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POLICY TITLE:

Exemptions from IRB review
SUMMARY & PURPOSE:

This document serves to provide an outline of the Baptist Health South Florida
Institutional Review Board (IRB) policy on Exemptions from IRB review in accordance
with federal regulations and institutional policies.

POLICY:

The BHSF IRB Policy No: 830.00 The Role and Authority of the BHSF IRB requires that
all human subjects research studies in which BHSF entities are engaged must be
reviewed by the BHSF IRB prior to initiation. It is the policy of BHSF that only those
activities that meet the exemptions set forth in this policy and which are consistent with
exemptions provided for in applicable federal regulations be exempt from BHSF IRB
review.

Definitions:

Human subject is defined in 45 CFR 46.102(f) as a living individual about whom an
investigator (whether professional or student) conducting research obtains; data through
intervention or interaction with the individual, or identifiable private information.

“Intervention” means both physical procedures (e.g. venipuncture) and manipulations
of living individuals or the living individual's environments.
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‘Interaction” means communication or interpersonal contact between the investigator
(or research team) and the living individual. Examples: interviews, questionnaires,
surveys, observations, manipulations of subject behavior, diet, or environment,
physical measurements, specimen collection, administration of drugs or devices.

‘Identifiable” means the identity of the individual from whom the information was
obtained or the information may be readily associated with the information obtained.

“Private information” means 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 (for
example, a 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.

Research is defined in 45 CFR 46.102(d) as a systematic investigation, including research
development, testing and evaluation, designed to develop or contribute to generalizable
knowledge.

“Systematic investigation” means a predetermined method for studying a specific
topic, answering a specific question(s), testing a specific hypothesis(es), or
developing theory. Examples: observational studies, interview or survey studies,
group comparison studies, program evaluation, test development, drug or research
clinical trials.

“Develop or contribute to generalizable knowledge” means that the results of the
activity are intended to be extended beyond an internal program to be disseminated
to others outside of BHSF. Example: activities where there is an intent to publish the
results in peer-review journal or to present at a regional or national meeting.

Engaged is defined by the Office for Human Research Protection (OHRP) when an
institution’s employees or agents for the purposes of the research project obtain: (1) data
about the subjects of the research through intervention or interaction with them; (2)
identifiable private information about the subjects of the research; or (3) the informed
consent of human subjects for the research.

Minimal Risk is defined in 45 CFR 46.102 and 21 CFR 56.102 as 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 examinations or tests.

All references to Policies must go to the BHSF Master Copy on the BHSF Intranet; do not rely on other versions / copies of the
Policy.

Page 2 of 7




POLICY NO: 831.04 EXEMPTIONS FROM IRB REVIEW

Process for Determination of Exemption:

The BHSF IRB Clinical Research Manager or designee will review submissions to the
IRB to determine if a project meets the definition of human subjects research as follows:

a. Does the activity meet the definition of research as defined in this regulation?

b. If the activity does not meet the definition of research - human subjects research
policies do not apply.

C. If the activity meets the definition of research - determine if the project involves
research including human subjects.

d. If the activity does not involve research including human subjects, the activity is
not under the purview of the IRB.

e. If the activity meets the definition of research and includes human subjects -

determine if the activity meets the definition of minimal risk and qualifies for an
exemption in accordance with 45 CFR 46.101(b):

DHHS 45 CFR 46.101(b) Exempt Categories:

(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:
(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 place 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.
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(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.

f. If the activity is research involving human subjects, but does not qualify for an
exemption, determine if the activity meets the definition of minimal risk and qualifies
for expedited review in accordance with 45 CFR 46.110 and 21 CFR 56.110. BHSF
IRB Policy No: 831.03 Expedited Review Procedures, sets forth the requirements for
a project to meet the expedited review criteria and will be followed if such
requirements are met.

FDA exempt requlations:

The following categories of clinical trials are exempt from IRB review in accordance with
FDA regulation 21 CFR 56.104:

1) Emergency use of a test article, provided that such emergency use is reported to the IRB
within 5 working days. Any subsequent use of the test article at the institution is subject to IRB
review. BHSF IRB Policy No: 832.09 Emergency Use of a drug, device or biological product and
BHSF IRB Policy No: 832.06 Humanitarian Use Devices must be followed.

2) Taste and food quality evaluations and consumer acceptance studies, if wholesome foods
without additives are consumed or 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.

HIPAA requirements:

Activities that are determined to meet the exempt categories include in 45 CFR
46.101(b) and/or this policy must also comply with the Privacy Rule 45 CFR 164 and
BHSF Policy No: 835.03.0 Review of Exempt Research.

The Privacy Rule applies to all research activities that involve creating, accessing,
storing, or disclosing individually identifiable health information about living or deceased
persons, related to human tissue samples, chart reviews and/or stored in databases or
repositories.

