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1. INTRODUCTION 

This document sets out the procedures to be followed by all Royal Free London staff 
who are involved in the preparation, review or dissemination of progress reports for 
ethics committees and regulatory bodies for RFL Sponsored studies. These progress 
reports include annual reports and Development Safety Update Reports (DSUR). It is 
a requirement of ethical and regulatory approval that annual reports are submitted. 

This SOP aims to provide clear guidance on the timing and content of DSURs to 
ensure compliance with the Regulatory Bodies. 

 

2. OBJECTIVE 

This document defines the Trust’s research procedures for preparation and 
submission of periodic safety reporting and annual reports including Development 
Safety Update Reports (DSURs) for research studies and Clinical Trials sponsored by 
Royal Free London NHS Foundation Trust. 

Please note that RFL currently does not sponsor any CTIMP or non-CE marked 
device trials in line with the Trust Policy on Sponsorship (SOP029).  References to 
CTIMP reporting are for guidance only.  

The document clarifies the requirements for safety reporting to the regulatory 
authorities so as to aid compliance with Good Clinical Practice (GCP). 

The document aims to provide clear guidance on when and how to prepare annual 
reports and DSURs so as to comply with the regulatory requirements.  

The reporting of adverse events is outside the scope of this SOP and is described in 
SOP for Adverse Event Reporting. 

 

3. DEFINITIONS 

RFL - Royal Free London Hospital NHS Foundation Trust 

RM&G - Research Management & Governance 

R&D - Research & Development 

Clinical Trial of Investigational Medicinal Product (CTIMP) -  Any investigation 
in human subjects intended to discover or verify the clinical, pharmacological and/or 
other pharmacodynamics effects of one or more investigational medicinal product(s), 
and/or to identify any adverse reactions to one or more investigational medicinal 
products(s) and/or Study absorption, distribution, metabolism and excretion of one or 
more investigational product(s) with the object of ascertaining its (their) safety and/or 
efficacy. 

Sponsor - Individual, organisation or group taking on responsibility for securing the 
arrangements to initiate, manage and finance a study. A group of individuals and/or 
organisations may take on sponsorship responsibilities and distribute them by 
agreement among the members of the group, provided that, collectively, they make 
arrangements to allocate all the responsibilities in this research governance 
framework that are relevant to the study. 

CI - Chief Investigator (CI) is the authorised health care professional who takes 
primary responsibility for the conduct of the trial. There is only one Chief Investigator 
per Member State. 
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PI - Principal Investigator (PI) is the person who takes responsibility for the initiation 
and conduct of the study at site. There is one Principal Investigator at each site 
participating in a research study. For a single site study the Chief investigator may 
also take on the role of Principal investigator 

GCP - Good Clinical Practice (GCP) is an international ethical and scientific quality 
standard for the design, conduct, performance, monitoring, auditing, recording, 
analyses, and reporting of clinical trials that provides assurance that the data and 
reported results are credible and accurate, and that the rights, integrity, and 
confidentiality of trial subjects are protected. 

Development Safety Update Report (DSUR) - The Development Safety Update 
Report is the format for the annual safety reporting for clinical trials and focuses 
specifically on new safety information identified during the reporting period with a 
view to ongoing risk-benefit analysis.  
 

4. EQUALITY STATEMENT 

The Royal Free London NHS Foundation Trust is committed to creating a positive 
culture of respect for all individuals, including job applicants, employees, patients, 
their families and carers as well as community partners.  The intention is, as required 
by the Equality Act 2010, to identify, remove or minimise discriminatory practice in the 
nine named protected characteristics of age, disability (including HIV status), gender 
reassignment, marriage and civil partnership, pregnancy and maternity, race,  religion 
or belief, sex or sexual orientation.  It is also intended to use the Human Rights Act 
1998 to treat fairly and value equality of opportunity regardless of socio-economic 
status, domestic circumstances, employment status, political affiliation or trade union 
membership, and to promote positive practice and value the diversity of all individuals 
and communities.   

