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Scope section: Identifying the degree of liver fibrosis in people with MASLD
	ID
	Field
	Content

	1.
	Review title
	[bookmark: _Hlk211538567]Diagnostic accuracy of assessment tools for identifying metabolic dysfunction-associated steatohepatitis and degree of liver fibrosis in children, young people and adults with a diagnosis of metabolic dysfunction-associated steatotic liver disease


	2.
	Review question
	What is the diagnostic accuracy of assessment tools for identifying metabolic dysfunction-associated steatohepatitis and degree of liver fibrosis in children, young people and adults with a diagnosis of metabolic dysfunction-associated steatotic liver disease?

	3.
	Objective
	To determine the diagnostic accuracy of non-invasive assessment tools for identifying MASH and degree of liver fibrosis in children, young people and adults with a diagnosis of MASLD. This will help identify which tests have sufficient accuracy to be recommended for NHS use for risk stratification and targeting of interventions.


	4.
	Searches 
	The following databases will be used for the main search:
· Cochrane Central Register of Controlled Trials (CENTRAL) (Wiley platform)
· Embase (Ovid platform)
· MEDLINE All (Ovid platform)

The following databases will be searched to identify systematic reviews:
· Cochrane Database of Systematic Reviews (CDSR) (Wiley platform)
· Epistemonikos (https://www.epistemonikos.org)
· International Health Technology Assessment Database from INAHTA (https://www.inahta.org/hta-database)

The principal search strategy will be developed in MEDLINE and then adapted, as appropriate, for use in the other sources listed, taking into account their size, search functionality and subject coverage.

Backward and forward citation searching will be done as part of the main searches. These will use seed references prioritised by the review team from those identified in the evidence reviews for NICE guideline NG49, the surveillance review of NG49 or the scoping searches for this guideline. These citation searches will use Science Citation Index Expanded (1990-present) and Science Citation Index Expanded (1990-present) via Web of Science. The results will be processed using the Web of Science marked list to remove duplicates and any records covered in the limits below.

To ensure comprehensive coverage, the following will be considered after the main search results have been screened:
· Forward citation searching using the potentially relevant studies from the database searches for this question.
· Backward citation searching to check the inclusion lists of any potentially relevant systematic reviews for additional primary studies.
· The guideline committee or other stakeholders could also be asked if they are aware of any other potentially relevant studies that could be considered.

Database functionality will be used, where available, to remove:
· Animal studies
· Conference abstracts and posters
· Editorials, letters, news items and commentaries
· Papers not published in the English language
· Preprints
· Theses and dissertations
· Trial registry records.

No date limits will be applied.

Validated study filters will be used where available and appropriate. Established NICE search strategies will be incorporated and adapted for other study types.

With the agreement of the guideline committee, the searches will be re-run 6-8 weeks before final submission of the review and further studies retrieved for inclusion, if there is reason to believe that substantial new evidence exists or that it has changed quickly.

The information services team at NICE will quality assure the principal search strategy and peer review the other strategies. Any revisions or additional steps will be agreed by the review team before being implemented.

The full search strategies for all databases will be published in an appendix to the final review.

	5.
	Condition or domain being studied


	Metabolic dysfunction-associated steatotic liver disease (MASLD), previously known as non-alcoholic fatty liver disease (NAFLD), encompasses a spectrum of liver conditions ranging from simple steatosis to metabolic dysfunction-associated steatohepatitis (MASH) with varying degrees of fibrosis that can progress to cirrhosis and hepatocellular carcinoma. The presence and stage of liver fibrosis is the strongest predictor of liver-related outcomes and mortality.

This review focuses on the diagnostic accuracy of non-invasive assessment tools for identifying the severity or stage of MASLD. 
Studies using NAFLD/NASH terminology will be included if they meet other inclusion criteria, and their results will be interpreted using the MASLD/MASH framework.


