Survey, the consent form is presented in an EASY-READ format, and is support by photo-images to aid understanding [see NCMH Document E2 Online Storyboard (LD and ASD – COVID-19 Survey]. 
· Participants will then complete the brief online survey. Each survey includes standardised  and/or non-standardised research questions drawn from the menu of those approved for use within the study [see NCMH document 7: Adult Questionnaires (v1.5) and Section 7.1 of the main protocol for more details], additional standardised research questionnaires and bespoke questions designed specifically to ask about the COVID-19 crisis. The survey takes approximately 20-25 minutes to complete.
· Participants that take part in the LD and ASD COVID-19 Survey have an option of having someone (a family member, or a staff member) help them to understand and complete the survey on all relevant aspects of the study. There will also be an option to talk to a member of Learning Disability Wales staff for them to help the person complete the questionnaire online. These staff will be trained by the research staff in Mental Capacity and how to assess Mental Capacity if they are concerned that the person does not understand the survey or what they are consenting to. They will have a proforma that they can use to evidence the person’s mental capacity for this specific decision, based on their understanding to the Participant Information leaflet provided (e.g. survey purpose, the how their data will be used and stored etc.).
· Participants will be re-contacted and invited to complete follow-up questionnaires/surveys on a regular basis [see NCMH Document E1a Online Storyboard (COVID-19 Survey) Follow-up - Trauma Module; NCMH Document E1b Online Storyboard (COVID-19 Survey) Follow-up – Sleep Module; NCMH Document E1c Online Storyboard (COVID-19 Survey) Follow-up – Eating Module]. Frequency of contact will depend on how the crisis develops, but will be no more than once a month.
· Once participants have completed the online survey, they will be invited to hear about other research opportunities by joining the NCMH Research Community. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to contact about other research opportunities. This page will inform the participant about what will happen if they agree to further contact. By consenting to further contact, participants are consenting to the following statements:
By clicking on the “I Agree” button, you agree to:
1. Provide your contact details (name, postcode, email address, phone number) taking an additional 2-3 minutes (approximately).
2. Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you may want to take part in (for example, via our NCMH newsletters).
3. Be contacted every 6-12 months or so by the study team, to invite you to provide more information about your mental and physical health and your lifestyle.

By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study
· You are aged 18+

If you have any questions or would like more information about the study or the information that has been provided, please email us (EMAIL, OPENING HOURS). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can. 
Now that you understand what is involved, do you agree to hear more about other research opportunities?  If you click ‘I Agree’ you will be forwarded to the final set of questions which will take approximately 2-3 minutes to complete. You will also be emailed a copy of this information.

	
	Enter email address 
	
	

	
	Confirm email address
	
	

	

	
	I Agree
	



· For the LD and ASD COVID-19 Survey, the consent form is presented in an EASY-READ format, and is support by photo-images to aid understanding [see NCMH Document E2 Online Storyboard (LD and ASD – COVID-19 Survey]. 
· Participants will then provide their additional personal and contact information.

6. [bookmark: _Toc132194634][bookmark: _Toc136862174]Qualitative research component

To better understand and explore the data that has been collected in the NCMH COVID-19 Survey, the research team will also invite a small number of purposefully sampled participants to take part in a qualitative interview. The interview will take place in person or via telephone/videocall and will aim to explore the experiences of individuals with mental health problems during the pandemic. A topic guide exploring these themes will be developed in collaboration with a Patient and Public Involvement (PPI) group. Interviews will be audio-recorded with transcripts analysed using qualitative methodology.
6.1 Participant selection
Participants for the qualitative component of the study will be purposively sampled by the research team on the basis of their responses to the initial and follow-up COVID-19 surveys. Inclusion and exclusion criteria for this component of the research are in line with the criteria outlined in section 3 of this sub-protocol.
6.2 Participant identification
Participants will be purposively sampled by the research team to include a range of individuals with different demographic characteristics and lived experience of a mental health problem. Individuals will have provided consent to be re-contacted by the study team as part of their initial survey sign-up. Participants may be invited to take part by letter, email or telephone.
6.3 Recruitment and consent
A fully trained member of the research team will contact potential participants and provide a copy of the relevant participant information sheet [please see Document E3 NCMH Participant Information Sheet  COVID-19 Study]. Potential participants will be given sufficient time to consider whether they wish to take part in the interview. If they are happy to proceed, arrangements will be made to enter them into this part of the study and obtain informed consent [please see Document E4 NCMH Participant consent form COVID-19 Study].
The member of the research team taking consent will check that the participant has read and understood the information sheet and will answer any questions. Consent will be obtained as outlined in section 7.1 of the overarching protocol. 
6.4 Data Analysis 
The qualitative data generated during the interviews will be analysed using thematic analysis (qualitative). Emerging themes will be tested for validity through a variety of recognised techniques including discussion with the research team to ensure comprehensiveness; triangulation to compare results from different sources; exploration of the participants’ underlying reasoning and elements within the data that appeared to contradict the emerging themes. 
7. Data Storage 
All survey and interview data will be stored as described in section 7.5 of the overarching protocol.

