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SECTION I : 
ETHICAL PRINCIPLES GUIDING RESEARCH WITH HUMAN SUBJECTS

Ethical Principles Guiding Research

Introduction to the Principles

This section offers an outline of the main ethical principles which should be taken into account in the course of research which is undertaken on human subjects. It identifies how these ethical principles are expressed in practice and deals with the key elements of protecting the rights of subjects, obtaining informed consent and offering confidentiality and anonymity.

Four ethical principles are relevant to the practice of ethical research.  They are


* Non-maleficence - Do no harm  


* Beneficence - Do positive good


* Autonomy - Show respect for rights of self-determination


* Justice - Treat people fairly

There are also a number of derivative moral rules - moral rules that are said to derive from the four main principles - namely fidelity, veracity, confidentiality and privacy.

It is worth considering the application of the four principles to the research setting and noting some of the expectations which are currently held about the ways in which ethical research should be conducted.

Non-maleficence - Do No Harm

Some procedures which are undertaken for research purposes can cause discomfort or a degree of "harm" to the research subject. This is as true of psychological harm which might result from questionnaires and interviews which contain embarrassing or sensitive questions, as it is of more invasive procedures such as blood sampling.  The benefits of research must always be weighed against any harm that might be done to subjects.

The Medical Research Council states the following in relation to the question of harm or risk:

"the potential and known risks of the research to the participants must be taken into account by participant and investigator as well as the potential benefits of the research..."

                                                           


(MRC 1992)

It is clear that the amount of discomfort or "harm" and its likely impact should, therefore, be a key consideration in planning the research. Although it is often suggested that only the individual researcher can determine whether or not the procedures are justified in terms of the likely benefits of the research, researchers have a tendency to over-rate the benefits and under-rate the risks.  This is one reason why ethical committee approval is especially important when research involves invasive procedures and drugs which might adversely affect physical health.  Increasingly researchers are also being made aware of the risks of psychological harm in research.

Research which carries a risk of harm (physical or psychological) should only be conducted by properly qualified investigators. Particular care should be exercised in decisions about the types of research which can be conducted by undergraduates. 

Do Positive Good

The guidance offered by the Medical Research Council is useful in this respect. The Council's general principles state:

"research must be of potential scientific or practical value. That is it must address an important question .... and be feasible and well designed."










(MRC 1992)

Autonomy

The principle of autonomy is regarded by many as the most important principle in health care ethics.  Respect for autonomy implies respect for the individual’s right to self-determination.  Self-determination is the shaping of one’s self by one’s choices.  Although many philosophers argue that no one is totally self-determining, it is also argued that self-determination is part of the subjective reality of life, and that few things mean more to us than this freedom.
Justice - Treat People Fairly 

These two principles are closely related but there is an important distinction to make between the two. Treating people fairly means treating everyone equally. It means that the researcher is obliged to offer the same explanations and same treatment to all research subjects irrespective of their status. It might for example be tempting to assume that a class of school children could be asked to fill in a questionnaire without offering them the same explanations or freedom not to participate as a group of adults. 

Non-maleficence and Beneficence

It is relatively rare for research to benefit those who take part.  The exceptions include certain types of medical research.  Patients taking part in randomised controlled drug trials may benefit from new drugs; even those given the placebo have sometimes been found to benefit from their ‘treatment’.  People who participate in certain types of interview studies - e.g. studies of the stresses and strains of caring for a disabled person - have reported benefiting psychologically from the opportunity to talk about their problems.  People taking part in medical research which is highly unlikely to benefit them personally (certain very risky procedures for terminally ill patients) have also reported benefiting from knowing that the research, while it is unlikely to help them personally, may benefit others with the same disease or condition.

All invasive medical procedures involve the risk of death or harm.  When deciding whether or not to approve medical research, Research Ethics Advisory Groups must decide whether or not the potential benefits from the research justify the risks to the research participants.  Research with the potential for harm which is methodologically unsound cannot be generalised and hence should never be approved.  For this reason Research Ethics Advisory Groups must concern themselves with research design as well as the ethical issues involved.
Where potential psychological harm is involved it is important to provide some means of addressing this after the research procedure has been undertaken, or in some cases after the research study as a whole has been completed. In the conduct of such research, therefore, the researcher is obliged to plan for the following where appropriate: 

* 
the provision of counselling if the research subject is likely to become distressed by the topic (an example might include those invited to discuss issues such as death and dying); 

*
advice about services or help which the participant might solicit as a result of discussing needs which are not being met; 

* 
offering the benefits of an intervention after an intervention programme if it is found to be beneficial (for example smoking cessation advice); 

* 
some post-interview advice if the participants' expectations have been raised; 

* 
an explanation of why deception has been used. 

Autonomy 

Consent

For consent to participation in research to be ‘valid’ consent must be

•

Informed

•

Voluntary


•
Competent

Informed consent
The term ‘informed consent’ stems from a legal doctrine in the United States that consent to treatment will only be valid if patients have been given the information that they need to make an autonomous decision.  The standard is that of what the ordinary person would want or need to give consent.  In the United Kingdom the ‘professional standard’ holds.  This means that doctors need only give the type and amount of information that other doctors would normally give.  

