Legally Effective and Prospectively Obtained Informed Consent
Definitions:

1. Assent: An individual’s affirmative agreement to participate in research obtained in conjunction with permission from the individual’s parents or legally authorized representative. Mere failure to object should not, absent affirmative agreement, be construed as assent. 

2. Informed Consent: An individual’s voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. 

Policy: 

1. Generally, the IRB must ensure that provisions are made to obtain legally effective informed consent prospectively from each research subject or the subject’s legally authorized representative. However, consent does not solely include a written document, but an ongoing discussion that is culturally and linguistically appropriate to each research population. Documentation of informed consent must be obtained unless alternate procedures are approved by the IRB. The IRB must review all informed consent documents and assure the adequacy of the information contained in the consent document and the Federal regulations regarding the required elements of informed consent. 
2. Each subject or his/her legally authorized representative must sign and date a copy of the current IRB-approved consent form prior to enrollment or participation in any phase of the study, unless the requirement is waived by the IRB. 
Definition of Legally Authorized Representative: 
a. Minors. 
For minor subjects (children under 18 years of age), their parents or legal guardians are the legally authorized representatives who may consent to their participation in research. 

b. Parents or Legal Guardians. 
Only the parents or legal guardians may consent to their child’s participation in research. Grandparents and other relatives or caregivers may not consent unless they have been granted formal custody of the child by a court. In such cases, the Principal Investigator (PI) must obtain a copy of the court’s order as evidence of that person’s authority to consent on the child’s behalf or in accordance with Arizona State law. 

c. Legal Guardian. 
An individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care. 

d. Emancipated Minors. 
In certain limited circumstances, it may be appropriate to allow a mature minor to consent to participation in a research study in the absence of the consent of a parent or legal guardian if the minor has the sufficient capacity to consent to the procedures involved in the research study. The minor must be legally emancipated under State Law. 

e. Cognitively Impaired Adult Subjects. 
If a prospective adult subject lacks the capacity to consent, his or her legally authorized representative may consent on their behalf. A legally authorized representative means an individual or judicial or other body authorized under Arizona law to consent on behalf of a prospective subject to participate in the procedure(s) involved in the research. Family members and close friends cannot be considered to be a legally authorized representative for the adult subject unless they have been formally appointed as that person’s health care agent or legal guardian or conservator as described below. 

i. For example: a court-appointed guardian or conservator, or someone appointed as an agent for the subject under a durable power of attorney for health care may consent for the subject to participate in research. In such cases, the PI must obtain a copy of the court’s order or durable power of attorney as evidence of that person’s authority to consent on the subject’s behalf. When a health care agent, legal guardian or conservator has not been appointed to make medical decision, the use of a health care surrogate may not be utilized to obtain consent. 



(i.a) Health Care Agent. The health care agent is the individual named in a Durable Power of Attorney for Health Care (DPAHC) executed by the subject while the subject had decision-making capacity. The health care agent acts on the subject’s behalf to make health care decisions, including enrolling the subject in a research study, when the subject is unable to provide consent. 



(i.b) Legal Guardian or Conservator. A legal guardian or conservator is a person appointed by a court to make decisions for an individual who has been judicially determined to be incompetent. 

ii. Veteran Subjects. For cognitively impaired veteran subjects who would be enrolled in research studies at a Department of Veterans Affairs facility, informed consent may be obtained from those individuals authorized by 38 CFR Parts 16 and 17 and applicable VHA Handbook policies. 

iii. Studies involving subjects who are decisionally-impaired may take place over extended periods. The IRB should consider whether periodic re-consenting of individuals should be required to ensure that a subject’s continued involvement is voluntary. The IRB may require that Investigators re-consent subjects after taking into account the study’s anticipated length and the condition of the individuals to be included (e.g., subjects with progressive neurological disorders). Additionally, the IRB should consider whether and when to require a reassessment of decision-making capacity. 

Investigator Responsibilities

1. Investigator Responsibilities. 

a. The Investigator provides a detailed description of the intended method for obtaining informed consent in the initial application. 

b. All informed consent documents (full written documents, oral scripts, short forms, and assent forms) are submitted for review and approval by the IRB prior to use. 

c. Any changes in the informed consent documents are submitted as an amendment to the IRB for review and approval prior to use. 

d. Informed consent must: 

i. Be solicited in circumstances that minimize the possibility of coercion and undue influence; 

ii. Allow sufficient time and the opportunity for the participant to consider participation (including the opportunity for exchange of information and the ability of the participant to ask questions); 

iii. Utilize language understandable to the participant; 

iv. Not waive or appear to waive participants’ rights; and 

v. Include each of the required elements and applicable additional elements of informed consent describing the research and the nature of research participation as required by Federal regulations. 

e. Unless specifically waived by the IRB, informed consent is documented in writing through the use of a current IRB-approved informed consent document signed and dated by the participant or by the participant’s legally authorized representative prior to enrollment or participation in any phase of the research study. 

f. Investigator Responsibilities in informed consent preparation. 

