














BOX 4.3.3 INFORMATION REQUIRED FOR INFORMED CONSENT

The following information must be provided to anyone asked to participate in research, unless a
waiver of some or all of these items has been granted. While providing this information orally is
permitted, a written format is preferred. In situations where documentation of informed consent is
required, the information must be in writing, and must be followed by space required for

signature(s).

1. A statement that the person is being asked to participate in research, and a description of the
purpose of the study.

2. A brief description of the benefits of the study, both for the subjects and for the broader
community (e.g., other individuals, the scientific field, etc.).

3. An explanation of what the subjects will be asked to do, including the amount of time that their
participation will take and a description of specific tasks. If aiternate procedures are available
(e.g. treatments), this information must also be provided.

4, Description of exclusionary criteria if applicable, and detail regarding any pre-testing that will
be employed or information that will be gathered in order to determine if a subject qualifies for
the study. .

5. A clear explanation of any risks (physical, psychological, social, legal, or economic) that may
occur as a result of participation. In the case of biomedical or behavioral research that may
result in physical injury, information should be provided regarding the availability of emergency
medical treatment, and what that treatment would likely be. In the case of social or
psychological research that may result in emotional distress, an explianation should be provided
as to the availability of counseling or other resources.

6. Information regarding compensation for injury, if appropriate. See the statement on the Sample
Informed Consent Form. _

7. An explanation of how subjects can get more information about the study (e.g., who to ask and
how to contact them), before, during, and after their participation.

8. An instruction that subjects are free to withdraw consent and discontinue participation in the
project or activity at any time. This includes their right to refuse to answer any questions they
feel uncomfortable answering. The researcher should explain that participation is completely
voluntary and that refusal to participate or a decision to discontinue participation during the
study will not result in penalty or loss of benefits to which the subject is otherwise entitled.
Researchers should also indicate what subjects should do if they wish to withdraw during their
participation, especially in cases when withdrawing may lead to social embarrassment, or when
they are working alone on a task and may not know where to go to find the experimenter.

9, Information regarding how any records identifying the subject will created, used, and stored so
as to assure the confidentiality of the information provided. Where confidentiality cannot be
assured, subjects must be told who will see their responses, especially when their responses will
be seen by other students assisting in the research. When audio or video tapes or photographs
are made of subjects, a statement must be included which describes where tapes or images will
be stored, who will have access to them, and whether they will be destroyed at the end of the
study. Separate permission is required when material that clearly identifies the subject is to be
used for public presentation and/or publication (i.e. “image release™).

continued on next page
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BOX 4.3.3 CONTINUED

10. When documentation of informed consent is required, the following statements should appear at
the end of the document, above the place provided for the participant’s signature: "I have read
the above and [ understand its contents. [ have had an opportunity to ask questions and those
questions were answered to my satisfaction. My signature below indicates my consent to
participate in the study described to me. 1 acknowledge that [ am 18 years of age or older.”
These statements must be followed by a place for the subject to sign his/her name and fo put the
day's date. (See additional instructions in Section 4.3 for subjects under 18 years of age).

11. If subjects will be audiotaped , videotaped, and/or photographed, the following statement is
required: "I give my consent to be [insert as appropriate]..” If tapes or images will be played in
public the following statement is also required: "I consent to the use of tapes or images of me to
be used in conference (classroom) presentation.” Each of these statemenis must be followed by
a place for the subject to sign his/her name and to put the day's date. NOTE: This statement
alone most likely does not satisfy requirements pertaining to the release of images or recordings

for purposes of publication.

4.3.4. When Documentation of Informed Consent is Not Required: Signed informed
consent forms may not be required when

* the research is being conducted to study, evaluate or examine public benefit
service programs, procedures for obtaining the benefits of those programs,
possible changes to those programs, or changes in methods or levels of payment
for services under those programs.

* research “can not practically be carried out without a waiver” of the requirement
for documented informed consent (45CFR46.116(c)(2)), and the provision of a
watver will not negatively affect the welfare of the subjects.

* anonymity is assured and securing documentation of informed consent is the only
procedure that makes anonymity impossible (however, if the research requires
obtaining an authorization to use private health information (see 4.4), informed
consent is required).