This document forms part of the trust’s commitment.  You are responsible for 
ensuring that the trust’s policies, procedures and obligation in respect of promoting 
equality and diversity are adhered to in relation to both staff and service delivery. 

The equality analysis for this SOP is attached at Appendix 5. 

 

5. DUTIES 

The Trust is committed to the delivery of world class care and expertise to both staff 
and patients, and our values of positively welcoming, actively respectful, visibly 
reassuring and clearly communicating are fundamental to the delivery of this. This 
policy has been developed with our values in mind, and is intended to be 
implemented within the spirit of these values. 

This SOP applies to all personnel that are conducting research at the Trust including: 
staff that are full or part‐time employees of the Trust, those working at the Trust with 
employment contracts funded partially or wholly by third parties, those working at the 
trust under honorary contract or under the remit of a valid research passport, those 
seconded to and providing consultancy to the Trust, and to students undertaking 
training at the Trust. 

The trial sponsor is responsible for the preparation, content and submission of the 
annual reports / DSUR although they may delegate the actual task to a competent 
member of the study team. This delegation must be on the sponsor / chief 
investigator delegation log. 
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6. DETAILS OF THE PROCEDURE 

The Chief Investigator (CI) is delegated the responsibility for compiling and submitting 
periodic safety and progress reports to both the NHS Research Ethics Committee 
(REC) and the regulatory authorities. 

The R&D office will request that the reports are submitted on the anniversary of the 
approval being granted. The R&D office will email the CI one month prior to the 
anniversary to enable the CI to compile the information. 

A copy of the reports should also be sent to the R&D office as evidence the reports 
have been completed. 

Where the R&D office has not received a copy of the report 3 weeks after the 
anniversary date, a reminder will be sent to the CI. 

 

      6.1. Reporting – Clinical Trials of Investigational Medicinal Products (CTIMPs)  

 

6.1.1. Periodic Progress Reporting 

A NHS Research Ethics Committee (REC) has a duty to monitor research that has 
been granted a favourable ethical opinion by it. In order to do so, periodic progress 
reports are required to be submitted.   

The CI is required to submit annual progress reports to the REC, which granted the 
favourable opinion 12 months after the date on which the favourable opinion was 
given and each year thereafter until the end of the trial. 

Where a REC regards a trial as particularly high‐risk, they may require quarterly or 
even monthly reports to be submitted. This will be detailed in the approval letter and 
must be adhered to. 

The National Research Ethics Service has produced a template for the progress 
report which must be used (see Appendix 1). The form should be completed in 
typescript and signed by the Chief Investigator (CI). A paper copy should be sent to 
the REC within 30 days of the end of the reporting period (i.e. one month prior to the 
due date) and a copy sent to the R&D office. 

Receipt of the report will be acknowledged and it will be reviewed by the chair or 
another member who will notify the full committee that it has been received. If 
necessary, the CI will be invited to attend the meeting to discuss progress.   

 

6.1.2. Development Safety Update Report (DSUR) 

In addition to the Medicines and Healthcare products Regulatory Agency (MHRA) 
safety reporting requirements for adverse events, Sponsors are required to submit a 
Development Safety Update Report (DSUR) to the MHRA and Research Ethics 
Committee (REC) which granted approval for the trial to proceed. The DSUR should 
take into account all new available safety information received during the reporting 
period.   

A DSUR should be provided at yearly intervals from the date of the original exemption 
(for trials ongoing on 1st May 2004), or the date of the Clinical Trials Authorisation 
(CTA) for trials starting after 1st May 2004. For trials which involve already marketed 
medicinal products, the date is the anniversary of the first marketing authorisation 
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granted in the European Union (found in the Investigational Medicinal Product 
Dossier (IMPD)). 