Although the requirement for information disclosure for consent to treatment in the UK seems rather less respectful of patient autonomy than that in the United States, it must be kept in mind that the standard for consent to research participation is higher than that for treatment.  It is accepted that in research there are very few exceptions to the requirement that research participants should be fully informed.  Any exceptions to this requirement must be justified.

Subject Information Sheets - Giving information to research participants is more complex than might be supposed.  In medical research potential research subjects must be given Patient Information Sheets outlining the aims and procedures and risks and benefits, if any.  A model of an information sheet has been developed by the Central Office for Research Ethics Committees – COREC - and can be seen in Appendix 3, or via the COREC website www.corec.org.uk/applicants (follow link for ‘Informed Consent’ on top menu bar).
In the past patients were often given an information sheets to read which were attached to the Consent Form, which were then taken away by the researcher when the Consent Form was signed.  Nowadays the participant must be given a copy of the information sheet and a signed consent form to keep.

It is the view of the Research Ethics Advisory Group that wherever possible Information Sheets should be utilised.  Where patients are involved Information Sheets are required.  In studies involving children, parents should, with few exceptions, be given Information Sheets.  

Consent Forms  - Consent forms are required in health settings for surgery and for most research projects.  Consent forms have no legal standing.  While they may provide the researcher with some ‘evidence’ that the subject had consented to take part in the research, the subject might be able to demonstrate that consent was, nevertheless, invalid because he or she had been coerced into taking part in the research or had not understood the information given.  A model of a consent form has been developed by COREC and can be seen in Appendix 4 or via the COREC website www.corec.org.uk/applicants (follow link for ‘Informed Consent’ on top menu bar).

The practice of using consent forms in social science research has increased in the last decade although there is still disagreement as to how far this practice should be extended.  For example, should people taking part in interviews be required to sign a consent form?  

Although it might seem a useful ‘safeguard’ to have an interviewee sign a consent form, asking subjects to sign such forms often raises suspicions about the nature of the research.  This may reduce the likelihood that people will agree to take part in research.

It is the view of the Research Ethics Advisory Group that most social science undergraduate research does not require the use of written consent forms.  Studies involving patients need to follow the advice of the trust or health board Research Ethics Advisory Group as to whether or not written consent is required.  Research involving school children should in almost all cases have parents sign a consent form.


Understanding - It is one thing to give potential research participants information, it is another to ensure that they understand that information.  Should the information given be that which most people would understand, or what each individual subject can understand?  While it might be relatively easy to give information verbally at a level which could be understood by individuals, it is harder to ensure that information is understandable when it is in a written form.  Good research practice requires that information is given both verbally and in a written form whenever possible.

There are a number of common sense methods of ensuring that information is understandable to ‘most’ potential subjects.  First, it should be jargon free.  Second, information sheets should be tested for ‘reading ease’.  Recent word-processing packages often include 2-3 different methods of testing for reading ease.  Reading ease formula will tell you what proportion of the population will be able to understand the text as well as the reading level required for understanding.
  Third, the information to be given to potential subjects should be piloted; i.e. pilot subjects should be asked how understandable the information is and how it could be improved.  

Subjects should, of course, be given an opportunity to ask questions about the research before agreeing to take part.
Competence

Subjects need to be competent to consent before consent can be regarded as valid.  Competence is not ‘all-or-nothing.’  Someone with a learning disability would be regarded as competent to decide what to eat in a restaurant, but his or her competence to consent to marriage might be questioned.  A person with dementia might be regarded as competent to answer simple questions about the quality of food in a day hospital, but not competent to consent to take part in a randomised controlled drug trial.  Children of age fourteen are more competent to consent to research than those of six years of age.  

Although difficult, it is possible to justify certain types of research on people who are not competent to consent.  All research involving those who might not be competent to consent (e.g. children, people with some forms of mental illness, those with dementia) must be referred to the Research Ethics Advisory Group.  If participants in a research project involve children or adults with incapacity (as defined in the Adults with Incapacity (Scotland) Act 2000), you must comply with this legislation.  If a researcher does not comply with these requirements, or did not anticipate that the research would involve these groups, children or adults with incapacity (as defined in the Adults with Incapacity (Scotland) Act 2000), must be excluded from the study.  The section of specific relevance of the Adults with Incapacity (Scotland) Act 2000 (that relating to medical treatment and research) can be accessed via the HMSO website: 

www.scotland-legislation.hmso.gov.uk/legislation/scotland/acts2000/00004--f.htm 

Voluntariness

For consent to research participation to be valid consent must be voluntary, i.e. there must be no coercion, undue influence or unjustifiable pressures.  These are defined in the Belmont Report (1979) as follows:

Coercion occurs when an overt threat of harm is intentionally presented by one person to another in order to obtain compliance

Undue influence, by contrast, occurs through an offer of an excessive, unwarranted, inappropriate or improper reward or other overture in order to obtain compliance.

Unjustifiable pressure usually occurs when persons in position of authority or commanding influence - especially where possible sanctions are involved - urge a course of action for a subject.

Where does unjustifiable persuasion end and undue influence begin?  What counts as undue influence?

Examples:

· Actions such as manipulating a person’s choice through the controlling influence of a close relative.

· Threatening to withdraw health services to which an individual would otherwise be entitled.

