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216147 

for Participating NHS Organisations in England (template version 4.1) 

For non-commercial studies, one Statement of Activities should be completed as a template for each site-type in the study.  Each 

Statement of Activities should be accompanied by a completed HRA Schedule of Events, as part of the submission via IRAS for 

HRA Approval.   

Blue shaded fields (also marked with an asterisk*) should be completed by the sponsor/applicant prior to submission to the HRA.   
  

Where appropriate, for the purpose of confirming capacity and capability, green shaded fields (also marked with a caret^) should 
be completed by the participating organisation before returning the document to the sponsor. 
  

Other questions may be completed either by the sponsor/applicant or participating organisation (or collaboratively between both 
parties), as appropriate.   
  

For participating organisations in Northern Ireland, Scotland or Wales, the sponsor should transfer a Site Specific Information Form 

to each local research team for completion and submission to their research management support function.   

To provide an answer in the form, click in a box with the blue text and over-write this text, or select the relevant option if presented 

with drop-down text.  A separate guidance document is provided and should be consulted prior to completion of this template.  

Please also read the question specific guidance where present.  

IRAS ID* 216147 

Short Study Title* 
ANIMATE 

Full Study Title* A phase II study of nivolumab monotherapy in patients with 
relapsed/refractory Hodgkin lymphoma, fit for autologous stem cell 
transplant, who fail to reach complete metabolic remission after first or 
second line salvage therapy 

Contact details of 
sponsor, or sponsor’s 
delegated point of 
contact (e.g. Study 
Manager), for questions 
relating to study set-up* 

ANIMATE Trial Coordinator 

ctc.animate@ucl.ac.uk  

0207 679 9860 

Site Type* Other 

Select one option. If ‘Other’, give details.  
All site activities except PET-CT scans 

 

Name of Participating 
Organisation 
 

Where this statement is to be used as the agreement between sponsor and participating 
organisation, the name of the participating organisation should be entered here prior to 
agreement.  If this Statement is being agreed to cover multiple separate entities (e.g. 
multiple GP practices within a single LCRN geography) please make this clear here.  

Enter name of participating organisation 

Location/s within 
Participating 
Organisation 

Where the research is planned to take place only at specified hospitals or other locations 
within the participating organisation (as may be the case in an NHS Trust comprised of 
more than one hospital) please name those hospitals/locations here. 

Enter name/s of locations within participating organisation 
 

Date 

HRA Office Use Only 

Date template assessed by HRA 

 

http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/statement-activities-hra-approval/
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Version Number 

HRA Office Use Only 

Applicant version assessed by HRA 

 

 

1. Does the sponsor intend that this document forms the agreement between itself and the 
participating organisation/s in England?* 

For non-commercial studies other than clinical trials and clinical investigations, the HRA encourages use of the Statement of 

Activities as the only form of agreement between sponsor and an English participating organisation, in place of bespoke 

agreements created by sponsors.  For research in primary care settings, the Statement may be used for a geographical area, 

e.g. at the LCRN level, although agreement should be between the sponsor and independent legal entity (e.g. GP Practice). 

For clinical trials and clinical investigations the HRA expects that sponsors will use the relevant model agreement, where one 

exists. 

No 
 

2. Date this Statement of Activities confirmed by participating organisation, if applicable.^ 

Enter date confirmed  

3. Confirmation on behalf of participating organisation provided by (insert name and job title), 
if applicable.^  

Enter name and job title 

It is not intended that this confirmation requires wet-ink signatures, or a passing of hard copies between the sponsor and 
participating organisation. Instead, sponsors are expected to accept confirmation by email from an individual empowered by 
the participating organisation to agree to the commencement of research (including any budgetary responsibility, where the 
study involves the transfer of funds). 

 

 

4. If this Statement is not intended to form the agreement with the participating organisation/s 
in England, will the sponsor be using an unmodified model non-commercial agreement?* 

No 

5. If no, please provide details of the modifications made to the model agreement and the 
reasons for them.  If the sponsor intends to use an agreement not based on the model 
agreement, please provide detailed justification for this (templates of all ‘site agreements’ to 
be used, including for sites in the devolved administrations (where applicable) should be 
provided as part of the submission for HRA Approval).* 

The UCL CTC Clinical Trial Site Agreement (CTSA), which pre-dated the mNCA but was updated in 
line with the mNCA, will be used for new sites in this trial.  