	6.
	Population
	Inclusion:
· Children, young people and adults with diagnosed MASLD
Exclusion:
· People with known liver disease of other aetiology (viral hepatitis, alcohol-related liver disease, drug-induced liver disease, autoimmune liver disease, etc.). Studies where >20% of participants have alternative liver disease aetiologies will be excluded.
· People with decompensated cirrhosis (defined by the presence of ascites, variceal bleeding, hepatic encephalopathy, or jaundice)
· People with hepatocellular carcinoma
· People who have had a liver transplant


	7.
	Test
	This review will focus primarily on the following non-invasive assessment tools for identifying MASH and degree of liver fibrosis in children, young people and adults with a diagnosis of MASLD:

Tests for diagnosing fibrosis:
Blood tests/risk scores
· Enhanced Liver Fibrosis (ELF) test 
· FibroTest/FibroSure
· Fibrometer
· LiverPRO 
· NAFLD Fibrosis Score (NFS) 
· Fibrosis-4 (FIB-4) index 
· LiverRisk score 
· PRO-C3
· ADAPT

Paediatric specific tests:
· ALT + GGT 
· ALT 
· pFIB
· FibroPEN

Imaging techniques
· Transient elastography (e.g. Fibroscan)
· Magnetic resonance elastography (MRE)
· MRI corrected T1 (cT1)
· Diffusion weighted magnetic imaging
· Acoustic radiation force impulse (ARFI) imaging (point shear wave elastography (pSWE))
· 2D shear wave elastography (2DSWE) 
· Other elastography-based techniques
· Novel imaging techniques (e.g. radiomics)
· Ultrasound

Tests for diagnosing MASH:
· Cytokeratin-18
· AST/ALT ratio
· ALT
· Ferritin
· NASH test
· FAST
· AST
Tests for diagnosing at risk MASH (MASH + ≥F2):
· FAST
· MAST
· MEFIB
· NIS2+
Combined or sequential testing algorithms


	8.
	Reference standard
	Reference standard for identifying MASH or degree of liver fibrosis in MASLD:
· Liver biopsy with histological assessment using validated scoring systems (such as METAVIR, Brunt, Kleiner, SAF, or equivalent) for fibrosis or MASH staging.

All relevant evidence will be included. If the biopsy does not meet the requirement of at least 6 portal tracts and 15mm, or if the specifications are not reported, the evidence will be downgraded.

Target conditions:
Adults:
· Advanced fibrosis: ≥F3
· Moderate fibrosis: ≥F2
· MASH
· At risk MASH

Children and young people:
· Moderate fibrosis: ≥F2
· Mild fibrosis: ≥F1
· MASH
· At risk MASH


	9.
	Types of study to be included
	Include published full-text papers of the following study designs:
· Systematic reviews of diagnostic accuracy studies
· Cross-sectional studies
· Cohort studies (acceptable time delay between index test and reference standard: up to 1 year)

Exclusions: 
· 2-gate or case control studies
· Conference abstracts
                                                              

	10.
	Other exclusion criteria

	· Studies that do not report sufficient data to construct 2×2 tables or to calculate sensitivity and specificity
· Studies with a sample size <100

	11.
	Context

	This review will update the evidence for assessment tools for MASLD from the previous NICE guideline NG49 (2016). It will consider assessment tools applicable across primary, secondary, and tertiary care settings in the NHS. The ability to accurately identify patients with advanced fibrosis is critical for appropriate targeting of interventions and monitoring strategies.


	12.
	Primary outcomes 
	Sensitivity and specificity for detecting each of the target conditions specified above.

	13.
	Secondary outcomes
	· Likelihood ratios 


	14.
	Data extraction (selection and coding)

	All references identified by the searches and from other sources will be uploaded into EPPI-R5 and de-duplicated.
Titles and abstracts of the retrieved citations will be screened to identify studies that potentially meet the inclusion criteria outlined in the review protocol.
Dual sifting will be performed on at least 10% of records, with 90% agreement required between reviewers. Disagreements will be resolved via discussion between the two reviewers, and consultation with senior staff if necessary.
Full versions of the selected studies will be obtained for assessment. Studies that fail to meet the inclusion criteria once the full version has been checked will be excluded at this stage. Each study excluded after checking the full version will be listed, along with the reason for its exclusion.
A standardised form will be used to extract data from studies. The following data will be extracted: study details (reference, country where study was carried out, type and dates), participant characteristics, inclusion and exclusion criteria, details of index test (method, threshold used), details of reference standard, setting and follow-up, diagnostic accuracy outcomes, secondary outcomes, and source of funding. One reviewer will extract relevant data into a standardised form, and this will be quality assessed by a senior reviewer.