Only HSR has the authority to determine whether or not these circumstances apply.
4.4, The Use of Protected Health Information in Research

One of the main components of the Health Information Portability and Accountability Act
(HIPAA) of 1996 was the creation of regulations governing the disclosure of individually
identifiable health information. These regulations are commonly referred to as the Privacy Rule.
When covered entities create or compile individually identifiable health information through the
course of their normal operations, this information is referred to as Protected Health Information
(a subset of individually identifiable health information). Information created by any entity
(individual or organization) that is not a covered entity is not covered by the Privacy Rule.

4.4.1. General Guidance — Researchers who gather data through clinical research, or in the
process of conducting research on health care operations (or management), under contract

HSR GUIDELINES Rev. July 2006 _ ' ‘Page 22 of 35



with or supervision by a covered entity, are subject to the requirements of the Privacy
Rule. These researchers should follow the guidelines for the use of protected health
information in research established by the supervising covered entity.

Other researchers may desire to use some or all of a subject’s medical record as part of
his/her data, and so may request that information from a covered entity. To obtain this
information, the researcher must submit (to the covered entity providing the information)
either a} Authorization(s) for the Release of Individually Identifiable Health Information
signed by each subject in the study, or b) evidence that an IRB has reviewed the request
for information and has determined that either an authorization is not required (e.g. grants
a waiver — in whole or in part — of the requirement) or that the authorization may be
altered so as to permit the successful completion of the research.

4.42. Valid Authorizations — Valid authorizations must meet the criteria described in
45CFR164.508 (c)(1) (which specifies core elements of the authorization), and (c)(2)
{specifying statements that must appear on the form for it to be valid). A sample
Authorization, developed by the Office of Civil Rights, Department of Health and Human
Services, 1s provided for reference. In addition, authorizations that have expired, are
incomplete, or contain any information that a covered entity knows to be false are also
invalid. Please note that HSR is not responsible for reviewing the accuracy or
completeness of Authorizations. The information here is provided as a courtesy, only.

4.4.3. When Authorizations are not Required - HSR may grant researchers waivers (in
whole or in part) with regard to the necessity of Authorizations for a given project, or
permit alterations to the standard form of an Authorization. Waivers or alterations may
‘be permitted when: _ :

* The use of the information involves no more than minimal risk (i.e. there is an
adequate plan to protect the identifiers from improper use or disclosure and there is a
plan to destroy the identifiers at the earliest opportunity). Risk is further minimized
by writlen assurances by the researcher that the information will not be used or
disclosed unless required by law or as necessary for the oversight of the research.

¢ The research could not be carried out without a waiver (or alteration) and the research
cannot be carried out without the protected health information.

Requests for approval of waivers or alterations may be made by submitting (to the

Assaciate Provost) a description of the research (purpose and procedures), the specific

reason(s) for the request, information regarding who will have access to the protected

health information that will be obtained. HSR will consider the request at a convened
meeting of the board, or, if the granting of the request would result in no more than
minimal risk to the privacy of the individuais about whom the information is sought, via
the board’s expedited procedure.

4.4.4. The Use of Limited Data Sets: Authorizations are also not required when the
researcher requests data in such a form so as to qualify as-a limited data set and enters
into a data use agreement with the covered entity providing the data. This type of use
also does not require a waiver of the Authorization requirement.
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* A limited data set is protected health information that excludes direct identifiers of
the individual or his or her relatives, employer, or household members.

« Data use agreements must contain: specification of the permitied uses of the data;
information regarding person(s) permitted access to the data; assurance that the
person(s) will not further disclose any of the information, will develop safeguards
against inadvertent disclosure, report any disclosure, and extends the assurance
against disclosure to any subcontractors hired by the researcher(s); and an agreement
that the researcher will not attempt to identify any of the information.

4.5. Additional Guidance for Online Research

When human subjects research is conducted via the Internet (including through the use of email,
bulletin boards, websites, blogs, wikis, multi-user domains, etc.) researchers must develop
procedures that take into account the principles of beneficence, justice, and respect described in
the introduction. To aid in that process, HSR provides the following guidance.

Please note: researchers are encouraged to review the definitions of online research and
computer mediated research (Appendix A) before deciding if these guidelines apply.

4.5.1. Applicability of Exemption Criteria: Research that would meet the criteria included
in Appendix B is also considered exempt when the research occurs online, In particular,
research that involves the observation of activity in what otherwise might be considered
public space under conditions where subjects can participate confidentially (see 4.5.2,
below) is considered exempt. In these cases, researchers should follow the procedures
included in section 3.4. To determine the extent to which members of an online
community (or individual contributors) consider the space to be “public,” researchers
should examine “the community’s nature and level of accessibility (e.g. is membership
required? [Do users need] log-on IDs? [What is the] extent of member profiles?)”
(“Guidelines for Internet Research with Human subjects,” 4 4, 2005).