8. Specific Ethical Considerations 
There is potential for distress caused by some survey questions. The potential for distress is noted in the Participant Information section of the survey [please see NCMH Document E1 Online Storyboard (COVID-19 Survey); NCMH Document E1a Online Storyboard (COVID-19 Survey) Follow-up - Trauma Module; NCMH Document E1b Online Storyboard (COVID-19 Survey) Follow-up – Sleep Module; NCMH Document E1c Online Storyboard (COVID-19 Survey) Follow-up – Eating Module].The NCMH will signpost participants to suitable organisations that they can call if they need some support. The list of support organisations may be altered/adapted at any given time to ensure up to date contact information is provided for the most appropriate organisations. The standardised measures have been used extensively by other ethically approved NCMH surveys without issue.
The researcher conducting qualitative interviews will be fully trained and receive regular supervision. We acknowledge that discussing mental health has the potential to cause emotional distress. Participants may take a break or leave the interview at any point. The researcher will also receive training in completing interviews via telephone/video call. This will include guidance on how to recognise early signs of distress (e.g. auditory and/or visual cues). 
COVID-19 survey participants may enquire about the reasons that they were not selected to take part in an interview. It will be explained that due to the qualitative nature of the study, only a small number of participants who meet specific criteria will be recruited in order to obtain the diverse sample required. 
Mental Capacity Considerations
Only adult participants with capacity to consent will be eligible to take part in this research opportunity.
People with a Learning Disability or Autistic Spectrum Disorders must be assumed to have capacity to consent to take part in this research. Our experience is that there is a high degree of correlation between the ability to manage technology (internet, smart phones, laptops, tablets) and ability to understand simplified information on research, to weigh up consequences of taking part, and to communicate their wishes. People with severe and profound learning disabilities, who have the most significant issues with mental capacity to consent to research, are unlikely to have the ability to respond to this survey online.  For those people who can, the research is social in nature, based on gaining information on lifestyle and experiences, and there is no element of intervention. There is an option for people to provide their contact details to take part in further research. It is not required and people can respond anonymously.
We do not believe it is sensible, or possible, to try to assess the mental capacity of all people responding to remote online surveys. Online surveys are not often run as there is a preference for face-to-face interviewing for these groups, where flexibility in questioning is possible. However, in the current COVID-19 circumstances we must be creative if the experiences and problems people with a learning Disability or Autistic Spectrum Disorders are to be included in our policies and planning. There is some precedent for running surveys without recourse to prior assessments of mental capacity. Colleagues at National Development Team (NDTi) undertook an online survey as part of a study about the right to relationships for people with learning disabilities:
(https://www.ndti.org.uk/resources/useful-tools/research-into-romantic-relationships-for-people-with-learning-disabilities). 
People received information about the survey and had to tick a consent box to proceed (https://www.ndti.org.uk/uploads/files/Relationship_research_findings_Final.pdf).
If people provide their contact details, at any future invitation to take part in research on this strand of work with NCMH, there will be another invitation for the person to consent to take part and for contacts to be used. There will not be an open-ended decision made at this point. 
It is our contention that the survey will represent a positive opportunity for an often excluded group to take part, have a minimal risk of negative impact to the person, and a low risk of people without the mental capacity to give informed consent taking part.












Section F: Reproductive Mental Health Research 

1. [bookmark: _Hlk66961339]Background
Psychiatric disorders associated with changes in female sex hormones are a major public health issue and represent a unique opportunity to study the complex interplay between gender, sex and mental states.
Despite the importance and increasing interest, little is known about the association between psychiatric disorders and reproductive events. Less than 30% of scientific publications on severe reproductive psychiatric disorders in PubMed is based on original data. This is in marked contrast with the literature on other psychiatric and gender-biased conditions such as schizophrenia or breast cancer, where over 70% of publications contain original data. As a consequence of the lack of information, the conceptualisation, diagnosis and treatment of reproductive psychiatric disorders remain controversial. 
Some important methodological challenges have limited research in this area. These include:
1) Premenstrual dysphoric disorder (PMDD) is the only psychiatric diagnosis requiring prospective daily ratings for at least two symptomatic cycles;
2) The hypothesis of a general sensitivity to changes in the sex steroid milieu requires longitudinal, repeated measurements across the lifespan; 
3)The effects of neuroactive steroids are highly context-dependent, varying across cell-types, brain regions, life stages and between sexes.
In order to better understand the complex interplay between gender, sex and mental states, NCMH aims to address these challenges and understand how genetic and environmental markers can help identify people at risk of psychiatric disorders in relation to the menstrual cycle, childbirth and transition to menopause. This will, in turn, improve the current approach to diagnosis, prevention and treatment.
2. Aims 
This Section addresses aims 1-5 of NCMH, as detailed in Section 3 of the overarching protocol.

3.1 Premenstrual Dysphoric Disorder: Indicators, Causes and Triggers (PreDDICT)
Premenstrual emotional and physical symptoms are common. However, for a small number of people, the symptoms are severe, cause distress and may interfere with daily life. 
Premenstrual dysphoric disorder (PMDD), is characterised by the presence of at least five symptoms, including one affective symptom, such as mood swings, irritability, and/or depression, in the final week of the majority of menstrual cycles. Symptoms improve and become minimal or absent in the week after the onset of menses. 
It is not known what causes PMDD. Research has been hindered by the lack of consistent definitions and by the need of daily recordings of mood and physical states for at least two symptomatic menstrual cycles.  Moreover, the criteria for a diagnosis of PMDD are based on symptoms rather than on the underpinning biological mechanisms. PMDD may be in fact an umbrella term for different symptoms profiles and possibly different underpinning disease processes.  On the other hand, the current definition of PMDD excludes women who may experience cyclical symptoms at other points during the menstrual cycle, for example around ovulation.
NCMH seeks to characterise a cohort of people with PMDD. 
Inclusion and Exclusion Criteria
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:
Inclusion Criteria
IC1) Aged 18 or over 
Exclusion Criteria
EC1) Inability to provide valid informed consent online.

Participant Recruitment
Participants will be identified and approached using the methods described in Section 5 of the overarching protocol. We will also use the NCMH website, social media, local and national platforms, and NHS services to promote the survey.  If participants are recruited directly into this section of the study, they will be required to consent to join the NCMH Research Community. 

Procedure 
Participants will see a welcome page and then the study information and consent form [see Document F1 NCMH Online Storyboard (PreDDICT study)]. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the questionnaire. This page will inform the participant about what will happen if they agree to take part and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:

IT IS VERY IMPORTANT THAT YOU READ THE INFORMATION BELOW BEFORE CLICKING THE “I Agree” BUTTON 

If, after reading this information, you would like to take part, you can agree to join the study by clicking on the 'I Agree' button. 

If you join and then change your mind, you can leave the study at any time. If you would prefer not to sign up now (for example, because you would like to discuss this with someone else), you can come back to this page later.

We will keep the information that you share with us. It will be held securely by the National Centre for Mental Health research team at Cardiff University. The study has been approved by the Multicentre Research Ethics Committee[footnoteRef:7] for Wales.   [7:  Include a pop-up here to define ethics committee: “An ethics committee is a committee of experts and members of the public that reviews and monitors medical research involving people.”] 