	15.
	Risk of bias (quality) assessment

	Quality assessment of individual studies will be performed using the following checklists:
· QUADAS-2 for diagnostic accuracy studies
The quality assessment will be performed by one reviewer and this will be quality assessed by a senior reviewer.

	16.
	Strategy for data synthesis 
	Depending on the availability of the evidence, the findings will be summarised narratively or quantitatively. Where appropriate, meta-analysis of diagnostic test accuracy will be performed using the metaDTA app (https://crsu.shinyapps.io/MetaDTA/) and/or the glmer package in R. Cochrane Review Manager software may be used to help with visually displaying information.
Sensitivity, specificity, and likelihood ratios with 95% CIs will be used as outcomes for diagnostic test accuracy. These diagnostic accuracy parameters will be obtained from the studies or calculated by the technical team using data from the studies
For tests with multiple cutoff values, the analysis will be conducted separately for each threshold or within the range of thresholds specified in the protocol. 
The confidence in the findings across all available evidence will be evaluated for each outcome using an adaptation of the 'Grading of Recommendations Assessment, Development and Evaluation (GRADE) toolbox' developed by the international GRADE working group: http://www.gradeworkinggroup.org/
Decision thresholds for assessment of imprecision and for consideration during decision making:
First line tests
· High sensitivity: >90%
· Low sensitivity: <75%
Second line tests
· High specificity: >90%
· Low specificity: <75%

	17.
	Analysis of sub-groups

	Evidence will be stratified by:
Age groups:
•	Children and young people (<18 years)
•	Adults (≥18 years)

Line of test
· First line
· Second line

Evidence will be sub-grouped by the following only in the event that there is significant heterogeneity in outcomes:
People living with obesity (for the following tests for fibrosis: transient elastography, acoustic radiation force impulse imaging, shear wave elastography, other elastography-based techniques, novel imaging techniques, ultrasound):
·  BMI >30, >35, >40 
Setting:
·  Primary, secondary, community care
Population groups:
· People with a learning disability, severe mental illness or a cognitive impairment. 
Where evidence is stratified or subgrouped the committee will consider on a case by case basis if separate recommendations should be made for distinct groups. Separate recommendations may be made where there is evidence of a differential effect of interventions in distinct groups. If there is a lack of evidence in one group, the committee will consider, based on their experience, whether it is reasonable to extrapolate and assume the interventions will have similar effects in that group compared with others.

	18.
	Type and method of review 

	☐	Intervention

	
	
	☒	Diagnostic

	
	
	☐	Prognostic

	
	
	☐	Qualitative

	
	
	☐	Epidemiologic

	
	
	☐	Service Delivery

	
	
	☐	Other (please specify)


	19.
	Language
	English

	20.
	Country
	England

	21.
	Anticipated or actual start date
	October 2025


	22.
	Anticipated completion date
	December 2026


	23.
	Stage of review at time of this submission
	Review stage
	Started
	Completed

	
	
	Preliminary searches
	X
	X

	
	
	Piloting of the study selection process
	X
	X

	
	
	Formal screening of search results against eligibility criteria
	X
	X

	
	
	Data extraction
	
	

	
	
	Risk of bias (quality) assessment
	
	

	
	
	Data analysis
	
	

	24.
	Named contact
	5a. Named contact
NICE

5b Named contact e-mail
MASLD@nice.org.uk

5e Organisational affiliation of the review
National Institute for Health and Care Excellence (NICE) and National Guideline Alliance

	25.
	Review team members
	Dr Caroline Mulvihill – Topic Lead
Dr Martin Allaby – Clinical Advisor
Dr Syed Mohiuddin – Health Economics Advisor
Dr Emily Terrazas-Cruz – Senior Technical Analyst
Maria Smyth – Technical Analyst
Steph Armstrong-Manby – Senior Health Economist
Paul Levay – Senior Information Specialist
Dr Toby Mercer – Technical Analyst
Tamara Diaz - Project Manager
Patrick Langford - Technical Analyst
Ceri Williams - Senior Information Specialist

	26.
	Funding sources/sponsor

	This systematic review is being completed by NICE which receives funding from the Department of Health and Social Care. 

