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De Montfort University
Faculty of Health & Life Sciences

Faculty Research Ethics Committee

APPLICATION FORM TO GAIN APPROVAL FOR ACTIVITIES INVOLVING 

HUMAN TISSUE RESEARCH
If your research does not involve using human tissue or fluid samples please DO NOT use this application form.  
For the relevant form, please approach the Research and Commercial Office, Faculty of Health and Life Sciences, 1.25 Edith Murphy House, Phone: 6122 / 7891 or email: hlsfro@dmu.ac.uk 
The University requires that advance approval is obtained by members of staff of the University and by research students of the University (whether at postgraduate or undergraduate level), who wish to engage in research by gathering information about human beings (and organisations) through taking/using human tissue/fluids.

The University requires those partaking in research activities to consider the ethical and safety implications of their work and where necessary apply for necessary ethical clearance internally via the Faculty of Health and Life sciences Research Ethics Committee and from external bodies. The occupational health and safety aspects of the work must be considered and all procedures should be in accordance with the DMU Health and Safety Policy. 

Researchers (staff and students) should contact their line manager, project supervisor or research centre manager for guidance. 
The Ethics Committee Chair for the purpose of this application is Professor Paul Whiting, Hawthorn Building, room. 1.12, extension 8283, email paulwhiting@dmu.ac.uk 
The ethical approval form is essential to planning a piece of research activity.
FAILURE TO GAIN FACULTY RESEARCH ETHICS COMMITTEE APPROVAL FOR YOUR RESEARCH MEANS THAT YOUR PROJECT MAY BE FAILED OR THAT YOU ARE SUBJECT TO DISCIPLINARY ACTION

HUMAN TISSUE ACT 2004 DOCUMENTATION
The guidance notes on the Human Tissue Act 2004 can be read in the below document.  
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Signing this application confirms that you will comply fully with the provisions of the HT act (2004) as directed locally by the designated individual.

RETENTION OF PRIMARY DATA
For Faculty and University polices on the retention of primary data please see the following links.
Retention of primary data – implications for applications to ethics committee 
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Retention of primary data – HLS brief guide (full DMU policy available through this document)
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PROCEDURES FOR APPLYING FOR FACULTY ETHICAL APPROVAL

The current procedures for gaining Faculty ethical approval are addressed in the below document
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Please enable macros before completing this form
>>>FORMS MUST BE SIGNED<<<

>>>please use UNEQUIVoCAL language and avoid jargon<<<
DE MONTFORT UNIVERSITY


APPLICATION FORM FOR RESEARCH ACTIVITY REQUIRING HUMAN RESEARCH
ETHICAL CONSIDERATION OR APPROVAL

Applicant name:                                                 
Postal address and contact details: 
	
	
	


Supervisor(s) (if applicable):            n/a[image: image5.wmf]
         Programme (if applicable):                             n/a [image: image6.wmf]
	
	
	


Title of Research Project:              
	


Start date for the project:                                   
 Expected end date for the project: 

                                                                       
 (FREC/RCO must be advised upon completion)

	
	
	


Brief description of proposed activity and its objectives:

	


Ethical issues identified:


         How these will be addressed:
	
	
	


To which ethical codes of conduct have you referred? These are specific to each Faculty/School, if you have a query please ask your supervisor or Faculty REC for advice. 
	


Checklist for applicant:
Has the research proposal identified any of the following research procedures? 
(Please tick boxes for “YES”): (Enable macros to use tick boxes)
[image: image7.wmf]Using archived data in which individuals are identifiable 
[image: image8.wmf]Researching into illegal activities, activities at the margins of the law or activities that have a risk of 
     personal injury
[image: image9.wmf]Reuse of primary data (please note this must be subject to a separate ethical application)
Have you considered the following? (Please tick boxes for “YES”):
[image: image10.wmf]Providing participants with full details of the objectives of the research
[image: image11.wmf]Providing information appropriate for those whose first language is not English
[image: image12.wmf]Voluntary participation with informed consent

[image: image13.wmf]Written description of involvement

[image: image14.wmf]Freedom to withdraw

[image: image15.wmf]Keeping appropriate records

[image: image16.wmf]Signed acknowledgement and understanding by participants

[image: image17.wmf]Consideration of relevant codes of conduct/guidelines
[image: image18.wmf]The safety of the researcher (e.g. infection risks)
[image: image19.wmf]Appropriate storage of records (site of storage and what is being stored e.g. format of data)

[image: image20.wmf]Any other/additional factors that could/will give rise to ethical concerns? E.g. language difficulties
     etc. If you have ticked yes to this point, please provide more information below.
	