By clicking on the “I Agree” button, you agree to:
1. Provide your contact details (name, postcode, email address, phone number) and some details about you (date of birth, ethnic group).
2. Answer some questions about your experiences of Premenstrual Dysphoric Disorder/severe Premenstrual Syndrome
3. Allow us to link the information you provide to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised, and I would not be identifiable in any way.
4. Be contacted by the study team who may invite you to take part in a daily mood and sleep tracking activity over two consecutive menstrual cycles (for around two months).
5. Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you may want to take part in (for example, via our NCMH newsletters).
6. Be contacted every 6-12 months or so by the study team, to invite you to provide more information about your mental and physical health and your lifestyle.
7. Allow us to share anonymous[footnoteRef:8] information with other researchers. [8:  Include a pop-up here to define anonymous: “Information where any detail that could be used to identify you has been removed”
] 


By clicking on the “I Agree” button, you also declare that:
· You have read and understood the information about this study
· You are aged 18+.
· You have experienced symptoms of Premenstrual Dysphoric Disorder/Severe Premenstrual Syndrome

If you have any questions or would like more information about the study or the information that has been provided, please ring our phone number (NUMBER, OPENING HOURS) or email us (EMAIL, OPENING HOURS). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can. 

Now that you understand what is involved, do you agree to take part in the NCMH PreDDICT study?  If you click ‘I Agree’ you will be forwarded to the short online survey which will take approximately 20-25 minutes to complete. You will also be emailed a copy of this information.

	
	Enter email address 
	
	

	
	Confirm email address
	
	

	

	
	I Agree
	



Participants will then complete an online survey. Participants will be asked to complete different sets of questions based on whether they are currently experiencing symptoms of PMDD, or whether they have experienced PMDD over their lifetime.  The survey includes standardised research questionnaires and bespoke questions designed specifically to ask about experiences of PMDD. The survey takes approximately 20-25 minutes to complete. In instances where participants are unable to take part online, they may be offered the opportunity to take part with a researcher over the phone if the study team has capacity to do so. On these occasions, the researcher will read the study information, consent and survey content out verbatim and will complete the survey on the participants behalf.
Participants currently experiencing symptoms of PMDD (as identified in the online survey), will be invited to complete a longitudinal monitoring of their menstrual cycle and mental health (for 2-3 symptomatic menstrual cycles). This will involve participants rating 28 PMDD symptoms based on their severity (with 1 being not severe at all, and 6 being extreme). Participants will be asked to complete these ratings at the end of every day for two months, and also detail any menstrual bleeding or spotting [see document F2 NCMH PreDDICT Study Mood Monitoring Tool]. To assess interactions between menstrual cycle and symptoms of mental health, the diary will also ask participants to record daily psychiatric symptoms (e.g., mood) and impairment ratings. To ensure participants are suitably supported throughout the study, along with the monitoring tool, participants will be provided with a list of the suitable support organisations that they can call if they need some support. The list of support organisations may be altered/adapted at any given time to ensure up to date contact information is provided for the most appropriate organisations. The standardised measures have been used extensively by other ethically approved NCMH surveys without issue. Participants will then return their diary by freepost envelope at the end of the second month of monitoring.
The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online), which will take approximately 30 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study [please see NCMH document 7: Adult Questionnaires (v1.5)]. Please see section 7.1 of the Main Protocol for more details.
3.2 Severe mental illness during the perinatal period 
Women are at significant risk of severe mental illness during the postpartum period; the most severe of which is postpartum psychosis. Postpartum psychosis is an umbrella term including severe episodes of mania or psychosis starting the first few weeks after childbirth.  Hallucinations and delusions are accompanied by marked confusion and perplexity, high mood or mania and low mood or depression amongst women. The estimated incident rate is currently 1-2 births of 1000 within the general populations; however, this is increased to 1 in 4 births within women with a pre-existing diagnosis of bipolar disorder.
To investigate the causes and triggers of postpartum psychosis and related severe mental illnesses during pregnancy and following childbirth NCMH seeks to characterise a cohort of people with history of severe mental illness during the perinatal period. 
Inclusion and Exclusion Criteria 
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol:
 Inclusion Criteria
IC1) Aged 18 or over 
Exclusion Criteria
EC1) Inability to provide valid informed consent online

Participant Recruitment
To test that the survey correctly differentiates between individuals that have experienced severe mental illness during the perinatal period and controls, a pilot/validation phase will be completed first. This will include inviting individuals with postpartum psychosis, postpartum depression, bipolar disorder without postpartum psychosis and controls to take part. Individuals may be members of the existing NCMH Research Community Research Community, or new participants.
New participants will be identified and approached using the methods described in Section 5 of the overarching protocol. We will also use the NCMH website, social media, local and national platforms, and NHS services to promote the survey.  If participants are recruited directly into this section of the study, they will be required to consent to join the NCMH Research Community.
Procedure 
Participants will see a welcome page and then the study information and consent form [see Document F3 NCMH Online Storyboard (MaM study)]. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the questionnaire. This page will inform the participant about what will happen if they agree to take part and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page:
 
IT IS VERY IMPORTANT THAT YOU READ THE INFORMATION BELOW BEFORE CLICKING THE “I Agree” BUTTON 

If, after reading this information, you would like to take part, you can agree to join the study by clicking on the 'I Agree' button. 

Taking part in the NCMH Mums and Mental Health Study. If you join and then change your mind, you can leave the study at any time. If you would prefer not to sign up now (for example, because you would like to discuss this with someone else), you can come back to this page later.

We will keep the information that you share with us. It will be held securely by the National Centre for Mental Health research team at Cardiff University. The study has been approved by the Multicentre Research Ethics Committee for Wales.  

By clicking on the “I Agree” button, you agree to:

1. Provide your contact details (name, postcode, email address, phone number) and some details about you (sex, date of birth, ethnic group).
2. Answer some questions about experiences of severe mental illness during pregnancy and following childbirth.
3. Allow us to link the information you provide to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised, and I would not be identifiable in any way.
4. Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you may want to take part in (for example, via our NCMH newsletters).
5. Be contacted every 6-12 months or so by the study team, to invite you to provide more information about your mental and physical health and your lifestyle.
6. Allow us to share anonymous information with other researchers.