	27.
	Conflicts of interest
	All guideline committee members and anyone who has direct input into NICE guidelines (including the evidence review team and expert witnesses) must declare any potential conflicts of interest in line with NICE's code of practice for declaring and dealing with conflicts of interest. Any relevant interests, or changes to interests, will also be declared publicly at the start of each guideline committee meeting. Before each meeting, any potential conflicts of interest will be considered by the guideline committee Chair and a senior member of the development team. Any decisions to exclude a person from all or part of a meeting will be documented. Any changes to a member's declaration of interests will be recorded in the minutes of the meeting. Declarations of interests will be published with the final guideline.

	28.
	Collaborators

	Development of this systematic review will be overseen by an advisory committee who will use the review to inform the development of evidence-based recommendations in line with section 3 of Developing NICE guidelines: the manual. Members of the guideline committee are available on the NICE website: https://www.nice.org.uk/guidance/indevelopment/gid-ng10434


	29.
	Other registration details
	None

	30.
	Reference/URL for published protocol
	[Leave blank]

	31.
	Dissemination plans
	NICE may use a range of different methods to raise awareness of the guideline. These include standard approaches such as:
· notifying registered stakeholders of publication
· publicising the guideline through NICE's newsletter and alerts
· issuing a press release or briefing as appropriate, posting news articles on the NICE website, using social media channels, and publicising the guideline within NICE.

	32.
	Keywords
	Metabolic dysfunction-associated steatotic liver disease, MASLD, non-alcoholic fatty liver disease, NAFLD, fibrosis, transient elastography, shear wave elastography FibroScan, ELF test, FIB-4, NAFLD Fibrosis Score, diagnostic accuracy

	33.
	Details of existing review of same topic by same authors

	Not applicable

	34.
	Current review status
	☒	Ongoing

	
	
	☐	Completed but not published

	
	
	☐	Completed and published

	
	
	☐	Completed, published and being updated

	
	
	☐	Discontinued

	35..
	Additional information
	None

	36.
	Details of final publication
	www.nice.org.uk



[bookmark: _Toc216179157]RQ2: Effectiveness of tests for diagnosing MASH and fibrosis
Scope section: Identifying the degree of liver fibrosis in people with MASLD
	ID
	Field
	Content

	0.
	PROSPERO registration number
	[To be allocated]


	1.
	Review title
	Clinical and cost effectiveness of assessment tools for identifying metabolic dysfunction-associated steatohepatitis and degree of liver fibrosis in children, young people and adults with a diagnosis of metabolic dysfunction-associated steatotic liver disease


	2.
	Review question
	What is the clinical and cost effectiveness of assessment tools for identifying metabolic dysfunction-associated steatohepatitis and degree of liver fibrosis in children, young people and adults with a diagnosis of metabolic dysfunction-associated steatotic liver disease?


	3.
	Objective
	To determine the clinical and cost effectiveness of non-invasive assessment tools for identifying MASH and degree of liver fibrosis in children, young people and adults with a diagnosis of MASLD. This will help identify which tests or testing strategies should be recommended for NHS use for risk stratification and targeting of interventions.


	4.
	Searches 
	The following databases will be used for the main search:
· Cochrane Central Register of Controlled Trials (CENTRAL) (Wiley platform)
· Embase (Ovid platform)
· MEDLINE All (Ovid platform)

The following databases will be searched to identify systematic reviews:
· Cochrane Database of Systematic Reviews (CDSR) (Wiley platform)
· Epistemonikos (https://www.epistemonikos.org)
· International Health Technology Assessment Database from INAHTA (https://www.inahta.org/hta-database)

The principal search strategy will be developed in MEDLINE and then adapted, as appropriate, for use in the other sources listed, taking into account their size, search functionality and subject coverage.

Backward and forward citation searching will be done as part of the main searches. These will use seed references prioritised by the review team from those identified in the evidence reviews for NICE guideline NG49, the surveillance review of NG49 or the scoping searches for this guideline. These citation searches will use Science Citation Index Expanded (1990-present) and Science Citation Index Expanded (1990-present) via Web of Science. The results will be processed using the Web of Science marked list to remove duplicates and any records covered in the limits below.

To ensure comprehensive coverage, the following will be considered after the main search results have been screened:
· Forward citation searching using the potentially relevant studies from the database searches for this question.
· Backward citation searching to check the inclusion lists of any potentially relevant systematic reviews for additional primary studies.
· The guideline committee or other stakeholders could also be asked if they are aware of any other potentially relevant studies that could be considered.

