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Haverford College
I nstitutional Review Board (IRB) for Human Subject Research

Proceduresfor Review and Decision on the Proposals for Research
Involving Human Subjects

Haverford College has set up an Ingitutiond Review Board (IRB)* for Human Subiject
Research based on the requirements of the Office of Human Subjects Research Protection
(OHRP) to goven research involving human subjects. Thejurisdiction of the IRB covers
both research performed by employees and students of the College and research by
outsideindividuds or groupsinvolving Haverford students. In order to obtain approvad
for theIRB the College also obtained a Federal Wide Assurance (FWA)? throughthe
Nationd Inditutes of Health. Variousfedera fundng agendes mandae approvd of
fundel research by theinditution®IRB. In theinterest of protecting the safety of
Haverford students and personnd, it is expected that all research® involving human
subjects, whether externdly funded or not, bereviewed by the IRB.

Member ship in the Haverford College | RB

The membership of thelRB shdl be selected in accordance with federal regulations(in
paticular, with 45dr46.107 which sets out requirements and guiddines to ensure tha the
IRB is sufficiently qudified and diverse (in terms of race, gende and cultural
backgrounds to discern community attitudes; anong other requirements, this section
requires tha thelRB not consst completely of scientists or of nonscientists or of
members of oneprofession). Themembership will nomally include

- A Charperson, who is a faculty member; this member may NOT bethe individud
with signaory authority for federal grants.

- A faculty member from each academic department from which, in atypical year, a
least two research proposls originate (currently psychology and economics). This
may be either the charperson of thos depatments, or a person designaed by the
charperson, in conaultation with the Provog.

- The Human Protections Administrator (HPA) (nomally the staff member of
Inditutional Advancement responsble for externd grants).

! Theofficial designaion of Haverford College@IRB is: IRBO0001617RB #1 of
IORG0001208

2 Haverford College@ assurance identifier is FWA00000916

® Theterm @Research('s intended to cover any typeof systematic investigaionthat is
intended to test hypotheses or gather descriptive data and which is designed to develop or
contribute to generalizable knowledge Often, research investigaionsare intended for
public dissemination, butthis intentionis notrequired for an activity to be consdered
research for thepurposes of IRB review. This definition is meant to excludesurveys done
by the College solely for inditutiond purposes. It aso excludes class exercises where
results are only made available on campus(i.e. theinternd web server) or to members of
theclass (i.e. via Blackboad).
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- Either the Director of Athletics or the director@ designee as a representative of the
Athletics Department.

- Anindividud with research and/or medical training (M.D. preferred) .

- At least one member who is not othewise affiliated with Haverford College
Ideally this member should have experience condicting or reviewing human subject
research.

- An Executive Assistant (nomally an Assistant to the Provod) who maintains IRB
records and prepaes minutes of IRB meetings. The Executive Assistant may
paticipae in discussions of proposis and is a voting member of the IRB. The
Executive Assistant is respongble for maintaining records of IRB proposls,
approvd letters, continudion requests, IRB correspondence with investigaors, end-
of-project reports, and IRB meeting minutes.

Each time there is a changein membership of theIRB, the IRB registration mug be
updded (by the Executive Secretary) at http://ohrp.cit.nih.gov/efile/. The Executive
Secretary and the HPA should also enaure that the FWA onfileis current (this normally
needsberenewed every three years).

ThelRB evaluaes new proposls, monitors approved projects, provides continuing
review, receives reports uponconduson of research projects, and communicates those
reports to the Office of the Provod. Thecommittee schedules meetingsregularly (usudly
at least monthly) to providefull review to new proposals, and to review committee
fundioning and procedures; in the absence of new proposls or committee busness, the
committee may elect to cancel scheduled meetings ThelRB Charperson, HPA, and
Provod (thesignaory official onfederal grant proposals althoughnota member of the
IRB) are required to undego training ontheworkingsof IRBs at URL http://ohip-

ed.od nih.govCBTs/Assurance. The Executive Assistant of the Haverford IRB should
also undego this training.

In additionto this required training onthe workings of IRBs, all members of the IRB are
expected to educate themselves, on an on-going basis, regarding the ethical issues and
regulationsregarding human subject research. Each member of the|RB should
undetake training equivalent to that required for investigaors submitting proposls for
nonexempt human subject research (for ingance, thetraining course at
http://phmp.nihtraining.com; see bdow). Ethical issues and regulationswill be discussed
at thefirst convened IRB meeting of each academic year, or following the appointment of
any new IRB member.