List of accompanying documentation to support the application (please tick boxes for “YES”):
[image: image21.wmf]A copy of the research proposal

[image: image22.wmf]The details of arrangements for participation of human subjects or donation of human tissue / bodily fluids (including recruitment, consent and confidentiality procedures and documentation)

[image: image23.wmf]A copy of all documentation provided to the volunteer to ensure the clarity of information provided
[image: image24.wmf]Copies of appropriate other ethical committee permissions (internal or external) or supporting documentation
[image: image25.wmf]If appropriate: a list of proprietary or commercial drugs to be used in the proposed investigation including formulation, dosage and route of administration and known adverse side effects 
[image: image26.wmf]A statement of your competence to carry out this research as a student or a brief one page   curriculum vitae for each applicant, including recent publications (staff only)
[image: image27.wmf]Curriculum vitae from your supervisor (if applicable)

[image: image28.wmf]Other documentation: Arrangements for storage of human tissue, arrangements for disposal of human tissue, arrangements for tracking, tracing and recording samples brought/used on site
[image: image29.wmf]If you intend to use a licensed tissue bank to gain access to samples please provide details of the bank including details of their application procedures and a copy of their HTA licence
There are four possible outcomes from reviewing the activity against the procedures in place:
1. no ethical issues

2. minor ethical issues which have been addressed and concerns resolved

3. major ethical issues which have been addressed and concerns resolved

4. ethical issues that have not been resolved/addressed
The reviewer advises the PMB/REC of those activities in the first three outcomes.

Activities in the fourth outcome are submitted to the Faculty REC for resolution

Authorisation
By signing this form, you confirm that you have read, understand and will comply with the above ethical guidelines
	Signature of researcher / student
	
	Date:

	Signature of supervisor 

(if applicable)                   n/a [image: image30.wmf]
	
	Date:

	Appropriate authorising signature 

(if applicable)                   n/a [image: image31.wmf]
	
	Date:


This form complies with the DMU policy statement on Human Research Ethics; a full copy of which can be found in the General Regulations and Procedures Affecting Students.

A separate form is required for each project.

Application forms completed by PG Research students or staff should be returned to the Research and Commercial Office, Faculty of Health and Life Sciences, 1.25 Edith Murphy House. Phone: 6122 / 7891, e-mail HLSFRO@dmu.ac.uk
Application forms completed by UG or PGT students must be returned to the relevant administrative or academic staff involved with the particular module
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Procedures for gaining ethical approval in the 

Faculty of Heath & Life Sciences

All students and staff who wish to undertake research activities need to apply for ethical approval before commencing their research. There is an application for ethical approval form which must be used; for a copy of the current version please contact the Research & Commercial Office, Faculty of Health & Life Sciences, 1.25 Edith Murphy Building, tel: 6122 / 7891, email hlsfro@dmu.ac.uk

For Undergraduate and Postgraduate Taught Students


· The Head of Studies (Undergraduate and Postgraduate Taught) will manage procedures for students to apply for ethical approval and will be a member of the Faculty Ethics Committee.


· The above mentioned ethical approval form is to be used by students who need to undertake research as part of a module’s formative or summative assessment.


· A list of modules which involve research activities should be sent to the Research & Commercial Office each academic year.

· Panels consisting of two members of academic staff (exclusive of the students’ supervisor) with subject area knowledge will scrutinize applications and grant ethical approval as appropriate. A list of panel members is to be kept on file and a copy sent to Research and Commercial Office at the start of each academic year.

· These decisions will be recorded using the pro forma “List of Applications for Ethical Approval”.

· These lists must be tabled and presented at Project Management Boards and signed by PMB Chairs.

