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POLICY:
Children’s Healthcare of Atlanta, Inc., (Children’s) protects the rights and welfare of
human research subjects recruited to participate in research activities.
These Standard Operating Procedures for the Children’s Institutional Review Board
should be followed in conjunction with Children’s Policy Number 8.15 entitled "Uses and
Disclosures for Research Purposes & Waivers (HIPAA Research Policy).

II.

PROCEDURE:
Background Information
The Children’s Audit and Compliance Committee of the Board in conjunction with
Children’s Administration assigns the responsibility for the protection of human subjects
involved in research activities to the Children’s Healthcare of Atlanta Institutional Review
Board (IRB). The IRB will operate in compliance with hospital research policy(ies) and
with the U.S. Code of Federal Regulations, Department of Health and Human Services
(DHHS) Title 45 Part 46, entitled “Protection of Human Subjects”, as well as the Food
and Drug Administration (FDA) Title 21, Part 50 and Title 21 Part 56. A copy of the
DHHS and FDA regulations may be obtained in the IRB Office.
The IRB’s primary concerns in all its deliberations are to determine that:
The rights and welfare of the subjects are protected adequately.
The risks to subjects are outweighed by the potential benefits of the research.
The selection of subjects is equitable.
Informed consent will be obtained and documented.
Definitions
1.

Institutional Review Board: A specially constituted review body established or
designated by an entity to protect the welfare of human subjects recruited to
participate in biomedical or behavioral research (CFR 46:102(g), 46:108, 46:109)
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2.

Research: A systematic investigation, including research development, testing
and evaluation, designed to develop or contribute to generalizable knowledge
(CFR 46:102d)

3.

Human Subjects: Living individual(s) about whom an investigator (whether
professional or student) conducting research obtains (1) data through
intervention or interaction with the individual or (2) identifiable private
information. (CFR 46:102f)

4.

Intervention includes both physical procedures by which data are gathered and
manipulations of the subject or the subject’s environment that are performed for
research purposes.

5

Interaction includes communication or interpersonal contact between investigator
and subject.

6

Private Information includes information about behavior that occurs in a context
in which an individual can reasonably expect that no observation or recording is
taking place, and information which has been provided for specific purposes by
an individual and which the individual can reasonably expect will not be made
public (i.e., medical record). Private information must be individually identifiable
(i.e. the identity of the subject is or may readily be ascertained by the
investigator or associated with the information) in order for obtaining the
information to constitute research involving human subjects.(45CFR 46:102f(2))

7.

Minimal Risk: The probability and magnitude of harm or discomfort anticipated
in the research are not greater in and of themselves than those ordinarily
encountered in daily life or during the performance of routine physical or
psychological examination or tests. (CFR46:102i)

8.

Informed Consent: A person’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. In giving
informed consent, subjects may not waive or appear to waive any of their legal
rights, or release or appear to release the investigator, the sponsor, the
institution or agents thereof from liability for negligence. (CFR 116:21, CFR
50.20 and 50:25)

9.

Assent: Agreement by an individual not competent to give legally valid informed
consent

10.

Expedited Review: Review of proposed research by the IRB chair or a designated
voting member or group of voting members rather than the entire IRB. Federal
rules permit expedited review for certain kinds of research involving no more
than minimal risk or for minor changes in approved research.
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11. Emergency Use: The use of a test article on a human subject in a life threatening
situation in which no standard acceptable treatment is available and which there is
not sufficient time to obtain IRB approval.
12. Agent of the Organization: Those considered to be acting as an agent of the
organization in the conduct of research involving human subjects includes the
followingChildren’s staff/employees who are conducting human subject research at
Children’s facilities, including hospitals and outpatient facilities.
Children’s staff/employees who are conducting human subject research at
outlying or community facilities.
Contracted physicians, with University affiliation(s), who have Children’s
privileges, and are conducting human subject research at Children’s facilities,
including hospitals and outpatient facilities.
Private practice physicians and staff, who have Children’s privileges, and are
conducting human subject research at Children’s facilities or within their
private practice.
Students, who are not Children’s staff, but have been granted Chldren’s
privileges, through participating universities, who are conducting human
subject research at Children’s facilities, including hospitals and outpatient
facilities.
13. Clinical Investigation (FDA Definition): Any experiment that involves a test article
and one or more human subjects, and that either must meet the requirements for
prior submission to the Food and Drug Administration under section 505(i) or 520(g)
of the Federal Food, Drug, and Cosmetic Act, or need not meet the requirements for
prior submission to the Food and Drug Administration under these sections of the
Food, Drug and Cosmetic Act, but the results of which are intended to be later
submitted to, or held for inspection by, the Food and Drug Administration as part of
an application for a research or marketing permit. The terms research, clinical
research, clinical study, and clinical investigation are synonymous for purposes of
FDA regulations [21 CFR 50.3(c), 21 CFR 56.10(c)]
14. Experiment (FDA Definition): Any use of a drug other than the use of an approved
drug in the course of medical practice. [21 CFR 312.3(b)]
15. FDA Regulated Research: Any activity in which results are being submitted to or held
for inspection by FDA as part of an application for a research or marketing permit.
16. Human Subject (FDA Definition): An individual who is or becomes a subject in
research, either as a recipient of the test article or as a control. A subject may be
either a healthy human or a patient. [21 CFR 50.3(g), 21 CFR 56.102 (e)]. A human
subject includes an individual on whose specimen a medical device is used. [21 CFR
812.3(p)].
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Children’s requires that all research projects involving human subjects be
reviewed and approved by an IRB according to policies at the site where the
research will be conducted.
All research proposals submitted to the IRB must designate an institution medical
staff member or employee as the principal investigator or co-principal
investigator. The institution requires that responsibility for compliance with
institutional research policies and guidelines rest with the principal investigator.
The IRB is charged with the responsibility for review and approval of human
subjects research conducted by or under direction of any full-time or part-time
employee or agent of the institution and research involving patients and/or
employees.
Review and approval is required regardless of source (or lack of source) of
funding for a project and regardless of the site at which the research is
performed.
These Standard Operating Procedures may be revised by the IRB subject to
federal regulations and the approval of the Children’s Audit and Compliance
Committee of the Board or their designee.
The Standard Operating Procedures will be provided to all members of the IRB
when they are appointed and to any medical staff or other researcher upon
requesting to conduct research within Children’s.
The IRB is responsible for conducting Continuing Reviews on its approved
research projects at least annually.
The IRB is responsible for reviewing all serious adverse events and unanticipated
problems on its approved projects.
The IRB is responsible for reviewing and approving all modifications to its
ongoing research projects.

