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l. Categories of Research Review and Review Procedures

The Boston College Institutional Review Board (BC IRB) is required to review all proposed research


https://www.gpo.gov/fdsys/pkg/FR-2017-01-19/html/2017-01058.htm
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
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submitting a full application for IRB approval, researchers might appropriately ask ORP for
guidance on whether IRB review is required.

Presence or Absence of Intent to Publish



https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-improvement-activities/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-improvement-activities/index.html
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distribute special files to investigators on which they impose use restrictions. These files
generally contain data fields, such as social security numbers, names, or extensive life history
markers that might enable an unauthorized user to identify a participant. The use restrictions
vary, but they typically involve secure (locked) data storage and password protected computers,
and forbid the storage of data on computer hard drives that may be accessed through a
computer network connection. These agreements may also limit the type of analyses that are
done by the investigator.” (Cornell University Committee on Human Subjects (UCHS) website:
http://www.osp.cornelll.edu/Compliance/UCHS/Secondary.htm). A Principal Investigator who
would like to work with a restricted data set for research purposes must complete a BC IRB
protocol application, which will likely be reviewed as an exempt protocol. Agreements with
other organizations covering the use of restricted data sets must be reviewed by the Office for
Technology Transfer and Licensing.

Secondary Use of Data Sets

Any research that involves the secondary use of data in which individually identifiable
information is included requires that the Principal Investigator completes the BC IRB protocol
application, which will be reviewed as an exempt protocol.

If the data set contains no individually identifiable information, or the data set is publicly
available, BC typically would not require the project to have IRB approval. The Principal
Investigator can fill out a protocol form that will be processed as an exempt protocol.
Nevertheless, in some situations, sponsors may require IRB approval as a condition of releasing
funds. Additionally, the data at issue in such studies might constitute a restricted data set,
which, as described above, might require special administrative processing. Accordingly, in such
situations, the Principal Investigator can fill out a protocol form that will processed as an exempt
protocol. The Principal Investigator will not need to fill out all sections, such as Informed
Consent, as it will not be applicable.

Meta-Analyses/Qualitative Meta-Syntheses

Meta-analyses do not require BC IRB review, as long as the researchers do not obtain or have
access to individually identifiable human participant information.

C. IRB Training Requirement for


http://www.osp.cornelll.edu/Compliance/UCHS/Secondary.htm
http://www.osp.cornelll.edu/Compliance/UCHS/Secondary.htm
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It is the responsibility of the Principal Investigator (BC faculty, staff, or student) to submit the IRB
protocol that minimizes risks to participants while maximizing benefits. The Principal Investigator is also
responsible for ensuring that every research participant’s rights, welfare, and safety are protected and
for following the applicable University policies and federal regulations regarding the use of human
participants in research. The Principal Investigator’s responsibilities regarding the consent process are
outlined in Section Il of these SOPs. In general, the Principal Investigator must also maintain all relevant
research records for at least 3 years after the completion of the research and/or sponsored project,
whichever is later. More specifically, if a project is funded by an external organization, there may be
different retention requirements regarding how and for how long records must be stored, and the
Principal Investigator must be familiar with those requirements.

As long as there is no sensitive information on consent forms (such as social security numbers), consent
forms may be stored electroni
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letters to prospective participants, brochures, flyers, pamphlets, etc.) and procedures.
Instrumentation (questionnaires, interview/focus group scripts, etc.).

Documentation of completion of required training: training certificates for each
member of the research staff, and the faculty advisor (if applicable), should be uploaded
into Cyber IRB. These certificates are valid for 3 years.

As of July 2018, federal regulations no longer require that federal grant applications are
submitted for review when submitting an IRB application.

If the Principal Investigator will be working with health information, he/she must also
complete and submit a Statement on HIPAA PHI Use form. The exact form to be used
may vary depending on the institution where the research takes place.

Research at Other Institutions: If research is being performed at another institutions
such as a hospital or another university, Principal Investigators should seek to defer
review to one of the two institutions, rather than going through a full IRB review at both
institutions. This is called an Institutional Authorization Agreement, or IAA.

To initiate an IAA at Boston College, the Pl should submit an application through Cyber IRB.

11
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the other organization agrees that the BC researcher may conduct his/her research
project at the other organization’s site. A sample letter can be found at
http://www.bc.edu/research/office-for-research-protections/forms.html

Submissions to the BC IRB after Initial BC IRB Approval is Granted:

1. Requests for changes to the study after initial approval. These are considered
amendments, and can be initiated in Cyber IRB by first clicking on the title of the
protocol under “My Approved” and then clicking the “Amendment” button on the
left side of the screen.

2. Reports of unexpected adverse events. These can be initiated in Cyber IRB by first
clicking on the title of the protocol under “My Approved” and then clicking the
“Adverse Event” button on the left side of the screen.

3. Continuing Review Report (annually or as required by the BC IRB). This can be
initiated in Cyber IRB by first clicking on the title of the protocol under “My
Approved” and then clicking the “Continuing Review” button on the left side of the
screen. Please note that as of July 2018 under the new Boston College Flex Policy,

12
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Risks to participants are minimized by:

a. using procedures which are consistent with sound research design;

b. using procedures that do not expose participants to excessive,
unreasonable and/or unacceptable risks;

C. whenever appropriate, using procedures already being performed on
the participants for diagnostic or treatment purposes.