Pressures affecting decision-making:

· To please a doctor who has helped or might help the person

· Too little time for reflection

· Payment of fees and expenses

· Features of subject’s mental state (E.g. subjects may agree to participate in research which is unpleasant or hazardous because they think they are unworthy and should be punished)

There are a number of practical ways of ensuring that subjects do not feel pressured or coerced into taking part in research: 

· Potential participants must be told that services will not be denied to them if they do not take part, nor will refusal to participate result in any other form of discrimination.

· Researchers must also be aware that their status alone may put pressure on people to participate in research.  

Acknowledgement of this has led to a policy in many medical schools where medical students are not allowed to take part in medical research.  This is because medical students may find it difficult to say no when asked by professors, lecturers or clinicians to take part in research.  

Even students new to university might find it difficult to say no if a more senior student or member of staff asks them to take part in research.

· Because many research projects might involve some element of pressure, it is becoming more common to require that participants, especially patients,  ‘opt in’ to studies.  

For example, the patient’s general practitioner might write to the patient asking if he or she would be willing to take part in a named researcher’s study, and asking them to return a post-card indicating willingness to participate, with non-returns regarded as  refusals.  Such procedures have been adopted because of increasing awareness of the difficulty people have in saying ‘no’.  In other words, ethical practice requires that the researcher make it easy for people to refuse to participate.  Of course, making it easy to refuse has been found to lead to low response rates which has been damaging to research.

People who reside in institutions (e.g. prisoners, old people in nursing homes) are also under pressure to participate in research.   It used to be common practice in prisons in the United States to offer prisoners the chance of early release if they participated in research.  The boredom that many people experience in institutions may be part of a subtle pressure for research participation.  Recognition of the pressures on prisoners to take part in research led, in the United States, to an almost blanket ban on research in prisons.  However, more recently prisoners themselves have argued that the ban on research participation is discriminatory.  Prisoners organisations have argued that research participation gives prisoners an opportunity to feel that they are helping to contribute something to the greater good of society.

There has been some controversy in the United States about requiring undergraduate students who are taking certain social science courses (mainly psychology) to participate in the research of staff and post-graduate students.  In many cases the coercion is quite overt - students will not pass the course if they do not participate in a certain number of research projects.  It is usually argued that research participation is essential to an understanding of the discipline and its research methods.

· Giving potential research participants time to consider whether or not they want to take part in the research is now regarded as important in ensuring that consent is voluntary.

In the same way that many surgeons now ask patients who are offered risky treatments the opportunity to make decisions at home, rather than in the hospital where the mere presence of doctors and nurses, might be coercive,  researchers should think carefully about methods that might ensure that consent is voluntary.  This is especially important in any research that might involve harm, including psychological harm.
Justice

Justice in research requires that classes or groups of people are not exploited for research purposes.  This includes prisoners or people living in institutions.  The case for justice is not the same as voluntariness in consent.  For justice to occur people must be treated ‘fairly’.  It is regarded as unfair if certain groups are used repeatedly for research just because they are convenient.  In particular, certain groups (e.g. poor people, prisoners, residents of nursing homes) must not be unfairly exposed to the risks associated with research involving invasive procedures.
Confidentiality and Anonymity

A final key element in protecting the rights of the individual concerns the right to privacy. Researchers must offer research participants complete confidentiality and ensure that in reporting on the study they do not reveal individual identity. The concern to protect confidentiality should extend to the storage, retrieval and disposing of information about participants.  Provisions of the Data Protection Act should also be adhered to strictly.  

Researchers should be aware of the difference between confidentiality and anonymity. The latter can only be guaranteed in the case of questionnaires which are sent out without a code number and where individuals are untraceable. 

The process of gaining informed consent from children or, from people who have mental illnesses or learning difficulties needs to be treated with great sensitivity. Proxy consent from parents or other relatives who can act as an advocate for the potential research participant should be sought. This is a matter of ‘good practice’ rather than a legal requirement; in Scotland no adult can given ‘legally’ consent to treatment or research participation for another adult.   

It essential to ask the child or the impaired person because, although they may not grasp the full significance of the research, they may well hold strong views about whether or not they wish to participate. In other words, parents and guardians should be considered as trustees of a child's interests rather than as having rights over a child. 

Deception

In recent years researchers have become more aware of psychological harms that might be caused to research subjects if they are in any way deceived as to the nature of the study in which they are participating. Robson (1995) puts the issue quite strongly when he states

“The withholding of information or the misleading of participants is unacceptable if the participants are likely to object or show unease once debriefed.......Participants should never be deliberately misled without extremely strong scientific or medical justification.  Even then there should be strict controls and the disinterested approval of independent advisors.” (p 472)

Much of the concern with deception in research has stemmed from medical and psychological research.  There are numerous examples of patients being subjected to experimental procedures, often with considerable risks of physical harm, without full information.  Likewise, there are many examples of research in psychology where subjects were deceived as to the nature of the study and where the procedures would very likely have caused considerable distress to the participants.  In some cases people were unaware that they were participants in psychological or sociological research utilising observational methods.

Although at one time it was regarded as acceptable to conduct social science research involving deception if the participants were fully de-briefed afterward,  this approach is now contentious.  Debriefing itself does not provide a justification for deception and including subjects in studies without valid consent. 