The aim of the DSUR is to provide the MHRA with all new safety information relevant 
for a trial and to assess the safety of trials subjects. The report includes: 

 Analysis of the subjects’ safety in the trial(s) with an appraisal of its ongoing 

risk‐benefit; 

 A line‐listing of all suspected Serious Adverse Events/Reactions (SAE/SAR), 
including SUSARs that occurred in the trial(s) including all SAEs/SARs from third 
countries. 

The MHRA has produced a template which must be used (see Appendix 2).   

DSURs should be produced in electronic format on disc and also printed and signed 
by the Chief Investigator and sent to: 

Information Processing Unit 

Area 6 

Medicines & Healthcare products Regulatory Agency 

151 Buckingham Palace Road 

Victoria 

London 

SW1W 9SZ 

 

A copy of the report should be forwarded to the R&D office for review. 

 

      6.2. Reporting – Projects other than CTIMPs 

 
            6.2.1. Periodic Progress Reporting 

Annual reports are required to be submitted in the same manner as for CTIMPs, 

except using the NRES Progress Report Form for non‐CTIMPs (Appendix 3). 

Where a REC regards a study as particularly high‐risk, they may require quarterly or 
even monthly reports to be submitted. This will be detailed in the approval letter and 
must be followed. 

Receipt of the report will be acknowledged and it will be reviewed by the chair or 
another member who will notify the full committee that it has been received. If 
necessary, the CI will be invited to attend the meeting to discuss progress. 

   

6.2.2. Safety Reporting 

There is no formal requirement for annual safety reports to be submitted to REC. Any 
safety information should be included in the periodic report(s). 

 

7. POLICY 

This SOP is mandatory and non-compliance with it may result in disciplinary 
procedures. 
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8. RISK MANAGEMENT/ LIABILITY/MONITORING & AUDIT  

 The SOP Working Group will ensure that this SOP and any future changes to this 
document are adequately disseminated. 

 The R&D Department will monitor adherence to this SOP via the routine audit and 
monitoring of individual clinical trials and the Trust’s auditors will monitor this SOP 
as part of their audit of Research Governance. From time to time, the SOP may 
also be inspected by external regulatory agencies (e.g. Care Quality Commission, 
Medicines and Healthcare Regulatory Agency). 

 In exceptional circumstances it might be necessary to deviate from this SOP for 
which written approval of the RM&G Manager/Deputy R&D Director should be 
gained before any action is taken.  

 SOP deviations should be recorded including details of alternative procedures 
followed and filed in the Investigator and Sponsor Master File. 

 The Research and Development Directorate is responsible for the ratification of 
this procedure. 

 

9. FORMS/TEMPLATES TO BE USED 

Templates for the annual progress reports can be seen in Appendices 1 and 3 and 
can be accessed http://www.hra.nhs.uk/resources/during-and-after-your-study/nhs-
rec-annual-progress-report-forms/  

 

Template for the DSUR can be seen in Appendix 2 and further information can be 
accessed 
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials
/Safetyreporting-SUSARsandASRs/#l9  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

http://www.hra.nhs.uk/resources/during-and-after-your-study/nhs-rec-annual-progress-report-forms/
http://www.hra.nhs.uk/resources/during-and-after-your-study/nhs-rec-annual-progress-report-forms/
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/Safetyreporting-SUSARsandASRs/#l9
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/Safetyreporting-SUSARsandASRs/#l9
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APPENDIX 1  

CLINICAL TRIAL OF AN INVESTIGATIONAL MEDICINAL PRODUCT (CTIMP) 
 

ANNUAL PROGRESS REPORT TO MAIN RESEARCH ETHICS COMMITTEE 
 
To be completed in typescript and submitted by the Chief Investigator.  Please send this report only to 
the main REC.  For questions with Yes/No options please indicate answer in bold type. 
 

1. Details of Chief Investigator 
 

Name:  

Address: 
 

 
 
 

Telephone:  

Email:  

Fax:  

 
2. Details of study 
 

Full title of study: 

 
 
 
 
 

Name of main REC:  

REC reference number:  

Date of favourable ethical opinion:  

Sponsor:  

EudraCT Number: 
 

 

3. Commencement and termination dates 
 

Has the study started in the UK? 
 