By clicking on the “I Agree” button, you also declare that:

· You have read and understood the information about this study 
· You are 18+
· You have you have had a baby, and this may or may not have been followed by an episode of mental illness. [Pilot/validation phase only] 
[OR] 
You have had a baby, and this may have been followed by an episode of mental illness.
· You confirm that you feel well enough to complete this questionnaire 

If you have any questions or would like more information about the study or the information that has been provided, please ring our phone number (NUMBER, OPENING HOURS) or email us (EMAIL, OPENING HOURS). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can. 

Now that you understand what is involved, do you agree to take part in the NCMH Mums and Mental Health Study?  

If you click ‘I Agree’ you will be forwarded to the short online survey which will take approximately 20-30 minutes to complete. You will also be emailed a copy of this information.

	
	
	Enter email address 
	
	

	
	Confirm email address
	
	

	

	
	I Agree
	




Participants will then complete an online survey. Participants will be asked to complete standardised research questionnaires and bespoke questions designed specifically to ask about experiences of postpartum psychosis. The survey takes approximately 20-30 minutes to complete. In instances where participants are unable to take part online, they may be offered the opportunity to take part with a researcher over the phone if the study team has capacity to do so. On these occasions, the researcher will read the study information, consent and survey content out verbatim and will complete the survey on the participants behalf.
The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online), which will take approximately 30 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study [please see NCMH document 7: Adult Questionnaires (v1.5)]. Please see section 7.1 of the Main Protocol for more details.
  3.3 Mental ill health during perimenopause and menopause
We are trying to understand more about the causes and triggers of mental ill health and how this may be impacted by reproductive ageing. Changes in hormones during perimenopause and menopause can be associated with a range of symptoms such as anxiety, low mood and depression, anger and irritability, and suicidal thoughts. However, this remains an under-researched and under-recognised area.
We wish to look at factors which make some people more likely than others to become unwell; for example, genetic factors or environmental factors such as stressful life events. Our long-term aim to is help improve diagnosis, treatment and support for women who have experienced mental ill health around reproductive events.
Inclusion and Exclusion Criteria
In addition to the NCMH basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this study:
Inclusion Criteria
IC1) Aged 35 and over.
IC2) Sex assigned at birth - female
Exclusion Criteria 
EC1) Inability to provide valid informed consent online. 
Participant Recruitment 
Participants will be identified and approached using the methods described in Section 5 of the overarching protocol. We will also use the NCMH website, social media, local and national platforms, and NHS services to promote the survey.  If participants are recruited directly into this section of the study, they will be required to consent to join the NCMH Community unless recruited from the NCMH Community.
Procedure
Participants will be given a link to the online survey hosted on REDCap. They will see a welcome page and then the study information and consent form [see Document F7 NCMH Online Storyboard (Menopause Questionnaire)]. On the consent page, they will be asked whether they agree with a number of statements and therefore consent to take part in the questionnaire. This page will inform the participant about what will happen if they agree to take part and will provide options to obtain more information or to decline participation. By consenting to take part, participants are consenting to the following statements given on the consent page: 

IT IS VERY IMPORTANT THAT YOU READ THE INFORMATION BELOW BEFORE CLICKING THE “I Agree” BUTTON  
If, after reading this information, you would like to take part, you can agree to join the study by clicking on the 'I Agree' button.  
If you join and then change your mind, you can leave the study at any time. If you would prefer not to sign up now (for example, because you would like to discuss this with someone else), you can come back to this page later. 
We will keep the information that you share with us. It will be held securely by the National Centre for Mental Health research team at Cardiff University. The study has been approved by the Multicentre Research Ethics Committee1 for Wales.   
By clicking on the “I Agree” button, you agree to: 
1. Provide your contact details (name, postcode, email address, phone number) and some details about you (sex, date of birth, ethnic group). 
2. Answer some questions about experiences of mental ill health around the menopause and other reproductive events you may have experienced. 
3. Allow us to link the information you provide to routinely collected, anonymised datasets (such as those held in the Secure Anonymised Information Linkage (SAIL) databank), in order to answer future research questions related to mental health. I understand that the data within any such dataset will be fully anonymised and I would not be identifiable in any way. 
4. Be contacted by the study team who will provide updates about the NCMH research and let you know about other studies that you may want to take part in (for example, via our NCMH newsletters). 
5. Be contacted every 6-12 months or so by the study team, to invite you to provide more information about your mental and physical health and your lifestyle. 
6. Allow us to share anonymous2 information with other researchers. 
 
By clicking on the “I Agree” button, you also declare that: 
· You have read and understood the information about this study  
· You are 35+ 
· You confirm that you feel well enough to complete this questionnaire  
If you have any questions or would like more information about the study or the information that has been provided, please ring our phone number (029 20688401, 8.30-16.30) or email us (info@ncmh.info, 8.30-16.30). Outside these hours, please feel free to leave us a message, which we will respond to as soon as we can.  
Now that you understand what is involved, do you agree to take part in the NCMH Menopause Questionnaire?  If you click ‘I Agree’ you will be forwarded to the short online survey which will take approximately 20-30 minutes to complete. You will also be emailed a copy of this information. 
	 
	Enter email address  
	 
	 

	 
	Confirm email address 
	 
	 

	 

	 
	I Agree 
	 



A copy of the information sheet, consent form, and list of sources of support will be emailed to the participant. 
If you do not want to take part, you do not have to do anything.  
If you do not want to take part right now, you are free to come back at a later date.  
Thank you for reading this far. 
Participants will then complete an online survey. Participants will be asked to provide contact details, demographic information, questions about their gynaecological history and periods, any mental health diagnoses, any psychiatric symptoms related to pregnancy or postpartum, and questions about physical health. The survey takes approximately 20-25 minutes to complete. In instances where participants are unable to take part online, they may be offered the opportunity to take part with a researcher over the phone if the study team has capacity to do so. On these occasions, the researcher will read the study information, consent and survey content out verbatim and will complete the survey on the participants behalf. 