4.5.2. Anonymity, Confidentiality, and Privacy in Online Research: Care should be taken in
concealing the identity of research participants given that the information shared online
may be recorded and to some degree, accessible to the general public. Since information
present on the Internet can be archived and searched, care must be taken in reporting
direct quotations or using passages from the messages or postings of specific individuals
in the research. The use of pseudonyms for participants (assigned by the researcher or
chosen by the participant) may not be sufficient to disguise the participant’s identity in
this case, cspecially if the individual who contributed the information also has an easily-
located member profile. In cases where information is generally not accessible without a
log-in ID, there is a decreased likelihood that the information is archived in a publicly
accessible manner, although if the host site is identified, the confidentiality (or
anonymity) of the information may still be compromised.

Additionally, whenever data are recorded by means that would include IP addresses as

part of the submission itself or within a log of all submissions related to the project, or
includes the de facto gathering other information that could be used in identifying the
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source of the information (e.g. email addresses), it is impossible to ensure anonymity of
the data. When this information is easily accessible by persons outside the research team,
it is also impossible to maintain the confidentiality of one’s participation.

4.5.3. Informed Consent: While no statutes exist that would govern what constitutes
effective informed consent nor the documentation of informed consent in electronic -
research, the following guidelines have been developed by HSR to assist researchers:

* All information that would normally be provided during the process of informed
consent (or that would be required on an informed consent form, see 4.3) must be
provided on a single page (e.g. URL) or in a single electronic file, and participants
should be encouraged to “print a copy” for their records.

* The informed consent form and/or description of the study, as appropriate, must
include information about the potential loss of anonymity, confidentiality, or privacy
resulting from the technology used to collect the data.

* Insituations where the researcher collects naturalistic materials (e.g. data are gathered
via observation, naturalistic interviews, or interpersonal/group interaction that
includes the researcher), the informed consent form (or project description) must
include detailed information about how data will be recorded in addition to how they
will be stored. The researcher should indicate whether he or she will take notes or
record short excerpts of what is available online, or if entire posts, messages, threads,
or websites will be archived.

*  When research is anonymous and all participants are age 18 or over, or any other
provisions of 4.3.4 apply, researchers do not need documentation of informed
consent. In most cases, the informed consent procedure can be carried out by

- providing information about the study to participants prior to their completion of
research instruments, and by notifying them that their continuation in the study after
having read such information implies consent.

*  Where documentation of informed consent otherwise would be required, the subject
must be provided with a space (on an electronic form) to type in his or her name and
the date following the statement “I have been provided with information about the
study and I understand what to expect as part of my participation. I have had an
opportunity to have any questions about my participation answered by the
researchers(s). By providing my name below, I indicate that I agree to participate in
the study and that [ am 18 years of age or older.”

* Participants should be reminded that if they choose to withdraw from the study, they
can leave the site and/or exit their browser before completing the study.

* Insituations where debriefing or compensatory follow-up may be required by the
research design, the researcher should ensure that he/she collects contact information
from each participant. This may be included as an additional item on the informed
consent form. :

« If additional signatures are needed (by minors to indicate assent, to allow for the
public use of the information that is recorded), additional statements and places to

type in one’s name also should be provided.
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APPENDIX A
OPERATIONAL DEFINITIONS

An outcome experienced by a subject that was either not anticipated by the
researcher or is of a magnitude greater than was originally anticipated by the
researcher.

An assurance that no identifiable private information is being gathered, i.e.,
the investigator will not be able to identify subject.

Agreement by an individual not competent to give legally valid informed
consent (e.g., a child or cognitively impaired person) to participate in
research. '

The potential for positive outcomes arising from the research. Benefits may
be to the scientific community, in the form of enhanced knowledge about a
phenomenon; to the researcher, in the form of increased knowledge of
research procedures; or to the subject participants, in the form of a good —
tangible or intangible - that arises from their participation. See also, Incentive

to Participate.

Activities that under normal circumstances may create feelings of being
compelled by force or threat to participate in research.

Monies or services provided to treat negative physical outcomes caused by
participation in research.

