Department (specify department, institution)

Standard Operating Procedure 

Version #: _______

Effective date: ________  

Obtaining Informed Consent

1.0 Purpose

1.1 This procedure describes the methods and practice for the review, and documentation of the informed consent process for a clinical study to ensure that adequate informed consent has been obtained and properly documented. 

1.2 This procedure is intended to meet FDA federal regulations, ICH Good Clinical Practice Guidelines and Partners Institutional policies.

2.0        Responsibilities

2.1
The Principal Investigator or designated staff is responsible for the implementation of this SOP and ensuring that all staff within the Department are appropriately educated.

2.2
The Principal Investigator is  responsible for providing a complete and valid consent form and ensuring that it meets all Federal, State, and institutional requirements.

2.3 The Principal Investigator is ultimately responsible for:

2.3.1
Ensuring that potential study subjects are informed properly regarding study procedures, risk/benefits, and other information detailed in the informed consent.

2.3.2
Ensuring that the HRC approves: a new consent form at each annual continuing review; and any revised written informed consent form in advance of use. 

2.3.3 Documenting that study procedures were discussed with the subject and that informed consent was obtained in clinic notes or source documents. 

2.4
The Principal Investigator and Coordinator (or other IRB approved study staff) are responsible for discussing the elements of the consent form with the study subject and ensuring all their questions are adequately answered. 

2.5 The study representative obtaining consent is responsible for:

2.5.1 Ensuring the current valid consent form is available for the subject. Invalid consent forms will not be provided to subjects

2.5.2 Providing a copy of the signed and dated informed consent to the subject

2.5.3 Filing a copy in the subject file

2.5.4 Filing a copy in the subjects medical record (if appropriate)

2.5.5 Ensuring a copy of each version of the consent form is filed in the study regulatory binder

3.0 Procedures for Obtaining Written Informed Consent 

3.1 Prior to any study procedures, the Principal Investigator and Coordinator will review and discuss details of the research study using the consent form as a guide. 

3.2 The potential subject will read and review the informed consent. He/She is given an opportunity to ask any questions regarding the study. He/She is given adequate time to reflect on potential benefits and risk and possible discomforts of participation.

3.3 If the subject agrees to participate, the subject will sign and date the consent form on the appropriate line. 

3.4 The Principal Investigator will sign and date the consent form on the appropriate line.

3.5 After informed consent has been obtained, the Coordinator will review the consent form document and ensure:

3.5.1 The correct version of the consent form was used

3.5.2 The subject and Investigator have properly dated the consent form

3.5.3 All options sections have been completed by the subject

3.5.4 Initials or other subject identification is on each page of the consent form 

3.6 The Coordinator will file the original consent form in the subject file, provide a copy of the signed and dated consent form to the subject, and send a second copy to medical records (if applicable).  The subject’s receipt of their copy will be documented in a clinical note/other source documentation.

3.7
The Principal Investigator will document the informed consent procedure in clinic notes or source documents.  This notation will include: date, that XX study was explained, questions were answered (if any), subject agreed to participate, copy of signed consent was given to subject. This note should be signed and dated by the person obtaining consent.

4.0 Amended informed consent forms

4.1
The IRB may require an amended consent form should new information be obtained and there have been major changes to any component of the consent form which may effect the subject’s willingness to participate in the study. (e.g. - drug dose, study procedures, risks and discomforts, benefits, alternatives, change in PI).  Subjects will be asked for new written consent when they are actively engaged in the study
4.2
Copies of these additional consent forms are to be treated as the original informed consent and should be filed with it. 

5.0 Documentation of  informed consent forms

5.1        The Principal Investigator will document the informed consent process using the signed and
             dated Consent form by the subject or his/her legally authorized representative (or surrogate) 
             and the investigator (or delegated staff) who obtained the subject’s consent.  The subject 
             will be given and sign the most recently approved version of the consent form.
5.2 Three copies of the signed and dated consent form will be maintained. The original 
signed and dated consent form will be retained in the research records.  A copy of the signed and dated consent form will be given to the subject and a copy placed in the subject’s medical record, (if relevant to his/her ongoing medical care). If the study involves sensitive research, (e.g., alcohol or drug use, some genetic studies) a copy of the research consent form will not be placed in the subject’s medical record.
5.3 The informed consent process may be further documented in a clinic chart/progress note/other 

source document: that the study was explained, questions were answered (if any), subject agreed to participate and signed the consent form, and a copy of the signed consent form was given to subject.
Regulations:

US Code of Federal Regulations, 21 CFR 50 – Protection of Human Subjects, Subpart B

DHHS Regulations, 45 CFR 46 – Protection of Human Subjects, Subpart A

US Code of Federal Regulations, 21 CFR 56 – Institutional Review Boards

ICH GCP 4.8, 8.3

References:

Partners Human Research Committee: Informed Consent of Research Subjects. Found at: http://healthcare.partners.org/phsirb/infcons.htm 

International Conference on Harmonisation (1996). Good Clinical Practice Guidelines. Found at: http://www.ich.org/LOB/media/MEDIA482.pdf 

Attachment:

Sample Consent Form:
http://healthcare.partners.org/phsirb/consfrm.htm
QI Informed Consent Compliance checklist:

http://www.partners.org/phsqi/QIWeb/files/ConsentFormComplianceChecklist%202005.pdf
Documentation of Consent:

http://www.partners.org/phsqi/QIWeb/logs/Documentation%20of%20Consent%20Template.dot
Process Overview:

(e.g. – Flow chart schema of the consent process)
QI Program – Sample