Nevertheless, as noted above there might be circumstances in which deception is justified, though these would be rare.  Examples of justified withholding of information include the giving of ‘augmented’ information (via videos or leaflets) to one group of patients and ‘normal’ information to another to see if the extra expense of augmented information can be justified.  In this case the patients in the control group are not denied treatment.  Because telling the patients in the augmented information group the aim of the study would seriously undermine the study, and because the findings are important in terms of the use of hospital resources, the withholding of information in such studies is regarded by most as justifiable.  However, it is worth keeping in mind that some argue that even in a case of this type the withholding of information on the aims of the study cannot be justified.

Summary

The four principles non-maleficence, beneficence, autonomy and justice provide a clear framework for researchers concerned with the ethical aspects of their work. Most codes of conduct published by professional bodies contain the themes which have been outlined above. Ensuring ethical conduct in research is not a question of applying a rigid set of rules but of addressing the ethical questions posed by an individual research study with these key principles in mind. 
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SECTION II: 
GUIDELINES RELATING TO THE ETHICAL APPROVAL, NOTIFICATION AND MONITORING OF RESEARCH INVOLVING HUMAN SUBJECTS AT THE UNIVERSITY OF THE WEST OF SCOTLAND
Procedures

All research projects conducted by staff and which involve human subjects or risk to the researcher must have ethical approval from the University of the West of Scotland (see p21 for procedures for undergraduate and postgraduate projects).  Projects requiring particular attention regarding ethical matters include:

· Clinical trials
· Research involving children
· Research involving deception
· Research involving subjects/patients drawn from hospitals or medical records
Applying for ethical approval

All ethical approval forms must come via the School.  The Associate Deans (R&C)/School Ethics nominee should submit all ethical approval forms to the Research Ethics Advisory Group.  Researchers should not submit forms directly to the Group.  

A note of receipt of all ethical application forms will be sent to both the researcher and the School’s nominated contact (suggested as Associate Dean R&C).  As Associate Deans (R&C) will be members of the Research Ethics Advisory Group, and will therefore be involved in approving all ethics approval forms, it is not necessary for such forms to be formally assessed by a School Committee prior to their submission to the Research Ethics Advisory Group.  

Schools are not expected to assess ethical approval forms in the first instance (other than those relating to undergraduate or postgraduate projects, see p.21).  

These guidelines do not cover teaching related ethical matters, e.g. practical classes.  

Where external ethical approval forms are required

For those research projects where an external ethics form must be completed, the Group will accept a copy of this application.  This should be submitted at the same time as it is sent in to the external body.  Once an approval letter is received from the external body, this should also be submitted to the REAG.  The Group will only formally approve/not the application after receipt of this external approval letter.  The researcher and the School(s) will be informed as soon as possible of the Group’s decision.   

Where external ethical approval forms are not required

For those research projects where an external ethics form is not required, a University of Paisley Ethical Approval form (REAG1) should be completed and submitted by the researcher to the Group (via Associate Dean R&C).  The Group will inform the researcher and the School(s) as soon as possible of the Group’s decision.

Ethical Approval

It is anticipated that in the majority of cases ethical scrutiny of research proposed by students or staff will be unproblematic.  The Research Ethics Advisory Group seeks to operate a consistent and appropriate system for the ethical approval of research projects, and to provide support for Schools where necessary. 

It should be noted that clinical trials conducted within the University are not covered for insurance purposes.  It is, therefore, the responsibility of the individual researcher and/or the School to negotiate insurance cover for clinical trials directly with the Vice Principal. 

Ethical Approval not granted

If ethical approval is not given by the Research Ethics Advisory Group, the research project must not commence.  Researchers may resubmit a revised ethics approval form to the Group for consideration.  This must be done even if an external body has given ethical approval.

Following its deliberations, the Research Ethics Advisory Group will notify the School and researcher of its decision. Where ethical approval has been refused, a full explanation will be offered in writing.  The School is then free to submit a further application on behalf of the researcher, modified in line with the Research Ethics Advisory Group's comments. 

If in re‑submitting, the applicant has not been able to respond to the Research Ethics Advisory Group's points, then a written explanation will again be sent to the School and researcher. Ethical approval will be refused unless the Research Ethics Advisory Group's points are fully addressed.  In other words, the research work cannot proceed until the Research Ethics Advisory Group has granted ethical approval. 

Progress reports

An interim report on progress, to ensure that the research is being carried out in accordance with ethical guidelines, will be requested half-way through the research project, and a final report is also expected.  If such reports are required by external funders, a copy of these will be accepted by the Group.

Guidelines for submitting an application on Form REAG1 to the University Research Advisory Group

Form REAGl – 

Application for University Research Ethics Advisory Group Approval

The first six questions are self-explanatory.

Questions 7-10 require a brief description of the aims, sample and procedures including recruitment strategy and selection criteria, and is relatively straightforward.  A study that is not properly designed will not yield useful findings.  It is not ethical to subject people to potentially hazardous research where the findings are unlikely to be of any use.  

Question 11 - Many social science studies are not suitable for ‘power testing’. (Formulae have been developed to assist in selecting the sample size when it is important to limit estimation errors to a particular level.  Many statistics books describe power testing.)  Any study involving invasive procedures must, except in rare circumstances, include power analysis so as to only include the minimum number of subjects necessary to detect effects.

Question 12 - This question is straightforward.