STATEMENT OF ETHICAL PRINCIPLE
Children’s, including the IRB, will be guided by the ethical principles governing all
research involving human subjects that are set forth in the report of the National
Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects
of Research (The Belmont Report). Researchers must agree to abide by these principles
and the recommendations of the IRB. Instances of serious or continuing noncompliance with this policy or the requirements of the IRB will be reported to the
appropriate authorities for investigation and resolution and where appropriate, the
financial sponsor and/or federal authority.
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The responsibility for maintaining the IRB rests with the Institutional Official.
The Chairperson for the IRB will be appointed by the Children’s Audit and
Compliance Committee of the Board or their designee.
The responsibility for appointing and maintaining IRB membership rests on the
Children’s Audit and Compliance Committee of the Board or their designee in
consultation with the Chairperson.
A Vice-Chair may be appointed by the Chair to assist with his/her duties.
The IRB must have at least five members, with varying backgrounds to promote
complete and adequate review of research activities commonly conducted by the
institution. The IRB must be sufficiently qualified through the experience and
expertise of its members and the diversity of their backgrounds, including
considerations of their racial and cultural heritage and their sensitivity to issues
such as community attitudes, to promote respect for its advice and counsel in
safeguarding the rights and welfare of human subjects. Composition of the IRB
will be at least one member whose primary concerns are in scientific areas, one
member whose primary concerns are in nonscientific areas, one member who is
not affiliated with the institution and not part of the immediate family of a person
who is affiliated with the institution.
No member of the IRB shall be permitted to participate in the initial or continuing
review of any project in which that member (and his/her immediate family
member) has a real or perceived conflicting interest, except to provide
information requested by the IRB. Each member must sign an IRB member
recusal agreement form upon membership. This also applies to IRB consultants.
All IRB written notifications are reviewed, approved and signed by the Chair.
The Chair may designate this function to the Vice Chair or Administrative
Manager as appropriate.
With the exception of community members, all IRB members must pass an
approved Human Subjects Protections Program and provide the IRB with a copy
of the certification.

MEMBER LIST
A.
B.
C.
D.

A record of the names, degrees, qualifications, affiliation and voting status of the
members of the IRB will be maintained.
The record represents the roster of members and will serve monthly as the list
by which attendance is determined.
New appointments, dismissals, termination of appointments, and withdrawals of
members will be noted on this roster and will be included in the meeting agenda
and minutes.
A copy of the current IRB membership list may be obtained from the Research
Department, the Children’s intranet site or the Children’s public website.
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MEETINGS
A.
B.

Meetings shall be scheduled on the fourth (4th) Thursday of each month unless
otherwise noted on the published annual meeting schedule.
Sufficient materials for review of each project shall be distributed to members at
least two (2) weeks prior to each scheduled meeting.

VIII. QUORUM
A.

B.
C.
D.
E.
F.
IX.

A quorum shall consist of 50% plus one (1) voting member(s) of the full IRB but
must include one (1) member whose background or profession is in a scientific
area, at least one (1) member whose background or profession is a non-scientific
area, and at least one (1) community member.
Quorum requirements must be met to convene a meeting.
Only those members who are actually present at a meeting or available by
conference call shall be counted toward a quorum and permitted to vote on the
acceptability of a proposed study.
Each member shall have one (1) vote for rendering decisions upon those
research projects that come before the IRB for review and approval.
If quorum is lost during a meeting, the IRB cannot take votes until it is restored.
Members with a conflict of interest are not counted towards quorum.

CONFIDENTIALITY OF IRB MEETINGS AND RECORDS
All information related to IRB meetings, actions, and other business is confidential,
including, but not limited to:
A.

Proceedings of convened meetings of the Institutional Review Board, are
confidential and not to be discussed outside of the meeting. IRB members will, at
all times, maintain the confidentiality of the process and not discuss individual
proposals outside of the IRB meetings with individuals or parties who may
inquire.

B.

Individual members of the IRB will not make independent statements regarding
IRB matters and are not authorized to individually speak for the IRB or on its
behalf.

C.

Institutional Review Board files and records are confidential and available only to
sponsoring/funding agencies, the US Food and Drug Administration, the Office
for Human Research Protections, or other agencies with the Public Health Service
/ Department of Health and Human Services, or institutional officials or their
appointees who may be conducting internal audits for compliance purposes.
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Only the Institutional Review Board Office, housed in the Research Department,
may disclose the approval status of a particular proposal. Other information
requested by a source outside of those persons/agencies referred to in section C.
above, shall make their request to the Principal Investigator.

RECORDS
A.

The IRB should prepare and maintain adequate documentation of its activities
regarding each research project to include the following:
1.
Complete copy of original application packet.
2.
Current protocol.
3.
Copies of all correspondence between IRB and investigators.
4.
Copy of Approval Notice.
5.
Copy of Reviewer’s Analysis Sheet, which includes:
a. For initial and continuing review of research by expedited
procedures:
1. The specific permissible category
2. Descriptions of action taken by the reviewers.
3. Any findings required under the regulations.
4. The frequency for the next continuing review.
b. For exempt determinations, the specific category of exemption.
c. Determinations required by the regulations and protocol-specific
findings supporting those determinations for:
1. Waiver or alteration of the consent process.
2. Research involving pregnant women, fetuses and
neonates, if applicable.
3. Research involving prisoners, if applicable.
4. Research involving children.
6.
Copy of approved informed consent document.
7.
Continuing Renewal Request and Approval for Continuation.
8.
Modifications and copy of Modification Approval.
9.
Investigator’s Brochure (when appropriate).
10.
DHHS-approved sample consent document and protocol, if applicable.
11.
Statements of significant new findings provided to participants.

B.
C.

Copies of agenda and minutes for each meeting to include attendance.
The IRB shall retain the records required by these procedures regarding each
research project and for protocols that are cancelled without participant
enrollment for a period of at least three (3) years after research is completed,
terminated, discontinued or cancelled. The records shall remain accessible for
inspection and copying by authorized representatives of appropriate regulatory
bodies at reasonable times and in a reasonable manner.
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RECEIPT OF PROTOCOL BY IRB
A.

All applications must include the appropriate documents for each protocol as
outlined below:
1. IRB Submission Form
2. Lay Summary - Optional
3. Full Protocol or the completed DHHS-approved protocol, if applicable
4. Informed Consent or the DHHS-approved sample consent document, if
applicable
5. Statement of Investigator (FDA Form 1572)
6. Investigator Brochure
7. Questionnaires or Data Collection Forms that are not standard published
forms.
8. Recruiting material
9. Advertisements
10. Copies of CITI course completion certificates. (Renewals of the refresher
course are due every 2 years).