Research that is Exempt from Federal Regulation

Certain categories of human subject research are exempted from federal regulation (see
45dr46.101) Researcherswishingto engagein such research should submit to the IRB
an exemption request form briefly describing the proposd research and how it satisfies
thecriteriafor exemptionin thefederal regulations These requests may bereviewed by
the Charperson of the IRB, by the HPA, or by anather IRB member designaed by the
Charperson. Should thereviewer agree tha the proposed research is exempt, aletter
confirming theexempt statuswill besent to theresearcher. Theletter will ask the
researcher to renew therequest for exempt statuson an annud basis.
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Procedures for submitting proposals for human subject research

A faculty or staff member wishingto initiate research involving human subjects (and
NOT of atype exempt from federal regulation) will be expected to submit adetailed
proposl describing theresearch. The proposl form is downloadable from
http://www.haverford.eduprovod/IRB.htm. Investigaors are required to undetake
training in ethical congderationsfor the condud of human subject research in order to
fully acquant themselves with the expectationssurroundng such research. Onesuch
training web-site istheNationd Inditutes of Health Protecting Human Research
Participants course available at http://phm.nihtraining.com (on March 1, 2008, this
replaced the course formerly offered at http:/cme.nd.nih.gov/) Bor proposrs may
subgitute equivalent training they have received from other sources. Proposls should use
aform prepared by thelRB and poded at its web site, and mug incorporate the following
elements:

(1) A description of the project induding gods, schedule, procedures, and
identification of theresearch subjects

(2) Copies of any survey ingruments to be used

(3) Anexplicit evaluaion of therisks and bendfits of theinvestigation

(4) A copy of each type of Informed Congent Form to be used in the study. If an
investigator is requesting waiver of informed coneent or of doaumentation of
informed conent, he or she mug provide a written explanation for the basis for
this request.

(5) Copy of advertisementsthat will be used to solicit participants.

(6) When appropriate, andllary materials establishing the safety (or level of risk) of
paticular techniques to beemployed

Proposls should be submitted to the Executive Assistant, preferably electronically.
Proposis will beidentified and filed by the submitter@ name and date of subrrission (on
pagel of theproposl form). If a proposer wishesto make changesin a submitted
proposl (for indance, to address concernsraised during IRB ddiberationg, heor she
should submt anew version with alater date of submission, and includea cover letter
withdrawing the previousversion (identified by dae). Correspondence and ddiberations
related to a proposl tha iswithdrawn or denied, but is replaced by anew, similar
proposl, will befiled with the correspondence related to the newer proposl.

During the academic year, thelRB requires 2 or 3 weeksto reach adecisonregarding a
propos if it can be approved by expedited review, or 3-5 weeksiif it requires full review.
During the summer months decisionsmay require up to 4-6 weeks. Investigaors are
asked, whenever possible, to submit thar proposlsfor review at least 6 weeks before the
anticipaed start of the project.

Outsideindividuds proposng to peform research involving Haverford College students
or taking place on its campusshould follow the same procedures as above Haverford
students proposng research involving human subjects mug have faculty sponrship for
thar projects. Thestudent(s) and spon®ring faculty member mud jointly prepare a
proposl followingthe aboveprocedures, and those directly involved in theresearch mus
take thetraining course described above (or doaument equivalent training).
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Decision asto possible expedited review of proposals

Proposl review isgovened by federal regulationsand occurs as follows. The proposl
isfirst trangmitted to the Charperson of theIRB who makes an evauaion of whether the
proposl can beconsdered unde the expedited-review protocol or whether full review is
needed. Thecriteriafor tha assessment are given in the Appendix. If expedited review
isviewed as appropriate, the proposl istrangmitted to oneor two members of thelRB
(usudly induding theHPA and, if possible, an IRB member from the department from
which the proposl was submitted). If the selected IRB members agree that expedited
review iswarranted, the project is approved and the investigator is notified in writing tha
the project has been approved. If the Charpersonor oneor both of the selected
reviewers do not conaur tha the proposl meets the criteriafor expedited approvd, then
full review by thelRB is undetaken.

