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Benaroya Research Institute at Virginia Mason (BRI) IRB 
MODEL INFORMED CONSENT TEMPLATE INSTRUCTIONS AND CHECKLIST 

In order to provide research participants with understandable consent forms as well as to increase efficiency in the review of research applications by the BRI Institutional Review Board (IRB), this Model Informed Consent Template instructions and checklist has been approved by the IRB.

Only consent forms written in this BRI IRB-approved consent template format can move forward in the IRB review process   If a consent form does not conform to this format, it will be returned to you for correction prior to IRB review.   (Remember, consent forms provided by a sponsoring company or other institution need to be re-written into this VM format). 

Note:

1. Before the informed consent form is signed by a potential participant, make sure: 
	
a) The investigator and/or his/her staff have fully explained the study and its potential benefits and risks.
b) The potential participant has been encouraged to ask questions about the study and about alternatives to participation.
c) The potential participant has had adequate time to decide whether to participate, including sufficient time to discuss the study with his/her family, personal physician, etc.
	
2. In the event the study requires protected health information derived in whole or in part from a covered entity* make sure:

a) The individual understands the confidentiality issues raised by their participation and their right to revoke their authorization at any time. 
b) A copy of the covered entity’s Notice of Privacy Practices is provided to the potential participant.
c) If not included in the main consent from, give a copy of the VM “Authorization to Use and Disclose Protected Health Information” form to the participant (http://www.benaroyaresearch.org/Clincial-Investigators/forms) signed by both the participant and the researcher.  This form must be maintained for 6 years.

*A covered entity is a health plan or health care provider who submits claim transactions electronically.  Certain federal privacy requirements are triggered by this status, including the requirement to publish a Notice of Privacy Practices.

3. Give a copy of the research consent form and HIPAA Authorization form (if separate) to the participant.
4. Retain signed research consent documents in your files.  Please contact the study sponsor or the IRB Office for guidance regarding the length of time signed consents should be retained past completion of the research.

If you have any questions regarding the BRI Model Consent Templates, contact the IRB Manager, (206)342-6916.  Our goal is to make the IRB process as streamlined as possible, while keeping in full compliance with all pertinent regulations. 

Thank you.  


BRI IRB INFORMED CONSENT REQUIREMENTS CHECKLIST

Please check off the following boxes and provide one checklist for each consent form submitted with your Application or Continuing Review Progress Report.


[bookmark: Check4]ELEMENTS REQUIRED by VM:
[bookmark: Check5]|_| Consent is written in the BRI IRB-approved template format and includes all appropriate    bolded model text and headings.
|_| First page of the consent form is printed on VMMC or BRI logo letterhead.
|_| Correct IRB# cited.
|_| A document footer appears on every page to include:
	|_| Version/revision date (i.e., “Version 1 rev. 01/15/11” ensure footer is consistent)
	|_| Page numbers (1 of 7, 2 of 7, etc.)
[bookmark: Check7]|_| Consent is written in the “second person” style (i.e., the researcher addressing the patient).
|_| All technical terms are defined in lay language and consent language is approximately between a 6th-8th grade reading level.
|_| Drug/device/procedure names are used consistently throughout the consent form, and any acronyms or abbreviations are defined/spelled out the first time they appear.
|_| Separate drug risks were combined into one list for the entire regime and not in separate risks by drug.  (NOT required)
[bookmark: Check10]|_| The number of participants to be involved in the study at VM is stated.  (If a multi-site study, the total number of participants to be involved in the study is also stated).
|_| Consent form is free of cut and paste errors.
|_| Study title is correct and matches other study documents.
|_| Drug/Device/Procedure names match this study.
|_| Risk information matches this study.
|_| Consent form contains correct IRB contact phone numbers.
|_| All HIPAA elements are included.
|_| A description of the information to be used or disclosed.
|_| The names of the person(s) authorized to make the requested use or disclosure.
|_| The name of the person(s)/entities to whom VM may make the requested use or disclosure.
|_| A description of the purpose for each requested use or disclosure.
|_| The potential for information disclosed pursuant to the authorization to be subject to redisclosure by the recipient and no longer be protected by the Privacy Act.
|_| An expiration date/event that relates to the individual or the purpose of the use or disclosure.
|_| The individual’s right to revoke the authorization in writing.
	|_| The exceptions to the right to revoke.
|_| A statement that if the individual does not provide authorization by signing the form, they will not be able to participate in the study.
|_| If required, is www.clinicaltrials.gov information in the consent? (i.e. under an FDA IND.  Investigator initiated studies may be missing.  See link for guidance http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126838.pdf) 


ELEMENTS REQUIRED by Federal Regulations 45 CFR 46.116(b), and 21 CFR 50.25(a):
|_| Statement that the study involves research.
|_| Explanation of the purposes of the research.
|_| Explanation of the expected duration of participation.
|_| Description of the procedures to be followed.
|_| Identification of the procedures which are investigational.
|_| Description of any reasonably foreseeable risks or discomforts to participants.
|_| Description of any benefits to participants or to others that may be reasonably expected from the research.
|_| Disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous to participants.
|_| Statement describing the extent to which confidentiality 	of records will be maintained.
|_| Statement listing all entities which may potentially inspect  records identifying the participant.
	   |_| FDA must be specified as an entity, if applicable.
|_| For research involving more than minimal risk, an explanation as to whether any compensation is available in the case of injury.
|_| For research involving more than minimal risk, an explanation as to whether any medical treatments are available if injury occurs, and if so: 
		|_|Of what they consist,    OR    |_|Where further information may be obtained
|_| Whom to contact in the event of a research-related injury to the participant.
|_| Whom to contact for answers to questions about the research and research participants’            rights. 
|_| A statement that participation is voluntary.
|_| A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled.
|_| A statement that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.
|_| Check this box to verify that no exculpatory language is included in this consent form. (According to the regulations, no exculpatory language may be included in any consent [whether oral or written] through which the participant is made to waive or appear to waive any legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence). See link for guidance https://www.fda.gov/downloads/regulatoryinformation/guidances/ucm271036.pdf
|_| For research that involves the collection of identifiable private information or identifiable biospecimens:
	|_| A statement that identifiers might be removed from the identifiable private information or 		identifiable biospecimens, and that
		|_| After identifiers are removed, the information or biospecimens could be used 			for future research studies, or distributed to another investigator for future 				research studies, without additional informed consent from the subject.
	OR
	|_| A statement that the subjects information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

[bookmark: Check11]
WHEN APPROPRIATE, ELEMENTS REQUIRED by 45 CFR 46.116(c), and 21 CFR 50.25(b):

|_| A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable.
|_| Anticipated circumstances under which study participation may be terminated by the investigator without the participant’s consent.
|_| Additional costs to the participant that may result from participation in the research.
|_| The consequences of a participant’s decision to withdraw from the study.
|_| Procedures for orderly termination of participation if the participant decides to withdraw from the study.
|_| A statement that significant new findings developed during the course of the research (which may relate to the willingness to continue participation) will be provided to the participant.
|_| If applicable-- A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit, and
	|_| Whether the subject will or will not share in this commercial profit.
|_| A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions.
|_| For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen.
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