B.

On receipt of the application the IRB will assign a receipt date and IRB number.
All future correspondence will reference the abbreviated title and assigned IRB
number.

C.

An administrative review will be conducted to ensure completeness of the
application. If the application is incomplete the principal investigator will be
notified and requested to appropriately complete the application. An incomplete
application will not be processed by the IRB.

DETERMINATION OF REVIEW PROCEDURE TO BE FOLLOWED
A.

The IRB Chairperson or his/her designee will determine whether the research
protocol meets the criteria for full review, expedited review, re-review or
administrative review. Since this institution serves children, a vulnerable
population, as outlined by DHHS, research that meets regulatory requirements
for the exempt category will receive expedited review.

XIII. CATEGORIES OF REVIEW
A.

FULL COMMITTEE REVIEW
NOTE: All research activities on human subjects require full board review unless
the research meets the criteria for Expedited Review.
1.
Protocols requiring full committee review must be in the IRB Office at
least three (3) weeks prior to the next scheduled meeting.
2.
One complete application is retained in the IRB Office and placed in the
respective IRB numbered file.
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The remaining copies are routed to the board members with a
corresponding Reviewer’s Analysis Sheet and informed consent checklist
two-weeks prior to the meeting.
Each reviewer reviews the application, completes the Reviewer’s Analysis
Sheet and uses the Informed Consent Checklist as a guide to ensure
completeness of the informed consent.
The Primary Reviewer for the submission considers the potential risks
posed by the research procedures as s/he conducts the review and this is
discussed during the convened IRB meeting.
At least one member of the Board reviews the Investigator’s Brochure.
At the convened meeting the Chairperson references the application and
discussion is opened to all members.
Disposition of an application is by majority vote.
The primary and secondary reviewers complete and sign the Reviewer’s
Analysis Sheet indicating the following:
a.
Approval, approval pending modifications, table pending major
concerns or modifications, or disapproval.
b.
Risk level of protocol.
c.
Indicate time interval for Continuing Review
d.
The Analysis Sheets becomes part of the IRB permanent file.
The investigator receives written notification of the IRB determination.

EXPEDITED REVIEW
1.

2.
3.

4.
5.

Under federal regulation certain types of research are eligible for
expedited review. Only the IRB, and not an investigator acting
independently, determines whether a protocol meets the criteria for
expedited review. The IRB may use an expedited procedure to review
research that involves no more than minimal risk to the subjects and in
which the only involvement of human subjects is outlined in the
Expedited Review Category. (Attachment A)
Research proposals meeting criteria for Expedited Review are not subject
to the IRB meeting submission deadline.
Expedited review is conducted by the Chairperson or by one or more of
the experienced IRB members designated by the Chairperson.
Experience is defined as a board member who has had specialized
training regarding the exemption categories, who has served on the IRB
as a reviewer along side the Chair or Vice-Chair and who has had
expedited review decisions reviewed by the Chair or Vice-Chair for three
months.
Each reviewer completes a Reviewer’s Analysis Sheet, which becomes
part of the IRB permanent file.
The Chairperson or designee(s) conducting the review may exercise all of
the authorities of the IRB except that they may not disapprove the
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6.
7.

8.
C.

research. They refer any research protocol that they would have
disapproved to the full Board for review.
When the expedited review procedure is used, the proposal is placed on
the agenda for the next convened meeting and the Chairperson notes
they have been approved under this procedure.
At a convened IRB meeting, any member may request that any activity
that has been approved under this procedure be reviewed by the IRB in
accordance with non-expedited procedures. Under these circumstances,
either a formal motion to approve the protocol will be noted on the
minutes or the protocol will be suspended pending further review by the
Chairperson or full Board.
Upon approval by the IRB, the principal investigator receives a Notice of
Approval indicating that the expedited procedure was utilized.

EXEMPT CATEGORY
1.
2.

D.
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Currently the Federal human subjects protection regulations (CFR
45:101b) define certain types of human subjects research as Exempt
from IRB review. (Attachment B)
Considering that children are a vulnerable population, the IRB policy is
that no research is exempt from review and therefore will process this
category of research using the Expedited procedure.

CHART OR MEDICAL RECORD REVIEW
1. Studies involving review of Children’s patient charts or records, whether by
principal investigator at Children’s or from an institution other than Children’s
must be submitted to the Children’s IRB and will receive an expedited review.
2. The Children’s IRB provides the investigator with a Notification of Approval
and provides HIS (Health Information Services/Medical Records Department)
a copy of the Request for Chart Review and the Notification of Approval.
3. Once the Notification of Approval is issued, the investigator reviews charts in
accordance with the HIS policies.

E.

ADMINISTRATIVE REVIEW
1.

Changes/amendments to protocols that are only of an administrative
nature and do not involve patient care or intervention may be reviewed
and approved by the Expedited Reviewer.
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IRB REVIEW PROCESS
A. In order to approve a protocol the IRB shall determine that the following
requirements are satisfied as appropriate to the protocol:
1. The risks to the subjects are minimized: (i) by using procedures which
are consistent with sound research design and which do not
unnecessarily expose subjects to risk, and (ii) whenever appropriate, by
using procedures already being performed on the subjects for diagnostic
or treatment purposes.
2. The risks to the subjects are reasonable in relationship to anticipated
benefits and the importance of the knowledge that may reasonably be
expected to result.
3. The selection of subjects is equitable.
4. A process has been established for obtaining informed consent from each
prospective subject or the subject’s legal representative, in accordance
with and to the extent required by DHHS and FDA regulations and the
policies of the hospital.
5. A process has been established to document informed consent.
6. A procedure has been established to monitor the data collected to ensure
the safety of subjects; and
7. The investigational research plan adequately provides for the protection
of privacy of subjects and the maintenance of confidentiality of data
concerning those subjects.
8. That applicable regulations for the protection of children (CFR 45: 46,
Subpart D) are satisfied.
B. The IRB may take into consideration, in its review of the proposed research, any
prior approvals or disapprovals by other institutional review boards at other
institutions. Children’s IRB, however, is in no way bound by these approvals.
C. While the IRB is not charged with reviewing scientific design, it must consider a
protocol’s scientific validity in order to assess the risk/benefit ratio. Ultimately, the
Division or Area Medical Director or designee is responsible for reviewing studies for
scientific design and validity.

XV.

INFORMED CONSENT
A.

General Considerations
1.