Database functionality will be used, where available, to remove:
· Animal studies
· Conference abstracts and posters
· Editorials, letters, news items and commentaries
· Papers not published in the English language
· Preprints
· Theses and dissertations
· Trial registry records.

No date limits will be applied.

Validated study filters will be used where available and appropriate. Established NICE search strategies will be incorporated and adapted for other study types.

With the agreement of the guideline committee, the searches will be re-run 6-8 weeks before final submission of the review and further studies retrieved for inclusion, if there is reason to believe that substantial new evidence exists or that it has changed quickly.

The information services team at NICE will quality assure the principal search strategy and peer review the other strategies. Any revisions or additional steps will be agreed by the review team before being implemented.

The full search strategies for all databases will be published in an appendix to the final review.

	5.
	Condition or domain being studied


	Metabolic dysfunction-associated steatotic liver disease (MASLD), previously known as non-alcoholic fatty liver disease (NAFLD), encompasses a spectrum of liver conditions ranging from simple steatosis to metabolic dysfunction-associated steatohepatitis (MASH) with varying degrees of fibrosis that can progress to cirrhosis and hepatocellular carcinoma. The presence and stage of liver fibrosis is the strongest predictor of liver-related outcomes and mortality.

This review focuses on the clinical and cost effectiveness of non-invasive assessment tools for identifying the severity or stage of MASLD.

Studies using NAFLD/NASH terminology will be included if they meet other inclusion criteria, and their results will be interpreted using the MASLD/MASH framework.


	6.
	Population
	Inclusion:
· Children, young people and adults with diagnosed MASLD
Exclusion:
· People with known liver disease of other aetiology (viral hepatitis, alcohol-related liver disease, drug-induced liver disease, autoimmune liver disease, etc.). Studies where >20% of participants have alternative liver disease aetiologies will be excluded.
· People with decompensated cirrhosis (defined by the presence of ascites, variceal bleeding, hepatic encephalopathy, or jaundice)
· People with hepatocellular carcinoma
· People who have had a liver transplant

	7.
	Intervention/Exposure/Test
	This review will focus primarily on the following assessment strategies for identifying MASH and degree of liver fibrosis in children, young people and adults with diagnosed MASLD:

Tests for diagnosing fibrosis:
Blood tests/risk scores
· Enhanced Liver Fibrosis (ELF) test 
· FibroTest/FibroSure
· Fibrometer
· LiverPRO
· NAFLD Fibrosis Score (NFS) 
· Fibrosis-4 (FIB-4) index  
· LiverRisk score 
· PRO-C3
· ADAPT

Paediatric specific tests:
· ALT + GGT 
· ALT 
· pFIB
· FibroPEN

Imaging techniques
· Transient elastography (e.g. Fibroscan)
· Magnetic resonance elastography (MRE)
· MRI corrected T1 (cT1)
· Diffusion weighted magnetic imaging
· Acoustic radiation force impulse (ARFI) imaging (point shear wave elastography (pSWE)), e.g. ultrasound elastography
· 2D shear wave elastography (2DSWE) 
· Other elastography-based techniques
· Novel imaging techniques (e.g. radiomics)
· Ultrasound

Tests for diagnosing MASH:
· Cytokeratin-18
· AST/ALT ratio
· ALT
· Ferritin
· NASH test
· FAST
· AST
Tests for diagnosing at risk MASH (MASH + ≥F2):
· FAST
· MAST
· MEFIB
· NIS2+
Combined or sequential testing algorithms


	8.
	Comparator/Reference standard
	· Liver biopsy
· Alternative assessment tools or testing strategies
· Different sequential testing algorithms

Target conditions:
Adults:
· Advanced fibrosis: ≥F3
· Moderate fibrosis: ≥F2
· MASH
· At risk MASH

Children:
· Moderate fibrosis: ≥F2
· Mild fibrosis: ≥F1
· MASH
· At risk MASH


	9.
	Types of study to be included
	Include published full-text papers:
· Systematic reviews of RCTs
· RCTs

Exclusions:
· Non-randomised controlled trials
· Cohort studies
· Conference abstracts


	10.
	Other exclusion criteria

	· Studies that only report diagnostic accuracy outcomes without clinical effectiveness outcomes

	11.
	Context

	This review will update the evidence for assessment tools for MASLD from the previous NICE guideline NG49 (2016). It will consider assessment tools applicable across primary, secondary, and tertiary care settings in the NHS. The ability to accurately identify patients with advanced fibrosis and stratify their risk is critical for appropriate targeting of interventions and monitoring strategies, potentially reducing unnecessary referrals while ensuring high-risk patients receive appropriate care.