Questions 13-15  - The Research Ethics Advisory Group must be informed of any invasive procedures and anything about a study which might potentially distress or psychologically damage a participant.  In the case of drug trials or other research involving the potential for damage arrangements must be made to compensate subjects in the case of injury.  The University cannot be expected to accept liability in the event of harm to research subjects.

Question 16 - Justifiable deception may form part of a research study. Examples would include making research subjects aware of the purpose of the study in such general terms that they are not aware of the precise topic of interest. It may also involve the offering of a placebo instead of a therapeutic drug.  However, in the case of randomised controlled drug trials the potential participant must be informed that he or she might be in the placebo group; this is common practice in drug trials.  Where a researcher plans to use justifiable deception, this must be explained and justified in the appropriate section on the application form. 

Question 17 - Students often benefit from taking part in studies because they have an opportunity to observe an experiment or survey.  However, the Research Ethics Advisory Group is especially interested in knowing about clinically therapeutic benefits.

Question 18 - Confidentiality is important in research involving human subjects.  The Research Ethics Advisory Group requires detailed information of how the researcher intends to maintain confidentiality.  Where necessary the Research Ethics Advisory Group must be shown that the researcher understands the distinction between confidentiality and anonymity.

Question 19 - It is most important that consent is ‘informed’ (see P12 ‘Competence’).

Question 20 – If respondents are to be recruited via a clinical setting, permission must be sought and obtained from the appropriate medical staff, usually a GP or consultant.  Please note that GPs cannot give consent on behalf of a patient, but they may give permission to access a patient.

Questions 21-22- Consent to be valid must be voluntary. This means that pressure must not be put on people to take part in research.  The Research Ethics Advisory Group is interested in knowing whether consent is obtained via an ‘opt-in’ or an ‘opt-out’ method, and what kinds of inducements are offered that might make consent less than voluntary.

Question 23 - Researchers often assume that people who agree to take part in research are competent to give consent.  The Research Ethics Advisory Group needs to know how the researchers will ensure that this is the case, in particular with regard to children or adults with incapacity (seeP12 ‘Competence’)..

Question 24 - If participants in the research study involve children or adults with incapacity (as defined in the Adults with incapacity (Scotland) Act 2000) a researcher must comply with this legislation.

Question 25-26 - It is not uncommon for people to be paid to conduct studies, especially in the clinical field.  In some cases this creates a conflict of interest.  The Research Ethics Advisory Group wishes to know about payments in order to judge whether or not the researcher might experience a conflict of interest in relation to duties of care to research subjects and desire for payment.

Questions 27 - If there are ethical considerations not addressed directly by the form this space should be used to raise those issues.  Failure to do so may jeopardise approval.

Undergraduate and Postgraduate Projects

For those projects which are carried out by undergraduate or postgraduate students, it is expected that the Schools will take responsibility for ensuring that ethical issues are fully considered.

1. The School must assess each project for ethical considerations, and provide formal approval via School Research/Teaching board for the research to be carried out.  The Associate Dean (R&C) may refer any such project to the Research Ethics Advisory Group for consideration if deemed necessary.

2. The Research Ethics Advisory Group will maintain a list, provided by Schools, of all undergraduate and postgraduate projects which involve work with human subjects, and which have been approved regarding ethics by the Schools.  

3. It is expected that any research project which is ‘out of the ordinary’ in terms of its ethical considerations will be referred to the Group for approval before the student embarks upon the research.  In the case of PhD/Masters programmes, this would be obtained by the proposed Director of Studies before an offer is made.

Schools may wish to apply to the Research Ethics Advisory Group in cases where internal agreement cannot be reached, or where the procedures are new and/or considered to be contentious with regard to undergraduate or postgraduate projects.  Where internal agreement has not been reached, all paperwork pertaining to the proposal should be submitted.

Notification of School Scrutiny of Research

In the interests of offering a consistent approach across the University it is hoped that the School scrutiny will adhere to the guidelines published by the University Research Ethics Advisory Group and embodied within Form RECl. 

Schools are asked to submit Form REAG2.  Schools are also required to keep the undergraduate and postgraduate proposals considered for a period of one year, during which time the University Research Ethics Advisory Group may audit proposals.

Form REAG2 is a simple summary of the decisions which have been taken and it should be submitted to the Clerk of the University Research Ethics Advisory Group. 

A sample form is to be found in Appendix 2.

APPENDICES

APPENDIX 1:  
Application Form for University Ethical Approval REAG1

Research Ethics Advisory Group

APPLICATION FORM FOR ETHICAL APPROVAL

(FORM REAG1)
1. Name of principal investigator(s)

   School/Address

   Position

2. Name of supervisor

   School/Address

   Position

3. Title of study

4. Summary

5. What is the primary purpose of this study?  (e.g. original research, audit, undergraduate dissertation, post-graduate dissertation,)

6. Has the proposed study submitted to any other ethics committee? 

    Has approval been given?

7. Scientific background to the study (brief account of relevant research)

8. Aims

9. Sample (including criteria for subject inclusion/exclusion)

10. Procedure

11. Is the power of the study sufficient to answer the question that is being asked?  Please indicate the power calculations used for the required sample size, including any assumptions you may have made.  If you think that power calculations are not appropriate,  please explain.

12. What statistical tests will you apply?

13. Does the research involve any physically invasive procedures?  Are there any known hazards associated with these procedures?

14. Does the research involve any procedure that might psychologically distress the participants?  How long is this likely to last?