Unless a waiver of informed consent or a waiver of documentation has
been granted, informed consent should be obtained and documented. An
investigator should seek such consent only under circumstances that
provide the prospective subject or the representative sufficient
opportunity to consider whether or not to participate and that minimize
the possibility of coercion or undue influence. The information that is
given to the subject shall be in a language understandable to the subject
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or representative. No such informed consent, oral or written, should
include any exculpatory language through which the subject is made to
waive, or appear to waive, any of his/her legal rights, including any
release of the investigator, the sponsor, or the institution, and its agent
from liability for negligence.
Regulations permitting waiver of informed consent can be found at
45CFR46:116 and 21CFR50.23.
2.

The information provided to the subject or the subject’s representative
shall be written in language understandable to the layperson and shall
include at least the following:
a) 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.
b) A description of any reasonably foreseeable risks or discomfort to the
subject and the precautions that will be taken to minimize those risks.
c) A description of any benefits to the subject or to others which may
reasonably be expected from the research.
d) A disclosure of appropriate alternative procedures or courses of
treatment, if any, that might be advantageous to the subject.
e) A statement describing the extent, if any, to which confidentiality of
records identifying the subject will be maintained and the possibility that
the FDA may inspect such records.
f) An explanation as to whether any compensation for participation will be
provided and whether any medical treatment will be available if injury
occurs. If medical treatment will be available, the subject must be
advised as to what it consists of or where further information may be
obtained.
g) An explanation of whom to contact for answers to pertinent questions
about the research and the subject’s rights and whom to contact in the
event of a research-related injury.
h) 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.
i) The amount and schedule of payments.

B.

Additional Elements of Informed Consent:
When appropriate the following information shall also be provided to each
subject:
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(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 unforeseeable.
(2) Anticipated circumstances under which the subject’s participation may
be terminated by the investigator without subject’s 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 on a timely
basis.
(6) The approximate number of subjects involved in the study.
C.

Obtaining Consent
1.
2.

3.

4.

An adult with decision-making capacity will be responsible for determining
if he/she will participate in the investigation.
Where a clinical investigation involves minor patients as subjects or adult
patients without decision-making capacity, the signature of at least one
parent will be required. If the protocol or research holds more than
minimal risk to the patient and does not hold a prospect of providing
direct benefit to the patient and will likely yield generalized knowledge
about the subject’s disorder or condition which is of vital importance,
consent of both parents is needed, unless, in accordance with the
provisions of 45 CFR 46.408(b) one parent is deceased, unknown,
incompetent, not reasonably available, or when only one parent has legal
responsibility for the care and custody of the child.
The “assent” of a minor patient will be sought by the investigator if the
patient is of sufficient maturity to understand the risks, benefits,
alternatives, and implications of the research. The investigator will
determine if assent is appropriate. If the assent is not obtained, the
investigator should document the reasons why on the consent form.
NOTE: If a minor patient refuses to assent, a referral to the Ethics
Committee is recommended.
Where the clinical investigation involves pregnant women or fetuses as
subjects, the signature of both parents is required, except that, in
accordance with the provisions of 45 CRF 46.208(b) and 46.209(d): the
father’s whereabouts cannot reasonably be ascertained; he is not
reasonably available or the pregnancy resulted from rape.
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Consent Form Requirements:
1. Unless a waiver of informed consent or a waiver of documentation has been
granted, a consent form shall be developed for each protocol and
maintained for each subject. The consent form shall contain all information
required by the FDA and the IRB and any other information deemed
necessary to insure that the subject is properly informed and protected. The
original consent will become a permanent part of the subject’s research
record and a copy will be placed in the subject’s medical record.

E.

Waiver of Documentation of Informed Consent:
The IRB may waive the requirement for the PI to obtain a signed consent form
for some or all subjects if it finds that the applicable criteria set forth in
applicable HHS and/or FDA regulations are satisfied. The IRB, at its discretion,
may waive the requirement for the PI to obtain a signed consent document if:
Criteria for Waiver Set 1
1. The only record linking the participant and the research is the consent
document; and
2. The principal risk is potential harm resulting from a breach of confidentiality;
and
3. Each participant will be asked whether they want documentation linking the
participant with the research, and the participant’s wishes will be governed.
4. The research is not FDA-regulated; and
5. The investigator provides a script of the consent discussion that meets the
requirements for the consent process and includes all required and
appropriate additional elements of consent disclosure.
The IRB considers whether the investigator is to provide written information to
the participant that includes all required and appropriate additional elements of
consent disclosure.
Criteria for Waiver Set 2
1. The research presents no more than minimal risk of harm to participants;
and
2. The research involves no procedures for which written documentation of the
consent process is normally required outside of the research context; and
3. The investigator provides a script of the consent discussion that meets the
requirements for the consent process and includes all required and
appropriate additional elements of the consent disclosure.
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The IRB considers whether the investigator is to provide written information to
the participant that includes all required and appropriate additional elements of
consent disclosure.
F.

Statement Regarding Research:
In situations in which the IRB waives the requirement for documentation of
informed consent, the IRB may require the PI to provide subjects with a written
statement regarding the Research. In addition, the PI must provide in the IRB
application a written summary of the information that is to be communicated to
the subject regarding the study. When the IRB considers waiving the
requirement to obtain written documentation of the consent process, the IRB
reviews a written description of the information that will be provided to
participants.

G.

Alterations or Modifications of Informed Consent:
The IRB has the right to review all alterations or modifications to Informed
Consent of a Research study, and approve or disapprove as needed. See Section
XXI- Modification to Protocols and Revisions to Informed Consent.

H.

Informed Consent Monitoring:
The IRB may monitor the informed consent process employed for Research
studies in order to ensure that the consent process is carried out in accordance
to all protocol, IRB and regulatory requirements and to reduce the possibility of
any coercion or undue influence.
1. Monitoring by an impartial observer may be warranted when Research
presents significant risk to the subjects, or if subjects are likely to have
difficulty understanding the information provided. Monitoring may also be
appropriate as a corrective action when the IRB has identified problems
associated with a particular Investigator or Research project.
2. When the IRB requires consent monitoring, it will assign an appropriate IRB
administrator, IRB member, Research Compliance Manager or impartial
clinical research nurse to perform the monitoring. The monitor shall observe
the consent process as directed by the IRB and provide a report on his/her
observations to the IRB Chair. The IRB Chair shall review the report, and the
committee shall vote on whether to accept the report, and any recommended
actions. Once accepted, the IRB Chair shall notify the PI of the results of the
monitoring and any corrective action shall be employed.
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IRB DISPOSITIONS
A. Final Approval
1. The principal investigator will receive a written Notice of Approval from the
IRB.
2. The protocol may not be initiated until the principal investigator receives the
Notice of Approval.
3. The Notice of Approval will inform the investigator of the approval date, the
approval period, the approval type (full committee or expedited),
requirement for continuing review, requirement for approval of modifications,
requirement for prompt reporting of adverse events, requirement of
maintaining appropriate records, requirement that all staff involved in the
research are informed and trained, and the IRB approved informed consent
will be attached. The IRB will determine the review frequency concurrently
with the decision to approve and reapprove the study.
B. Approval Pending Modifications
1.
2.
3.
4.