 

6. Predicted Participant Recruitment, if applicable. 
This is recruitment or identification at participating organisation, not overall for the study.  Please clarify if this refers to 

participants, samples or data. Please clearly state if this is per month, per year, overall etc.  Leave blank if not applicable to 

this site type.  

Enter predicted participant recruitment or identification (or state if not applicable) 
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7. Proposed start date of research/participant identification activity at participating 
organisation. 

Where it might otherwise be open to interpretation, please specify whether this date refers to the commencement of screening, 

the recruitment of the first participant, etc.  

Enter proposed start date (DD/MMM/YY) of research/participant identification activity 

 

Specify the activity to which this date refers 

 

8. Predicted end date of research/participant identification activity at participating 
organisation. 

Where it might otherwise be open to interpretation, please specify whether this date refers to the recruitment of the final 

participant, the final visit of the final participant, database lock, etc. 

Enter the proposed end date (DD/MMM/YY) of research/participant identification activity 

 

Specify the activity to which this date refers 
 

9. Person responsible for research activities at site.* 

Local Principal Investigator 
The HRA expects Principal investigators to be in place at participating organisations where locally employed staff take 

responsibility for research procedures.  Where this is not the case, the HRA expects Local Collaborators to be in place where 

central study staff will be present at site to undertake research procedures (the role of the Local Collaborator is to support 

practical arrangements for the presence of research staff under Letters of Access or Honorary Research Contracts).  Where 

existing data is being provided for research purposes without additional research procedures and without the presence of 

central research team members at site, the HRA does not expect that a Principal Investigator or Local Collaborator is 

appointed and you should select Chief Investigator. 
 

10. Are you requesting support to identify a Principal Investigator or Local Collaborator?* 
Please indicate whether support from the host organisation is being requested to identify a Principal Investigator/Local 

Collaborator and provide further information on expectations below.  Where a Principal Investigator or Local Collaborator has 

already been identified, their details appear on Part C of the IRAS Form. 

No 

11. Further Information (where applicable).* 
Please provide further information on sponsor expectations for a Principal Investigator/Local Collaborator, to help participating 

organisations identify an appropriate individual if required (e.g. Profession, specialty, seniority etc.) 

n/a 
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12. The following capabilities and capacity are needed locally in order to deliver the study, e.g. 
specific equipment, patient/participant groups, service support nursing time, excess 
treatment costs, etc.* 

Any funding or support from the sponsor/funder to the participating organisation is set out in the Finance Schedule.  

• Trial treatment, imaging, clinical care, follow up schedules and all requirements of the trial 
protocol 

• Requirements of the UK Policy Framework for Health and Social Care Research, Issued by the 
Health Research Authority, and the Medicines for Human Use (clinical trials) Act (SI 2004/1031), and 
all amendments 

• Data collection requirements, including adherence to CRF submission timelines   

• Biological sample collection, processing and storage requirements  

•         Good Clinical Practice  
 

13. Projected NHS Treatment Cost savings at this site type, if applicable.* 

Although many studies incur Excess Treatment Costs (see AcoRD for information on cost attribution) many studies also give 
rise to treatment cost savings during the study (e.g. a two armed study comparing standard care to a less intensive, and less 
expensive, alternative treatment). Please describe below any projected treatment cost savings, so your participating 
organisations may include this information when considering the overall treatment costs/cost savings of their portfolio of 

research.   Any funding or support from the sponsor/funder to the participating organisation is set out in the Finance Schedule. 
Excess Treatment Costs will be indicated above (question 12) and in the HRA Schedule of Events. 

Nivolumab will be supplied free of charge by Bristol-Myers Squibb (BMS) for use in the trial. 
 

14. The following training for local staff will be provided by the sponsor.  Where only specific 
team members (e.g. the Principal Investigator) will receive this training, this is described 
below.* 

Prior to site activation, the UCL CTC trial team will arrange site initiation (by phone or visit to site) with 
the site which the PI, site research team and pharmacy will be required to attend  

The site will be trained in the day-to-day conduct of the trial, the protocol and any trial specific duties. 
Essential documentation required for the trial will be reviewed.  

 

https://www.gov.uk/government/publications/guidance-on-attributing-the-costs-of-health-and-social-care-research
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15. In addition to the above training, to be provided by the sponsor, the sponsor also expects 
that the following local research team members will undertake or have already undertaken 
the following training.* 

It would not be usual for the sponsor to expect study specific training additional to that which it will provide, this section does 

however allow sponsors to state that they will accept, for example, NIHR CRN training in Good Clinical Practice where the 

study is a Clinical Trial of an Investigational Medicinal Product etc. 