Yes / No 

If yes, what was the actual start date in the UK? 
 

 

If no, what are the reasons for the study not 
commencing in the UK? 
 
What is the expected start date? 
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Has the study finished? Yes / No 
If yes, complete and submit “Declaration of end of 
trial” form at Annex 3 to ENTR/CT1, available at: 
http://eudract.emea.eu.int/document.html#guidance 

If no, what is the expected completion date? 
 

 

If you do not expect the study to be completed, give 
reason(s) 
 

 
 
 

 

4. Site information 
 

Number of UK research sites proposed in original 
application: 
 
Number of UK research sites recruited to date: 
 

 
 
 
 
 

Do you plan to increase the total number of UK sites 
proposed for the trial? 
 
All sites must be approved by the main REC as part of the 
favourable opinion. 

 
Yes / No 
 
 

Has the Site Specific Information Form (SSIF)* been 
submitted to the local REC for each local Principal 
Investigator? 
 
*or Part C or Annex D of the former MREC application form if 

submitted prior to 1 March 2004 

 
 
Yes / No 

 
5. Recruitment of participants 
 

*Number of participants recruited: 
 
 

Proposed in original application: 
Actual number recruited to date: 

*Number of participants completing trial: Proposed in original application: 
Actual number completed to date: 

*Number of withdrawals due to: 
(a) lack of efficacy  
(b) adverse events  
(c) self-withdrawal  
(d) non-compliance  

Total number of withdrawals: 
 

 

Have there been any serious difficulties in recruiting 
participants? 
 

Yes / No 

If yes, give details: 
 

 
 

Do you plan to increase the planned recruitment of 
participants into the trial? 
 
Any increase in planned recruitment should be notified to the 
main REC as a substantial amendment for ethical review. 

 
Yes / No 
 
 

 
* In the case of international trials, please provide separate figures for UK and non-UK participants. 
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6. Safety reports 
 

Have there been any Suspected Unexpected 
Serious Adverse Reactions (SUSARs) in this trial in 
the UK? 
 

Yes / No 

Have these SUSARs been notified to the Committee 
within 7/15 days under Article 17 of EU Directive? 
 
If no, please arrange urgently and give reasons for late 
notification. 

Yes / No 

On what date was the first clinical trial authorisation 
given for a trial of the IMP in any EU member state? 
 
This date determines the dates on which periodic safety reports 
should be sent to the main REC during the trial. 

 

Have all quarterly safety reports been submitted? 
 
Applies only to sponsors undertaking this trial or other trials of the 
IMP outside the UK. 

Yes / No / Not applicable 

Has the Annual Safety Report been submitted? 
 

Yes / No / Not yet due 
 

When is the next ASR due? 
 

 

 

7. Amendments 
 

Have any substantial amendments been made to the 
trial during the year? 
 

Yes / No 

If yes, please give the date and amendment number 
for each substantial amendment made. 

 
 
 
 
 
 

 
8. Other issues 
 

Are there any other developments in the trial that you 
wish to report to the Committee? 
 
Are there any ethical issues on which further advice 
is required? 
 

Yes / No 
 
 

Yes / No 
 

If yes to either, please attach separate statement 
with details. 

 
9. Declaration 
 

Signature of Chief Investigator:  

Print name: 
 

Date: 
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APPENDIX 2 

CLINICAL TRIALS OF INVESTIGATIONAL MEDICINAL PRODUCTS 
 

ANNUAL SAFETY REPORT TO MHRA 
 

Full title of trial   

Short title   

IMP(s) under investigation  

Sponsor  

EudraCT number  

1. MREC that  

2. approved the Trial 

 

Chief Investigator  

CTA number  

Trial start date   

Trial end date   

Target number of subjects for whole 
trial 

 

 

Contact details for person making this notification 

Name  

Address  

Telephone  

Fax  

Email  

Date of this notification  

 