Circulation of proposalsfor full (non-expedited) IRB review

If theresearch isjudgel to require full review, thepropos is circulated in entirety to all
IRB members viaemail or regular mail, at least one week in advance of a scheduled
meeting. Each member is requested to reply with awritten evaluaion at least oneday
prior to themeeting. Thebasic standad of evaluaionistha thebendits of carrying out
theresearch mug outweigh any appaent risks to the subjects. Theevaludion should
indudea recommendation for Gninimal riskOapprova (see bdow), basic approva, or
non-approvd of the proposl, and commentary judifying that judgment. In cases of a
negative recommenddion, thelRB member is expected when possible to offer
suggestionsfor atering research proceduresto gan approvd. These evaluaionsshould
be submitted via email to the Charperson of the IRB.

The Gninimal riskOapprova category indicates that the IRB certifies that the proposd
research involves no more than minimal risk. Thisisamore stringent restriction onrisk
than required for basic approvd, which allows for more than minimal risk if they are
outweighead by the bendfits of theresearch (and other conditionsoutined in federal
regulationsare satisfied). Thepractical distinction between these two types of approvad
isthat Gninimal riskOapproved proposils may (at the discretion of the Charperson)
undego expedited continuing review, whereas basic approvd requires tha any
continuing review of the proposl be undetaken by thefull IRB.

Convened meetingsfor decisions on non-expedited proposals.

The Charpersonwill prepare asummary of thereviews of the written evaluaionsheor
shereceived from members of the IRB regarding the proposal. This summary will be
distributed at a convened meeting at which a majority of the members of thelRB are
present, induding at least onemember whose primary concernsare in nongientific areas.
Convened meetingsmay be conduded by telephore conference call or with involvement
of oneor two members by speaker phoneas longas each participaing IRB member can
actively and equdly paticipaein thediscussion of theproposl. TheExecutive
Assistant should record minutes showing which members are present and summarizing
the discussion. Thediscussion should follow the questionsof the GQuestionnare for
ReviewersOfoundin the Appendix, and consensus or divergent views aboutthese
guestionsshould be doaumented in theminutes. By federal regulations the minutes mugt
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contain avote total of suppoting vs. dissenting members for al decisonssuppoting
approvd of apropos, and to be approved the proposal mug receive thevotes of a
majority of those present at the meeting. For proposals tha are approved by the
Qninimal riskOapprova category, a separate vote should be taken and recorded to
doaument that decision. If approvd is subject to stipulations(specific required changesto
procedures), these mug be agreed uponand entered into the minutes, and then read back
to the IRB members prior to thevote for approvd. The Executive Assistant will maintain
minutes for at least five yearsfor all convened meetings this ensures tha minutes are
maintained for at least three years after the expiration dae of any approved proposl.

The Charperson of thelRB will send aletter to the proposl investigaors giving
approvd to theproject (if necessary with changes stipulated by the IRB) or denying
approva for the proposl as submitted. If the proposal is approved unde the Gninimal
riskOcategory (see beow), theletter must explicitly indicate this. Especialy in the case
of anegdive decision, theletter should summarize (preserving confidentiality) the
written evaludionsreceived and thediscussion of the proposl during the convened IRB
meeting.

ThelRB mug decideto deny approvd to any proposal tha would beincongstent with
federal regulationsgovening human subject research. Butit may also deny approvd
based on other ethical concernsor because the proposed research would be detrimental to
Haverford College or its community. ThelRB may send proposs to, and seek
comments from othe College officials when needed. Proposlsinvolving athletes are
sent for comment to the Athletic Director and proposals from outside individuds to
perform research on Haverford students are sent to the Dean of the College When a
proposl comes from adepatment tha is notrepresented in theIRB ddiberations
(induding cases when the propogr isamember of thelRB and so is not paticipaingin
thelRB ddiberationg, theIRB Charperson may invite a member of that department to
paticipaein preliminay review and thediscussonsat the convened meeting. Other on-
campusexpertise and authority are drawn uponon an as-needed basis. By federa
regulations those who are not members of the|RB may attend meetingsbut may notvote
to approve or deny proposls.

Approval, Continuing Review, and Final Reports

Proposs are approved for a period of upto oneyear fromthe dae of the meeting at
which the proposl was approved. Stipulated in approvd letters are procedures for
investigaors to follow in the event of unanticipaed problemsinvolving risks to subjects
or others. Investigaors are required to report these unforeseen risks and/or negative
conequences, immediately, to thelRB Charperson, who will then report to the Provod.
If any member of thelRB, indudingthe HPA, receives areport of non-compliance with
IRB procedures, or a significant unforeseen risk or negaive consequence involving a
human subject, this should berelayed to the IRB Charperson, who will then immediately
discuss the concern with theinvestigator and aso report to the Provod.