5.
6.
7.
C. Deferred

Protocols that can be approved pending non-substantive clarifications of
the protocol and/or minor revisions in the informed consent are in this
category.
The principal investigator will be notified in writing from the IRB what
clarifications of the protocol or what revisions in the informed consent are
requested.
The letter will state the research may not commence until the investigator
receives a Notice of Approval from the IRB.
The principal investigator replies to any IRB correspondence within 90
days of receipt of the IRB correspondence. If there is no reply within this
period, the pending file will be deactivated by the IRB and the
investigator will be notified that the protocol has been withdrawn from
consideration. Deactivated protocols are re-submitted as a new protocol.
(see Section XXVI for exception to this rule)
Upon receipt of the clarifications or revisions the IRB Chairperson or
his/her designee may grant final approval.
The principal investigator will receive a written Notice of Approval from
the IRB.
The protocol may not be initiated until the principal investigator receives
the Notice of Approval.
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Protocols with which the reviewers have substantive questions and about
which there are concerns about protocol design, risks, and/or the
informed consent will be reserved for this category.
The principal investigator will receive a written communication regarding
these concerns.
The investigator must reply within ninety (90) days of the date of the IRB
correspondence. Failure to reply within this time frame will result in the
IRB deactivating the protocol. Should the investigator respond after the
ninety (90) day deadline he/she will be informed that they must submit
the protocol as a new submission.
The investigator’s reply will be provided to each IRB member and placed
on the agenda for the next convened meeting.
Each IRB member will determine if all issues and/or concerns have been
adequately addressed and all requested revisions have been made.
The IRB member will indicate on the review form one of the following:
a.
The protocol is now approved.
b.
Minor revisions are still needed
c.
Issues/concerns have not been adequately addressed.
The protocol will be placed on the agenda for the next convened
meeting.
When the re-review is discussed the IRB may give final approval, approve
pending minor revisions, disapprove the protocol, or vote to re-review.
The investigator will receive written communication regarding the IRB’s
disposition.
If the IRB determines that more information is necessary before giving
final approval, the principal investigator may be invited to attend the next
convened meeting to present, in response to the concerns, a reply and
defense of the protocol.
After an open discussion, the investigator will leave the meeting and the
IRB will vote.
The protocol will receive full approval, pending approval, or disapproval
by majority vote.
The IRB disposition will be communicated to the investigator.

D. Disapproval
1.

The IRB shall disapprove, or may suspend or terminate, research
protocols involving human subjects if it finds that:
a.
The information submitted to the IRB by the investigator contains
any untrue statement material to the IRB’s decision making or
omits information required by the IRB to review and evaluate the
research that has been proposed.
b.
The report of prior investigations is inadequate to support a
conclusion that it is reasonably safe to initiate or to continue the
investigation.
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The principal investigator does not possess the scientific training
and experience to qualify as an expert to investigate the safety
and/or effectiveness of the test drug or medical device.
The available clinical laboratory facilities and/or the medical
support are inadequate to assure that the investigation will be
conducted properly and in conformity with the proposed protocol.
The investigational research does not conform to and/or is not
being conducted in accordance with the approved protocol and/or
the requirements of the FDA and the institution pertaining to
human subject research.
The investigations research exposes or may expose subjects to
undue risks. In assessing such risks, the IRB shall consider,
among other factors, all of the following:
1.
whether the risks to the subject are so outweighed by the
benefits to the subject and the importance of the
knowledge to be gained as to warrant a decision to
approve the research and thereby allow the subject to
accept the risks;
2.
whether the rights and safety of the human subjects will
be adequately protected;
3.
whether informed consent will be obtained by adequate
and appropriate methods in accordance with applicable
requirements governing such research;
4.
whether the proposed investigation will be or is being
reviewed by the sponsor and/or by the IRB, as
appropriate, at intervals appropriate to the degree of
perceived risk.

E. Withdrawal of Protocol
1. An investigator may withdraw his/her protocol at any time prior to the IRB
granting final approval. The IRB will place the file in the Protocols Withdrawn
file upon receipt of a withdrawal notice from the investigator
2. If the IRB has granted final approval the investigator must terminate the
protocol by completing a Termination of IRB Approval form
F. Tabled
1. A Study will be tabled if the review was not initiated or not completed,
usually due to loss of quorum or other administrative issue. Studies tabled at
a convened meeting will be reviewed at a future convened meeting.
XVII. APPEAL PROCESS
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A.

When the IRB maintains disapproval of a protocol after initial review, second
review including the investigator’s comments and reply to the IRB’s first
disapproval and third review with the principal investigator in attendance at the
convened meeting, the investigator may then submit an appeal of the final IRB
disapproval to the Institutional Official, with appropriate explanations. The
Institutional Official will seek expert opinions on the protocol from individuals
within or from outside institutions. These opinions will be submitted to the full
IRB for review. The IRB will reconsider the protocol in view of the expert
opinions, vote on the protocol, and report its conclusion to the investigator and
the Institutional Official.

B.

Approval by the IRB of research protocols may be subject to further appropriate
review by the Institutional Official. However, the Children’s Audit and
Compliance Committee of the Board or their designee shall not overrule
disapproval of such a protocol by the IRB. The IRB’s decision to disapprove a
protocol will be communicated to the investigator in writing and will include the
reasons for disapproval.

XVIII. SUSPENSION OR TERMINATION OF IRB APPROVAL OF RESEARCH
A.

The IRB has authority and retains the right to suspend or terminate approval of
any research protocol in its discretion, including, but not limited to, a research
protocol which is not being conducted in accordance with the IRB’s requirements
or that has been associated with unexpected serious harm to subjects.

B.

Suspension is defined as temporarily withdrawing approval for some or all
research procedures until required modifications are met. Suspended research
requires ongoing IRB review until modifications are met, and the research study
approval is reinstated.

C.

Termination is defined as permanently withdrawing approval for all research
procedures. No re-review required, as terminated research is closed.

D.

Any suspension or termination of approval shall be reported within 24-48 hours
to the investigator, the Children’s Audit and Compliance Committee of the Board
and within 24-48 hours will be reported to the sponsoring agency, OHRP when
covered by DHHS regulations, other federal agencies when overseen by those
agencies and require separate reporting or the FDA when the research is FDA
regulated.

