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Checklist:  IRB Meeting Minutes

Overview

The IRB Coordinator is responsible for recording all pertinent discussions, actions and determinations in the IRB Minutes. This includes determinations made by the expedited review procedure. The Coordinator can assure compliance with all applicable regulations and Nemours policy by following this checklist.

· The IRB Coordinator may ask the committee to rephrase or summarize key discussion points or motions during the meeting to assure the accuracy and completeness of the recording.

The checklist is formatted like the published minutes from IRBNet.  The order of the minutes for each IRB may vary, but the requirements do not. 

· Information that is generated by IRBNet is included in this checklist, without a check box, so that all required elements are displayed. 

· IRBNet items are displayed in gray.

· Additional information or instructions are displayed in blue.

· The information that the coordinator must include in the minutes is displayed in black.

MINUTES:

Date and time that meeting is called to order and statement that a quorum is achieved.
· Changes in attendance must be monitored and recorded throughout the meeting.
· Quorum = More than half of the voting IRB members and

· At least one nonscientific member 

· At least one physician member (for review of FDA-regulated research)
· As attendance changes, that needs to be reflected in the recorded vote.  (Meeting begins with 10.  Paul leaves for no reason. (Not to be recorded as ‘recused’.)That next vote will total ‘9’.

Call to Order:  Date and Time

Adjourned:      Date and Time

Was a Quorum Present When Called to Order?:  Yes  or No
ATTENDANCE
Attendance
· Includes voting members, nonvoting guests, staff, and person recording.

· Includes anyone who attended any part of the meeting. 
· Within specific study minutes note:

· Changes in attendance during the meeting.
· Time of late arrivals.
· Time when members leave and return, if applicable, during the meeting.
· If applicable, note that the member was recused because of a conflicting interest along with the fact that a conflicting interest is the reason for the absence.
· When an alternate member replaces a primary member.
1. WELCOME AND OPENING REMARKS

 FORMCHECKBOX 

Visitors introduced.

 FORMCHECKBOX 

For meetings via videoconference or teleconference, include: “All members received the review material before the meeting, had time for adequate review and had adequate access to the material for the meeting.”

 FORMCHECKBOX 

Results of Conflict of Interest query

· Note abstentions and recusals, as applicable in specific studies.

· Or

The IRB Chair reminded the Committee about the need for confidentiality and to disclose any conflict of interest.  There were no disclosures. 
Or

The IRB Chair reminded the Committee about the need for confidentiality and to disclose any conflict of interest. One member was excused when the study he was a co-investigator on came up for review and discussion.

ATTENDEE ROLL CALL

Delete this IRBNet option.  The attendance is recorded above.
1. NEXT MEETING DATE AND GENERAL ANNOUNCEMENTS

The next meeting date is [DATE].

 FORMCHECKBOX 
 Announcements and information provided to the committee that is not related to a specific study.

2. REVIEW OF PREVIOUS MINUTES
The minutes from the [DATE] meeting were reviewed and approved.

 FORMCHECKBOX 
 Note any discussion and any changes that are required to the last minutes.

 FORMCHECKBOX 
 Record vote.

3. CONTINUING EDUCATION
 FORMCHECKBOX 
 The committee members were given the most recent edition of the Human Research Report and the IRB Ethics & Human Research Report.  The Chair gave a brief summary of the reports. 

 FORMCHECKBOX 
 Describe any other education provided.

 FORMCHECKBOX 
 Include any announcements concerning continuing education for IRB members.

4. NEW STUDIES

Each study is documented separately.

4.1. Study Title

PI

IRB Number

Sponsor

Submission Type: New Study

Action: [Approved] [Approved with modifications] [Deferred] [Not Approved]

Effective Date: [Meeting Date] 

· The date of the convened IRB meeting at which the protocol is either approved without stipulations or approved contingent on the investigator’s successful response to stipulations. Or 

· If expedited: [Date of Final Approval] 

Expiration Date: The last date that an approved protocol can be conducted.  This is the date before the anniversary date, or the last day of any shorter interval, of IRB approval.  For example: Research approved for one year on 01/10/2006 would expire on 01/09/2007
Vote: Total, For, Opposed, Abstained

· Not required for expedited work.
Recused: [Name of member who is recused].  

· Explanation should be included in the Discussion and Remarks, below.

· Do not use ‘recused’ for a member who leaves for other reasons during the meeting. 

Primary Reviewer

Secondary Reviewer

Discussion and Remarks

There is no need to include every detail of the discussion. The investigator’s application and the Reviewer’s Form are documentation that the IRB has received and considered the information needed to determine whether a specific study meets approval criteria.

To make the minutes more readable, insert headers for Summary, Discussion, Motions (determinations).  If pasting from a reviewer form, make it clear what was in the review and what was decided.  You do not have to do this if you reference the reviewer forms and summarize the ensuing discussion.