The sponsor expects the site to ensure that training in the protocol and any trial specific duties is 
provided and maintained for all new site staff during the conduct of the trial. Sites will be provided with 
training materials to facilitate this process, and additional training by the sponsor can be requested by 
the site.  

All staff responsible for trial activities are required to undertake GCP training appropriate to their role. 
The frequency of repeat GCP training may be dictated by the requirements of the employing institution, 
or should be 2 yearly where the institution has no policy, and more frequently when there have been 
updates to the legal or regulatory requirements for the conduct of clinical trials.  

Sites must retain evidence of training and be able to provide on request.  
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Schedule 1 (Finance) (template version 4.1) 

Please select one of the following* 

There are no funds/resources/equipment, etc. being provided to this/these 
organisation/s by the sponsor.  This schedule should be left blank.* 

 

The following funding/resources/equipment, etc. is to be provided to this/these 
local participating organisation/s.  However, the finance schedule to cover such 
transfer is detailed in a separate agreement.  Please complete the information 
below but leave the schedule blank and submit your separate agreement to the 
HRA.* 

 

The Sponsor will pay the site a 'per patient' fee for each Trial Subject recruited. The terms will be set 
out in the Sponsor-Site agreement. 

In addition, the following laboratory consumables will be supplied to all sites by the Sponsor: 

- Royal Mail Safe Boxes 

- EDTA tubes 

The following funding/resource/equipment, etc. is to be provided to this local 
participating organisation.  This Statement of Activities is intended by the sponsor 
to form the agreement between them and the participating organisation.  The 
finance schedule below details the funds to be provided to the site by the sponsor.  
Please complete the information and the schedule below.*1 

 

N/A 

  

1 Payment Schedule (i.e. frequency or trigger for payments)* 

N/A 

2 Area of Cost (e.g. set-up, procedure, overall cost, etc.)* 

N/A 

Payment Details: 

If VAT is payable, then the Sponsor shall pay the VAT in addition to the payment on presentation of a VAT 

invoice.  If VAT is not payable, then the Sponsor shall issue a VAT exemption certificate.  

3 Invoices to be submitted to (insert job title, name of body and address)* 

N/A 
 

4  Payment to be made by cheque to^ 

Enter cheque payable details 

  4.1 AND remitted to (insert job title/position and address) 

Enter job title/position and address 

OR 

                                                
1 The Statement of Activities is not intended for use with participating organisations in Northern Ireland, Scotland or Wales 
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5  Arrange BACS transfer to: Bank Name 

Enter bank name 

5.1 Sort Code 

Enter sort code 

5.2 Account Number 

Enter account number 

5.3 And send the relevant paper work to the following address 

Enter address details 

Invoices should be presented promptly.  No payment shall be made in the case where invoices are not 

presented in a complete, accurate and timely fashion and funding from an external funding body has been 

irrecoverably reclaimed by such external funding body as a result of such delay or inadequacy.  



 

HRA Statement of Activities, template version 4.1, 10 May 2016 

216147   8 

Schedule 2 (Material Transfer Provisions)  
(template version 4.1) 

These provisions do not remove the responsibility for a sponsor to clearly lay out in their protocol (and to 

potential participants in the patient information sheet/s) at a minimum the following information for all 

human biological material taken: 1) The nature of the materials, 2) The reason that the material is being 

taken, 3) where the material is to be sent, 4) what will happen to any remaining material once it has been 

processed/analysed, etc. for the purposes of this study (e.g. return, retention or destruction). 

Detailed guidance on what information should be included in a protocol may be found on the HRA website 

http://www.hra.nhs.uk 

Please select one of the following* 

This study does not involve the transfer of human biological material from this 
participating organisation to the sponsor or its agents.  This schedule does not 
form part of this agreement.* 

 

The Sponsor has separately provided to the HRA and participating organisation an 
agreement for the transfer of human biological material.  This schedule does not 
form part of this agreement.* 

 

These provisions form part of the agreement between the sponsor and this 
participating organisation. Select this option if no other agreement is provided, 
and the terms below constitute the arrangements for this study.*2 

 

1 Where the protocol requires the participating organisation to supply material to the sponsor/joint 

sponsor(s)/either of the co-sponsors, these provisions shall apply if stated above. 