Safety information in reporting period 

Number of subjects enrolled during 
the review period 

 

How many subjects have been 
enrolled since the trial started 

 

Number of SAEs observed  
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Study Overview 

 
 

Report Covering Period xxx to xxx 
 

Insert study flowchart 
 
 

 RANDOMISE 
 

 

 

ARM A 
 
 

  

ARM B 
 

 

Sample size  

Number of patients recruited  

Recruitment start date  

Estimated closing date  

Endpoints  
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xxx Trial Safety Report Line Listing 

 

 
xxx Trial Aggregate Summary Tabulation 

Body System / ADR term Arm A Arm B Total 

Gastrointestinal (11) 1 0 1 

Nausea, vomiting and diarrhoea 1 0 1 

 

Subject ID 

Body system 
CTC Version 3 

See appendix 

Case 
Reference 
Number Country DOB Sex Dose of IMP 

Dates of 
Treatment 

Date of 
Onset of 

AE Adverse Reaction Outcome Comments 

Unblinding 
Results 
(where 

applicable) 

QT001 11 QT001-001 UK 01.01.1950 M 

150mg of XX 

200mg of YY 
01.01.2006-
01.03.2006 27.02.2006 

Nausea, vomiting and 
diarrhoea Resolved  N/A 
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Patient Safety Statement 
 
 
 
 
Independent Data Monitoring Committee Report (if applicable) 
 
 
 

__________________________________
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APPENDIX 1 

Guidance Notes for Annual Safety Reports Line Listing and Summary Tabulation 

 

Field Comment 

Subject ID Patient trial number  

Body System Body system is classified according to the Common Toxicity Criteria (Version 3.0) 

1. Allergy/Immunology 

2. Auditory/Ear 

3. Blood/Bone Marrow 

4. Cardiac Arrhythmia 

5. Cardiac General 

6. Coagulation 

7. Constitutional Symptoms 

8. Death 

9. Dermatology/Skin 

10. Endocrine 

11. Gastrointestinal 

12. Growth & Development 

13. Hemorrhage/Bleeding 

14. Hepatobiliary/Pancreas 

15. Infection 

16. Lymphatics 

17. Metabolic/Laboratory 

18. Musculoskeletal/Soft Tissue 

19. Neurology 

20. Ocular/Visual 

21. Pain 

22. Pulmonary/Upper respiratory 

23. Renal/Genitourinary 

24. Secondary Malignancy 

25. Sexual/Reproductive Function 

26. Surgery/Intra-operative Injury 

27.Syndromes 

28. Vascular 

29. Other 

Case Reference Number This is a number to uniquely identify the SAE event  

Country  This refers to the country in which the case occurred 

DOB Date of Birth (dd/mm/yyyy) 

Sex F=female   M=male 

Dose of IMP This is given in mg.   

Dates of Treatment Date patient started cycle related to event (dd/mm/yyyy) 

Date of onset of AE Date the symptoms started (dd/mm/yyyy) 

Adverse Reaction Describes the symptoms patient experienced during the manifestation of the event, 
progression of event, test etc 

Outcome  Refers to treatment given (trial or otherwise) 

Other Comments This section is optional, only complete if relevant eg causality disagreement, 
concomitant medications also suspected  

Unbinding Results (where 
applicable) 

Provide details if unblinding took place 
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APPENDIX 3 

ANNUAL PROGRESS REPORT TO MAIN RESEARCH ETHICS COMMITTEE 
(For all studies except clinical trials of investigational medicinal products) 

 
To be completed in typescript and submitted to the main REC by the Chief Investigator.  For 
questions with Yes/No options please indicate answer in bold type. 
 
1. Details of Chief Investigator 
 

Name:  

Address: 
 

 
 
 

Telephone:  

E-mail:  

Fax:  

 
2. Details of study 
 

Full title of study: 

 
 
 
 
 

Name of main REC:  

REC reference number:  

Date of favourable ethical opinion:  

Sponsor:  

 

3. Commencement and termination dates 
 

Has the study started? 
 