 FORMCHECKBOX 
 Study Summary...May use the reviewer’s summary or summary included in the application.  Should only be a few sentences, enough to tell a future reader what the study was about.
 FORMCHECKBOX 
 Discussion of controverted issues and their resolution.
The IRB discussed -----------------------------  .  For example: “There was disagreement about the need to place a copy of the parental permission form and research data in the medical record.  The dissenting member stated that there was no expected benefit to the child and that the child's caregivers would not use the information for non-research related care.  The IRB determined that there may be benefit and no anticipated harm related to knowledge of a child's research participation.” Or, “There was significant discussion about the risk to children.  The IRB determined that the risk was acceptable if additional monitoring was included.”
If there is no significant discussion state:  There were no controversial issues.  
 FORMCHECKBOX 
 State the motions that were voted on:
Include applicable statements.  

· Include motions that were voted on and not approved if needed.

· Include rationale for periods less than one year, and/or requirements for additional oversight.
Motion: It was moved and seconded to approve the study for one year (or other time period). Determinations related to this motion are: (insert applicable determinations below):

Or:

Motion: It was moved and seconded to approve the study, with minor modifications, for one year (or other time period) pending a satisfactory response from the investigator. Determinations related to this motion are: (insert applicable determinations below):

Or:

· Motion: It was moved and seconded that the approval criteria are not met by the convened IRB and to defer approval pending significant revision to the current application and re-review by the convened IRB. Determinations related to this motion are: (insert applicable determinations below):
· .

Or:

Motion: It was moved and seconded that the approval criteria are not met by the convened IRB and to disapprove this study.  If the investigator wishes to resubmit this research, a significantly revised, new application would be required. Determinations related to this motion are: (insert applicable determinations below):
If applicable:
 FORMCHECKBOX 
 Include the basis / rationale for all required modifications, deferral or disapproval.

 FORMCHECKBOX 
 Include the basis /rationale for any deletion or substantive modification of information concerning risks or alternative procedures contained in the COG-approved language. 

 FORMCHECKBOX 
 The minor modifications for approval are very specific and can be answerable by a simple agreement from the Investigator. 
· The modifications required for approval are: 
· Minor revisions of the Parental Permission form to improve readability (improved comprehension) (correct inconsistency) (as noted in the attached review form or PPF with tracked changes)

· The application form is not consistent with the Parental Permission form. Please change the Parental Permission Form to ….

May make reference to the reviewer form or a document with tracked changes for specific changes. Or, may specify the changes within the minutes. 

Do not revise the reviewer forms.  Either describe any differences of opinion and the resolution in the discussion section of the minutes or  reference a combined reviewer form that will be provided to the Investigator.

 FORMCHECKBOX 
 Include the IRB findings or determinations required by the regulations.  

· Include the protocol-specific findings justifying those determinations if not specifically described in either the reviewer form, or the discussion above.

· Subpart D determination for research involving children

This is research not involving greater than minimal risk per 45CFR46.404 and 21CFR50.51

Or

This is research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects per 45CFR46.405 and 21CFR50.52.

Or

This is research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition per 45CFR46.406 or 21CFR50.54. 

Or

This is research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children per 45CFR46.407 and 21CFR50.55. (This category requires documentation of referral to ORHP and/or FDA for review prior to re-review by the IRB.)
· Waiver of documentation or process, of assent. If not documented in the Checklist for IRB review or application, Include the rationale for the decision and describe how the process or documentation is being altered.  Include, at a minimum, a statement like:
The documentation (and/or process) of assent is waived.  The approval criteria for this waiver are documented in the reviewer checklist.  The investigator may choose to obtain assent if the child is determined to be capable.  The investigator will be reminded that if he or she chooses to obtain assent, that the assent or dissent of the child must be honored.

 FORMCHECKBOX 
 Determination for requirement of Parental Signatures

This should be documented in the Checklist for IRB Review.  Include, at a minimum, a statement like:

The permission of both parents is required if both parents are alive, known, competent, reasonably available, and have legal responsibility for the care and custody of the child. Otherwise the permission of one parent is required.

Or,

The permission of one parent is required.

 FORMCHECKBOX 
 Determination for including the Parental permission document and/or the research data in the EMR or not. Edit the following statements as needed to reflect the actual IRB determination.

A complete copy of the signed and dated PPF/ICF will be included in the participant’s EMR..

Or

The child’s best interests are served by having this information in the EMR. Knowledge of the child’s participation could be important information for the child’s other Nemours health care providers. And, knowledge of the child's participation in the research study in question by other Nemours Associates is unlikely to cause economic, social, or legal harm to that child.
Or

The research does not meet the criteria for including a copy of the PPF/ICF and research data in the Nemours’ medical record.

Or

Although the research meets the criteria for including a copy of the PPF/ICF and research data in the Nemours’ medical record, this information is already included in their hospital record. No additional benefit is expected by including the PPF/ICF in the Nemours EMR.