2 In accordance with the protocol, the participating organisation shall send material to the 

sponsor/joint sponsor(s)/a co-sponsor or, in accordance with provision 8 below, a third party 

nominated by the sponsor/joint sponsor(s)/either of the co-sponsors.  

3 The participating organisation warrants that all material has been collected with appropriate 

informed consent and has been collected and handled in accordance with applicable law (including, 

without limitation, the Human Tissue Act 2004 or the Human Tissue (Scotland) Act 20063 (as the 

case may be)) and as required by the protocol. 

4 Subject to provision 3 above, the materials are supplied without any warranty, expressed or implied 

including as to their properties, merchantable quality, fitness for any particular purpose, or that the 

materials are free of extraneous or biologically active contaminants which may be present in the 

Materials. 

5 The sponsor/joint sponsor(s)/one of the co-sponsors shall ensure, or procure through an agreement 

with the sponsor/joint sponsor(s)/co-sponsors nominee as stated in provision 2 above that.  

5.1 the material is used in accordance with the protocol, the consent of the participant, and the HRA 

Approval for the Study, 

                                                
2 The HRA Statement of Activities is not intended for use with participating organisations in Northern Ireland, Scotland or Wales. 
3 Although the HRA Statement of Activities is not intended for use with participating organisations in Scotland, studies taking place in England might 

involve transfer of Human Tissue to Scotland for (for example) analysis in a central technical facility. 

http://www.hra.nhs.uk/
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5.2 the material is handled and stored in accordance with applicable law, 

5.3 the material shall not be redistributed or released to any person other than in accordance with 

the protocol or for the purpose of undertaking other studies approved by an appropriate ethics 

committee and in accordance with the participant’s consent, and 

5.4 no alteration shall be made to the title, coding or acronym of the material. 

6 The parties shall comply with all relevant laws, regulations and codes of practice governing the 

research use of human biological material. 

7 The participating organisation and the sponsor/joint sponsors(s)/a co-sponsor shall each be 

responsible for keeping a record of the material that has been transferred according to these 

provisions. 

8 To the extent permitted by law the participating organisation and its staff shall not be liable for any 

consequences of the supply to or the use by the sponsor/joint sponsors//co-sponsor of the material 

or of the supply to or the use by any third party to whom the sponsor/joint sponsors/co-sponsor 

subsequently provides the material or the Sponsor’s/Joint Sponsors/Co-Sponsor’s nominee as 

stated in provision 2 above, save to the extent that any liability which arises is a result of the 

negligence of the participating organisation. 

9 The sponsor/joint sponsors/co-sponsor undertake(s) that, in the even that material is provided to a 

third party in accordance with provision 2 above, it/they shall require that such third party shall 

undertake to handle any data and Material related to the Study in accordance with all applicable 

statutory requirements and codes of practice and under terms no less onerous than those set out in 

these provisions. 

10 Any surplus material that is not returned to the participating organisation or retained for future 

research (in line with participant consent) shall be destroyed in accordance with applicable law 

(including, without limitation, the Human Tissue Act 2004).  
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Schedule 3 (Confidentiality, Data Protection 

and Freedom of Information) (template version 4.1) 

 

Please select one of the following* 

This study does not involve the transfer of Personal Data from this participating 
organisation to the sponsor or its agents, nor is there transfer of confidential 
information between the parties.  This schedule does not form part of this 
agreement.* 

 

The Sponsor has separately provided to the HRA and participating organisation 
another agreement for the transfer of data.   This schedule does not form part of 
this agreement.* 

 

These provisions form part of the agreement between the sponsor and this 
participating organisation.  Select this option if no other agreement is provided, 
and the terms below constitute the arrangements for this study.*4 

 

 

1. Participant Confidentiality  

1.1. The parties agree to adhere to all applicable statutory requirements and mandatory codes of 

practice in respect of confidentiality (including medical confidentiality) in relation to participants 

1.2. Personal Data shall not be disclosed to the sponsor by the participating organisation, save 

where this is required directly or indirectly to satisfy the requirements of the Protocol, or for the 

purpose of monitoring or reporting adverse events, or in relation to a claim or proceeding 

brought by a participant in connection with the study. 

1.3. Neither the sponsor nor the participating organisation shall disclose the identity of participants 

to third parties without the prior written consent of the participant except in accordance with 

applicable statutory requirements and codes of practice, including HSCIC Code of Practice on 

Confidential Information. 