	12.
	Primary outcomes
	· Overall mortality
· Liver related events (e.g. development of cirrhosis or hepatocellular carcinoma, liver decompensation events, liver transplantation)
· Quality of life


	13.
	Secondary outcomes
	· Test-related adverse events
· Progression of fibrosis
· Change in MASH activity (non-invasive and/or invasive markers)


	14.
	Data extraction (selection and coding)

	All references identified by the searches and from other sources will be uploaded into EPPI-R5 and de-duplicated.
Titles and abstracts of the retrieved citations will be screened to identify studies that potentially meet the inclusion criteria outlined in the review protocol.
Dual sifting will be performed on at least 10% of records, with 90% agreement required between reviewers. Disagreements will be resolved via discussion between the two reviewers, and consultation with senior staff if necessary.
Full versions of the selected studies will be obtained for assessment. Studies that fail to meet the inclusion criteria once the full version has been checked will be excluded at this stage. Each study excluded after checking the full version will be listed, along with the reason for its exclusion.
A standardised form will be used to extract data from studies. The following data will be extracted: study details (reference, country where study was carried out, type and dates), participant characteristics, inclusion and exclusion criteria, details of the assessment strategy, comparators, setting and follow-up, relevant outcome data, and source of funding. One reviewer will extract relevant data into a standardised form, and this will be quality assessed by a senior reviewer.

	15.
	Risk of bias (quality) assessment

	Quality assessment of individual studies will be performed using the following checklists:
· Randomised controlled trials: Cochrane RoB tool v.2
· Systematic reviews: ROBIS
The quality assessment will be performed by one reviewer and this will be quality assessed by a senior reviewer.

	16.
	Strategy for data synthesis 
	Depending on the availability of the evidence, the findings will be summarised narratively or quantitatively. Where possible, meta-analyses will be conducted using Cochrane Review Manager software. A fixed effect meta-analysis will be conducted and data will be presented as risk ratios or odds ratios for dichotomous outcomes, and mean differences or standardised mean differences for continuous outcomes. Heterogeneity in the effect estimates of the individual studies will be assessed using the I2 statistic. Alongside visual inspection of the point estimates and confidence intervals, the following criteria will be used to assess heterogeneity: no serious I2 = <40%; serious I2 = 40-60%; very serious I2 = >60%. Where I2 is 80% or above, the data will not be pooled. Heterogeneity will be explored as appropriate using sensitivity analyses and pre-specified subgroup analyses. If heterogeneity cannot be explained through subgroup analysis then a random effects model will be used for meta-analysis, or the data will not be pooled. 
Publication bias will be investigated using a funnel plot when there are 10 or more studies in an analysis. 
The confidence in the findings across all available evidence will be evaluated for each outcome using an adaptation of the ‘Grading of Recommendations Assessment, Development and Evaluation (GRADE) toolbox’ developed by the international GRADE working group: http://www.gradeworkinggroup.org/
Importance and imprecision of findings will be assessed against minimally important differences (MIDs). MIDs for each outcome are detailed in the methods supplement for this guideline. For quality of life, the following established MIDs will be used:
EQ-5D-3L (-0.594-1) = 0.03 (pragmatically agreed value based on the SF-36 values) 
SF-36: (general value for a chronically unwell population) 
· Physical Composite Scale (PCS) = 2 
· Physical functioning (PF) = 3 
· Bodily pain (BP) = 3 
· Role physical (RP) = 3 
· Vitality = 2 
· General health (GH) = 2 
· Mental Composite Scale (MCS) = 3 
· Role emotional (RE) = 4 
· Mental health (MH) = 3
· Social function (SF) = 3  
For all other outcomes, optimal information size and event rates will be used. 