Activities undertaken in the interest of ensuring equal treatment of all
subjects. In 'blind' experimental studies, this might involve making a

successful treatment available to members of a control group.

Research conducted with the aid of information and communication
technology, most commonly the personal, or desktop computer. When
information is stored on the recordable media specific to the device, or
transferred solely from the original drive to a drive or disk for permanent
storage, such research is not considered "online research.”

An assurance that all-identifiable private information will be kept secret and
not be made available to anyone other than the investigator to whom it was

entrusted,

Under the HIPAA Privacy Rule, organizations that create, maintain, or
transmit identifiable health information as a normal course of business or their
bUSiIlCSS associates.
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Advice, particularly information that would help a person think or feel
differently about themselves or their activities. '

Immcdiately following data collection, subjects should be given clarification
for any misconceptions that may have arisen. Subjects should be told the
general nature of responses and told who (when and where) to contact if any

follow-up is needed.

The engagement of subjects in fraudulent activities, the provision of false
information, or the intentional omission of information as necessitated by the

research design.

(see also Informed Consent) A permanent, physical record of information
about the research as provided to subjects. Such consent includes the subject's
signature {or the signature of the subject's parent or legally authorized
representative), or acceptable substitute, indicating that such information has

been provided.

Wording that implies a clearing from blame or fault; phrases that could make
it appear as if the subject had waived all or part of his or her rights.

Research activities included in the descriptions provided in Appendix B are
considered to be exempt from the ongoing oversight of the All-College Board
for Human subjects Research. This means that the regulations included in
Section 3.9 of these guidelines do not apply. Requests for Certification of
Exemption can be submitted, with proper documentation, to the Associate
Provost at any time. Upon receipt of such certification, research may

commence,

A person about or from whom an investigator/researcher obtains data or
identifiable private information through intervention or interaction.

Information that can be used, alonc or in combination, o single out an
individual from a group.

(or Inducement} Rewards (goods or monies) provided for participation in
rescarch.

Potential subjects must be informed in language appropriate for their level of
understanding about all features of the research that may affect their
willingness to participate; their questions should be answered; and they should
be free to choose to participate or not, and to discontinue participation at any

time.

Communication or interpersonal contact between investigator and subject.
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[ntervention
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Minimal Risk

Online
Research

Personally
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Principal
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Privacy

In experimental research designs, truthfulness that is ensured by careful
control over the conditions of the study.

Procedures by which data are gathered through manipulations of the subject or
environment that are performed for research purposes. -

Consent to participate in research given by a person 18 or over and who is
legally able to act on his or her own behalf.

Data that has been de-identified, by removing all information that may be
unique to an individual within the subject population (e.g. address, ID
numbers, some combination of age+sex+race). Limited Data Sefs are not
considered PHI.

Risks of harm anticipated in the project are not greater, considering
probability and magnitude, than those ordinarily encountered in daily life or
during the performance of routine physical or psychological examinations or
tests.

Research conducted with the aid of the Intermet wherein data are collected or
aggregated by, pass through, or are stored on a server (or servers) not owned
by Ithaca College, the Principal Investigator, or a member of the research
team. For research purposes, the campus' Novell Network is considered
remote storage for computers with a permanent network connection, and thus,
information transferred from one point on the network to another point on the
network is not considered "online research.” See also 'Computer Mediated

Research’'.

Information about behavior that occurs in a context in which an individual can
reasonably expect that no observation or recording is taking place and the
information provided for a specific purpose considered to be private.
Individuals must be mndividually identifiable by the investigator to constitute
their consideration as subjects falling under these Guidelines.

For purposes of the research project, the person who will serve as the main
contact for subjects and for the Review Board, and who will be responsibie for
the storage of records related to the research.

Control over the extént, timing, and circumstances of one's participation in
research. In general, this means knowing who might have access to
identifiable research results in addition to the researcher(s).

HSR GUIDELINES Rev. July 2006 Page 28 of 35



Protected
Health
Information

Protected
Populations

Protocol

Research

Risk

Stipulations

Validity

HSR GUIDELINES Rev. July 2006

(PHI) Individualiy identifiable health information held and maintained by a
Covered Entity (according to HIPAA, a covered entity is a health care
provider or insurer or business associates acting on their behalf). Health
information collected (from physical or electronic files or directly from
subjects) by researchers in the course of their research does not qualify as PHI
unless the researcher is formally affiliated with a covered entity.

