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BACKGROUND

The most comprehensive definition of informed consent is to be found in the Nuremburg Code (1947):

‘The voluntary consent of the human subject is absolutely essential. This means that the person involved should have legal capacity to give consent; should be so situated as to be able to exercise free power of choice, without the intervention of any element of force, fraud, deceit, duress, over-reaching or other ulterior form of constraint or coercion; and should have sufficient knowledge and comprehension of the subject matter involved as to enable him to make an understanding and enlightened decision’. 

Informed consent in the context of a research study, is the process by which a competent subject voluntarily confirms his or her willingness to participate in a particular study and the associated documentation, after having been informed of, and having comprehended all aspects of the study that are relevant to their decision to participate. It is morally and professionally unacceptable to perform any research related procedure on someone without first obtaining their informed consent. 

Informed consent is a process of information exchange, which involves the giving of information, the discussion and clarification of the information and taking the subject’s verbal and written consent.

Written documentation consists of two elements: 

· The (Patient) Information Sheet (PIS). Describes the trial in layperson’s terms.

· The Informed Consent Form (ICF). Documents that informed consent has been taken, when and by whom. 

The process of obtaining of informed consent should be documented in the subject’s medical records.

PURPOSE

This SOP describes the procedure for obtaining written informed consent from a study subject.  This involves informing the subject by means of a verbal explanation and written patient information.  

This SOP does not outline the procedure for the consent of more ‘vulnerable’ (minors, mentally impaired, unconscious etc), or physically and/or educationally impaired subjects or for those whose first language isn’t English, this procedure is documented in SOP X. The Informed Consent of Vulnerable Subjects. (To be completed)

PROCEDURE

1. WHO?
The Declaration of Helsinki clearly states that the person obtaining informed consent should be a qualified physician. “After ensuring that the subject has understood the information, the physician should then obtain the subject’s freely given informed consent, preferably in writing” (Edinburgh 2000 amendment)
However ICH Good Clinical Practice guidelines states ‘The investigator, or, a person designated by the Investigator should fully inform the subject’ (ICH GCP 4.8.5) and the written informed consent form should be signed and dated by the ‘person who conducted the informed consent discussion’. 

The delegation of Informed Consent to an appropriate, suitably qualified member of the research team, should be considered on a trial-by-trial basis, taking account of local circumstances and in accordance with ICH Good Clinical Practice Guidelines. 

If nur                             
If staff other than the investigator are to accept responsibility for the informed consent process and/or being the sole signatory on the Informed Consent Form it is important the following criteria are met: 

1. The nurse/designee is prepared to take on this additional responsibility AND feels confident to take informed consent in line with the NMC Code of Professional Conduct or other professional organisational guidelines.

2. S/He has a comprehensive understanding of the study, potential pharmacological interactions/treatment toxicities and the associated disease area. The nurse/designee should be qualified by experience and/or should have received appropriate training for this study. All training must be documented. (Refer to SOP X: Investigator Delegated Consent – to be completed) 

3. There is a written agreement between the Principal Investigator and the named nurse/designee who will take informed consent for this specific study. The delegation of responsibility should be documented on the Study Delegation Log/Site Responsibility Log (title can vary from centre to centre, but essentially a log that captures each member of the study team and their individual responsibilities in the management and conduct of the study and is signed & dated by the Principal Investigator)
4. The process has been approved by the relevant Local Research Ethics Committee (LREC), the Trust R&D Committee (as local policy) and Trial Sponsor.

5. That written documentation from the Chief Executive (or Senior Manager according to local policy), confirming the Trust’s (or equivalent) indemnity arrangements cover the nurse/designees extended role within the informed consent process.

6. An effective line of communication is maintained back to the Principal Investigator/person who is ultimately responsible for the patient’s care. 

It is ultimately the responsibility of the Investigator to ensure that subjects have fully understood what they are consenting to, and it is usual practice for the Principal Investigator (PI) or Co-Investigator to sign/countersign the consent form. Any other research personnel involved in giving information during the informed consent procedure should also sign and personally date the informed consent form             

All persons who obtain written informed consent must have a copy of their signed and dated CVs in the Study File and have must have completed the Study Delegation Log/Site Responsibility Log which is also signed and dated by the PI.
2. WHEN?

The subject must sign the informed consent form prior to any study related procedures being conducted. 

However the informed consent process should not cease once the informed consent form has been signed, the practice of giving information about the study to subjects should be an ongoing process performed by all members of the research and/or multidisciplinary team (as appropriate). This is particularly significant with the introduction of protocol amendments and the availability of important new information that may be relevant to the subject’s willingness to continue participation in the study. In these circumstances it may require the study subject to re-consent on the amended consent form in order to continue involvement in the study.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  

The timing of the signing of the consent form relative to study registration and the initiation of study procedures is subject to audit by governing bodies. 

3. HOW?

Informed consent can be seen as a two-step process, informing the subject and taking consent.

Potential study subjects i.e. those thought to fulfil the inclusion/exclusion criteria of the study will be identified and will be approached by either the investigator or designee as defined in ‘Section 2. Who?’

Informing the subject

Patient information should be provided to potential study subjects in both an oral and written form, this SOP describes both elements. 

· In obtaining and documenting informed consent, the Investigator should comply with the applicable regulatory requirement(s), and should adhere to GCP and to the ethical principals that have their origin in the Declaration of Helsinki.