4. Data Storage
All survey and mood monitoring data will be stored as described in section 7.5 of the overarching protocol.
5. Specific Ethical Considerations 
There is potential for distress caused by some survey questions. The potential for distress is noted in the Participant Information section of the survey [see Document F1 NCMH Online Storyboard (PreDDICT study), Document F3 NCMH Online Storyboard (MaM Study)]. With questions regarding suicide or self-harm, an additional warning will appear and allow the participant to select if they are comfortable seeing the questions before they are presented. If they are not, they can simply move on to the next set of questions. Furthermore, questions that may enquire about personal information will include a ‘Prefer not to say’ option to ensure that participants can opt out of answering if they do feel uncomfortable. 
It is also made clear that individual survey responses are not monitored, and we will not contact participants on the basis of their answers. To ensure participants are suitably supported, pop up links to sources of help and support if a participant selects one of the survey responses that discloses suicidal feelings are included.
The NCMH will signpost participants to suitable organisations that they can call if they need some support at any stage throughout the study. The list of support organisations may be altered/adapted at any given time to ensure up to date contact information is provided for the most appropriate organisations. The standardised measures have been used extensively by other ethically approved NCMH surveys without issue.
Data collected during the survey will only be used to inform research. In line with the Participant Information, we will not provide participants or healthcare providers with any results or feedback from the clinical information collected for the study.
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Section G – UK MINDS
1. Background 
Our understanding of the causes and trajectories of mental health disorders such as depression, bipolar disorder, schizophrenia, and cognitive disorders has vastly improved in recent years. However, the need for a deeper understanding of this complex area and the development of more effective treatments is still paramount. This is particularly evident in the increasing global burden of cognitive related problems. An expanding area of research and technological development is in the area of data linkage, whereby research data can be linked with real world data from sources such as clinical health records to provide an enhanced and enriched dataset of information pertaining to an individual’s mental and physical health. NCMH is partnering with Akrivia Health to develop a programme of work designed to establish a precision neuropsychiatry data and bio resource. The Akrivia Health platform also offers a unique advantage in that it can be used to identify all service users in Electronic Patient Records of participating English NHS Trusts and Welsh Health Boards that meet the specific eligibility criteria for this line of recruitment and can provide a list of patients to contact, thereby drastically reducing the workload involved in finding patients. This work began as part of the main NCMH protocol but as the study developed, and following advice from research governance and ethics colleagues, it has become evident that it is more appropriate as a sub-project to enable more targeted recruitment and clear information to participants about the exact nature of this study.

2. Aims and Objectives 
This Section addresses aims 1-5 and 7 of NCMH as detailed in Section 3 of the overarching protocol. The goal of this new line of recruitment to the NCMH portfolio study is to expand the NCMH Research Community sample in number thus improving statistical power for analyses, incorporate available genomic technologies into the analysis (in keeping with the above permissions and aims) and link the data derived from the study (genetic, interview and questionnaire data and biomarker data) to the real‐world phenotype data available in Akrivia’s unique electronic patient record (EPR) database. This linked dataset will be available to the research community and this collaborative approach will accelerate research into mental health and cognitive disorders and lead to exciting and innovative precision treatment development for dementias, bipolar disorder, depression and psychosis.   
 
3. Inclusion and Exclusion Criteria 
 
Participants are divided into those with a mental health diagnosis and those with a cognitive disorder such as dementia. The mental health cohort will consist of individuals with adult psychiatric disorder diagnoses recruited from secondary care services, primary care, Community Mental Health Teams, care homes and the other recruitment routes detailed in the main protocol. In addition to the basic eligibility criteria (see Section 4 of the main protocol), the following inclusion and exclusion criteria apply to this sub-protocol: 

3.1 Inclusion Criteria 
All participants must have an electronic health record in a primary or secondary care service.

1. Mental Health Cohort (Cohort 1)  
Schizophrenia and Psychosis  
· Patients with a clinical diagnosis of Schizophrenia and/or psychotic disorder as defined in ICD-10 or ICD-11   
· Participants aged 18+ (no upper age limit) with capacity   
Depression:   
· Patients with a clinical diagnosis of depression or a depressive disorder 
as defined in ICD-10 or ICD-11
· Participants aged 18+ (no upper age limit) with capacity.   
  
Bipolar:  
· Patients with a clinical diagnosis of bipolar disorder as defined in ICD-10 or ICD-11 
· Participants aged 18+ (no upper age limit) with capacity.   
 
2. Mental Health Cohort and extended biomarker analysis (Cohort 2)    
In addition, in a subset of individuals split across the diagnostic groups, we will acquire more detailed biomarkers (RNA, proteins/transcriptomics, blood cell preparation for induced pluripotent stem cell conversion (as detailed in main study protocol)). 
 
 	
3.  Dementia Cohort (Cohort 3)    
· Participants aged 18+ (no upper age limit)  
· Patients who are alive and are or have been  Old Age Psychiatry patients  
· Received relevant diagnosis or referral:   
EITHER:   
· Clinical diagnosis of dementia, mild cognitive impairment (MCI)  or subjective cognitive impairment (SCI).
OR: 
· Memory clinic referral   

· Participants must be willing and able to do a cognitive assessment (Montreal Cognitive Assessment)
 
  All dementia cohort participants will undergo the extended biomarker analysis
 
3.2 Exclusion Criteria 
 
1. Mental Health Cohort (Cohort 1)   
Schizophrenia and Psychosis  
· Inability to understand spoken and/or written English and/or Welsh.    
   
Depression:   
· Inability to understand spoken and/or written English and/or Welsh    
· Patients with intellectual disability prior to diagnosis    
  
  Bipolar:  
· Inability to understand spoken and/or written English and/or Welsh    
· Patients with intellectual disability prior to diagnosis    
 
2. Mental Health Cohort and extended biomarker analysis (Cohort 2)   
No additional exclusion criteria 
 
3. Dementia Cohort (Cohort 3)   
· Inability to understand spoken and/or written spoken English and/or Welsh   
· Patients with dementia in Creutzfeldt-Jakob disease (CJD), Huntington’s, HIV dementia, alcohol-related dementia, intellectual disability, Traumatic brain injury at anytime
· Patients diagnosed with depression (only an exclusion criterion for MCI/SCI patients), psychosis, bipolar prior in the pre-index period - to be checked at site-screening 
  
4. Participant Recruitment 

Participants will be identified and approached using the methods described in Section 5 of the overarching protocol. This will include, but is not limited to, recalling existing participants based on known genetic and phenotypic data, recruiting via primary and secondary care, third sector organisations and via social and other media. Participants may be invited to join the main NCMH Research Community and complete the Basic Assessment in the first instance or recruited directly into this section of the study, if eligible.    