1.4. The sponsor agrees to act as Data Controller in relation to any processing of Personal Data 

under this agreement. This extends to all processing that would not have taken place but for 

this agreement regardless where that processing takes places. In particular, it extends to 

processing by the participating organisation where that processing is undertaken solely for the 

purposes of the study.  

1.5. The sponsor agrees to comply with the obligations placed on a Data Controller by the Data 

Protection Act 1998. This is not limited to, but includes, ensuring that: 

1.5.1. Personal Data shall be obtained only for one or more specified and lawful purposes, 

and shall not be further processed in any manner incompatible with that purpose or 

those purposes 

1.5.2. Personal Data are adequate, relevant and not excessive in relation to the purpose 

or purposes described within the protocol. 

1.5.3. Personal Data shall be accurate and, where necessary, kept up to date. 

1.5.4. Personal Data shall be processed in accordance with the rights of data subjects 

under the Data Protection Act 1998. 

1.6. The Sponsor agrees to ensure appropriate training. In particular: 

1.6.1. To ensure that any persons (excluding employees, honorary employees, students, 

researchers, consultants and subcontractors of the Participating Site) processing 

                                                
4 The HRA Statement of Activities is not intended for use with participating organisations in Northern Ireland, Scotland or Wales. 
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Personal Data are subject to annual mandatory training in the information 

governance responsibilities and have appropriate contracts including sanctions, 

including for breach of confidence or misuse of data; 

1.6.2. To ensure that the Senior Information Risk Owners, e.g. Caldicott Guardians, senior 

partners and board members of the sponsor  (or organisational equivalent of each 

of these) complete additional data security training annually. 

1.7. The participating organisation agrees to ensure that its employees, honorary employees, 

students, researchers, consultants and subcontractors processing Personal Data are subject to 

annual mandatory training in the information governance responsibilities and have appropriate 

contracts including sanctions, including for breach of confidence or misuse of data; 

1.8. The sponsor agrees to use Personal Data solely in connection with the operation of this 

agreement and the study and not otherwise. In particular; 

1.8.1. Not to disclose Personal Data in whole or in part to any person without the 

participating organisation’s prior written consent; 

1.8.2. Not to disclose other than pursuant to a data sharing agreement that conforms to 

the requirements set out in the Information Commissioner’s data sharing code of 

practice.  

1.9. The participating organisation agrees to act as Data Processor on behalf of the sponsor as 

Data Controller for processing undertaken under this agreement solely for the purposes of the 

study. The participating organisation agrees to comply with the obligations placed on it as the 

data controller by the seventh data protection principle ("the Seventh Principle") set out in the 

Data Protection Act 1998, namely: 

1.9.3. to maintain technical and organisational security measures sufficient to comply at 

least with the obligations imposed on the Data Controller by the Seventh Principle; 

1.9.4. only to process Personal Data for and on behalf of the Data Controller, in 

accordance with the instructions of the Data Controller and for the purpose of the 

study and to ensure the Data Controller’s compliance with the Data Protection Act 

1998; 

1.9.5. to allow the sponsor to audit the participating organisation’s compliance with the 

requirements of this clause  on reasonable notice and/or to provide the Data 

Controller with evidence of its compliance with the obligations set out in this clause;  

1.9.6. the participating organisation shall obtain prior agreement of the sponsor to store or 

process Personal Data at sites outside the European Economic Area (comprising 

the countries of the European Community, Norway, Iceland and Liechtenstein). 

2. Freedom of Information 

2.1. Parties to this agreement which are subject to the Environmental Information Regulations 2004 

(EIR) and the Freedom of Information Act 2000 (FOIA) or the Freedom of Information 

(Scotland) Act 2002 (FOI(S)A) and which receive a request under EIR, FOIA or FOI(S)A to 

disclose any information that belongs to another party shall notify and consult that party, as 

soon as reasonably practicable, and in any event, not later than seven (7) calendar days after 

receiving the request. 

2.2. The parties acknowledge and agree that the decision on whether any exemption applies to a 

request for disclosure of recorded information under EIR, FOIA or FOI(S)A is a decision solely 

for the party responding to the request. 

2.3. Where the party responding to an EIR, FOIA or FOI(S)A request determines that it will disclose 

information it will notify the other party in writing, giving at least four (4) calendar days’ notice of 

its intended disclosure. 