· Prior to the start of any trial, written approval from regulatory bodies:

-
Multi-Research Ethics Committee (MREC) as appropriate

-
Local Research Ethics Committee (LREC)

-
Research and Development department(s) (R&D)
-
Medicine and Healthcare products Regulatory Agency (MHRA)-in compliance with the EU Directive for Clinical Trials

· Other e.g. Research Review Panel, Primary Care Trust; as appropriate, adhering to local requirements and policy, will have been obtained for the use of the patient information sheet and (if separate) the written consent form and any other written information to be provided to subjects.

· Information may be presented to potential subjects using many formats and different media, including video, posters, recorded consultations, CD Rom etc, all information presented to subjects is subject to governing body approval (as above)
· The Informed consent form should be revised when necessary i.e. when new information becomes available that maybe relevant to the subjects consent. Any revisions should be approved by the MREC and /or LREC as appropriate before use. The subject should be informed of new information in a timely manner. The communication of this information should be documented in the subject’s medical records. 

· Neither the Investigator nor any member of the clinical research team, should coerce or unduly influence a subject to participate or to continue to participate in a trial.

· Any information imparted to the subject (written or verbal) should not contain any language that causes the subject to waive (or appear to waive) any legal rights, or that releases (or appears to release) the investigator, institution or sponsor from liability for negligence. 

· The language used in the oral and written information about the study including the written consent form, should be as clear and concise as practical and should be described in layman’s’ terms so as to be understandable to the subject. The use of diagrams may assist in this process. A comprehensive list of information that should be included in any explanation to a potential subject can be found in Appendix A. 

· The informed consent form should be identifiable by date and/or version number and be printed on headed paper associated with the particular hospital/Trust where the study is being conducted.
· The subject should be provided with ample time and opportunity to read the consent form. Ideally the potential subject should have a few days to review the study information in order for the individual to discuss the study with family, friends or others. (Some sponsors specify a minimum period of twenty-four hours between obtaining informed consent and the first research related procedure). Prior to the subject signing the consent form, all questions should be answered by appropriate members of the research team. 

Taking Informed Consent

· When the person taking informed consent is satisfied that the subject has been fully informed and understands what study participation entails the consent form should be signed and personally dated by the subject and by the authorised person who conducted the informed consent discussion. The Principal Investigator (PI) retains overall responsibility for gaining a subjects informed consent and it is good practice for the PI or a Co-Investigator to (counter)sign the consent form. 

· *Two copies of the signed and dated consent form should be made, the original should be filed in the relevant section of the Study File, a copy should be given to the subject and a copy should be filed in the subjects medical records. Subjects should get copies of all relevant, updated and new information, regarding the study throughout their participation. (*Some centres may require a third copy to filed in the R&D Directorate)

· The process of obtaining informed consent should be documented in the subject’s medical records, detailing the study title and/or acronym and the date that consent was obtained. The entry should be dated and signed by the person authorised and responsible for conducting and obtaining the subjects informed consent. 

· The trial coordinator will ensure the subjects General Practitioner will be informed in writing about their participation in the study and will receive appropriate information regarding the study (as appropriate). 

4. 
OTHER RELATED PROCEDURES 

To be finalised to include: 

SOP 2 Definition of Responsibilities.

SOP X Informed Consent of Vulnerable Patients-to be completed

SOP X Investigator Delegated Consent

SOP 4 Study Files and Filing

SOP X Obtaining Ethical Approval-to be completed

All other related SOPs

5. APPENDICES

Appendix A: 
Information to be Provided to Potential Trial Subjects (Written and/or Verbal). 

APPENDIX A.


Information to be Provided to Potential Trial Subjects (Written and/or Verbal). ICH Guidelines for Clinical Practice (4.8.10) 

According to ICH GCP (4.8.10) the discussion prior to a subject consenting to participation in a trial and the patient information sheet or any other written information relating to the trial should contain the following:

1. A statement that the trial involves research

2. The purpose of the trial

3. The trial treatment(s)and the possibility of random assignment to each treatment Diagrams may be useful.

4. The frequency of all trial procedures to be followed, including all invasive procedures

5. The subjects responsibilities 

6. The experimental aspects of the trial 

7. Any foreseeable risks or inconveniences for the trial subject

8. The reasonably expected benefits, if any, should be explained.  If there is no clinical benefit intended, the subject must be made aware of this

9. Alternative treatments and procedure(s) that may be available and the potential benefits and risks 

10. The compensation and/or treatment available to the subject in the case of any injury relating to the trial

11. Anticipated pro-rated payment, if any, to the subject for participating in the trial.

12. The anticipated out of pocket expenses, if any, to the to the patient for participating in the trial.

13. That the subjects participation in the trial is completely voluntary and that the subject can withdraw or refuse to participate, or withdraw from the trial at any time without penalty or loss of benefits to which they would otherwise be entitled and with out effecting their future care.

14. That authorised representatives from regulatory bodies, pharmaceutical company (or other commercial company, if appropriate to the study) or the Research Ethics Committee (as appropriate) will be given access to the subjects records for the purpose of verification of the trial procedures and data collected without violating the confidentiality of the subject.  That the subjects General Practitioner will also be informed in writing of their participation in the study. By signing the informed consent form, the subject is authorising such access

15. That records identifying the subject will be kept confidential and will not be made publicly available. If the results of the study are published, the subject’s identity will remain confidential.

16. That the subject /legal representative will be informed in a timely manner if any information becomes available that may be relevant to the subject’s willingness to continue to participate in the trial.

17. The person(s) to contact for further information regarding the trial (if possible record a 24hour phone number where the subject can receive advice out of office if required).

18. The foreseeable circumstances under which the subject’s participation in the trial may be terminated.

19. The expected duration of the subject’s participation in the trial

20. The approximate number of patients involved in the trial
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