5. Procedure  

An in-depth explanation of the study will be given to the potential participant and informed consent will be taken following the procedures outlined in the Section 7.1 of the main protocol [ for participants with capacity to consent see NCMH documents G2a NCMH Participant Information Sheet (UK MINDS – Cohort 1) (v1.0) or G2b NCMH Participant Information Sheet (UK MINDS - Cohorts 2 & 3), and G4 NCMH Participant Consent Form (UK MINDS) (v1.1). For participants who lack capacity to consent to the study, see ‘Specific Ethical Considerations’ section below. The only difference in the consent procedures outlined in Section 7.1 is that some optional statements will be mandatory for this study to ensure all relevant information is collected and permission for data linkage and sharing is obtained. Optional statements are now labelled as such on the forms.

The participant will take part in an in-depth assessment of their symptoms [see documents 4e NCMH Electronic Mood and Psychosis Basic Assessment (v1.3) and 4f NCMH Electronic DementiaCognitive Disorder Basic Assessment (v1.4). These include questions from widely used, validated psychiatric interviews. The DementiaCognitive assessment includes the Montreal Cognitive Assessment (MoCA) (or the MoCA-Blind for those with visual impairment unrelated to cognition), a well validated and widely used brief screening assessment for detecting cognitive impairment. All researchers will have undertaken the MoCA training and certification module provided by MoCA Cognition. These in-depth assessments will take approximately 15-60 minutes to complete, depending on the participants history [please see Section 7.1 of the main protocol for detailed information on these approved assessments].  

The MoCA was not included in the original DementiaCognitive assessment and so some participants in the cognition cohort will not have completed the MoCA in the original interview. A researcher will recontact these participants to seek consent to complete the MoCA. The participant will be provided with the revised information sheet, which includes information about the MoCA, the original consent form will be discussed with them and permission to conduct the MoCA will be sought. The outcome of this discussion will be documented and if permission is granted, an appointment to conduct the MoCA will be arranged. Capacity to provide informed consent will be assessed at this timepoint and the processes detailed in the ‘Specific Ethical Considerations’ section below will be followed where a participant lacks capacity.

Individuals in the dementia cohort will be invited to participate alongside a study partner who may be able to provide additional relevant information about the participant. The study partner will be provided with an information sheet [see document G3b NCMH Study Partner Information Sheet (UK MINDS) (v1.0) and consent will be sought [see document G7 NCMH Study Partner Consent Form (UK MINDS (v1.0). 

Samples of blood/saliva will be collected in line with the procedures for sample collection outlined in section 7.2 of the main protocol. The sample may need to be obtained at a later date if the interview is completed remotely (e.g. via telephone/videocall). The procedure for the UK MINDS study may differ in that NHS researchers can follow their own Trust/Health Board policies on collecting samples from participants with a blood-borne infection or past intravenous drug use without a recent negative blood screen. (See section 4.2 Exclusion Criteria of the main protocol). This exclusion criteria remains for NCMH researchers.

In addition to the processes outlined in section 7.2, the blood samples for the UK MINDS project need to be processed within 24-hours. All appropriate and reasonable steps will be taken to ensure consent for obtaining samples is complete and accurate. For example, when completing the electronic consent form, there will be a flag if not all the required statements are endorsed and the researcher will not proceed with the assessment and sample taking until this has been rectified. However, there may be a small minority of cases where incomplete consent is identified after the sample has been taken. Initial processing may have begun at this point and will continue until complete. The samples will then be quarantined until the consent issue has been rectified or for up to 1 month. If the consent issue has not been rectified at this point, the samples will be destroyed and the PI will be notified. 

Additionally, if there are any issues with the samples being collected, shipped, and they are not processed in the requisite time, we would seek permission from the participants to collect additional samples to ensure their samples can be analysed and used in the study. Although this should be a rare occurrence. In this instance, the researcher will contact the participant explain why additional blood is being requested and ask for their permission to do so. If they agree, the original consent form will be reviewed with the participant and the researcher will document this discussion and arrange an appointment to collect the blood sample. If a participant does not agree, this will also be documented.

The participant will be given a pack of standardised and/or non-standardised research questionnaires (or a link to access the questionnaires online), which will take approximately 30 minutes to complete. The questionnaires will be drawn from the menu of those approved for use within the study [please see NCMH document 7: Adult Questionnaires (v1.5)]. Please see section 7.1 of the main protocol for more details. 

If a participant has already taken part in the study at Level 1, we will do our best to not duplicate the collection of information. We will emphasise that this additional opportunity is voluntary and that declining to take part will not impact their ongoing membership of the Research Community. If the participant is joining the study at this level, they will complete the Basic Assessment at the same time they provide the more in-depth clinical information and will be invited to provide a biological sample.   

Participants will be offered a financial reimbursement for their time in taking part in the study, usually provided as a voucher or via bank transfer.  We propose to recompense £25 for the basic interview and blood sample for genetic analysis given that this represents a typical time commitment of around 1 hour for the study procedures. We will pay an additional £25 to those who undergo the additional blood sampling for the biomarkers and cells given that this will require participants to attend local facilities. Participants reasonable, public transport rate travel expenses will also be provided.
 