· The list and a copy of each proposal/application form (signed by both student and supervisor) are then sent to the Research and Commercial Office to go to the Faculty Research Ethics Committee for approval and signature.

· All lists and paperwork regarding ethical approval are confidential and any spare copies of paperwork must be shredded. 

· Students must be informed of decisions regarding ethical approval by letter (Faculty Office or CPD teams to send letters).

· Where external ethical approval is required, students should usually obtain University ethical approval first (see Requesting a Sponsorship Letter for more information).

· Students must advise the Research & Commercial Office via the Faculty Office or CPD if there is any deviation from the research proposal that has been approved.

· Copies of submitted applications/proposals will be kept on file in the Research & Commercial Office for one year after the specified end date before being shredded.

For Postgraduate Research Degree Students


· The Head of Postgraduate Research Degrees will manage procedures for students to apply for ethical approval and will be a member of the Faculty Research Ethics Committee. 

· Every student must complete section 11 of the Application to Register for a PhD form.


· Where it has been identified (by the Faculty Research Degrees Committee ) that ethical approval is required, the student must be informed of this and must complete an application for ethical approval which must be submitted to the Research and Commercial Office.

· A signed paper copy, as well as an electronic copy of the full application including all supporting documentation should be submitted to the Research & Commercial Office.


· If human tissue is involved applicants should ensure that the correct application form is used and the ‘Human Tissue Act 2004’ is adhered to.

· All applications for ethical approval will be scrutinized by at least two members of the Faculty Research Ethics Committee; the outcome of the review will be reported to the Committee for consideration and approval as appropriate.

· Students will normally be informed of the decision in writing from the Research & Commercial Office within three working weeks of an application being submitted. 

· Where external ethical approval is required, students should usually obtain University ethical approval first (see Requesting a Sponsorship Letter for more information).


· Applicants must consider and state how they will store their data, where they will store it, how long it will be stored for and in what format it will be stored e.g. paper, electronic etc.

· Any reuse of the original data that has not been covered by the original authorisation must be subject to a separate application.

· Applicants must advise the Research & Commercial Office if there is any deviation from the approved research proposal.

· Applicants must advise the Research & Commercial Office once the PhD/research is complete and all applications/proposals will be shredded.

For Staff


· Staff within the Faculty who wish to undertake research activities (not research as part of a research degree), must complete an application for ethical approval which must be submitted to the Research & Commercial Office for consideration by the Faculty Research Ethics Committee.

· A signed paper copy, as well as an electronic copy of the full application including all supporting documentation should be submitted to the Research & Commercial Office.


· If human tissue is involved staff should ensure that the correct application form is used and the ‘Human Tissue Act 2004’ is adhered to.

· All applications for ethical approval will be scrutinized by at least two members of the Faculty Research Ethics Committee; the outcome of the review will be reported to the Committee for consideration and approval as appropriate.

· Where external ethical approval is required, staff should usually obtain University ethical approval first (see Requesting a Sponsorship Letter for more information).

· Staff will normally be informed of the decision in writing from the Research & Commercial Office within three working weeks of an application being submitted.

· Copies of submitted applications/proposals will be kept on file in the Research & Commercial Office for one year after the stated end date before being shredded.

· Applicants must consider and state how they will store their data, where they will store it, how long it will be stored for and in what format it will be stored e.g. paper, electronic etc.

· Any reuse of the original data that has not been covered by the original authorisation must be subject to a separate application.

· Applicants must advise the Research & Commercial Office if there is any deviation from the approved research proposal.


· Applicants must advise the Research & Commercial Office when the research is complete.


Requesting a Sponsorship Letter


· Where external ethical approval is required, applicants may request a sponsorship letter from the Research & Commercial Office.


· Sponsorship letters can only be issued providing the applicant has had written confirmation from the Faculty Research Ethics Committee via the Research & Commercial Office or the Undergraduate or Postgraduate CPD teams advising them that their research has been ethically approved.


· Applicants should state the reference number given on the previously issued letter stating that ethical approval was granted.


· Applicants should provide the name and address of the Chair of the Ethics Committee/Head of the Research & Development Office whom the sponsorship letter should be addressed to.


