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Introduction
This document provides general guidance to staff involved with the design, use and analysis of screening logs in clinical trials and was produced following a literature review, surveys of current practice and development and refinement of recommendations via a Delphi survey of a broad range of trial stakeholders. The methods and results used to inform these guidelines will be described in more detail in the published findings.

The document was developed as part of the SLoG (Screening Log Guidelines) project which was funded by the “NIHR CTU Support Funding - supporting efficient/innovative delivery of NIHR research” funding stream.

Background
Whilst there is existing research on the use of screening logs, there remains a lack of guidance on when screening logs should be used, how to use them and who to include on them.

The reporting of clinical trials and other health or social care research involving participants typically includes information on the number of individuals assessed for inclusion into the study. Such information is traditionally referred to as screening data and is usually recorded on an electronic or paper form referred to as a screening log.

The Good Clinical Practice (GCP) guidelines1 recommend reviewing screening logs to identify barriers to recruitment relating to inclusion or exclusion criteria. The CONSORT statement2 also recommends reporting participant flow data, including the number of people screened for eligibility, in clinical trial reports. This information can be used to assess whether trial participants are representative of all eligible participants3. The SEAR framework4 is a more recent tool that can be used to document, understand, and improve the process of trial recruitment.

Without a consistent and standardised approach to using screening logs, the data collected may be misleading and valuable opportunities to understand bias in trial recruitment and reporting may be lost.

Using screening logs consistently and in a more relevant way may improve trial efficiency, which can lead to higher recruitment rates and more relevant research findings.

These guidelines are intended to complement existing literature by providing more clarity on the considerations involved in designing screening logs, how to use them effectively, and when they may not be necessary.

Scope and Suitability
These guidelines can be applied to all clinical trials of human participants in health or social care research. 

Randomisation
Screening logs can be used in both randomised and non-randomised research. However, for randomised trials, the guidelines provided here are specifically for those where randomisation is at the participant level. Cluster randomised trials, which randomise groups of participants rather than individuals, may have additional considerations and screening requirements that are not addressed in these guidelines.

Consent
These guidelines generally refer to a screening log that is used to collect data before consent is obtained. The log may also be updated with additional data after the individual has consented to participate. See the section below on Practical Considerations
for more information on maintaining confidentiality and anonymity.

Template screening logs 
Many organisations have a template screening log. This should be reviewed together with these guidelines. Where a template is mandated, we recommend that there is scope for it to be adapted to meet the needs of individual trials and consideration is given to each individual trial as to whether a log is needed at all. 



Determining whether a screening log is needed
Consider the requirements for a screening log as early as possible, ideally at the trial design stage. Consult with all relevant stakeholders to determine what data you need to collect and how you will use it. In some cases, you may not need a screening log if you can obtain the data you need in other ways.

It is important to avoid collecting unnecessary data (including screening data), as this can be time-consuming and wasteful. As with all trial data, you must intend to use it in a meaningful way, ensure it is of high quality, and describe how you will use it in your trial plan or protocol.

Trial designs that may not require screening logs

Screening logs may not be necessary or appropriate in all trial designs. The participants in our Delphi survey did not reach consensus on all scenarios but the following are examples of where a screening log may not be needed or may not provide relevant data:
· In self-referral trials that recruit online, it may be possible to capture interest in the trial from associated metadata. If individuals reach the stage of consenting, you can ask for their permission to keep basic demographic data, even if they are not eligible.
· In trials where resources at the site or the high-pressure nature of the setting make it difficult to collect meaningful data prospectively, such as emergency medicine trials where consent is not obtained prospectively, screening data could be collected later. For example, a surgeon could recall why patients were not considered for the trial. If, however, a different method is used, to collect screening-type information it is important to ensure that the data is collected consistently across all sites.



















Determining what you want to use the screening data for
Our research found that screening logs are generally used for two purposes:

1. To understand recruitment and participation bias. 
This includes understanding who was approached to participate in the trial, who ultimately participated, and whether the trial group is representative of everyone with the condition under investigation.
However, it is difficult to capture all this data in a screening log. For example, it can be difficult to track individuals who were never approached or who were approached but not recorded on the screening log. This can lead to inconsistent and poor-quality data.