National Institute of Health Research do not issue guidance about payments of research participants, nor do other such bodies as far as we can ascertain. However they provide the following guidance for payment of people with lived experience taking part in patient involvement activities:
· £25 For involvement in a task or activity requiring little or no preparation and which equates to approximately one hour of activity or less. For example, participating in a focus group to provide feedback on a proposal.
· £50 For involvement in a task or activity likely to require some preparation and which equates to approximately two hours of activity. For example, a teleconference with related papers to read or review a few short documents.
NIHR, Payments guidance for researchers and professionals, Version 1.3, July 2022, [URL: https://www.nihr.ac.uk/documents/payment-guidance-for-researchers-and-professionals/27392], (Accessed on: [16.12.22])

 
Specific Ethical Considerations  
There is some potential for distress caused by the in-depth interviews. These will only be carried out by suitably trained and experienced researchers. If a participant becomes distressed, they will be given the option of taking a break or stopping the interview. The potential for distress is noted in all of the Participant Information Sheets. The interviews are modified versions of those used extensively by other ethically approved studies within the Division of Psychological Medicine and Clinical Neurosciences, Cardiff University. Clinically-qualified researchers are part of the project staff and will offer advice and onward referral guidance for clinically-relevant situations. 

Potential participants with a dementia diagnosis may not have capacity to consent for themselves. Capacity to consent will be assessed by a trained, experienced research assistant at all visits. Where a potential participant cannot consent for themselves, agreement will be obtained from a personal/nominated consultee. Consultees may also act as study partners for those in the cognition cohort. They will receive information and consent sheets accordingly [see documents: G3a. NCMH Pers Nom Consultee and Study Partner Info sheet (UK MINDS - Cohort 3) (v1.1) 19 February 2026, G3b. NCMH Study Partner Information Sheet (UK MINDS) (v1.1) 19 February 2026, G5 NCMH Pers Nom Consultee Consent Form (UK MINDS) (v1.2) 19 February 2026, G6. NCMH PersNomCons and Study Partner Consent Form (UK MINDS) (v1.1) 19 February 2026and G7. NCMH Study Partner Consent Form (UK MINDS) (v1.1) 19 February 2026].

No participant who consents to take part in Sub-Study G and who has not already signed up to the Akrivia Health Platform EPR system, will have their data shared with Akrivia without their consent.

Data Storage 
All survey and mood monitoring data will be stored as described in section 7.5 of the overarching protocol. The genetic and other biomarker data, as well as interview and questionnaire data will be stored on Cardiff University authorised secure servers or cloud space. The linked dataset incorporating the study data with the Akrivia NHS EPRs will be stored on the NHS-accredited secure Akrivia platform to which all participating NHS trusts and health boards have signed up. On the Akrivia platform, personal data is retained for 15 years and anonymised data will be retained indefinitely.


Section H – Person-Centred Experience

Rationale
This section will encompass projects aimed at furthering our understanding of [participant’s] knowledge, perceptions, and experience of mental health services and mental health research. By listening to [participant’s] stories and voices, we can contribute to the development of mental health services and research in a way that matters to them. This can lead to improved outcomes, satisfaction and overall wellbeing.
Project – All Wales Psychiatric Genetic Service - Investigating patient experiences of genetic counselling and testing in psychiatry (INSIGHT) 
1. Lay Summary 
Mental health and neurodevelopmental conditions, such as schizophrenia and autism, tend to run in families. We know that gene changes can increase the risk of these conditions. The All Wales Psychiatric Genomics Service was launched in 2022 to help individuals with mental health or neurodevelopmental conditions understand how their genes might relate to their mental and physical health. 
 
Very little is known about what it is like for individuals who experience psychiatric genetic counselling and testing. This study will explore the experiences of individuals who have used the All Wales Psychiatric Genomics Service. We will interview people aged 16 years and over, who have a mental health or neurodevelopmental condition and who have received genetic counselling with or without genetic testing through the service. The interviews will ask them about their experiences before, during and after the appointment, what they found helpful or challenging, and how the process affected them. 

The findings of this study will help us understand how patients feel about psychiatric genetic counselling and testing, how it affected them, what support they need, and how services could be improved. The results will be shared with participants, healthcare professionals, and the wider research community to ensure the patient voice is central to the continued development of psychiatric genetic clinical services. 

2. Background
Mental health and neurodevelopmental conditions, such as schizophrenia and autism, are highly heritable.(1,2) Our knowledge of genetic risk factors for mental health and neurodevelopmental conditions is increasing rapidly due to the work of large international consortia.(3–6) However, until recently, individuals with mental health or neurodevelopmental conditions did not routinely access psychiatric genomic testing in the UK, in contrast to the situation for individuals with physical health conditions. The All Wales Psychiatric Genomics Service (AWPGS) was set up in 2020 and officially launched in 2022 to address this disparity and to improve the care offered to individuals with mental health or neurodevelopmental conditions. 
Very little is known about the experience of individuals with mental health conditions during psychiatric genomic healthcare. One qualitative study, conducted in Canada, reported that participants found genetic counselling empowering, enhancing their understanding of their conditions. However, this study was conducted before the availability of psychiatric genomic testing, did not include individuals with neurodevelopmental conditions and recruited participants from a mixture of clinical services and research studies.(7) 
3. Aims
This study aims to explore the experiences, perceptions, and reflections of individuals who have undergone psychiatric genetic counselling and/or testing through the All Wales Psychiatric Genomics Service (AWPGS). 
4. Methodology 
a. Study Design 
This qualitative study uses semi-structured interviews to collect data from individuals who have accessed the AWPGS. 
b. Theoretical and Epistemological Positioning 
This study adopts a constructivist, interpretivist approach, recognising that meaning is co-constructed between researcher and participant. Knowledge is context-dependent and shaped by social, cultural and relational factors. The analysis will, therefore, focus on how participants make sense of their experiences of psychiatric genetic counselling and testing, rather than seeking an objective or singular truth. Researcher subjectivity is viewed as a resource for interpretation, not as a bias to be minimised. This approach aligns with the values underpinning reflexive thematic analysis, which emphasise interpretation, reflexivity and theoretical coherence rather than procedural reliability.(8) 
c. Participants 
We will identify individuals who have experienced a mental health or neurodevelopmental conditions, through the AWPGS, using clinical records. The level of information richness will determine the number of participants. We will select individuals to ensure diversity across the following characteristics: 
· Age. 
· Gender. 
· Primary diagnosis (e.g. psychosis). 
· Presence and type of comorbid mental health condition (depression, anxiety, obsessive compulsive disorder, post-traumatic stress disorder) or neurodevelopmental conditions (autism, attention deficit hyperactivity disorder, mild intellectual disability). 
· Illness severity. 
5. Inclusion and Exclusion Criteria
Inclusion Criteria
· Aged 16 years and above. 
· Diagnosed with a mental health or neurodevelopmental condition. 
· Undergone genetic counselling and/or genetic testing through the AWPGS. 
· Has the capacity to provide informed consent.
6. Participant Recruitment
AWPGS staff will approach individuals via letter with a reminder phone call if required (Figure 1). We will provide potential participants with a Participant Information Sheet (see NCMH document H2 AWPGS INSIGHT PIS (v1.0, 19 Feb 2026), and they will have at least 48 hours to decide whether to take part. They will have the opportunity to ask questions about the study. Consent may be obtained in writing or electronically (see NCMH document H3. AWPGS INSIGHT Consent (v1.0, 19 Feb 2026) as the participant prefers, and will be confirmed via audio recording at the time of the interview. 
[image: ] 
Figure 1. Recruitment flowchart. 
 