3. Confidential information  
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3.1. The receiving party agrees to take all reasonable steps to protect the confidentiality of the 

confidential information and to prevent it from being disclosed otherwise than in accordance 

with this agreement.  

3.2. Subject to clause 3.4 below, the participating organisation agrees to treat the results, excluding 

any clinical data of the study, as confidential information disclosed by the sponsor and the 

sponsor agrees to treat Personal Data as confidential information disclosed by the participating 

organisation. 

3.3. The receiving party agrees:  

3.3.1. To ensure that any of its employees, students, researchers, consultants or sub-

contractors who participate in the operation of the study are made aware of, and 

abide by, the requirement of this clause 3 and, where relevant, clause 2. 

3.3.2. To use confidential information solely in connection with the operation of the 

agreement and not otherwise. 

3.3.3. Not to disclose confidential information in whole or in part to any person without the 

disclosing party’s prior written consent. 

3.4. The provision of clause 3 shall not apply to the whole or any part of the confidential information 

that is: 

3.4.1. lawfully obtained by the receiving party free of any duty of confidentiality;  

3.4.2. already in the possession of the receiving party and which the receiving party can 

show from written records was already in its possession (other than as a result of a 

breach of clause 3.1 or 3.2); 

3.4.3. in the public domain (other than as a result of a breach of clause 3.1 or 3.2); 

3.4.4. independently discovered by employees of the receiving party without access to or 

use of confidential information; 

3.4.5. necessarily disclosed by the receiving party pursuant to a statutory obligation; 

3.4.6. disclosed with prior written consent of the disclosing party; 

3.4.7. necessarily disclosed by the receiving party by virtue of its status as a public 

authority in terms of the Freedom of Information Act 2000; 

3.4.8. published in accordance with HRA expectations on research transparency. 

3.5. The restrictions contained in clauses 2 and 3 shall remain in force without limit in time in 

respect of Personal Data or which relates to a patient, his or her treatment and/or medical 

records.  Save as aforesaid and unless otherwise expressly set out in this Agreement, these 

clauses shall remain in force for a period of 10 years after the termination or expiry of this 

Agreement. 
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Appendix 1 (Staff signature and delegation log) (template version 4.1) 

 

This Appendix is for use at the discretion of the sponsor and participating organisation, to record the roles and responsibilities of the local research team (where applicable) and the 
authorisation of the Principal Investigator (PI) for this.  

Please select one of the following* 

The sponsor intends to use this template as the delegation log for this participating organisation  

The sponsor intends to use a delegation log based on another template for this participating organisation  

The sponsor is not proposing that a delegation log is completed for this participating organisation  
 

IRAS ID Name of Participating Organisation 

Enter IRAS ID Enter name of participating organisation 

 

Name of Principal Investigator  PI’s Signature1 PI’s Initials 
Start 

(dd/mmm/yy) 

End 

(dd/mmm/yy) 

Enter name   Enter start date Enter date 

 

1My signature confirms/acknowledges that the information contained in this delegation log is accurate and that: 

a. I will conduct the study in accordance with the protocol and remain responsible for the overall study conduct at the participating organisation and for the reported data.  
b. I will ensure study oversight.  
c. I will authorise the delegation of study-related tasks to each individual as listed. 
d. The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. 
e. I will ensure that all personnel assisting in the conduct of the study are informed about their obligations and will not have performed any delegated study-related tasks prior to 

appropriate delegation and completion of study training appropriate to the role.  
f. I will ensure that participating organisation staff receive, in a timely manner, the appropriate information and training. 
g. I am not involved in any regulatory or misconduct litigation or investigation by any regulatory authority and no data produced by me in any previous clinical Study has been 

rejected because of concerns as to its accuracy or because it was generated by fraud. 
h. Neither I, nor any dependents, have entered into and will not enter into arrangements, financial or otherwise, with any third party providing support, products and/or services to 

the study that would present a conflict of interests 
i. I will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner. 
j. I consent to the sponsor, and to any relevant third party providing support, products and/or services to the Study, holding my name and other relevant details on an appropriate 

database for the purpose of communicating with me in relation to the study. 
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Study Task Key: 

The sponsor may detail in the below key the main study activities that the PI can delegate to staff at the participating organisation.  The task list and delegation log are intended to be 

maintained as an up to date document throughout the duration of the study at the participating organisation. 