Yes / No 
 

If yes, what was the actual start date? 
 

 

If no, what are the reasons for the study not 
commencing? 
 
What is the expected start date? 
 

 
 
 
 
 

Has the study finished? 
 
If yes, complete and submit “Declaration of end of study” form, 
available at http://www.nres.npsa.nhs.uk/applications/after-
ethical-review/endofstudy/  

Yes / No 
 

http://www.nres.npsa.nhs.uk/applications/after-ethical-review/endofstudy/
http://www.nres.npsa.nhs.uk/applications/after-ethical-review/endofstudy/
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If no, what is the expected completion date? 
 
If you expect the study to overrun the planned completion 
date this should be notified to the main REC for information. 

 

If you do not expect the study to be completed, give 
reason(s) 
 

 
 
 

 

4. Registration 
 

Is the study a ‘clinical trial’? (Defined as first 4 
categories on the IRAS filter page) 
 
(For CTIMP please use CTIMP progress reporting template) 

Yes / No 
 

Is the study registered on a publically accessible 
database? (Registration of clinical trials is a condition of 
approval for studies approved after 30 September 2013) 
 

Yes / No 

If yes, please provide the name of the database and the registration number 
 
Database: 
Registration number: 
 

If no: 
a. What is the reason for non registration? 

 
 
 

b. What are your intentions for registration? 
 
 
 

 

 
5. Site information 
 

Do you plan to increase the total number of sites 
proposed for the study? 
 
If yes, how many sites do you plan to recruit? 

Yes / No 
 
 
 
 
 
 

 
6. Recruitment of participants 
 
In this section, “participants” includes those who will not be approached but whose 
samples/data will be studied.  
 

Number of participants recruited: 
 

Proposed in original application: 
Actual number recruited to date: 

Number of participants completing trial: 
 

Actual number completed to date: 
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Number of withdrawals from study to date due to: 
 
(a) withdrawal of consent   
(b) loss to follow-up  
(c) death (where not the primary outcome)  
 
Total study withdrawals:  

*Number of treatment failures to date (prior to reaching primary outcome) due to:  
 
(a) adverse events 
(b) lack of efficacy 
 
Total treatment failures: 
 
* Applies to studies involving clinical treatment only 
 
 

Have there been any serious difficulties in recruiting 
participants? 

Yes / No 

If Yes, give details: 
 
 

Do you plan to increase the planned recruitment of 
participants into the study? 
 
Any increase in planned recruitment should be notified to the 
main REC as a substantial amendment for ethical review. 
 

Yes / No 

 
6. Safety of participants 
 

 Have there been any related and unexpected 
serious adverse events (SAEs) in this study? 
 

 
c. Yes / No 

Have these SAEs been notified to the Committee? 
 
If no, please submit details with this report and give reasons 
for late notification. 

d.  
e. Yes / No /Not applicable 

Have any concerns arisen about the safety of 
participants in this study? 
 
If yes, give details and say how the concerns have been 
addressed. 

 
Yes / No 

 
 
 

 
 
7. Amendments 
 

Have any substantial amendments been made to the 
trial during the year? 
 

f. Yes / No 

If yes, please give the date and amendment number 
for each substantial amendment made. 
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8. Serious breaches of the protocol 
 

Have any serious breaches of the protocol occurred 
during the year? 
 
If Yes, please enclose a report of any serious breaches not 
already notified to the REC. 

Yes / No 
 
 

Yes / No 
 

 
9. Other issues 
 

Are there any other developments in the study that you 
wish to report to the Committee? 
 
Are there any ethical issues on which further advice is 
required? 
 
If yes to either, please attach separate statement with 
details. 