E.

If the IRB decides to suspend or terminate a research protocol, it shall include in
its order, provisions regarding any subject who has previously been allowed to
participate in the protocol and who either would have continued to receive the
test article or who remains under the supervision of the investigator. Such
provisions shall take into account among other factors, the risks to the subject
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from the withdrawal of the test article or from its continued administration by
another physician, the need for further medical supervision, the availability of
qualified medical personnel, and the rights of the subject to include the right to
participate in the decision as to future care. The IRB, IRB Chair, IRB Vice-Chair,
or designee must also be aware of, and have reviewed any adverse events or
problems related to the research, as well as consider requiring informing current
participants of the suspension or termination.
F.

XIX.

When circumstances require the immediate suspension of a research protocol,
the IRB Chair, IRB Vice-Chair, Research Integrity Officer or the Chief Academic
Officer/Research Officer may immediately suspend the IRB approval of the
protocol to protect the rights or welfare of the human subjects. The suspension
will be reported to the IRB at the next convened meeting for further action.

CONTINUING REVIEW
A.
B.

C.
D.
E.
F.

The IRB shall continue to review a research protocol that has been approved,
until the protocol is concluded or discontinued. The length of time before IRB
continuing review needs to occur is determined by the IRB at initial review.
The Continuing Review shall be undertaken at intervals appropriate to the degree
of risk as determined by the IRB, but shall not be less often than once per year,
to assure that the protocol is being conducted in compliance with the
requirements and understanding of the IRB and all applicable regulations.
Continuing Review will be evaluated using the same criteria for approval as the
initial submission.
The IRB shall provide the investigator with a continuing review request 30 days
prior to the initial approval date or last continuing approval date.
Continuing review requests are subject to the IRB deadline date of three (3)
weeks prior to the next convened meeting.
Continuing review of research previously approved using the expedited process
will be reviewed using the expedited process, unless there are changes that
require the study to receive full board review (i.e. new risks identified).
Continuing review of research previously approved by the convened IRB will be
reviewed using the expedited process as follows:
1. where (a) the research is permanently closed to the enrollment of new
subjects; (b) all subjects have completed all research-related interventions;
and (c) the research remains active only for long-term follow-up of subjects;
or
2. where no subjects have been enrolled and no additional risks have been
identified; or
3. where the remaining research activities are limited to data analysis.
4. research not conducted under an investigational new drug application or
investigational device exemption where categories two (2) through eight (8)
(in Attachment A) do not apply but the IRB has determined at a convened
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G.
H.
I.

J.

K.
L.

XX.

meeting that the research involves no greater than minimal risk and no
additional risks have been identified.
All other continuing review requests will be reviewed at a convened meeting.
The IRB reserves the right to perform an on site review. This may include a
Board member(s) observing the informed consent process, reviewing the study
records and documenting that the approved informed consent is being utilized.
If the investigator fails to respond to the continuing renewal request by the
expiration date all research activities must cease, including recruitment,
advertisement, screening, enrollment, consent, interventions, interactions, and
collection and analysis of private identifiable information until approved for
continuing renewal by the IRB.
Failure by the investigator to respond to the Continuing Renewal Request by the
expiration date will result in the lapse of the protocol approval.
If the investigator wishes to continue, he/she must submit for continuing
renewal.
If current participants will be harmed by stopping research procedures that are
available outside the research context, then these should be provided on a
clinical basis as needed to protect current participants.
If current participants will be harmed by stopping research procedures that are
not available outside the research context, then the investigator should
immediately contact the IRB chair and provide a written list of the currently
enrolled participants and why they will be harmed by stopping research
procedures.

TERMINATION REPORTS
A.
B.
C.

XXI.
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An investigator is responsible for notifying the IRB when a protocol has been
terminated using the Termination of IRB Approval form.
If the investigator does not report the termination he may do so when he receives
the next continuing renewal request.
When a protocol has been terminated the IRB file will be placed in the inactive
files and if an investigator wishes to re-instate the protocol he must submit a new
application to the IRB.

MODIFICATIONS TO PROTOCOLS AND REVISIONS TO INFORMED CONSENTS
A.

B.
C.

The investigator is required to provide the IRB a Modification Form indicating any
proposed revisions and amendments to the research protocol and any proposed
revisions to the informed consent necessitated by amendments to the protocol or
by the generation or receipt of new information, including that from adverse
event reports.
Any such proposed changes in the protocol or informed consent must be
approved by the IRB before implementation or use by the investigator.
The Chairperson or his/her designee will review all amendments and determine
whether the proposed changes are substantive. Minor changes will be
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considered under the expedited process and determinations from the review
using the expedited procedure will be reported to the IRB at the next convened
meeting. Minor changes exclude the addition of procedures that involved more
than minimal risk or did not fall into categories (1) – (7) of research that could
be reviewed using the expedited procedure.
If the proposed change(s) is/are judged by the IRB Chairperson or his/her
designee to be substantive, the proposal must be reviewed by the full IRB and
approved before the change can be implemented. Substantive changes include
procedures involving increased or different risks, additional discomforts, or new
procedures.
Unanticipated risks may be discovered during the course of a protocol, or new
information indicating that the risks in a protocol are not justified may be
discovered. Unanticipated risks or new information that may affect the
risk/benefit ratio must be promptly reported to and reviewed by the IRB to
insure adequate protection of the welfare of the subjects. Based on such
information, the IRB may reconsider its approval of the protocol or institute new
conditions for continuation and review.
The IRB will provide written approval of all modifications to the investigator. In
cases where the informed consent requires revisions, a copy of the informed
consent indicating IRB approval with the approval date will be provided to the
investigator.
Any significant new findings that arise and may affect the participants’
willingness to continue participation will be provided to the participant by the
investigator.
Changes in approved research initiated without IRB approval to eliminate
apparent immediate hazards to the participant must be promptly reported to the
IRB. These reports will be reviewed by the IRB Chair, and the Full Board, if
deemed necessary, to determine whether the change was consistent with
ensuring the participant’s continued welfare.