	17.
	Analysis of sub-groups

	Evidence will be stratified by:
Age groups:
•	Children and young people <18 years
•	Adults ≥18 years

Line of test:
· First line
· Second line

Evidence will be sub-grouped by the following only in the event that there is significant heterogeneity in outcomes:
People living with obesity (for the following tests for fibrosis: transient elastography, acoustic radiation force impulse imaging, shear wave elastography, other elastography-based techniques, novel imaging techniques, ultrasound):
·  BMI >30, >35, >40 
Setting:
·  Primary, secondary, community care
Population groups:
· People with a learning disability, severe mental illness or a cognitive impairment. 
Where evidence is stratified or subgrouped the committee will consider on a case by case basis if separate recommendations should be made for distinct groups. Separate recommendations may be made where there is evidence of a differential effect of interventions in distinct groups. If there is a lack of evidence in one group, the committee will consider, based on their experience, whether it is reasonable to extrapolate and assume the interventions will have similar effects in that group compared with others.

	18.
	Type and method of review 

	☒	Intervention

	
	
	☐	Diagnostic

	
	
	☐	Prognostic

	
	
	☐	Qualitative

	
	
	☐	Epidemiologic

	
	
	☐	Service Delivery

	
	
	☐	Other (please specify)


	19.
	Language
	English

	20.
	Country
	England

	21.
	Anticipated or actual start date
	October 2025


	22.
	Anticipated completion date
	December 2026

	23.
	Stage of review at time of this submission
	Review stage
	Started
	Completed

	
	
	Preliminary searches
	X
	X

	
	
	Piloting of the study selection process
	X
	X

	
	
	Formal screening of search results against eligibility criteria
	X
	X

	
	
	Data extraction
	
	

	
	
	Risk of bias (quality) assessment
	
	

	
	
	Data analysis
	
	

	24.
	Named contact
	5a. Named contact
NICE

5b Named contact e-mail
MASLD@nice.org.uk

5e Organisational affiliation of the review
National Institute for Health and Care Excellence (NICE) and National Guideline Alliance


	25.
	Review team members
	Dr Caroline Mulvihill – Topic Lead
Dr Martin Allaby – Clinical Advisor
Dr Syed Mohiuddin – Health Economics Advisor
Dr Emily Terrazas-Cruz – Senior Technical Analyst
Maria Smyth – Technical Analyst
Steph Armstrong-Manby – Senior Health Economist
Paul Levay – Senior Information Specialist
Dr Toby Mercer – Technical Analyst
Tamara Diaz - Project Manager
Patrick Langford - Technical Analyst
Ceri Williams - Senior Information Specialist

	26.
	Funding sources/sponsor

	This systematic review is being completed by NICE which receives funding from the Department of Health and Social Care. 

	27.
	Conflicts of interest
	All guideline committee members and anyone who has direct input into NICE guidelines (including the evidence review team and expert witnesses) must declare any potential conflicts of interest in line with NICE's code of practice for declaring and dealing with conflicts of interest. Any relevant interests, or changes to interests, will also be declared publicly at the start of each guideline committee meeting. Before each meeting, any potential conflicts of interest will be considered by the guideline committee Chair and a senior member of the development team. Any decisions to exclude a person from all or part of a meeting will be documented. Any changes to a member's declaration of interests will be recorded in the minutes of the meeting. Declarations of interests will be published with the final guideline.

	28.
	Collaborators

	Development of this systematic review will be overseen by an advisory committee who will use the review to inform the development of evidence-based recommendations in line with section 3 of Developing NICE guidelines: the manual. Members of the guideline committee are available on the NICE website: 


	29.
	Other registration details
	None

	30.
	Reference/URL for published protocol
	[Leave blank]

	31.
	Dissemination plans
	NICE may use a range of different methods to raise awareness of the guideline. These include standard approaches such as:
· notifying registered stakeholders of publication
· publicising the guideline through NICE's newsletter and alerts
· issuing a press release or briefing as appropriate, posting news articles on the NICE website, using social media channels, and publicising the guideline within NICE.

	32.
	Keywords
	Metabolic dysfunction-associated steatotic liver disease, MASLD, non-alcoholic fatty liver disease, NAFLD, fibrosis, elastography, FibroScan, ELF test, FIB-4, NAFLD Fibrosis Score, clinical effectiveness, cost-effectiveness

	33.
	Details of existing review of same topic by same authors

	Not applicable

	34.
	Current review status
	☒	Ongoing

	
	
	☐	Completed but not published

	
	
	☐	Completed and published

	
	
	☐	Completed, published and being updated

	
	
	☐	Discontinued

	35..
	Additional information
	None

	36.
	Details of final publication
	www.nice.org.uk
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