Following areport of unanticipaed problemsinvolving risks to human subjects or others,
or of seriousor continuing non@mpliance with IRB regulations thel|RB mug decideon
a corrective action, which may indudesugpenson or terminaion of the IRB approvd for
apaticular proposl. Temporary corrective actions (induding sugpenson of approva)
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may betaken by theRB Charpersonin conailtation with the Provog, butfind
corrective actionsshould be determined by theIRB at the next convened meeting, which
should take place within two weeks of thereport of problem or nonmwmpliance.

Promptly after thedecision on corrective actionisfindized, and also after any sugpenson
or termingion of IRB approvd for any reason, the IRB Charperson mus make an
inadent report to the Office of Human Research Protections(OHRP) of the Department
of Health and Human Services. Details on the contents of inddent reports may befound
at http://www.hhsgov/ohmp/policy/inddreport_ohmp.html.

Theapprovd letter will also specify tha theinvestigaors mug make arequest to thelRB
before making any changes to the approved protocol.  Such changes may notbe
implemented during the approvd period withou re-review and approvd by the IRB,
except as necessary to eliminate appaent immediate hazard to the subjects. Change
requests deemed minor by the IRB charperson may be handled by expedited review,
even if theinitial proposl required full review.

The proposers of each approved IRB proposl are required to submit either afind report
or request for continuaion (which indudes a progress report) on or before the expiration
date of approvd. At or before theconduson of the approvd peiod, theRB Executive
Assistant will send aletter to the faculty/staff investigator or sponsr, reminding them to
submit either arequest for continuaion or afind report. It is appropriate for find reports
from previousproposls by an investigator to be congdered as pat of IRB ddiberations
on new proposls fromtheinvestigaor. Investigators who wish to continuea project for
more than oneyear mug submit arequest for continuaion of approvd. This mug
indudea progress report (induding reports of any adverse effects on participants,
whether expected or not, and any changes in procedures maderelative to the origind
proposls), and may also indudeminor proposd modificationsto theorigind protocols,
congent forms or survey ingruments; these should be attached to the continudion request.

Requests for continuéion of approvd will receive the same type of review (full or
expedited) asthe origind propos, except that proposals approved in the Gninimal riskO
category and for which no additiond risks have been identified may be given expedited
continuing reviews (see paragraph (9) in the Appendix). Find reports should be available
for perusal at the next face-to-face meeting of the IRB.

ThelRB, at a convened meeting of anew proposl involving more than minimal risk,
may decideto grant approvd for a shorter than aone-year period. Condtionstriggeing
a shortened approvd period are those in which anew procedure (never before approved
by the IRB) is proposd, that is deemed by the IRB to carry acceptable risk, butfor which
the experience of initial human subjects may better inform thejudgment of acceptable
risk. ThelRB reserves therightto requirere-review of aproposl after afirst stageof a
multistage protocol, or after adata collection has beguninvolving a certain nunber of
human subjects, in order to allow theinvestigator to report any problems or unanticipaed
conequences tha arise from such procedures. The IRB may decideto appoint oneor
more of its members and/or a disinterested third party to provideresearch oversightto a
paticular experimental protocol, in order to minimize risks to human subjects and/or to
verify tha no material changes are madeto the approved procedures.
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Uponthe conduson of research projects, investigaors are required to submit afind
report to thelRB. Thereport summarizes the condusonsobtained and evaluaes the
measures taken to protect the safety of research subjects, suggesting improvements when
appropriate for future projects of thesame nature. Thisfind report mug indudean
indication of the secure location of the origind signed Informed Consent Forms from all
subjects participaing in theresearch. Thefaculty investigaor is responsble for keeping
Informed Consent forms available for ingection for 3 years after theconduson of the
project. TheProvog@ Office will keep these formsin cases of research by outside
investigators, or when thefaculty investigator or spon®r leaves the college Each Spring,
thelRB char submitsto the Office of the Provod a summary statement on thefindings
and actionsof the committee during the prior academic year, induding copies or
summaries of find reports and progress reportsthat are submitted by investigaors.

Records of the discussionsand actionsof the Committee and find reports received from
investigators will be maintained in the Provos® Office for at least three years following
completion of projects. They are available for ingpection by any member of thelRB
(except for records of discussionsfrom which the IRB member was, or would have been
recused; the IRB members are responsble for avoiding ingection of such records and
should ask theIRB Charpersonif in doub).