· Applicants should allow five working days for a sponsorship letter to be issued. 

· Applicants must advise the Research & Commercial Office if there is any deviation from the approved research proposal the sponsorship letter covers.

The Faculty Research Ethics Committee


The Faculty Research Ethics Committee will meet at regular intervals to oversee ethical approval decisions. 


This Committee will a) consider applications for ethical approval from staff and research degree students, b)  consider applications from external bodies, who wish to use our students as participants in their research, c) receive and consider policy decisions from within the University and externally and how these might affect research ethics and programmes of study in the Faculty, d) receive, consider and approve lists of decisions from UG, PGT areas from Project Management Boards, e) produce an annual report, which will be presented to the University Ethics Committee, f) consider appeals from students and staff where ethical approval has not been agreed and g) consider and develop staff development around ethics.

The minutes from this Committee will be sent to the University Research Ethics Committee.

There will no longer be School Research Ethics Committees. Decisions regarding ethical approval will be made at UG, PGT, PGR, Staff - Faculty Research Ethics Committee as described above.


Procedures for gaining ethical approval in the


Faculty of Heath and Life Sciences

Undergraduate and Postgraduate Taught Courses





Procedures for gaining ethical approval in the


Faculty of Heath and Life Sciences


Postgraduate Research Degree Students




Procedures for gaining ethical approval in the 


Faculty of Health and Life Sciences


Academic Research




All paperwork to be held in the Research & Commercial Office







Student needs to undertake research – completes an Application for Ethical Approval Form







Meeting of a panel of relevant subject area staff to consider each application for ethical approval







Panel records discussion and decisions taken on a pro forma form. This is tabled and signed at Programme Management Boards and sent to the Faculty Research Ethics Committee







Faculty Research Ethics Committee receives all lists of decisions (pro formas)







Student is informed of decision by letter











Student can apply for external ethical approval











Student can apply for external ethical approval











Student is informed of decision by letter – letter is copied to the Faculty Research Student Administration and the Graduate School Office







The Faculty Research Ethics Committee receives and reviews the application







Application submitted to the Research and Commercial Office







Student needs to undertake research – completes an Application for Ethical Approval Form











Research Team can apply for external ethical approval











Principal Investigator is informed of decision by letter







Faculty Ethics Committee receives and reviews the application







Application submitted to the Research and Commercial Office











Research Team needs to undertake some research – completes an Application for Ethical Approval Form



(DMEL activities could also require ethical approval)







Faculty Research Ethics Committee advises Faculty or CPD Offices when ethical approval has been ratified







Top copy of all paperwork held in Undergraduate or Postgraduate Office as appropriate







All paperwork to be held in the Research & Commercial Office
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HUMAN TISSUE ACT 2004


The Human Tissue Act (2004) documents three key roles relating to governance. These are:


1. Designated Individual (DI)


2. Licence Holder (LH)


3. Persons Designated (PD) as a person to whom the licence applies.


Designated Individual

This is the individual person under whose supervision the licensed activity is authorised to be carried out. The DI must satisfy the HTA that they are a suitable person to hold the position as they have primary (legal) responsibility under Section 18 of the HT Act to ensure:


1. That suitable practices are used in undertaking the licensed activity


2. That the other persons who work under the licence are suitable


3. That the conditions of the licence are complied with.


Anyone acting under the direction of the DI or a PD in the notice given to the Human Tissue Authority (HTA) is a person to whom the act applies.


Licence Holder


The LH must satisfy the HTA that they are a suitable person to be holder of the licence. In addition, the HTA prefer the Corporate Licence Holder to be more senior than the DI in order to substitute for the DI when necessary. The LH must have the consent of the DI to apply for the licence. The LH is however, not under any duty comparable to those of the DI under Section 18 of the Act to supervise the activities concerned.


Persons Designated as a person to whom a licence applies

PD’s are designated by the DI of the establishment (in this case DMU) and the names of these individuals must be provided in a notice to the HTA. The licence applies to these individuals and the work performed by these individuals is directed by the DI.  Whilst the word direction is not defined in the HT Act the dictionary definition includes ‘guiding, managing, instruction of what to do, and order’. The DI should have procedures in place to ensure that the requirements of the HT Act are met and PD’s could reasonably assist in developing and implementing these procedures.  It is not considered sufficient for PDs’ to be ‘merely authorised by the DI’. Designated Persons should be formally appointed and consent to their role by the DI.