If you want to know the demographic and characteristics of your overall trial population, it may be better to collect this data in other ways or to utilise existing datasets. See the section below on Health and Social Care Datasets for more information.

The key use of screening logs for this purpose is to understand who was approached compared to who entered the trial. 

2. To monitor and/or improve site recruitment. 
If you are using a screening log for this purpose, it is important to capture data that allows you to understand when and how recruitment is happening. For example, you should record who is completing the log, the method of participant contact used, and the date and time of the contact.

You should also design your log so that you can identify any potential problems with recruitment, such as selection bias or lack of resources, who declined to participate and whether the inclusion/exclusion criteria are appropriate.

For both of the above purposes, careful consideration should be given to how sites record the assessment of eligibility. If this is not done consistently, it can lead to problems with the data. It may be better for sites to summarise or provide details about eligibility problems in other ways, rather than on a screening log.







Designing the screening log
The participants in our Delphi survey reached a consensus on the following definition of the screening log:
[bookmark: _Hlk133847174]
“A list of potential participants and their screening outcomes, who have been assessed using eligibility criteria as per the study protocol, in health or social care research”

All trials are different, so it has not been possible to design a “one size fits all” template log. An example log is provided in Appendix 1, but this should be adapted according to the needs of your individual trial and based on the notes in this section. 

Defining who should be entered on to the log
A very concise definition is required to decide which potential participants are entered on the screening log.

Any variation or inconsistency between trials or sites can impact the quality of the screening data and at worst render it misleading. This is the single biggest driver of poor-quality screening data.
Two typical definitions for who to include on a trial screening log are as follows:
1. Potential participants who have been assessed for eligibility in the trial. This means that the potential participant has had their medical records reviewed and has been determined to meet the basic criteria to participate in the trial.
2. Potential participants who have been approached about taking part in a trial. This means that the potential participant has been given information about the trial and has been asked if they are interested in participating.

Potential participants who have been assessed for eligibility in the trial 

The participants in our Delphi survey did not reach a consensus on who meets the definition of “assessed”, therefore this needs to be defined for the individual trial. 

When using the “assessed for eligibility" model, there is still the risk of inconsistency. The following examples show how “assessed for eligibility” can be interpreted in different ways by sites within the same trial.

A trial Screening Log requests that site staff “enter everyone who is assessed for inclusion in the trial on to the log”

Site 1: a nurse lists everyone on a clinic list who meets the first eligibility criterion (e.g., presence of the condition under investigation) and passes the screening list to a doctor. This only occurs during times the nurse is on shift 

According to our surveys, doctors often do not have time to keep screening logs up to date or record their screening decisions. When possible, use dedicated trial staff time to do this.

Make sure to include space to record the dates and times of screening. If screening is only done during certain hours, the data may not be consistent with other sites. For example, other sites may record potential recruits from additional clinics, run more clinics, or define their clinics differently.

This style of screening is similar to opportunistic recruitment because it only considers people who are scheduled to attend a clinic. This may be necessary for the trial, but it could also exclude people who do not have a scheduled visit or who have more stable disease and do not attend clinics regularly.

Site 2: a nurse runs a search for everyone with the condition and sends them more information about the trial

Using automation to find potential trial participants can save time and identify more people. However, it is important to note that the data from these automated searches cannot be combined with the data from other methods of recruitment, such as the number of people found at Site 1.

The success of automated searches depends on how well a particular condition is coded in the electronic health records. This can vary from trial to trial, as well as the number of terms that are searched for. For example, a search for a condition may be more successful if it is combined with a search term that excludes those who are already taking a specific medication.

It is important to agree on trial-wide search terms so that all sites use them consistently. Sites should also keep a separate list of anyone they approach by other methods, and they should check the final automated list before sending trial invitations to patients.

Site 3: The nurse only lists those who consent, as they do not consider assessment to be complete until all criteria have been checked

Different teams and sites may have different definitions of screening logs. Some may refer to the log as "pre-screening" if it is completed before consent is obtained. It is important to make your definition of pre- or post-consent clear when providing the blank log. If a site has its own local rules about this, it is unlikely that their data can be combined with the data from other sites, as it will be inconsistent.