1. Screens/recruits study subjects 6. Enter other task here 11. Enter other task here 16. Enter other task here 

2. Obtains Informed Consent 7. Enter other task here 12. Enter other task here 17. Enter other task here 

3. Confirms eligibility (Inclusion/Exclusion) 8. Enter other task here 13. Enter other task here 18. Enter other task here 

4. Enter other task here 9. Enter other task here 14. Enter other task here 19. Enter other task here 

5. Enter other task here 10. Enter other task here 15. Enter other task here 20. Enter other task here 

 

Name Signature2 Initials Study Role Study Task(s) 
(Select from 
key) 

Start of task(s) 

(dd/mmm/yy) 

PI Initials End of task(s) 

(dd/mmm/yy) 

PI Initials 
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2My signature confirms/acknowledges that I accept the assigned study task/s and that: 

 I am not involved in any regulatory or misconduct litigation or investigation by any regulatory authority, and no data produced by me in any previous clinical Study has been 
rejected because of concerns as to its accuracy or because it was generated by fraud. 

 I consent to the sponsor, and to any relevant third party providing support, products and/or services to the study, holding my name and other relevant details on an appropriate 
database for the purpose of communicating with me in relation to the study. 

I confirm that the information contained in this delegation log is accurate and complete. (To be completed by the PI at the end of the study). 

PI name:                                                                                             Signature:                                                                 Date:       
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User Feedback (template version 4.1) 

Please complete this form with your comments on the usability of the Statement of Activities and return by 

email to: hra.approvalprogramme@nhs.net 

Comments 

Enter comments here 

What we will do with your response? 

The HRA has a commitment to transparency.  We will analyse the comments we receive, and publish a 

report on our website explaining how we will address the themes raised.  The published report will compare 

the views of different organisations and groups of individuals.  

Organisational responses: In the interest of transparency, all comments made on behalf of an organisation 

will normally be published and attributed unless an explanation is provided with your response as to why 

you consider the information should not be.  (Please note the Confidentiality of Information section below.) 

Individual responses: 

Comments will be summarised in a way that does not identify individual respondents unless we have your 

permission to identify you. 

Are you responding in an organisation or personal capacity? 

Organisation Capacity  

Personal Capacity  

If you are replying in an organisational capacity, please note that your response may be published and 

quoted in the final report. 

Organisational responses only 

If you do not wish your organisational response, and any quotes used from it, to be identified in any 

consultation report and any future HRA publications, or published once the consultation has ended. 

Please provide explanation of why you do not wish us to publish your organisational response 

Individual responses only 

I am responding primarily as a: (please check only one box): 

Research Team Member  NHS Staff  

Member of the public  Industry  

REC Member  Phase 1 Company  

REC Staff  Regulatory Body  

R&D Community  Academic  

Other (Please specify)         

Please specify if answered ‘Other’ 

 

mailto:hra.approvalprogramme@nhs.net
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I am willing for my response, and quotes used from it, to be used in non-identifiable form in any 

consultation report and any future HRA publications: 

I am willing for my response, and quotes used from it, to be made identifiable in any consultation report and 

any future HRA publications: 

Select 'yes' or 'no' 

All responses 

I am willing to be contacted by the HRA for further information in relation to this consultation or future 

consultations. 

Select 'yes' or 'no' 

If ‘yes’, please provide your contact details below.  By providing these contact details, you are giving your 

consent for a member of HRA staff to contact you about your submission.  The HRA takes data protection 

very seriously.  We promise we will not pass your details on to any other organisations or use them for any 

other purposes. 

Contact Name: 

Enter contact name 

Email:  

Enter email address 

Confidentiality of Information 

The HRA will process your personal data in accordance with the DPA and in most circumstances this will 

mean that your personal data will not be disclosed to third parties without your permission or unless 

required by law.  Information we receive, including personal information, may be published or disclosed in 

accordance with the access to information regimes (primarily the Freedom of Information Act 2000 (FOIA), 

the Data Protection Act 1998 (DPA) and the Environmental Information Regulations 2004).  If you want the 

information that you provide to be treated as confidential, please be aware that, under the FOIA, there is a 

statutory Code of Practice with which public authorities must comply and which deals, amongst other 

things, with obligations of confidence.  In view of this it would be helpful if you could explain to us why you 

regard the information you have provided as confidential.  If we receive a request for disclosure of the 

information we will take full account of your explanation, but we cannot give an assurance that 

confidentiality can be maintained in all circumstances.  An automatic confidentiality disclaimer generated by 

your IT system will not, of itself, be regarded as binding on the HRA. 