XXII. ADVERSE EVENTS AND UNANTICIPATED PROBLEMS
A.

B.
C.
D.

Any adverse experiences, unexpected events or unanticipated problems in the
conduct of the protocol must be promptly reported by the investigator to the
IRB, but not later than ten (10) working days after learning of the event. This
includes adverse experiences and unanticipated problems that occur at other
institutions which the sponsor reports to the investigator at this institution.
A Serious Adverse Event Report or Unanticipated Problem Report must be
completed with a written narrative that includes sufficient detail for a thorough
review by the IRB.
Failure to report an occurrence in a timely manner may result in temporary or
permanent suspension of the protocol.
The Chairperson or his/her designee will review each report of an adverse event
or unanticipated problem and will determine whether the report requires action.
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If the reported event is deemed non-substantive or not due to the drug, device,
or protocol, the adverse event or unanticipated problem will be placed on the
agenda for the next convened meeting, discussed and recorded in the minutes.
If it is determined that the event requires further action, additional information
or merits discontinuation of the protocol, the Chairperson will immediately
contact the investigator and Children’s Audit and Compliance Committee of the
Board or its designee and suspend the protocol if warranted, or further
investigate the event. The appropriate regulatory agency will be notified if
appropriate.

XXIII. OTHER REPORTS
A.

B.
C.
D.

The investigator must provide the IRB any other reports that have bearing on
the review of the protocol, such as Investigational New Drug (IND) Safety
Reports, in the same or similar protocols recorded by the investigator or others
at other institutions. Copies of the reports are generally provided to the
investigator by the sponsoring agency and must be submitted to the IRB
promptly.
These reports will be reviewed by the IRB Chairperson or his/her designee and
placed in the permanent IRB file and reviewed by the Chairperson or his/her
designee with the next continuing review request.
If IND Safety Reports significantly alter the risk/benefit ratio to the subjects, the
IRB may request revisions to the informed consent or suspend or terminate the
protocol.
Investigators must promptly report the premature completion of a study to the
IRB when it affects the rights and welfare of participants.

XXIV. EMERGENCY USE OF INVESTIGATIONAL DRUGS/DEVICES
A.

B.

C.

“Emergency Use”, as defined by the FDA, means the use of a test article on a
human subject in a life-threatening situation in which no standard acceptable
treatment is available and in which there is not sufficient time to obtain IRB
approval. The investigator is still required to obtain informed consent under
these circumstances.
FDA exempts from IRB review the emergency use of a test article so long as the
emergency use is reported to the IRB within five (5) working days of its
occurrence. Any subsequent use of the test article is subject to IRB review.
Subsequent use means any use of the test article that occurs after its initial
emergency use.
Although FDA regulation (21CFR 56.104) is designed to permit only a single
emergency use for the treatment of one patient by one physician within an
institution, the regulation is not intended to limit the authority of a physician to
provide emergency care in a life-threatening situation. Should a second patient
require emergency use of the test article, either by the same or a second
physician, the investigator must obtain approval from the FDA and/or sponsor.
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If it is probable that similar emergencies will require subsequent use of the test
article every effort should be made either to sign on to the sponsor’s protocol or
develop a protocol for future emergency use. Either of these protocols would
require IRB approval.
The investigator, not the IRB, is responsible for contacting the FDA to obtain the
test article.

XXV. INVESTIGATIONAL DRUG USE IN PATIENT ENTERING A SECOND
INSTITUTION
A.

If a subject participating in a research project is admitted to a second institution
for treatment of a condition unrelated to the research:
1.
Procedures should be in place for rapidly identifying test drugs and/or
investigational devices (e.g. emergency contact number, investigator(s)
names and un-blinding procedures)
2.
Local or treating physician determines that it is appropriate to continue
the subject on the test drug, or, continue use of the investigational
device.
3.
The investigator provides the treating physician with a copy of the signed
informed consent, a list of potential side effects of the investigational
drug or device and/or any other information the treating physician may
need to insure the safety of the patient.
4.
The treating physician and/or institution where the subject is hospitalized
may require a copy of the investigator’s IRB Approval Notice.
5.
The investigator shall contact the pharmacy to arrange providing the
treating physician with the test drug. The pharmacy will follow their
department policy for procedures of dealing with drugs prescribed out-offacility.
6.
The investigator remains responsible for test drug administration and
follow-up.
7.
The investigator may need to report the event as an unexpected adverse
incident, if the subject’s hospitalization is possibly related to use of the
test article.
8.
The investigator’s IRB remains the IRB of record.

XXVI. Requirements for new equipment or device.
A.

Any protocol which necessitates the use of new equipment or a device that uses
an energy source (e.g., electrical, gas tanks) will not receive final approval until
the IRB has received a copy (or email) of the Clinical Engineering Approval
Letter.

B.

The ninety day (90) deadline for an investigator response does not apply in the
case of Clinical Engineering approval. If the only pending portion of a protocol is
the delivery of equipment and approval of Clinical Engineering, the protocol can
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remain in the pending category until such time that the equipment is delivered
and approved by Clinical Engineering.
XXVII. ESTABLISHING CONTINUING REVIEW PARAMETERS FOR APPROVED
PROTOCOLS
A.
Except for studies determined to be exempt from IRB oversight, all human
subject's studies are required to undergo continuing review based on the level of
risk as assessed by the IRB. This review takes place no less than annually, and
may require more frequent review or reports as determined by the IRB. For
projects receiving full board review, the length of approval is calculated from the
date of the full board review. When a primary reviewer has been assigned, that
reviewer is asked to provide a recommendation for the length of approval. The
appropriate length of approval is considered as a part of the full board discussion.
B. Continuing review of expedited or full board approved research will be conducted
with the same diligence as utilized with the initial review of the research. The review
should be substantial and complete. Reviewers have access to the original
submission, all documents submitted since the beginning of the research and any
new documentation submitted with the continuing review application.
C. For projects approved via the expedited process, the chair, vice chair or experienced
member designee conducts the review and determines the length of approval but,
the approval time is still no greater than annual.
D. For research where (i) the research is permanently closed to the enrollment of new
subjects; (ii) all subjects have completed all research-related interventions,
continuing IRB review is required as long as the research remains active only for
long-term follow-up of subjects. Furthermore, continuing IRB review of research is
required where the remaining research activities are limited to data analysis
(category (8)).
1. Projects requiring review more frequently than annually may include:
Experimental therapies in which the clear potential for significant adverse
experiences have been identified at the time of review;
Non-therapeutic projects based on risk information provided at the time
of initial review;
Projects in which new information provided during the duration of the
study (including at the time of continuing review) indicates a high
probability of significant adverse experiences not previously reported; or
Projects in which local or outside adverse experience reports create new
concerns regarding the need for closer project scrutiny.
2. In such cases, approvals may be granted for time periods less than one year or,
as may be more appropriate, for a limited number of subjects over a period not
to exceed one year.
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E. The approval period for approved research studies is based on the date of the
convened meeting or the date of expedited review at which the IRB approves the
protocol or approves the protocol with modifications. The expiration date is
considered the last date that the protocol is approved. The expiration date is
determined by the appropriated length of approval as assigned by the primary
reviewer minus one day.
F. The determination of approval for research studies by the IRB is recorded in the
minutes or expedited actions and the chair, vice-chair and institutional official
receive notification of the IRB findings and actions.
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Attachment A
Categories of Research That May Be Reviewed by the
Institutional Review Board (IRB) Through an
Expedited Review Procedure1
Applicability
(A) Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only
procedures listed in one or more of the following categories, may be reviewed by the IRB through the
expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should
not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list
merely means that the activity is eligible for review through the expedited review procedure when the
specific circumstances of the proposed research involve no more than minimal risk to human subjects.
(B) The categories in this list apply regardless of the age of the subjects, except as noted.
(C) The expedited review procedure may not be used where identification of the subjects and/or their responses
would reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial
standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate
protections will be implemented so that risks related to invasion of privacy and breach of confidentiality
are no greater than minimal.
(D) The expedited review procedure may not be used for classified research involving human subjects.
(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or
exception) apply regardless of the type of review—expedited or convened—utilized by the IRB.
(F) Categories one (1) through seven (7) pertain to both initial and continuing IRB review.
Research Categories
1. Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not
required. (Note: Research on marketed drugs that significantly increases the risks or decreases
the acceptability of the risks associated with the use of the product is not eligible for expedited
review.)
(b) Research on medical devices for which (i) an investigational device exemption application (21
CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the
medical device is being used in accordance with its cleared/approved labeling.
2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts
drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently
than 2 times per week; or
(b) from other adults and children2, considering the age, weight, and health of the subjects, the
collection procedure, the amount of blood to be collected, and the frequency with which it will be
collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg
in an 8 week period and collection may not occur more frequently than 2 times per week.
1