Privacy Rule 45 CFR 164 section 514(b) defines the requirements for de-identification of
protected health information that would allow for exemption from IRB review. Health
information may be individually de-identified by one of two methods:
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De-identification Certified by Statistician or Qualified Individual

A person with appropriate knowledge of and experience with generally accepted
statistical and scientific principles and methods for rending information not
individually identifiable accomplishes both of the following:

e Determines that the risk is very small that the information could be used,
alone or in combination with other reasonable available information, by
anticipated recipient to identify an individual who is a subject of the
information; and

e Documents the methods and results of the analysis that justify such
determination.

De-identification by Removal of 18 identifiers

a. All of the following identifiers of the individual or of relatives, employers, or
household members of the individual must have been removed to qualify for
exemption from the Privacy Rule:

(A) Names;

(B) All geographic subdivisions smaller than a State, including street address, city,
county, precinct, zip code, and their equivalent geocodes, except for the initial
three digits of a zip code if, according to the current publicly available data from
the Bureau of the Census:

(1) The geographic unit formed by combining all zip codes with the same three
initial digits contains more than 20,000 people; and

(2) The initial three digits of a zip code for all such geographic units containing
20,000 or fewer people is changed to 000.

(C) All elements of dates (except year) for dates directly related to an individual,
including birth date, admission date, discharge date, date of death; and all ages
over 89 and all elements of dates (including year) indicative of such age, except
that such ages and elements may be aggregated into a single category of age 20
or older,;

(D) Telephone numbers;

(E) Fax numbers;

(F) Electronic mail addresses;

(G) Social security numbers;

(H) Medical record numbers;

() Health plan beneficiary numbers;

(J) Account numbers;

(K) Certificate/license numbers;

(L) Venhicle identifiers and serial numbers, including license plate numbers;

(M) Device identifiers and serial numbers;

(N) Web Universal Resource Locators (URLs);

(O) Internet Protocol (IP) address numbers;

(P) Biometric identifiers, including finger and voice prints;

(Q) Full face photographic images and any comparable images; and

(R) Any other unique identifying number, characteristic, or code; and

b. The covered entity does not have actual knowledge that the information could
be used alone or in combination with other information to identify an
individual who is a subject of the information.
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Performance Improvement (Pl)/Quality Improvement (Ql):

P1/Ql activity is not considered research if the intent of the activity is to assess or
improve an established process with the objective that the information gained from the
activity will be used internally by BHSF and not be otherwise published, presented or
disseminated outside of such BHSF PI/Ql activities.

If the researcher’s initial intent or purpose of the activity is to conduct the project without
ever receiving any form of academic or national recognition for the project, including
publication of results in a medical journal or presentation of the project, the activity is not
research.

If the researcher’s intent, either initially or after having engaged in the PI/QI activity, is to
disseminate the information gained from the activity outside of BHSF then the
researcher must contact the IRB Office to determine if the activity qualifies for an
exemption. BHSF IRB Policy No: 831.04 Exemptions will then be followed.

SCOPE/APPLICABILITY:

This policy applies to all Baptist Health South Florida entities conducting human subjects
research.

PROCEDURES TO ENSURE COMPLIANCE:

The IRB has the authority to require progress reports from the investigators and to oversee the
conduct of approved studies by performing random or for cause audits.

SUPPORTING/REFERENCE DOCUMENTATION:

Office for Human Subjects Research (OHRP)

DHHS 45 CFR 46

FDA 21 CFR 56

HIPAA Privacy Rule 45 CFR 164

BHSF IRB Policy No: 830.00 The Role and Authority of the BHSF IRB

BHSF IRB Policy No: 831.03 Expedited Review Procedures

BHSF IRB Policy No: 832.09 Emergency Use of a drug, device, or biological product
BHSF IRB Policy No: 832,06 Humanitarian Use Devices

BHSF IRB Policy No: 835.03.0 Review of Exempt Research

RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:

Office for Human Subjects Research (OHRP)

DHHS 45 CFR 46

FDA 21 CFR 56

HIPAA Privacy Rule 45 CFR 164

BHSF IRB Policy No: 830.00 The Role and Authority of the BHSF IRB

BHSF IRB Policy No: 831.03 Expedited Review Procedures

BHSF IRB Policy No: 832.09 Emergency Use of a drug, device, or biological product
BHSF IRB Policy No: 832.06 Humanitarian Use Devices

BHSF IRB Policy No: 835.03.0 Review of Exempt Research
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= BHSFIRB Request for Determination if Planned Activity Involves Human Subjects
Research
*  BHSF IRB Application for Exempt Review

ENFORCEMENT & SANCTIONS:

Enforcement of this policy will be performed by the Baptist Health South Florida Institutional
Review Board (IRB).

Non-compliance by medical staff and credentialed allied health employees are subject to
disciplinary action as outlined in the medical staff by laws and policies and enforced by the
Medical Executive Committee and Board of Directors of Baptist Health.

Violations of this policy by employees may be subject to disciplinary action in accordance with HR
policy.
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