7. Procedure
Data Collection 
A semi-structured interview guide was developed with input from our public involvement representatives. We will adopt an iterative approach to developing our interview guide, refining the questions and prompts as we analyse the transcripts and themes emerge. For all participants, interviews will follow a semi-structured interview guide to address the following areas: 
· Before the appointment - expectations, 
· Experience of genetic counselling and or testing, 
· Receiving and understanding results (if applicable),  
· Emotional and psychological impact, 
· Usefulness and value of the service, 
· Support, information and communication,  
· After the appointment - what happened next, 
· Broader reflections on genetics in mental health. 
Interviews will be conducted face-to-face, by telephone, or by video call, and will last up to 60 minutes. Interviews will be audio-recorded and transcribed verbatim. We will maintain field notes and reflexive journals. Participants will be reimbursed for their time at £20 per hour, with reasonable travel expenses also paid (BACS or vouchers). 

8. Researcher Reflexivity 
The interviews will be conducted and analysed by researchers trained in psychiatry and qualitative research. We acknowledge that our professional backgrounds, clinical experience, and roles within the All Wales Psychiatric Genomics Service shape how we engage with participants and interpret their accounts. To support reflexive practice, each researcher will maintain a reflexive journal documenting assumptions, emotional responses, and analytic decisions throughout the study. Regular discussions within the research team will create space for reflexive dialogue, enabling exploration of how disciplinary perspectives, power dynamics, and expectations shape meaning-making.(8)  
Thomas Dew will conduct the interviews and primary analysis, with interpretative input from co-researchers Dr Kendall and Prof Austin through iterative discussion. This collaborative reflexivity will ensure that multiple disciplinary perspectives inform, rather than dilute, the interpretative process. The final thematic framework and analytic narrative will therefore represent a collective, reflexively constructed interpretation grounded in the data. 

9. Specific Ethical Considerations
If participants become distressed, interviews will be paused or stopped as appropriate. Thomas Dew (interviewer), who is trained in managing difficult situations and assessing distress, will record any distress episodes in the field notes and discuss them with Dr Kendall (Principal Investigator) to ensure appropriate follow-up. Dr Kendall is a Consultant Psychiatrist. She will be available throughout and following the study interviews to discuss episodes of distress with the interviewer or if necessary, to assess the participant in person. She will work with the participant and Thomas Dew to formulate a plan. This may involve risk de-escalation and safety planning, and signposting to the appropriate services (e.g. support services, their clinical team). We will remind participants that they can withdraw at any time.  

10. Data Storage and Governance
We will store all identifiable data securely and separately from study data. Electronic data will be password-protected and stored on Cardiff University’s secure servers. We will delete all audio recordings after transcription and once quality assurance procedures are complete. All transcripts will be anonymised.
Anonymised transcripts will be retained for 15 years in accordance with Cardiff University data-management policy. Once recordings have been transcribed, they will be deleted. 
We will process personal data for this research in accordance with the UK General Data Protection Regulation (UK GDPR) and the Data Protection Act 2018. The lawful basis for processing under Article 6(1)(e) is that this is necessary for the performance of a task carried out in the public interest. This research involves special category data (health information) so an additional condition under Article 9(2)(j) applies – the processing is necessary for scientific research purposes, subject to appropriate safeguards as set out in Article 89(1) of the UK GDPR. 
Participants will be asked for consent for their anonymised data to be made available to other bona fide researchers, including student researchers, for ethically approved research purposes. Data will be fully anonymised prior to sharing, and no information that could identify participants will be released. Access to data will be governed by appropriate data sharing agreements and institutional policies to ensure compliance with data protection regulations (GDPR and UK Data Protection Act 2018). 
11. Public Involvement and Engagement 
Public contributors with lived experience of psychosis and family members have been involved in developing the semi-structured interview guide and study materials. They will continue to contribute to the interpretation and dissemination of findings, including the development of plain-language summaries. 
12. Reflexive and Transparent Dissemination 
We will report the findings of this study using the Reflexive Thematic Analysis Reporting Guidelines to ensure methodological coherence and reflexive openness.(8) We will present the results as a narrative that integrates rich illustrative data extracts with interpretative commentary, making the researchers’ role in meaning-making clear. We will aim to amplify participants’ voices while acknowledging that the themes represent the research team’s interpretative constructions rather than objective truths. We will explicitly discuss reflexive insights that shaped interpretation (e.g. researchers’ disciplinary perspectives, assumptions, and emotional responses) to enhance transparency and analytic depth. We will share summaries written in plain English and co-produced with lived-experience contributors with participants, clinicians, and the wider community to promote accessibility and impact. 
13. Funding and Sponsorship 
This study is sponsored by Health and Care Research Wales and is funded by Hodge Centre, Cardiff University. The Principal Investigator is Dr Kimberley Kendall, Psychiatrist and Senior Clinical Fellow at Cardiff University, whose salary is supported via the NIHR TRC Mental Health Mission. 

NB Please see documents H1. NCMH AWPGS INSIGHT PIS (v1.0, 19 Feb 2026) and H2. NCMH AWPGS INSIGHT CF (v1.0, 19 Feb 2026). 
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