Compliance with HTA Standards

The HTA Standards cover Consent, Governance and quality systems, Premises, facilities and equipment and Disposal.  


Consent Standard

1. Consent is obtained in accordance with the requirements of the HT Act 2004 and as set out in the code of practice.


2. Information about the consent process is provided and in a variety of formats.


3. Staff involved in seeking consent receive training and support in the implications and essential requirements of taking consent.


Governance and quality systems

1. All aspects of the establishment’s work are supported by ratified documented policies and procedures as part of the overall governance process.


2. There is a documented system of quality management and audit.


3. Staff are appropriately qualified and trained in techniques relevant to their work and are continually updating their skills.


4. There is a systematic and planned approach to the management of records.


5. There are documented procedures for distribution of body parts, tissues or cells.


6. A coding and records system facilitates traceability of body parts, tissues and cells, ensuring a robust audit trail.


7. There are systems to ensure that all adverse events are investigated properly.


8. Risk assessments of the establishment’s practices are processes are completed regularly and recorded and monitored appropriately.


Premises, facilities and equipment 

1. The premises are fit for purpose


2. Environmental controls are in place to avoid potential contamination.


3. There are appropriate facilities for the storage of bodies, body parts, tissues and cells, consumables and records.


4. Systems are in place to protect the quality and integrity of bodies, body parts, tissues and cells during transport and delivery to its destination.


5. Equipment is appropriate for use, maintained, quality assured, validated and where appropriate monitored.


Disposal

1. There is a clear and sensitive policy for disposing of body parts and tissue.


2. The reasons for disposal and the methods used are carefully documented.


ONCE YOU HAVE SIGNED THE APPLICATION FORM YOU ARE CONFIRMING THAT YOU WILL COMPLY FULLY WITH THE PROVISIONS OF THE HT ACT (2004) AS DIRECTED LOCALLY BY THE DESIGNATED INDIVIDUAL.


_1375787069.unknown

_1375787070.unknown

_1375787067.unknown

_1375787068.unknown

_1358582702.doc
De Montfort University  




Faculty of Health & Life Sciences

Retention of Primary Research Data – Brief Guide


There is a requirement for retention of primary data arising from research in order to strengthen the reliability of research evidence and to safeguard researchers (and DMU) from allegations of research misconduct.  

The purpose of this communication is to highlight the main requirements and is primarily intended for Principal Investigators (PIs) and First Supervisors of postgraduate research projects.  PIs and first supervisors should ensure that individual researchers are aware of their responsibility to ensure that primary material is available to be checked.

This guide is largely based on DMU’s 2008 Research Records Retention Policy (RRRP), but also (a) encompasses the spirit of the ‘RCUK Policy and Code of Conduct on the Governance of Good Research Conduct’ (2009) and the ‘UKRIO Code of Practice for Research: Promoting good practice and preventing misconduct’ (2009), and (b) responds to feedback arising from consultation with academics across the Faculty.

1.
Applies to current research projects (as far as possible) and to future projects in the 


following categories:

a) Postgraduate funded research projects (DMU specified) 

b) Other postgraduate research projects requiring ethical approval (excluding research projects on taught Masters programmes)

Considered as good practice to follow the principles in relation to the conduct of any other postgraduate research.

2.
Data generated in the course of research, both in ‘raw’ and ‘analysed’ form (e.g. completed questionnaires; audio/video recordings; diaries; observational recordings; laboratory notebooks and emails). 

In order to avoid unnecessary storage of primary data within the research record for a project, judgements have to be made as to what is relevant primary data. Essentially this is research evidence to support published data, data in submitted theses, final reports etc. 


3.
Responsibility for the accuracy, completeness and security of research evidence during the project lies with the Principal Investigator. Any other individuals who may be involved in the research process should have clearly defined and documented responsibilities, e.g. student researchers and their supervisors. Reseachers should keep clear and accurate records (including dates) of the procedures followed and approvals granted during the research process, both as a means of demonstrating proper practice, and to respond to any questions about either the conduct of the research or the results obtained. Individual researchers should always ensure that primary material is available to be checked. 