15. What arrangements have been made to compensate subjects in the event of injury?

16. (a)Does the research involve any deception regarding aims and objectives?

     (b) Will the research participants be de-briefed?  When?  How?  By whom?

17. Please describe any expected benefits to the research participant.

18. Who will have access to the data and what steps will be taken to keep data confidential?

19. How is consent to be obtained?  A copy of the subject information sheet and consent forms should be attached.  If the applicant is of the opinion that a consent form and/or information sheet are not required the reasons for this must be given.

20. Does subject recruitment require the permission of a GP/Consultant/other involved in clinical care?  If so, how will this be obtained?

21. Will subjects be informed that they can withdraw at any time from the study?

22. Will the study result in financial payment or payment in kind to the applicants?  to the department?  Please specify, including the amounts involved.

23. Are there any special pressures that might make it difficult for people to refuse to take part in the study (e.g. the potential participants are students of the investigator)?

24. How will you ensure that participants are competent to consent to take part in this study?

25. Where will this research take place?

26. How are the costs of this study to be met?

27. Please describe any other ethical considerations which need to be considered by the Research Ethics Advisory Group.

The following, where applicable, are attached to this form:

[   ]  Subject/patient/participant Information Sheet/Leaflet

[   ]  Consent Form

[   ]  Copy of protocol

[   ]  Documentation relating to drugs

[   ]  Letters to general practitioners

[   ]  Letter to parents

[   ]  Letter of ethical committee approval or other approvals

[   ]  Other relevant materials

The information supplied above is to the best of my knowledge and belief accurate.  I have read the notes to investigators and clearly understand my obligations and the rights of subjects/study participants, particularly in so far as to obtaining valid consent.

Signature of Principal Investigator 

_______________________________                             Date_____________

Signature of Supervisor 

________________________________________           Date______________

APPENDIX 2:  
Form to be Used by Schools for Notification of  School Ethical Scrutiny REAG2
UNIVERSITY of THE WEST OF SCOTLAND
Research Ethics Advisory Group

REAG2

School Notification of Ethical Scrutiny 

of Research Involving Human Subjects

School:_______________________________       Date:___________________

[    ]  No School research involves human subjects

Research projects involving human subjects are scrutinised

[    ] Formally

[   ] Informally



Staff research





       



Total number of projects referred for departmental scrutiny

[      ]

% of projects approved on first scrutiny


____

% of projects returned for revision and approved

____

% of projects rejected on first scrutiny


____

Post-graduate students doing research degrees

Total number of projects referred for departmental scrutiny

[      ]

% of projects approved on first scrutiny


____

% of projects returned for revision and approved

____

% of projects rejected on first scrutiny


____

Postgraduate students doing dissertations as part of a taught course

Total number of projects referred for departmental scrutiny

[      ]

% of projects approved on first scrutiny


____

% of projects returned for revision and approved

____

% of projects rejected on first scrutiny


____

Undergraduate dissertations

Total number of projects referred for departmental scrutiny

[      ]

% of projects approved on first scrutiny


____

% of projects returned for revision and approved

____

% of projects rejected on first scrutiny


____

PLEASE APPEND DOCUMENTATION REGARDING SCHOOL SCRUTINY 

OF RESEARCH INVOLVING HUMAN SUBJECTS.

APPENDIX 3: 
Model Patient Information Sheet (from COREC)

GUIDELINES FOR RESEARCHERS

PATIENT INFORMATION SHEET & CONSENT FORM

The guidance which follows applies primarily to multi-centre pharmaceutical studies and encompasses the ICH Good Clinical Practice guidelines.  However, the principles and much of the content will be of use to researchers writing information sheets in their particular fields, for trials involving patients, patient volunteers and healthy volunteers.  You will find it helpful to refer also to other guidelines produced for writing patient information sheets.

Potential recruits to your research study must be given sufficient information to allow them to decide whether or not they want to take part.  An Information Sheet should contain information under the headings given below where appropriate, and in the order specified.  It should be written in simple, non-technical terms and be easily understood by a lay person.  Use short words, sentences and paragraphs.  ‘The readability’ of any text can be roughly estimated by the application of standard formulae.  Checks on readability are provided in most word processing packages.

Consumers for Ethics in Research (CERES) publish a leaflet entitled ‘Medical Research and You’.  This leaflet gives more information about medical research and looks at some questions potential recruits may want to ask.  You may obtain copies  from CERES, PO Box 1365, London N16 0BW.

Patient Information Sheets submitted to the REC may be headed simply ‘Hospital/Institution/GP Practice headed paper’.  If you are the Principal Investigator, the Patient Information Sheet should be printed on local hospital/surgery paper with local contact names and telephone numbers before it is submitted to the host organization’ R&D department for local NHS management approval. 

1.
Study title
Is the title self explanatory to a lay person?  If not, a simplified title should be included.

2.
Invitation paragraph
This should explain that the patient is being asked to take part in a research study.  The following is a suitable example:

‘You are being invited to take part in a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.

Thank you for reading this.’

3.
What is the purpose of the study?
The background and aim of the study should be given here.  Also mention the duration of the study.