Persons who qualify as research subjects under 45CFR Part 46, Subpart B
(Women, Human Fetuses, and Neonates), Subpart C (Prisoners), and Subpart
D (Children). While research may still proceed using these persons as
subjects, special rules for their protection apply.

A defined set of procedures through which data are gathered. A complete
protocol includes information about everything from sampling and
recruitment to debriefing and follow-up in addition to specifying the data
collection process.

gathering of data by systematic means with the intent of making scientific
claims (broadly conceived) about phenomena or in the interest of developing
generalizable knowledge. Research is herein defined operationally beginning
on p. 7 of these guidelines.

the probability or magnitude of harm. Potential harms can be physical,
psychological, social, legal, or economic in nature.

Essential conditions or requirements that must be met in order to receive
approval from Human subjects Research committee to implement the project.

Generally, the "truthfulness" of the research.
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APPENDIX B
Categories of Research that are Exempt from HSR Oversight

The guidelines below apply regardless of the age of the participant, except as noted, No
research involving pregnant women, persons involuntarily confined, or those detained in penal

institutions is considered exempt at any time.

1.

Research conducted in established or commonly accepted educational settings, involving
normatl educational practices, such as _
a. Research on regular or special education instructional strategies
b. Research on the effectiveness of or the comparison among instructional
techniques, curricula, or classroom management methods
Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures, ot observation of public behavior
unless:
a. Information obtained is recorded in such a manner that human subjects can be
identified directly or indirectly through identifiers linked to subjects; and
b. Any disclosure of human subjects responses may reasonably place the subjects at
risk of criminal or civil liability or be damaging to the subject’s financial standing
employability, or reputation.
EXCEPTION: When the research includes researcher participation in the activities being
observed, survey procedures, or interviews, and the subjects are minors, the research is
NOT exempt.
Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, inferview procedures, or observation of public behavior
that is not exempt under the above, 2, if;
a. The subjects are elected or appointed public officials or candidates for public
office _
b. Federal statutes require without exception that the confidentiality of personally
identifiable information be maintained through the research or thereafter.
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 recoded by the investigator in such a manner that subjects cannot be
identified directly or through identifiers linked to subjects.
Research conducted on behalf of public benefit or service programs and that examines
procedures for obtaining services or benefits under those programs, possible changes to
those programs, or possible changes in methods or levels of service by or payment for
those programs.
Taste and food quality evaluation and consumer acceptance studies,
a. If wholesome foods without additives are consumed or
b. If a food is consumed that contains a food ingredient at or below the level of use
to be found safe, or agricultural chemical or environmental contaminant at or
below the level found to be safe by the FDA, or approved by the EPA or USDA
Food Safety and Inspection Scrvice.
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APPENDIX C

Categories of Research Qualifying for Expedited Review
Applicability

A. Research activitics 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 HSR through the expedited review procedure authorized by 45 CFR 46.110
(Protection of Human Subjects) and 21 CFR 56.110 (Food and Drug Administration
Regulations Pertaining to Institutional Review Boards). 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 revtew 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 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
mintmal. :

D. The expedited review procedure may not be used for classified research involving human
subjects.

E. Standard requirements for informed consent (or its waiver, alteration, or exception) apply
regardless of the type of review--expedited or convened--utilized by HSR.

F. Categories one (1) through seven (7) pertain to both initial and continuing 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; FDA Policy) 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; FDA Policy) 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 ventpuncture 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 weel; or

b. from other adults and children, 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 collccted. 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.
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3) Prospective collection of biological specimens {or research purposes by noninvasive
means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b} deciduocus
teeth at time of exfoliation or if routine patient care indicates a need for
extraction; (¢} 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.

4) 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; (¢) moderate exercise, muscular
strength testing, body composition assessment, and flexibility testing where
appropriate given the age, weight, and health of the individual.

5) 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. See Appendix B, Item #4: This listing
refers only to research that is not exempt.)

6) Research that involves the collection of data from voice, video, digital, or still-image
recordings.

7) 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. See Appendix B, Jtem #2
and Item #3. This listing refers only to research that is not exempt.)
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8) 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.

