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SOP 07

INFORMED CONSENT

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for preparation and review of the informed consent document (for VA Studies, use VA Form 10-1086) for a clinical study.  The purpose of the informed consent is to ensure that adequate and legal informed consent has been obtained and documented.    
2.0
RESPONSIBILITIES

2.1
The PI is responsible for the implementation of this SOP and for ensuring that informed consent is obtained properly from each study subject, unless waived. 

An investigator may not involve a human being as a subject in research unless the investigator has obtained the legally effective informed consent of the person or the person's legally authorized representative. If someone other than the investigator conducts the interview and obtains consent from a patient, the investigator needs to formally delegate this responsibility, and the person so delegated must have received appropriate training to perform this activity.  The person so delegated must be knowledgeable about the research to be conducted and the consenting process, and must be able to answer questions about the study.  
2.2 
All studies with human subjects are conducted under the regulatory authority of the IRB. The Ralph H. Johnson VAMC has a Memorandum of Understanding with the Medical University of South Carolina (MUSC) and the MUSC Institutional Review Board (IRB) as the Ralph H. Johnson VAMC’s IRB of record.

2.3 
The PI is responsible for:

1) Ensuring IRB approval of the study protocol, advertisements 

and the ICD.  Copies of these approvals must be entered into the study file.  Renewal of the study protocol approval is required annually as long as the study continues. 

2) Providing a copy of the signed ICD to the study subject. 

3) Documenting the performance of the informed consent process and ensuring a progress note is made in the subject’s research/medical record that “Subject meets all inclusion/exclusion criteria, consent discussed with an opportunity for questions/answers, consent signed prior to any study procedures, subject enrolled in this study and received a copy of the consent” followed by signature, date, and time.  This notation can be made as a progress note on a piece of paper and then entered into the subject’s research/medical record, or a research note in the Computerized Patient Record System, or a note in the electronic patient’s hospital record.  

4) Ensuring that potential study subjects or subject representative 

(required if subject not competent) are informed properly regarding study 

events, risks/benefits, and other information detailed in elements of 

informed consent.  A copy of the signed and dated ICD must be 

Retained in the study file.  

2.4 
The PI and the IRB are responsible for ensuring a complete and adequate ICD and ensuring that it meets all Federal, State, and VA Research Service requirements.

2.5
The PI is responsible for ensuring that the ICD contains all the required critical elements of any informed consent.  In addition, the PI is responsible for submitting the ICD to the IRB as well as the R&D Committee, who grants the final ICD approval for VA studies. 

2.6 
The PI is responsible for discussing all the elements of the ICD with the study subject and providing a copy of the ICD to the study subject. 

2.7
The PI and/or study coordinator are responsible for entering copies of the approval of both the protocol and ICD, along with a copy of the approved ICD, within the Investigator’s site study files. 

3.0 
REQUIREMENTS

3.1 
If requested, the study Sponsor can provide an outline (in lay language) of facts relevant to the study for consideration by the PI’s site for obtaining informed consent from the study subjects. 

3.2 
When the study sponsor provides the ICD, the PI must review the ICD to ensure that it contains all the critical elements of informed consent and adds any elements required by the IRB and/or the R&D Committee. 

3.3 
Before initiating a study, each protocol ICD is submitted and approved by the IRB and then by the R&D Committee.  On occasions, when the R&D Committee requires any changes, the revised consent form needs to be re-submitted to the IRB for approval. 

3.4 
Any approved ICD must have an approval date and/or version date to ensure the correct version is used. 

3.5 
The PI: 

1) Prepares the study protocol, ICD, advertisements, and investigators brochure for submission to the IRB. 

2) Obtains copies of the IRB and the R&D Committee approval of the study protocol, the ICD, and the approved advertisement for filing with the Investigator’s site study files. 

3) Provides a copy of the ICD to study subject to be read (ICD may be mailed to subject prior to visit).  Reviews the ICD with study subject and addresses any questions within his/her scope of responsibility. 

4) Ensures that each ICD is signed and dated prior to the study subject's participation in the study or prior to any testing to determine eligibility for participation in the study. 

5) Ensures that a notation is made in the subject’s research record that “the subject signed the consent form before any protocol activities were performed” and the date of the signature.   

6) Ensures a copy of the signed ICD is entered into to the patient’s research chart, that the study subject obtains a copy of the ICD, and for the VA Research Service, the research pharmacist gets another copy, if applicable. 

7) If the ICD is amended during the course of the study, the PI ensures that all active study subjects (or the subject representative) sign an amended ICD as soon as possible, when applicable.  The communication of this information should be documented in the progress notes.  Copies of these forms are to be treated as the original ICD and the original form should be filed with the copy.  

8) The PI discusses the elements of the ICD with the potential study subject and ensures that the potential study subject understands the content and meaning of the ICD.  

9) After the potential study subject reads and reviews the ICD with the PI, the study subject t must sign the form prior to the initiation of any study-related activities. 

10) The IRB and R&D Committee require that both the PI (or designated representative) and the subject sign and date the ICD. 



11) The VA no longer requires the signature of a witness 




on all informed consent documents. The IRB will review 




the need to have a witness sign the informed consent 




document on a case by case basis. If the IRB deems the 




witness signature to be necessary, this will be communicated to the 


Investigator upon review of the protocol.




(a)If the current IRB approved informed consent document(s) in 



use includes a witness signature, the witness signature is still 



required.




(b)If an Investigator wishes to remove the witness signature line, 



an amendment must be submitted to the IRB requesting its removal 


from the informed consent document(s).