For projects without an identified PI, the lead academic bares the PI’s responsibility, e.g. first supervisor of PGRA. 

4.
Storage: Research records should be stored in facilities and equipment or in electronic systems which are ‘fit for purpose’.



During a research project, research records should be stored and indexed so that they can be identified and retrieved quickly and easily.


a. Confidential ‘hard copy’ records should be stored in locked equipment or rooms when they are not been used, e.g. filing cabinets within academic staff offices.


b. Confidential electronic records should be protected (e.g. password), organised according to University protocols, and backed up 



Following completion of a research project, the relevant record (including primary research data) should be stored in a secure environment that enables continued access and ease of retrieval. The Faculty’s Research & Commercial Office will provide, whenever possible, a central repository, with achieving support (contact Helen Douds in the first instance, hdouds@dmu.ac.uk)    

6.
Access to research records should be controlled to prevent unauthorised use etc. Such authorisation would normally be granted by the Principal Investigator (or designated nominee). Approval for secondary use of the data should consider ethical issues, e.g. justification for use, mechanisms for continued protection of anonymity and confidentiality.


In the event that a member of staff leaves the institution, data and records relating to any funded research during their period of employment remain the property of the University (DMU specified). There is however scope for the research record to move with the staff member, with DMU retaining a copy as part of its own research record.


7.
Over-riders: Specific record keeping requirements of the research sponsors or funding bodies should be adopted where applicable. Requirements of EU Directives/Regulations of Acts of UK Parliament override those of funding body.

8.
Minimum Retention Periods:

a.  Data generated that may have a secondary use for other research and learning:




Life of programme + 10 years (DMU specified) 

b.  Final reports: retain for permanent preservation (DMU specified)

c.  Retain record for whichever is longer:

i) five years after completion of the project (statutory limitation period);


ii) a period of time determined by the conditions set by the particular research sponsor (also see (a)  above).


Further reading, DMU’s 2008 Research Records Retention Policy:


http://www.dmu.ac.uk/Images/Research_Records_Retention_policy_tcm6-33859.pdf


RO Jenkins


April 2010


Retention of primary data – implications for applications to ethics committee

Preamble

The ethics committee recognises:

1. An increasing academic requirement to store primary data upon which published work has been based

2. The requirements of gatekeepers (e.g. NHS) for primary data to be stored for a minimum period which is likely to extend beyond the researcher’s employment within the university

3. The increasing requirement by commissioners of research for the primary data to be retained for a significant period

4. The increased expectation that primary data will stored in order to be widely available beyond the research team (near ‘open access’ sites)

The committee further recognises and endorses the University’s policy on the secure storage of primary data (add URL). Whilst this deals with the ethical issue of storage in the long term, there are a number of issues that arise for researchers in developing appropriate research protocols.

Principles

The Faculty Ethics Committee identifies four principles for good practice:

1. Primary data collected on human subjects ought to be stored for no longer than is required.

2. Participants in any research project ought, normally, to be informed of the length, type of data storage, and how widely the primary data will be made available and in what form, as a matter of course. 

3. There needs to be a clear and well-documented ‘chain of custody’ for any primary data. The researcher being responsible for its storage and disposal at the earliest opportunity, unless it is formally passed to the university. 

4. Having formally passed the primary data to the University for Storage, the researcher ought to securely dispose of all copies of primary data in their possession. 

Practice

In practice the ethics committee will expect to see at review:

A. A statement on the intended period of storage of the data and the justification (e.g. requirements of commissioners)

B. A protocol for the management of the primary data beyond the life of the project

C. A statement of any intension for the data to be reinterrogated at a future time, including the intension to store the primary data on ‘open access’ data storage sites.

D. A clear statement of the above for participants on an information sheet or similar



Note: by primary data we mean the initial data collected for a study and material not in publishable form. This includes data which uses pseudonyms, but which retains sufficient contextual clues as to make claims to be anonymised difficult to justify. 

Richard Davies, June 2009