An expedited review procedure consists of a review of research involving human subjects by the IRB
chairperson or by one or more experienced reviewers designated by the chairperson from among members of
the IRB in accordance with the requirements set forth in 45 CFR 46.110.
2

Children are defined in the HHS regulations as “persons who have not attained the legal age for consent to
treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the
research will be conducted.” 45 CFR 46.402(a)
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Prospective collection of biological specimens for research purposes by noninvasive means.
Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at the time of
exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine
patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e)
uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or
wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic
fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and
subgingival dental plaque and calculus, provided the collection procedure is not more invasive than
routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted
prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or
mouth washings; (j) sputum collected after saline mist nebulization.
Collection of data through noninvasive procedures (not involving general anesthesia or sedation)
routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where
medical devices are employed, they must be cleared/approved for marketing. (Studies intended to
evaluate the safety and effectiveness of the medical device are not generally eligible for expedited
review, including studies of cleared medical devices for new indications.) Examples: (a) physical
sensors that are applied either to the surface of the body or at a distance and do not involve input of
significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or
testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography,
electroencephalography, thermography, detection of naturally occurring radioactivity,
electroretinography, ultrasound, diagnostic infrared imaging, Doppler blood flow, and
echocardiography; (e) moderate exercise, muscular strength testing, blood composition assessment,
and flexibility testing where appropriate given the age, weight, and health of the individual.
Research involving materials (data, documents, records, or specimens) that have been collected or will
be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some
research in this category may be exempt from the HHS regulations for the protection of human
subjects. 45 CFR 46.101(b)(4) . This listing refers only to research that is not exempt.)
Collection of data from voice, video, digital, or image recordings made for research purposes.
Research on individual or group characteristics or behavior (including, but not limited to, research on
perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and
social behavior) or research employing survey, interview, oral history, focus group, program
evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in
this category may be exempt from the HHS regulations for the protection of human subjects 45 CFR
46.101(b)(2) and (b) 3. This listing refers only to research that is not exempt.)
Continuing review of research previously approved by the convened IRB as follows:
(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have
completed all research-related interventions; and (iii) the research remains active only for long-term
follow-up of subjects; or
(b) where no subjects have been enrolled and no additional risks have been identified; or
(c) where the remaining research activities are limited to data analysis.
Continuing review of research, not conducted under an investigational new drug application or
investigational device exemption where categories two (2) through eight (8) do not apply but the IRB
has determined at a convened meeting that the research involves no greater than minimal risk and no
additional risks have been identified.

Dated: November, 1998
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ATTACHMENT B
EXEMPT CATEGORY DEFINED BY DHHS
CHILDREN’S HEALTHCARE OF ATLANTA INSTITUTIONAL REVIEW BOARD
HAS DETERMINED THAT THIS CATEGORY OF RESEARCH WILL NOT BE EXEMPT FROM
REVIEW BUT SHALL RECEIVE EXPEDITED REVIEW
Currently, the Federal human subjects protection regulations (45 CFR 46.101(b) define the following six types
of human subjects research as exempt:
1)
Research conducted in established or commonly accepted educational settings, involving
normal educational practices, such as (i) research on regular and special education
instructional strategies, or (ii) research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management methods.
2)
Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public
behavior, unless: (does not apply to children 45CFR46:Subpart D401:b)
(i)
information obtained is recorded in such a manner that human subjects can be
identified, directly or through identifiers linked to the subjects; and
(ii)
any disclosure of the human subjects’ responses outside the research could
reasonably lace the subjects at risk of criminal or civil liability or be damaging to the
subjects’ financial standing, employability, or reputation.
3)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement),
survey procedures, interview procedures, or observation of public behavior that is not exempt
under paragraph (b)(2) of this section, if:
(i)
the human subjects are elected or appointed public officials or candidates for public
office; or
(ii)
Federal statute(s) require(s) without exception that the confidentiality of the
personally identifiable information will be maintained throughout the research and
thereafter.
4)
Research involving the collection or study of existing data, documents, records, pathological
specimens, or diagnostic specimens, if these sources are publicly available or if the
information is recorded by the investigator in such a manner that subjects cannot be identified,
directly or through identifiers linked to the subjects.
5)
Research and demonstration projects which are conducted by or subject to the
approval of Department or Agency heads, and which are designed to study, evaluate, or
otherwise examine:
(i)
Public benefit or service programs;
(ii)
procedures for obtaining benefits or services under those programs;
(iii)
possible changes in or alternatives to those programs or procedures; or
(iv)
possible changes in methods or levels of payment for benefits or services under
those programs.
6)
Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome
foods without additives are consumed or (ii) if a food is consumed that contains a food
ingredient at or below the level and for a use found to be safe, or agricultural chemical or
environmental contaminant at or below the level found to be safe, by the Food and Drug
Administration or approved by the Environmental Protection Agency or the Food Safety and
Inspection Service of the U.S. Department of Agriculture.