3.6 
The PI’s file must keep a log with the names of all the study subjects that signed an ICD.  For the VA Research Service, indicate if the subject is a veteran or a non-veteran for record tracking purposes. 

3.7 
If the study subject does not speak English, the Food and Drug Administration (FDA) requires that the ICD be translated into the subject’s native language. Consents in a foreign language must be submitted to the IRB.  The IRB will obtain an interpreter to confirm that the consent written in the foreign language is identical to the English version.  The interpreter will sign a statement of confidentiality.

4.0 
PROCEDURE FOR ALTERNATIVE INFORMED CONSENT
4.1 In certain circumstances, informed consent may be obtained in an alternative manner.  The PI, the study sponsor, and the IRB must determine these occasions. The IRB, for some or all study subjects, may waive the requirement that the study subject sign a written ICD if it finds either: 

1) The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern; or

2) The research presents no more than minimal risk of harm to study subjects and that the study involves no procedures for which written informed consent is normally required outside the research context.

4.1.2
When this waiver is in effect, the IRB may still require the PI to provide the study subjects with a written statement regarding the research. 

4.2 
If the standard written informed consent cannot be obtained (for instance, a study subject that is visually impaired), a written summary document (oral informed consent) that embodies the elements of informed consent can be read to the study subject or the study subject 's legally authorized representative.  The oral presentation must be witnessed and IRB must approve the written summary or the oral presentation.  A "short form" stating that the elements of the informed consent have been presented orally to the subject must be signed by the study subject or legally authorized representative.  However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining consent shall sign a copy of the summary.  The PI (or presenter) must sign the summary.  The study subject must be given a copy of the summary and the short form.

4.3 
The obtaining of informed consent shall be deemed feasible unless both the PI and another physician who is not otherwise participating in the clinical investigation certify in writing all of the following: 

1) The subject is confronted by a life-threatening situation necessitating the use of the test article. 

2) Informed consent cannot be obtained from the subject because of an inability to communicate with or obtain legally effective informed consent from the subject. 

3) Time is not sufficient to obtain informed consent from the study subject's legal representative. 

4) There is available no alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the study subject. 

5) If immediate use of the test article is, in the PI’s opinion, required to preserve the life of the study subject and time is not sufficient to obtain the independent determination required above in advance, the determinations of the PI shall be made and within 5 working days, be reviewed and evaluated in writing by a physician who is not participating in the investigation.

4.3.1 
The approval for the above-mentioned situations is called emergency or compassionate (compassionate for investigational device only) use.  When an investigational experimental drug, device, or procedure is involved, prior concurrence must be obtained from the Chairman of the IRB and the Chairman of the R&D Committee.  The documentation shall be submitted to the IRB, the VA Ethics Committee, and the R&D Committee within 5 working days after emergency use of the investigational drug or device.  A copy of the above-mentioned documents should be sent to the study sponsor to be included in their study files.  Subsequent use of the investigational drug or device requires full IRB approval, even if required for the same subject.

5.0
BASIC ELEMENTS OF INFORMED CONSENT
5.1
In seeking informed consent, the following information shall be provided to each subject:

1) Name of the study.

2) The name of the Principal Investigator.

3) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental.

4) A description of any reasonably foreseeable risks or discomforts to the

subject including for example, privacy risks (legal, employment, and social).  
5) A description of any benefits to the subject or to others which may

reasonably be expected from the research.

6) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.

7) A statement describing the extent, if any, to which confidentiality of

records identifying the subject will be maintained and that also notes the 

possibility that the Food and Drug Administration (FDA) or other applicable Federal agencies (GAO, OHRP, ORO) may inspect the records.  When research involves the collection of highly sensitive information about individually identifiable subjects, the IRB may determine that special protections are needed to protect subjects from the risks of investigative or judicial processes.  This is rare in the VA.  However, the IRB may require that an investigator obtain an FDA or Department of Health and Human Services Certificate of Confidentiality.
8) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained. 

9) An explanation of whom to contact (PI’s name and phone number) for answers to pertinent questions about the research and research subjects' rights and whom to contact in the event of a research-related injury to the subject. 

10) A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

11) A statement that the subject may contact the IRB (phone number listed on the ICD) if they have any questions about their rights as subjects.

12) A statement that a veteran-subject will not be required to pay for care received as a subject in a VA research project except as follows: 

(a) Certain veterans are required to pay co-payments for medical care and services provided by VA.  Veterans receiving medical care and services from VA that are not rendered as part of the VA-approved research study must pay any applicable co-payment for such care and services.  

(b) Suggested wording for the consent form needs to note this requirement.  For example:  “Some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payments requirements will continue to apply medical care and services provided by VA that are not part of this study.” 
(c) Investigators need to note charges will not be made for medical services, including transportation furnished as part of a VA-approved research study.  If services are furnished to a person who is not eligible for the services as a veteran, the medical care appropriation will be reimbursed from the research appropriation. 

5.2
When appropriate, one or more of the following additional elements of information shall also be provided to each subject:

1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.

2) Anticipated circumstances under which the subject's participation may be terminated by the PI without regard to the subject's informed consent. 

3) Any additional costs to the subject that may result from participation in the research.

4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.

5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject

6) The approximate number of subjects involved in the study.
5.3
Nothing in this SOP is intended to limit the authority of a physician to 

provide emergency medical care to the extent the physician is permitted to do so 

under applicable Federal, State, or local law.

5.4
It is prohibited for any informed consent, whether oral or written, from including any exculpatory language through which the subject or the legally authorized representative is made to waive or appear to waive any of the subject’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.
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