Federal Regulations require that specific elements be contained in all informed consent documents unless waived by the IRB. The required elements of informed consent as stated in the Code of Federal Regulation 21 CFR and 45 CFR 46.116 may not be omitted (unless waived by the IRB) and there may not be discrepancies between the IRB application and the informed consent documents regarding the purpose, subject selection, procedures, confidentiality, risks, and benefits of the research. The HSRP encourages investigators to use the HSRP informed consent document template when developing consent documents. 

i. Required Elements. The basic elements of consent to be included in every informed consent document are: 

(i.a) A clear statement that the study involves “research”; 

(i.b) An explanation of the purposes of the research; 

(i.c) The expected duration of the subject’s participation; 

(i.d) A complete description of the procedures to be followed, and identification of any procedures, which are performed solely for the purpose of research and are experimental; 

(i.e) An adequate description of the reasonably foreseeable risks and discomforts; 

(i.f) An adequate description of any benefits to the participant or others that may reasonably be expected from the research; 

(i.g) A description of appropriate alternative procedures or courses of treatment that might be advantageous to the subject; 

(i.h) A description of the extent to which confidentiality of records identifying the participant and privacy will be maintained; 

(i.i) For research that is greater than minimal risk, 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. 

 (i.j) An explanation of whom to contact for answers to questions about research regarding to voice comments or concerns (e.g., Investigator or the HSRP office) subject’s rights (e.g., the HSRP office), and whom to contact in the event of a research-related injury to the participant; 

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

ii. Additional Elements. The informed consent documents should, when appropriate, include the following additional elements: 

(ii.a) For women of child-bearing potential, a statement that the particular treatment or procedure may involve risks to the participant (or the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable; 

(ii.b) Anticipated circumstances under which the subject’s participation may be terminated by the Investigator without regard to the participant’s consent; 

(ii.c) If there is the potential that costs of research procedures will not be paid by the sponsor or the participant’s insurance, a description of any additional costs to the participant that may result from participation in the research should be described in the consent document; 

(ii.d) The consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the subject; 

(ii.e) A statement that significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant; 

(ii.f) The approximate number of participants involved in the study; 

(ii.g) Study treatment(s) and the probability of random assignment to placebo or to each treatment; and 

(ii.h) The IRB may require that information, in addition to that required in Federal regulations, be given to research participants when in its judgment the information would meaningfully add to the protection of the rights and welfare of participants. 

2. IRB Committee Responsibilities. 

a. The IRB Committee, the Chair or his/her designee reviews the planned research activities whether submitted for initial review, continuing review or as an amendment, and assures that the informed consent document is congruent with the IRB application, Investigator’s Brochure, Sponsor’s or Investigator’s protocol, grant and/or contract, and contains the necessary elements of informed consent as required by the Federal regulations. 
b. The IRB Committee, the Chair or his/her designee must consider whether the consent process satisfies the following: IRB members may use the HSRP Policies and Procedures or the Consent Checklist for assistance in making these determinations 

i. Whether legally effective informed consent is sought from each prospective participant or the participant’s legally authorized representative; 

ii. There is sufficient information about who will conduct the consent interview; 

iii. There is sufficient information regarding the timing of informed consent (including any waiting period between information provided to the participant and obtaining the consent); 

iv. Whether informed consent is solicited in circumstances that minimize the possibility of coercion and undue influence; 

v. Whether there is sufficient time and opportunity for the participant to consider participation (including the opportunity for exchange of information and the ability of the participant to ask questions); 

vi. Whether the language is understandable to the participant; and 

vii. That the informed consent document does not waive or appear to waive participants’ rights. 

c. When reviewing the informed consent document, the reviewers may request necessary revisions to the content, language, punctuation, and/or grammar in order that those individuals may clearly understand the proposed research activities and make an informed decision on whether to participate in the research. 

d. Unless specifically waived by the IRB, the IRB Committee, the Chair or his/her designee determines whether the plan for informed consent includes the use of an IRB-approved informed consent document signed and dated by the participant or by the participant’s legally authorized representative prior to enrollment or participation in any phase of the research study. 

e. The IRB Committee, the Chair or his/her designee approves the informed consent process and method of documentation, indicating whether the proposed consent process is appropriate for the proposed research activities and the target population as a part of the overall IRB approval of the study. 

f. The IRB Committee may add consent auditors/monitors to the consent process or conduct of the research when the level of risk is high or when vulnerable subjects are involved in more than minimal risk research; especially when there is no expected benefit to subjects. 