Trials often have trial-specific inclusion criteria that can only be checked after consent is obtained. Therefore, the screening log may need to be updated more than once for each participant. In this case the entry for each participant will be complete once a decision has been made about whether or not they will proceed in the trial.

Site 4: The nurse enters all patients registered with the condition at the site on to the screening log prior to undertaking a notes review to record which are not eligible and why

This method is potentially more accurate than using automation for the patients who are found, but it is much more time-consuming. It assumes that research staff have access to detailed patient records, and there may still be some undetected bias if the person making the list believes that certain participants are not suitable for other reasons. 

It is unlikely that 100% of eligible participants will be found, and some may end up being excluded during the consent visit. However, it is a broader approach than the example given for Site 1.

The instructions given to trial sites do not provide a clear enough definition of "assessed," including how many criteria a participant must meet before they are included on the screening log.

If all patients who meet inclusion criteria 1, and who are known to the site, are included on the log, this will create a comprehensive list of the total trial population and the reason each one was or was not eligible. However, this requires sites to identify potentially thousands of patients, and they are unlikely to find all of them. The time taken to add them to the log could also be considerable. Additionally, the data may be unreliable if there is variability in how the sites implement the instructions.

It may be more appropriate to narrow down who is included on the log based on a yes/no answer to some initial filter questions about the eligibility criteria. For example, only patients who are known to meet inclusion criteria X, Y and Z (with others checked post consent) could be included on the log. This still has many of the problems mentioned above, but it does narrow down the list and implies that site staff have checked the records of specific patients and considered them for inclusion. It will not find everyone, but it will provide a clearer idea of the reasons why some people are being excluded and who did or did not proceed into the trial. Clear instructions would be needed on the log so that sites are clear about what they should check before recording an individual.

For rare diseases, listing everyone known to have the disease may be the most appropriate approach however additional considerations must be made with regards to maintaining confidentiality and anonymity in such situation. See the section below on Practical Considerations for more information.

Individuals who have been approached about taking part in a trial 

Asking site staff to record everyone approached about participating in the trial may be a more appropriate alternative instruction to recording those “assessed”, and indicates how often site staff were approaching potential participants.

There may still be some variability but this approach has the advantage of showing site activity. 

A disadvantage of this method however is that it does not provide any “pre-screening” information on those who have not been approached. Site staff may only approach patients who they feel are likely to want to take part in the research, or who they feel may be more likely to meet eligibility criteria. This may create a degree of selection bias in the screening data.

The reasons why individuals decline participation in a clinical trial should be recorded. This can help to answer questions about who did not proceed in the trial and why.
When using this approach it is important to provide a concise definition of what "approached" means. Some examples of what could be considered "approached" include:
A potential participant accessed a trial specific web-page 
A potential participant was provided with a participant information sheet or invitation letter
The trial was mentioned to a potential participant during a clinic visit or ward round
A potential participant was identified as potentially eligible and a doctor reviewed their notes with the specific intention of considering them for the trial (perhaps more relevant for emergency medicine or those lacking capacity) 

Reasons for declining participation in a trial cannot be collected from other sources and can help researchers to better understand the population that is being included in the trial, as well as to compare recruitment rates across sites. When combined with a digital search for everyone with a specific condition, it can also help to answer questions about whether there was a demographic of the population who was not being found, approached, or consenting to participate in the trial.

Deciding which data should be collected
The participants in our Delphi survey reached a consensus that the following information should be collected and recorded on screening logs:
Only 17% of survey respondents reported that ethnicity is already collected for their trials however Delphi reached consensus on this being important information to collect


	Age OR year of birth

	Sex

	Ethnicity

	Eligibility decision

	Consent to participate, if no did they give a reason?