4.
Why have I been chosen?
You should explain how the patient was chosen and how many other patients will be studied.

5.
Do I have to take part?

You should explain that taking part in the research is entirely voluntary.  You could use the following paragraph:-

‘It is up to you to decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

6.
What will happen to me if I take part?
You should say how long the patient will be involved in the research, how long the research will last (if this is different), how often they will need to visit a clinic (if this is appropriate) and how long these visits will be.  You should explain if the patient will need to visit the GP (or clinic) more often than for his/her usual treatment and if travel expenses are available.   What exactly will happen e.g. blood tests, x-rays, (over and above those involved in standard diagnosis and treatment), interviews etc.?  Whenever possible you should draw a simple flowchart or plan indicating what will happen at each visit.  What are the patient’s responsibilities?  Set down clearly what you expect of them.

You should set out simply the research methods you intend to use - the following simple definitions may help:-

Randomised Trial:

Sometimes because we do not know which way of treating patients is best, we need to make comparisons.  People will be put into groups and then compared.  The groups are selected by a computer which has no information about the individual – i.e. by chance.  Patients in each group then have a different treatment and these are compared.

You should tell the patients what chance they have of getting the study  drug/treatment e.g. a one in four chance.

Blind trial:
In a blind trial you will not know which treatment group you are in.  If the trial is a double blind trial, neither you nor your doctor will know in which treatment group you are (although, if your doctor needs to find out he/she can do so).

Cross-over trial:
In a cross-over trial the groups each have the different treatments in turn.  There may be a break between treatments so that the first drugs are cleared from your body before you start the new treatment.

Placebo:

A placebo is a dummy treatment such as a pill which looks like the real thing but is not.  It contains no active ingredient.

7.
What do I have to do?

Are there any lifestyle restrictions?  You should tell the patient if there are any dietary restrictions.  Can the patient drive?, drink?, take part in sport?  Can the patient continue to take their regular medication?  Should the patient refrain from giving blood?  What happens if the patient becomes pregnant?

Explain (if appropriate) that the patient should take the medication regularly.

8.
What is the drug or procedure that is being tested?
You should include a short description of the drug or device and give the stage of development.

You should also state the dosage of the drug and method of administration.  Patients entered into drug trials should be given a card (similar to a credit card) with details of the trial they are in.  They should be asked to carry it at all times.

9.
What are the alternatives for diagnosis or treatment?
For therapeutic research the patient should be told what other treatments are available.

10.
What are the side effects of any treatment received when taking part?
For any new drug or procedure you should explain to the patients the possible side effects.  If they suffer these or any other symptoms they should report them next time you meet.  You should also give them a contact name and number to phone if they become in any way concerned.  The name and number of the person to contact in the event of an emergency (if that is different) should also be given.

The known side effects should be listed in terms the patient will clearly understand  (e.g. ‘damage to the heart’ rather than ‘cardiotoxicity’; ‘abnormalities of liver tests’ rather than ‘raised liver enzymes’).  For any relatively new drug it should be explained that there may be unknown side effects.

11.
What are the possible disadvantages and risks of taking part?

For studies where there could be harm to an unborn child if the patient were pregnant or became pregnant during the study, the following (or similar) should be said:  

‘It is possible that if the treatment is given to a pregnant woman it will harm the unborn child.  Pregnant women must not therefore take part in this study, neither should women who plan to become pregnant during the study.  Women who are at risk of pregnancy may be asked to have a pregnancy test before taking part to exclude the possibility of pregnancy.  Women who could become pregnant must use an effective contraceptive during the course of this study.  Any woman who finds that she has become pregnant while taking part in the study should immediately tell her research doctor.’

Use the pregnancy statement carefully.  In certain circumstances (e.g. terminal illness) it would be inappropriate and insensitive to bring up pregnancy.
There should also be an appropriate warning and advice for men if the treatment could damage sperm which might therefore lead to a risk of a damaged fetus.

If future insurance status e.g. for life insurance or private medical insurance, could be affected by taking part this should be stated (if e.g. high blood pressure is detected.)  If the patients have private medical insurance you should ask them to check with the company before agreeing to take part in the trial.  They will need to do this to ensure that their participation will not affect their medical insurance.

You should state what happens if you find a condition of which the patient was unaware.  Is it treatable?  What are you going to do with this information?  What might be uncovered?

12.
What are the possible benefits of taking part?
Where there is no intended clinical benefit to the patient from taking part in the trial this should be stated clearly.

It is important not to exaggerate the possible benefits to the particular patient during the course of the study, e.g. by saying they will be given extra attention.  This could be seen as coercive.  It would be reasonable to say something similar to:

‘We hope that both (all) the treatments will help you.  However, this cannot be guaranteed.  The information we get from this study may help us to treat future patients with (name of condition) better.’

13.
What if new information becomes available?
If additional information becomes available during the course of the research you will need to tell the patient about this.  You could use the following:-

‘Sometimes during the course of a research project, new information becomes available about the treatment/drug that is being studied.  If this happens, your research doctor will tell you about it and discuss with you whether you want to continue in the study.  If you decide to withdraw your research doctor will make arrangements for your care to continue.  If you decide to continue in the study you will be asked to sign an updated consent form.

Also, on receiving new information your research doctor might consider it to be in your best interests to withdraw you from the study.  He/she will explain the reasons and arrange for your care to continue.’

14.
What happens when the research study stops?
If the treatment will not be available after the research finishes this should be explained to the patient.  You should also explain to them what treatment will be available instead.  Occasionally the company sponsoring the research may stop it.  If this is the case the reasons should be explained to the patient.