9) 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 appty but the IRB has determined and documented at a convened meeting that
the research involves no greater than minimal risk and no additional risks have been

identified.
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APPENDIX D
Procedure for Review of Human Subjects Projects Based on the Rochester Campus
Ithaca College Movement Analysis Laboratory

For the Submission of New Protocols:

Research projects that do not involve University of Rochester faculty, students, or patients
require approval only from the Ithaca College All-College Review Board for Human Subjects
Research (Ithaca College HSR). The usual procedures, as outlined in the Ithaca College Faculty
Resource Guide, will be used for this review.

If human subjects research projects involve University of Rochester faculty, students, patients, or
if Ithaca College collaborates with the University of Rochester, these projects must be reviewed
by the institutional review boards of University of Rochester (Research Subjects Review Board,
RSRB) and [thaca College (All College Review Board for Human Subjects Research). The

following procedures will be used.

1. The investigator will complete the Research Subjects Review Board Application and
obtain certification of scientific review. The scientific reviewer must be a University of
Rochester department chairperson, authorized delegate, or an appointed peer review
committee of the University of Rochester investigator’s department. The project will be
submitted for review to the RSRB in the format prescribed by that board. The RSRB’s
standard consent form language will be used.

2. Upon approval by the RSRB, the proposal wili be submitted for expedited review to
Ithaca College HSR. The letter notifying the researcher of University of Rochester
approval must be attached to the proposal. It is not necessary for the researcher to rewrite
the proposal in the Ithaca College format. The proposal will be reviewed in the format
prescribed by the RSRB at the University of Rochester. Upon approval by Ithaca College
HSR, the investigator will submit a copy of the approval letter to the RSRB.

3. In the protocol document, under the study title, the following statement should be
inserted: “The following application is submitted in accordance with the Ithaca College
and University of Rochester agreement.” This statement will alert the reviewers that the
above procedure is in place.

HIPAA Authorization: _

If the study involves the collection of protected health information (PHI), the standard RSRB a
HIPAA Authorization for the Release of Protected Health Information must be appended to the
consent form if one or more of the study procedures are performed at a UR facility or if an
investigator is part of the UR faculty. The HIPAA authorization must specify that both the
University of Rochester and Ithaca College may receive study data.

If the study procedures are not performed at a UR facility or if the investigators do not include
UR faculty members, the HIPAA Authorization is not needed.

Amendments:
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Any amendments (i.e. changes in the protocol design or the consent form) will be submitted to
the RSRB for review prior to implementation. Upon approval by the RSRB, the amendment will
be submitted for expedited review to Ithaca College HSR. The letter notifying the researcher of
the RSRB approval must be attached to the amendment and any applicable study documents.
Upon approval by Ithaca College HSR, the investigator will submit a copy of the Ithaca College
HSR approval letter to the RSRB.

Continuing Reviews: _
The RSRB will send the Principal Investigator a request for progress report three months prior to
the study’s expiration date. The investigator will submit the progress report to the RSRB in a

timely fashion along with any applicable study documents:

For studies in the RSRB paper system:

* (Clean copies of all currently approved consent/permission/assent form(s)

* Recruitment materials

* The last signed consent/permission/assent form(s)

* Publications

* Any reports (National Summary Reports, Data Safety Momtormg Board, Audits)
* Adverse event summary sheet

For studies in the RSRB electronic system:

¢ The last signed consent/permission/assent form(s)

* Publications

* Any reports (National Summary Reports, Data Safety Monitoring Board, Audits)

* Adverse events should be reported in the online system in real time, but will not be reviewed

by RSRB until the progress report is submitted.

Upon re-approval by the RSRB, the investigator will submit a copy of the RSRB reapproval
letter and progress report to Ithaca College HSR. Once the Ithaca College HSK re-approves the
study, the investigator will submit a copy of the Ithaca College HSR approval letter to the RSRB.

Five-Year Reviews:

The RSRB requires that Principal Investigators submit a new application and study protocol
every five years. For studies originally approved in the paper system, the five-year review
involves converting the study to the new online submission system. If the “Five-Year Review”
box is checked on the RSRB progress report, the Principal Investigator must submit the
following in addition to the standard materials listed above for continuing reviews:

* New RSRB application (complete with both Pr1n01pal Investigator and scientific review

signatures)
* New study protocol, which includes all amendments since the beginning of the study

* Complete copy of the grant application (if applicable)

Upon approval of the five-year review by the RSRB, the materials listed above will be submitted
to the Tthaca College I{SR for review. Upon approval by the Ithaca College IRB, the investigator
will submit a copy of the approval letter to the RSRB.
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