	Date of screening


Practical Considerations
Confidentiality and anonymity 
Most screening data is collected before consent is obtained, so it is important to protect the privacy of potential participants. This means that no one should be identifiable from the data that is collected.
In some trials, it may not be appropriate or possible to collect all the information in the table above. For example, in a rare disease trial or at a site that only sees a few participants with the required condition, the information in the table may be enough to identify someone.
In these cases, it may be more appropriate to obtain summary data from a disease registry, or for sites to hold a confidential version of the data that is not shared with the sponsor.
User requirements
When designing a screening log, it is important to consider how each user may wish or need to use it. For example, site staff need to be able to identify which participants have been screened so that they can avoid re-approaching them and wasting time, but it may not be appropriate to share identifiable data with external trial management staff.
If the screening log is managed electronically, it is often easier to restrict certain sections of the log for viewing by authorized users only. If the screening log is completed on paper, it is important to have a simple way to transfer the information that the sponsor and management team need without risking a breach of confidentiality.
Electronic or paper logs
Historically screening logs were in paper format. On our survey of CTU personnel the split was as follows:
	Do you use…
	Number (%) of responses, multiple responses allowed

	Paper logs?
	31 (27.4%)

	Electronic logs?
	35 (31.0%)

	Both?
	40 (35.4%)

	Varies by trial?
	66 (58.4%)



Healthcare professionals survey, results
	Which format do you prefer?
	Number (%) of responses

	Paper
	3 (8.1%)

	Online/database
	21 (56.8%)

	No preference
	13 (35.1%)



Some examples of the ways screening data could be collected:
· MS Word document (either printed or used electronically)
· MS Excel spreadsheet (with or without Macros enabled and restricted text entry)
· OneDrive/Sharepoint or similar document that allows multiple editors
· Main trial database
· Separate trial screening database
· Site specific electronic version designed/held locally

Ethical approval for collection of screening data
To ensure that an ethics committee has reviewed the information you plan to collect and how you plan to collect it, include these details in your protocol or other similar document. If you plan to use disease registries or digital health record data, be specific about this and add these sources of data to the IRAS form.
Testing
Test your form thoroughly before sending it to sites, paying particular attention to the instructions. This will help to ensure that users interpret the instructions consistently and that the data collected is of high quality. 46% of our survey respondents stated they did not test their screening log prior to its use

Monitoring
Include plans of how and when screening data will be reviewed in your trial monitoring plan. Ensure the data is of the same quality as any other trial data and if it is not, for example you note inconsistencies across sites, report this to your oversight group so that it can be investigated during the trial recruitment period. The data should be as complete as possible.
If data is very inconsistent it may mean that it cannot be used on a CONSORT diagram, see section below.

How often should you request the data?
Unless you are using an eCRF to collect your screening data, you need to decide the frequency at which you will manually request screening data from your sites during the trial. This will largely depend on what you want to use the data for. Consider the above point about monitoring and ensure you check it at least initially to ensure sites are collecting the data you require.

Resourcing at sites to collect screening data
Consider whether you can reimburse sites for time spent collecting screening data. 43% of survey respondents said they very strongly felt lack of resource at site led to return of poor quality screening data and 100% of respondents agreed that resource impacts quality of data returned.




















Example Screening Log
An example of a log is included at the end of these guidelines but it should be adapted for your trial

Screening logs will look different for different types of trial.

If your trial is delivered, and data captured, entirely online, consider having only an electronic version of the log. Its format might look very different to the one in the appendix, but it is likely that similar data will be captured. Automate processes where possible to reduce the need for site staff to find any data if it can be pulled through electronically, for example self referred participants.

Some sites prefer to use their own log, reduce workload where possible by sharing the same data. Ask to review their log (blank template at trial start) and confirm how they will use it and that it meets the needs of the trial screening questions. If it doesn’t, consider the most efficient way to meet everyone’s needs. Can you add another question or two to the site template? Taking into account resources, data is likely to be higher quality if it is only collected in one place. 

Clear instructions for completing the log are essential, include these on the document or on the same database page. A reminder of the instructions directly with the log minimizes errors such as staff getting muddled between trials or not being able to locate the separate instruction document at the point of screening.  













Health and Social Care Datasets
A variety of digital datasets are available, which one you use may depend on the condition you are investigating or the type of data you would like. Some options and further information are shown below. This is an emerging area of research and further use and testing of datasets in this way is required. 