15.
What if something goes wrong?
You should inform patients how complaints will be handled and what redress may be available.  Is there a procedure in place?  You will need to distinguish between complaints from patients as to their treatment by members of staff (doctors, nurses etc.) and something serious happening during or following their participation in the trial i.e. a reportable serious adverse event.

Where there are no Association of the British Pharmaceutical Industry (ABPI) or other no-fault compensation arrangements, and the study carries risk of physical or significant psychological harm, the following (or similar) should be said:

‘If you are harmed by taking part in this research project, there are no special compensation arrangements.  If you are harmed due to someone’s negligence, then you may have grounds for a legal action but you may have to pay for it.  Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms should be  available to you.’

Where there are ABPI or other no-fault compensation arrangements the following (or similar) should be included:

‘Compensation for any injury caused by taking part in this study will be in accordance with the guidelines of the Association of the British Pharmaceutical Industry (ABPI).  Broadly speaking the ABPI guidelines recommend that ‘the sponsor’, without legal commitment, should compensate you without you having to prove that it is at fault.  This applies in cases where it is likely that such injury results from giving any new drug or any other procedure carried out in accordance with the protocol for the study.  ‘The sponsor’ will not compensate you where such injury results from any procedure carried out which is not in accordance with the protocol for the study.  Your right at law to claim compensation for injury where you can prove negligence is not affected.  Copies of these guidelines are available on request.’

16.
Will my taking part in this study be kept confidential?
You will need to obtain the patient’s permission to allow restricted access to their medical records and to the information collected about them in the course of the study.  You should explain that all information collected about them will be kept strictly confidential.  A suggested form of words for drug company sponsored research is:

‘If you consent to take part in the research any of your medical records may be inspected by the company sponsoring (and/or the company organising) the research for purposes of analysing the results.  They may also be looked at by people from the company and from regulatory authorities to check that the study is being carried out correctly.  Your name, however, will not be disclosed outside the hospital/GP surgery.’

or for other research:-

‘All information which is collected about you during the course of the research will be kept strictly confidential.  Any information about you which leaves the hospital/surgery will have your name and address removed so that you cannot be recognised from it.’

You should always bear in mind that you, as the researcher, are responsible for ensuring that when collecting or using data, you are not contravening the legal or regulatory requirements in any part of the UK.  This is not the responsibility of the REC.

You should explain that for studies not being conducted by a GP, the patient’s own GP will be notified of their participation in the trial.  This should include other medical practitioners not involved in the research who may be treating the patient.  You should seek the patient’s agreement to this.  In some instances agreement from the patient that their GP can be informed is a precondition of entering the trial.

17.
What will happen to the results of the research study?
You should be able to tell the patients what will happen to the results of the research.  When are the results likely to be published?  Where can they obtain a copy of the published results?  Will they be told which arm of the study they were in?  You might add that they will not be identified in any report/publication.

18.
Who is organising and funding the research?
The answer should include the organisation or company sponsoring or funding the research (e.g. Medical Research Council, Pharmaceutical Company, charity, academic institution).

The patient should be told whether the doctor conducting the research is being paid for including and looking after the patient in the study.  This means payment other than that to cover necessary expenses such as laboratory tests arranged locally by the researcher, or the costs of a research nurse.  You could say:-

‘The sponsors of this study will pay (name of hospital department or research fund) for including you in this study’ or

‘Your doctor will be paid for including you in this study.’

19.
Who has reviewed the study?
You may wish to give the name of the Research Ethics Committee which reviewed the study (you do not however have to list the members of the Committee).

20.
Contact for Further Information
You should give the patient a contact point for further information.  This can be your name or that of another doctor/nurse involved in the study.

Remember to thank your patient for taking part in this study!

The patient information sheet should be dated and given a version number.

The Patient Information Sheet should state that the patient will be given a copy of the information sheet and a signed consent form to keep.
Appendix 4

Model Consent form (from COREC)

(Form to be on headed paper)
Centre Number:
:

Study Number:

Patient Identification Number for this trial:

CONSENT FORM
Title of Project:
Name of Researcher:








Please initial box
1.
I confirm that I have read and understand the information sheet dated ............................ 
(
(version ............) for the above study and have had the opportunity to ask questions.

2.
I understand that my participation is voluntary and that I am free to withdraw at any time, 
(
without giving any reason, without my medical care or legal rights being affected.

3.
I understand that sections of any of my medical notes may be looked at by responsible
(

individuals from [company name] or from regulatory authorities where it is relevant to my


taking part in research.  I give permission for these individuals to have access to my 


records.

4.
I agree to take part in the above study.


(
________________________
________________
____________________

Name of Patient


Date
Signature

_________________________
________________
____________________

Name of Person taking consent
Date

Signature

(if different from researcher)

_________________________
________________
____________________

Researcher


Date

Signature


1 for patient;  1 for researcher;  1 to be kept with hospital notes

�.  Word7 can be used to check for ‘readability’.  Do a Grammar check (under Tools) and then use the option, Readability Statistics.  You will be given details of the proportion of people in the general population who could understand the document, and the ‘grade level’ at which it would be understandandable.  The lower the grade level (eg 8th grade = age 13-14) the more readable the document.
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