Yes / No 
 
 

Yes / No 
 

 

 
 
10. Declaration 
 

Signature of Chief Investigator:  

Print name: 
 

Date of submission: 
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APPENDIX 4 

SOP Reading Log 

 

READ BY 

NAME TITLE SIGNATURE DATE 
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APPENDIX 5 

Royal Free London NHS Foundation Trust Equality Analysis guide and Tool 

An equality analysis is a review of a policy, practice, function, business case, project or service change which establishes whether there is a 
negative effect or impact on particular social groups.  This In turn enables the organisation to demonstrate it does not discriminate and, where 
possible, it promotes equality to meet the needs of the diverse patients and communities we serve. 

This check list is a way to help you think carefully about the likely impact on equality groups and take action to improve services. This is also 
an opportunity to evidence positive practices in our services and demonstrate strategic integrity to ensure that our services and employment 
practices are fair, accessible and appropriate for all patients, visitors and carers, as well as our talented and diverse workforce. 

 

Name of the policy / function / service development being assessed  
Preparation of Progress Reports including Periodic Safety Reporting 
and Annual Reports 

Briefly describe its aims and objectives: This document defines the Trust’s research procedures for 
preparation and submission of periodic safety reporting and annual 
reports including Development Safety Update Reports (DSURs) for 
research studies and Clinical Trials sponsored by Royal Free London 
NHS Foundation Trust. 

Directorate and Lead: 
 

Medical Directorate 
 
 

Evidence sources: DH, legislation. JSNA, audits, patient and staff 
feedback 
 
 

 
 

 
Is the Trust Equality Statement present? 

 
          Yes                                      if no do not proceed with  
                                                       Equality  Analysis (EA) 

 

If you are conducting an EA on a procedural document please identify evidence sources and references, who has been involved in the 
development of the document, process or strategy, and identify positive or negative impacts. It is the discussion regarding the equality impact 
of the document that is important. 
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Equality Analysis Checklist 

Go through each protected characteristic below and consider whether the policy, practice, function, business case, project or service change 
could have any impact on groups from the identified protected characteristic, involve service users where possible and get their opinion, use 
demographic / census data (available from public health and other sources), surveys (past or maybe carry one out), talk to staff in PALS and 
Complaints and Patient Experience.  

 

Please ensure any remedial actions are Specific, Measureable, Achievable, Realistic, and Timely ( SMART). 

Equality Group Identify  
negative 
impacts 

What evidence, 
engagement or 
audit  has been 
used? 

How will you 
address the 
issues 
identified? 

Identifies who will 
lead the work for the 
changes required 
and when? 

Please list positive 
impacts and existing 
support structures  

 
Age 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 

This SOP includes 
the Trust Equality 
Statement, as well 
as the results from 
the Equality 
Assessment for this 
SOP. 
 
These actions are 
designed to embed 
the equality agenda 
and promote 
equality compliance 
within the Trust 

 
Disability 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Gender Reassignment 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Marriage and Civil Partnership 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Pregnancy and maternity 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Race 

 
None identified 

R&D 
administrative 

 
N/A 

 
N/A 



SOP 036: Preparation of Progress Reports for RFL Sponsored Studies 

SOP036: Preparation of Progress Reports for RFL Sponsored Studies 

Version 1 23/09/2014 

 Page 25 of 26  

Equality Group Identify  
negative 
impacts 

What evidence, 
engagement or 
audit  has been 
used? 

How will you 
address the 
issues 
identified? 

Identifies who will 
lead the work for the 
changes required 
and when? 

Please list positive 
impacts and existing 
support structures  

 document 
 
Religion or Belief 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Sex 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Sexual Orientation 
 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 
Carers 

 

 
None identified 

R&D 
administrative 

document 

 
N/A 

 
N/A 

 

It is important to record the names of everyone who has contributed to the policy, practice, function, business case, project or service change.   

Equality Analysis completed by: (please include every 
person who has read or commented and  approval 
committee(s).  Add more lines if necessary) 
 

Organisation Date 

 
SOP Development Group 
 

 
Royal Free London NHS Foundation Trust 

 
16 September 2014 
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