Where possible, information such as this should be obtained in bulk by the trial management team, with no additional time required by site staff. It can and should be used instead of a “live” screening log in some cases.

NHS Digitrials Feasibility Service
https://digital.nhs.uk/services/nhs-digitrials
“Works out if there are enough suitable people in England to take part in a particular trial but does not identify individuals”.
This can be used at the trial planning stage or to provide data on the demographics and population with a specific condition. Data provided include postcode area, age group, gender and ethnicity.
NHS Digitrials uses the following data collections and data sets, it is also possible to use many of these datasets individually, with the right permissions:

https://digital.nhs.uk/data-and-information/data-collections-and-data-sets/data-collections

HES – Hospital Episode Statistics from NHS Digital
https://digital.nhs.uk/data-and-information/data-tools-and-services/data-services/hospital-episode-statistics
“Details about admissions, outpatient appointments and historical A&E attendances at NHS hospitals in England”.

CPRD - Clinical Practice Research Datalink
https://cprd.com/
“Collects anonymised patient data from a network of GP practices across the UK”

Other digital data sets and disease registries
Depending on the condition or therapeutic area, other specialist datasets maybe available such as;
· ICNARC – Intensive Care National Audit and Research Centre
https://www.icnarc.org/
· NCIN – National Cancer Data Repository
http://www.ncin.org.uk/collecting_and_using_data/national_cancer_data_repository/
· NDRS – National Disease Registration Service
https://digital.nhs.uk/services/national-disease-registration-service
· NHFD – National Hip Fracture Database
https://www.nhfd.co.uk/

Considerations when using digital datasets
· Cost, some services such as NHS Digitrials currently have costs associated
· Registration and ethical applications, some dataset access may require Confidential Advisory Group (CAG) approvals or a lengthy detailed application process
· Suitability varies by search term and disease or therapeutic area
· Many of the search options give a good overall picture of anonymised data (for examples NHS Digitrials won’t show detail for less than 8 patients) which is usually enough for screening and many have links to help with recruitment or other services related to clinical trials

Publishing Screening Data
Why is it important to publish screening data?
70% of respondents in our survey said they would be concerned if they could not publish screening data.
32% said they do not publish screening data, and the most common reasons were that it is only used during the trial to assess recruitment (19%), it is not high enough quality (15%), and it is not traditional to include in the primary publication (11%).
What does CONSORT say about publishing screening data?
CONSORT encourages the publishing of screening data, or those “assessed” for eligibility, however the data should only be published if it is of the same high quality as the rest of the trial data. It does not further define “assessed”.
What are some common reasons for poor quality screening data?
Combining “top line” screening numbers from a larger number of sites without considering what that number really means or whether it has been noted consistently is a frequent reason for poor quality data.
Quality of aggregate data provided by sites may be too poor to publish, due to double recording of potential participants, and no way of knowing the criteria by which an individual was included on the list.
What should you do if your eligibility criteria change during the trial?
If your eligibility criteria change during the trial, state this in your publication and it may be necessary to annotate this in your screening data figures. For example, you could say “X failed screening pre amendment to criteria and X since the amendment.”
Also, provide a definition of what the screening figure means and how it was collected.
What does the literature say about the publication of screening data?
In our literature review of 91 UK & non-UK trials published between 2011 & 2020, 89% included a CONSORT diagram2 but only 40% included a precise definition of the top line number on the CONSORT diagram “assessed for eligibility” and only 3% mentioned used of screening logs.
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Site code:

Screening Log No:

Screening Log Template for trial [insert name]

Period covered

Start date: dd/mm/yy.

End date: dd/mm/yy

Definition: very clear statement of which individuals to record on screening log

ID* | Date | Time** | Age |Sex |Ethnicity| Elig1 | Elig2 | Elig3 | Consented | Study | Staff initials
1D
1
2
3
4
5
6
7
8

* trial specific but should not allow identification. Site staff may need additional columns that remain
confidential, if they need to identify who they have added to the log

** not relevant to all trials

Information on eligibility criteria varies by trial

File name and version control information]