Changesto this document

This IRB procedures doaument may be amended by consensusof the IRB committee.
Congnaus for changes should nomally beobtained at aregular (in-person) meeting of
thelRB, althoughproposd changes will nomally bedistributed in advance and prior
email discussionis encouraged to facilitate conensus-building. The President and
Provog of the College should be conailted aboutany changes that could conceivably
adversely affect the college® interests, and even if there are no such concerns, should be
notified of any changes tha are approved. The current IRB procedures doaument should
aso bepoged at IRB web page at the Provog(® Office web site (currently
http://www.haverford.eduprovod/IRB).

Appendix A. Questionnaire for Reviewers

Thefollowing questionnare may beused by thechar to obtain opinionsfrom other
members of theRB for expedited proposl review, and also (with the exception of
guestion 10) should form aminimal basis for discussion of proposls during full
committee review. Questions1 D7 are based onthe criteria specified in federa
regulations section45CFR 46.111.

1) Istheproposd research design scientifically sound & doesit minimize risks to
subjects (i.e. notunnecessarily expoe subjectsto risk)?

23) Isthelevel of risk to human subjects minimal? (Regulatory definition of minimal
risk: Minimal risk meansthat the probability and magnitudeof harm or discomfort
anticipaed in theresearch are not greater in and of themselves than those ordinarily
encounered in daly life or during the performance of routine physcal or psychological
examinaionsor tests (45 CFR 46.102()(i)).)
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2b) If thelevel of risk is more than minimal, how much of anincreaseinrisk isit over
minimal risk (refer to theregulatory definition above)?

2¢) Whether therisk is minimal or more than minimal, istherisk reasonale in relation to
any possible anticipaed benefits to subjects and to theimportance of knowedgetha may
reasonably be expected to result?

33 Is subject selection equitable (cf. question 3 onthelast page of the proposl form)?

3b) If human subjects for this study are likely to includemembers of vulnerable groups
such as children, prisoneas, pregnant women, mentally disabled persons or econonically-
or educationdly disadvantaged persons are there appropriate additiond safeguads
induded in the study to protect therights and welfare of these subjects (from, for
ingance, coercion or undueinfluence)?

4) Isinformed consent obtained from research subjects or ther legdly authorized
representative(s)? If not, does the proposl meet therequirements for waiver of informed
conentin 45CFR 46.116(c) or (d)?

58) See checklist onour proposl form for the eight required elements of informed
consent. If notall eightelements are present, isit reasonable that we waive any informed
congent requirements as requested on the page before the checklist?

5b) Will theinformed consent be obtained with a signed written consent form, with a
copy given to the peson signing theform? If not, does the proposl satisfy the
requirements for waiver of doaumentationin 45CFR 46.117()?

68 Should this project bereviewed more often than annudly (i.e. should the approva we
give a thistime befor less than oneyear), and/or should we require tha any continuaion
proposl contain verification from sources other than theinvestigators that no material
changes have occurred since previousIRB review?

6b) Would use of adaa & safety monitoring boad or othe research oversight process
enhance subject safety?

7) Arethere adequée provisionsto protect the privacy of subjects and to maintain the
confidentiality of data?

8) Isthis domestic/internaiond collaborative research? If so, are federa-wide
assurances in place at the other inditutions andisthere IRB approva fromthe other
inditutions?

9) Do you have any ethical or procedural concernsrelated to thetreatment of human
subjects by theinvestigators other than those raised in your answvers to questions1-8?

10) For expedited review only: In which of thecategories 1-9 (from those at
www.hhsgov/ohmp/humansubjects/guidance/expedited98 htm) does this proposl fall?
(NOTE: for Haverford'sIRB, themos common categoty is category 7: Research on
individud or groupcharacteristics or behavior (induding, butnotlimited to, research on
perception, cognition, motivation, identity, languaye, communication, cultural bdiefs or
practices, and sodal behavior) or research employing survey, interview, ora history,
focusgroup, program evaudion, human factors evaluation, or qudity assurance
methodobgies.)
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Appendix B. Categories of Research That May Be Reviewed by the
Institutional Review Board (IRB) through an
Expedited Review Procedure'

(From hitp://ohmp.osophsdhhsgovhumansubjects/guidance/expedited98 htm)

Applicability
(A) Research activities tha

(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
bereviewed by the IRB throughthe expedited review procedure authorized by 45
CFR 46.110and 21 CFR 56.110. The activities listed should not be deemed to be
of minimal risk simply because they are induded onthislist. Induson onthislist
merely meansthat the activity is eligible for review throughthe expedited review
procedure when the specific circumstances of the proposd research involve no
more than minimal risk to human subjects.