3. HSRP Staff Responsibilities. 

a. The HSRP staff member conducts a pre-review of the informed consent documents submitted with a new study application to determine that the correct forms have been utilized for the targeted population, assesses the readability of the document, and assures that all the necessary elements as required by the Federal regulations are present for adequate informed consent. If additional information regarding the informed consent process or documentation is needed, the HSRP staff member contacts the Investigator and requests the additional information. 

b. The HSRP staff member will prepare written correspondence to be reviewed by the Chair or his/her designee that includes whether a consent auditor/monitor is required as a method to increase protections to participants. 

c. HSRP Staff Member Responsibilities. 


i. The staff member will conduct a pre-review of the informed consent documents submitted with a new study application to determine that the correct forms have been submitted for the targeted population, assess the readability of the document, and that all required elements are present for adequate informed consent, including if any additional elements are appropriate. 


ii. If additional information regarding the informed consent process or documentation is needed, the staff member will contact the Investigator and request the additional information. 

4. IRB Committee Responsibilities. 

i. The IRB Committee, the Chair or his/her designee will review the informed consent documents to assure the documents contain all the required elements of consent as defined by the Federal Regulations and determine when the additional elements that are appropriate and should be incorporated into the documents. IRB Committee members should use a checklist to assure that all documents contain the required elements and when the additional elements are appropriate. 

ii. There are two circumstances under which the regulations give the IRB the authority to waive the required consent. 

iii. The IRB Committee, the Chair or his/her designee will review the informed consent documents to assure: 

(iii.a) There are no discrepancies within the informed consent documents, the IRB application, the Sponsor’s or Investigator’s Protocol, the Investigator’s Brochure, the grant and/or the contract regarding the purpose, risks, and benefits of the research; 

(iii.b) The language of the consent document is in the second person style (i.e., “you”); 

(iii.c) The documents do not contain unproven claims of effectiveness or certainty of benefit, either implicit or explicit; 

(iii.d) The information provided in the informed consent documents are in a language understandable to the participant population and does not include complex language that would not be understandable to all participants; 

(iii.e) Informed consent documents do not contain any exculpatory language through which the participant is made to waive or appear to waive any of the participant's legal rights, or releases or appears to release the investigator, the sponsor, the University, or its agents from liability for negligence; and 

(iii.f) For all research involving test articles regulated by the U.S. Food and Drug Administration (FDA), informed consent document(s) includes a statement that the purpose of the study includes evaluation of both the safety and the effectiveness of the test article. 

iv. For Phase I Studies, the informed consent document includes a statement that Phase I studies are designed to determine safety, but not effectiveness. They are also designed to determine toxicity, and severe toxicity is a planned event for a subset of participants, and direct benefit is both not intended and extremely unlikely. In addition, the informed consent document should include an explicit statement that the dose administered is not chosen to maximize the chance of effect; and 

v. For Phase II and Phase III Studies, the informed consent document includes a statement that the purpose of the study is to determine both safety and effectiveness. 

vi. If both affiliate and VA subjects are going to be enrolled, the consent forms must be separate and the Form 10-1086 must be used for enrolling VA subjects. 

vii. The consent should comply with all regulations pertaining to the participation of veterans as participants including requirements for indemnification in case of research-related injury for non-veterans who are participating in VA-approved research. 

viii. For VA research, IRB Committee, the Chair or his/her designee will require that consent forms include the following disclosures to participants: 

• Confidentiality – requires that the Government Accounting Office (GAO) may have access to the records; 

• Medical Treatment – VA must provide necessary medical treatment to a research subject injured by participation in a research project approved by a VA R&D Committee, conducted under the supervision of one or more VA employees, and provided in VA medical facilities. Exceptions include: VA facilities not capable of furnishing economical care or care for the services that are required or situations where the participant is not a veteran (An explanation of the VA’s authority to provide medical treatment to participants injured by participation in a VA project should be included in the informed consent document); 

• Payment for Care – VA subjects are not required to pay for care received as a subject in a VA research project except if they are in an eligibility category that requires they pay a co-pay for medical services that are not part of the research; and 

• Contacts – Emergency contact information included in the liability section (contains name of Principal Investigator, study coordinator, and 

Development contact information, and HSRP office contact information). Emergency information includes extension numbers and email. 

ix. The IRB Committee, the Chair or his/her designee will systematically evaluate whether the required VA disclosure have been made using the HSRP policies and procedures. 