· Waiver of documentation or process, of consent/permission/HIPAA Authorization and assent. If not documented in the reviewer form or application, include the rationale for the decision and describe how the process or documentation is being altered.  Include, at a minimum, a statement like:
The documentation (and/or process) of consent and the authorization for use and disclosure of Protected Health Information is waived.  The process (or documentation) described in the application is approved.  The approval criteria for this waiver are documented in the completed checklist for Waiver or Alteration of Parental Permission or Informed Consent..  Include any requirement of informed consent that is not specifically addressed in the application.  For example, “The investigator is required to inform all participants verbally prior to beginning any research procedures. “
· Significant risk/non-significant risk device determinations and rationale. 
The IRB has determined that the investigational device [NAME} is a Significant Risk Device:  The device is (complete this statement with the applicable criterion and any additional rationale discussed by the committee)…
…intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject.
Or
…purported or represented to be for a use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject

Or

…for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject.

Or

…presents a potential for serious risk to the health, safety, or welfare of a subject.

Or

The IRB has determined that the investigational device [NAME] is a Nonsignificant Risk Device, that is, it is a medical device that does not meet the criteria for a significant risk device. 

· Research involving pregnant women, fetuses, and neonates, and research involving prisoners, also require documentation of specific IRB findings in the minutes.  In the rare case where the IRB reviews this type of protocol, the regulations will be reviewed during the review process in order to assure compliance with regulations and Nemours policy as well as proper documentation.

5. RENEWALS

With the few exceptions noted below, the documentation for a Renewal is the same as for a New Study.

5.1.  FORMCHECKBOX 
 Study Summary...May use the reviewer’s summary or summary included in the application.  Include the reviewer’s summary about the status of enrollment and any new information about the study affecting the approval criteria or the participant’s decision to continue in a study.
6. AMENDMENTS

May add AMENDMENTS as a new Agenda item when required. If there are no amendments on the agenda, this category is not needed.

6.1.  FORMCHECKBOX 
 Amendment Summary...May use the reviewer’s summary or summary included in the application.  
 FORMCHECKBOX 
 Document the IRB’s determination of the approvability of the amendment and the continued approvability of the study under review. Note: The reason that an amendment requires review by the convened IRB is that there is a possibility that the proposed change is more than a minor one and may affect one or more approval criteria. 

 FORMCHECKBOX 
 Record the IRB action as described for New Studies.
7. CLOSURES 

7.1. Add CLOSURES within Interim Activities.  No need for review by the convened IRB.. 

8. REPORTABLE EVENTS

8.1.  FORMCHECKBOX 
 Event Summary...May use the reviewer’s summary.
 FORMCHECKBOX 
 Document the IRB decision: 


Example:

The board [agrees] [disagrees] with the investigator’s assessment of this event.


And either:

“The event does not represent an unexpected problem involving risks to participants or others and the risk to benefit assessment of the study is not effected, no further action is taken.”
Or

“The event represents an unexpected problem involving risks to participants or others and the risk to benefit assessment of the study [is not] [is] effected.  Document the required action.

Possible actions include:

· Require modification of the protocol. 

· Require modification of the information disclosed during the consent process. 

· Require that current participants are provided with additional information that may relate to the participant’s willingness to continue participation. 

· Provide additional information to past participants. 

· Require current participants to re-consent to participation. 

· Alter the frequency of continuing review. 

· Observe or audit the research or the consent process. 

· Require additional training of the investigator. 

· Notify investigators at other sites. 

· Terminate or suspend the research. 

· Obtain additional information. 

· Take no additional action. 
· Report to department heads and/or agencies.
9. INTERIM ACTIVITIES

Interim activities include all submissions to the IRB that were reviewed by the expedited procedure, or that were handled by administrative review. These include:

· Requests for a determination of whether a project is human subject research.

· Exempt determinations

· Expedited review and approval of new studies, renewals, amendments.

· Submissions of ‘information only’ items.

At the time of the IRB action, document a brief summary of the submission and any required determinations.

 FORMCHECKBOX 
 Reference the IRB findings or determinations in the required documentation for New Studies, Renewals, Amendments, above.

 FORMCHECKBOX 
 Document the specific permissible category of expedited review used (Per Checklist for IRB Chair Interim Review or Checklist for Review of Amendments.)
(this is not a change, just a reminder about what is required for Expedited Reviews.)

During the meeting, 

Note any specific discussion that occurs.

Otherwise, the list of Interim Activities does not require any additional documentation related to the meeting.
10. OTHER SUBMISSIONS

Include agenda/minute categories only if they are applicable.  If there are no other submissions, for example, this category does not need to be included in the agenda and/or the minutes.

 FORMCHECKBOX 
 Read the Minutes for accuracy and readability.  Spell check.  Complete sentences. Make sure that IRBNet publishes the information that way you want it to be read.

 FORMCHECKBOX 
 IRB Chair, or designee, must review and approve the minutes within 7 days of the meeting.
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