(B) Thecategoriesin thislist 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 thar responses would reasonably place them at risk of crimind or
civil liability or be damaging to the subjects. finanda 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 remindad tha the standad requirements for informed consent (or its
waiver, ateration, or exception) apply regardless of the type of reviewN expedited or
convenedN 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 drugsand medical devices only when condition (a) or (b) is met.

(a) Research on drugsfor which an investigaional 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 produd is noteligible for expedited review.)

(b) Research on medical devices for which (i) an investigaiond device exemption
application (21 CFR Part 812) is not required; or (ii) the medica device is
cleared/approved for marketing and the medica device is beng used in
accordance with its cleared/approved labding.

(2) Collection of blood samples by finge stick, hedl stick, ear stick, or venipundure as
follows:
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(8 from hedlthy, nongegnant adults who weigh at least 110 pounds. For these
subjects, the amount 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 hedlth 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 pe kg in an 8 week period and
collection may not occur more frequently than 2 times per week.

(3) Proective collection of biological specimensfor research purposes by noninvasive
means. Examples:

(a) har and nall clippingsin anondsfiguring manner;

(b) deciduousteeth at time of exfoliation or if routine paient care indicates a need
for extraction:;

(c) permanent teeth if routine paient care indicates a need for extraction;

(d) excreta and externd secretions(induding sweat);

(e) uncannulated saliva collected either in an undimulated fashion or stimulated by
chewing gumbase or wax or by applying a dilute citric solution to thetongue

(f) placentaremoved at ddivery;

(g) amniotic fluid obtained at thetime 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
theprocessis 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 datathroughnoninvasive procedures (notinvolving general anesthesia
or seddion) routindy employed in clinical practice, excluding procedures involving
x-rays or microwaves. Where medical devices are employed, they mudg be
cleared/approved for marketing. (Studies intended to evaluae the safety and
effectiveness of the medical device are not generally eligible for expedited review,
induding studies of cleared medical devicesfor new indications) Examples:

(a) physcal sensorsthat are applied either to the surface of thebodyor 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) magnéic resonance imaging;

(d) electrocardiography, electroencephdography, thermography, deection of
naurally occurring radioactivity, electroretinogaphy, ultrasound, diagnogic
infrared imaging, dopger bloodflow, and echocardiography;

(e) modeate exercise, muscular strength testing, body compostion assessment, and
flexibility testing whee appropriate given the age weight, and hedlth of the
individud.
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(5) Research involving materials (data, doauments, records or specimens) tha have
been collected, or will be collected solely for norresearch purposes (such as medical
treatment or diagnoss). (NOTE: Some research in this category may be exempt from
the HHS regulationsfor the protection of human subjects. 45 CFR 46.101()(4). This
listing refers only to research tha is not exempt.)

(6) Collection of daafrom voice, video, digital, or image recordingsmade for research
pumpoOEs.

(7) Research on individud or group characteristics or behavior (induding, but not
limited to, research on perception, cogntion, motivation, identity, languaye
communication, cultural bdiefs or practices, and sodal behavior) or research
employing survey, interview, ora history, focus group, program evauaion, human
factors evaluation, or qudity assurance methodobgies. (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.)

(8) Continuing review of research previoudy approved by the convened IRB as
follows:

() where (i) the research is pemanently closed to the enrollment of new subjects,
(if) al subjects have completed al research-related interventions and (iii) the
research remainsactive only for longterm follow-up of subjects; or

(b) where no subjects have been enrolled and no additiond risks have been
identified; or

(c) where theremaining research activities are limited to daa andysis.

(9) Continuing review of research, not conduded unde an investigationd new drug
application or investigaiond device exemption where categories two (2) through
eight (8) do not apply but the IRB has determined and doaumented at a convened
meeting tha the research involves no greater than minimal risk and no additiond
risks have been identified.

1 An expedited review procedure congsts of areview of research involving human
subjects by the IRB charperson or by oneor more experienced reviewers designaed by
the charperson from amongmembers of the IRB in accordance with the requirements set
forthin 45 CFR 46.110.

2 Children are defined in the HHS regulationsas (oersonswho have not attained thelega
agefor consent to treatments or procedures involved in theresearch, unde the applicable
law of thejurisdiction in which theresearch will be conduded.O45 CFR 46.402(@).

Source: 63 FR 6036460367 ,November 9, 19%8B.