Risks to participants are reasonable in relation to anticipated benefits, if any, to
participants; and the importance of the knowledge that may be expected to
result. In evaluating risks and benefits, the BC IRB should consider only those
risks and benefits that may result from the research (as distinguished from risks
and benefits of therapies, care, or interaction with the researcher that
participants would receive even if not participating in the research). The BC IRB
should not consider possible long-range effects of applying knowledge gained in
the research (e.g. the possible effects of the research on public policy) as among
those research risks that fall within the purview of its responsibility.

Selection of participants is equitable, taking into account the purposes of the
research and the setting in which the research will be conducted. The BC IRB
must determine that necessary additional safeguards have been included to
protect the rights and welfare of vulnerable participants, if all or some of the
participants are children, prisoners, individuals with impaired decision making,
or economically or educationally disadvantaged persons.

Informed consent will be sought from each prospective participant or the
participant's legally authorized representative (as defined in the
laws/regulations of the legal jurisdiction in which the research takes place)
unless modified or waived by the BC IRB.

Informed consent will be appropriately documented or the IRB may waive the
requirement for documentation.

There are adequate provisions in the research plan, where appropriate, for
monitoring the data collected to ensure the safety of participants.

There are adequate provisions to protect privacy of participants and to maintain
the confidentiality of data, where appropriate.

There are appropriate additional safeguards included in the study to protect the
rights and welfare of participants who are likely to be vulnerable to coercion or
undue influence e.g., children, prisoners, individuals with impaired decision-
making capacity, persons with acute or severe physical or mental illness,
persons who are economically or educationally disadvantaged, or persons who
are vulnerable because they are institutionalized.

BC IRB Members follow the criteria listed above in reviewing research through expedited and

13
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full Committee procedures. These criteria are included in a Reviewer Checklist used by BC IRB
Members in reviewing BC IRB protocols.

F. IRB Flexibility Policy
The Final Rule (a change in the regulations governing IRB activities, called the Common

Rule) was initially slated to go into effect in January 2018, but its implementation was
delayed just before the official-roll out and postponed until July 18", 2018. On June 19

14
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o0 Insummary, the existing categories of surveys, interviews, educational tests,
observations of public behavior (already exempt) have been expanded to
include the collection of some kinds of sensitive and identifiable data. However,

15
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Conflict of Interest

Neither the sponsor, nor the Principal Investigator, or any individual involved in the conduct of
the research activity under review will participate in the BC IRB review process except to provide
information. No IRB Member may participate in the BC IRB’s initial or continuing review of any
project in which the Member has a conflicting interest, except to provide information requested
by the BC IRB. IRB Members having a conflict of interest shall announce the conflict and
disqualify themselves from participating in the review of protocol except to provide information
on request. Persons identified in this section shall leave the meeting during the discussion and
the vote on any motion to approve or disapprove the research in question. When a person with
a conflict of interest leaves the room he/she cannot be counted towards a quorum. If the
quorum is lost, the protocol will be deferred.

G. Determination of Exempt Status

Only the BC IRB may decide whether a project is exempt from BC IRB review and approval. A Principal
Investigator completes the Exemption Form if it is his/her judgment that the research qualifies for one
of the following exempt status categories. For all non-federally funded studies, these new definitions
apply as of July 19, 2018 under the new BC Flexibility Policy. For any federally funded studies, these
definitions will apply starting January 21%, 2019. Until that date, the old exempt categories apply, which
can be found in Appendix 1 in this document.

(1) Research conducted in established or commonly accepted educational settings,
involving normal educational practices that are not likely to adversely impact students’
opportunity to learn required educational content or the assessment of educators who
provide instruction. This includes most research on regular and special education
instructional strategies, and research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management methods. This category

16
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6. Collection of data from voice, video, digital, or image recordings made for
research purposes. This type of research may sometimes be exempt. Please see
the Exempt Categories section to confirm.

7. Research on individual or group characteristics or behavior (including, but not

20
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L.

Conducting Continuing Review
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M. Project Closure
Exempt and expedited projects should be closed when (1) there will be no further interaction

with human participants, (2) there will be no long-term follow-up with human participants, and
(3) no further access to personally identifying information will be needed. All three criteria must

24
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representative;
b. be in language understandable to the participant or the representative;
C. be obtained under circumstances that offer the participant or the

representative sufficient opportunity to consider whether the participant should
or should not participate; and

d. not include exculpatory language which means that the Pl may not include
provisions by which the participant or the representative is made to waive or
appear to waive any of the participant's legal rights, or release the Principal
Investigator, the Sponsor, Boston College, the research sites, or its agents from
liability for negligence.

Consent Form BC IRB Approval/Expiration Stamp

The BC IRB approval stamp indicates that the consent form document has been reviewed and
approved by the BC IRB, and shows the approval date. The stamp is only used on finalized
consent form documents, and must appear on each page of the consent form.

B. Consent Form Documentation Requirements
1. Unless otherwise approved by the BC IRB, the consent form must contain the elements

of informed consent below,

Elements of Consent

25
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10.

11.

12.

a statement describing the extent, if any, to which confidentiality of records identifying
the participant will be maintained, and a statement of the possibility that OHRP may
inspect the records;

for research involving more than minimal risk, an explanation as to whether any
compensation is available if injury occurs; and whether any medical treatments are
available if injury occurs; and if so, what they consist of, or where further information
can be obtained,

an explanation of whom to contact for answers to pertinent questions about the
research, and research participant's rights; and whom to contact in the event of a
research related injury to the participant; and,

a statement that participation is voluntary, that refusal to participate involves no
penalty or loss of benefits to which the participant is otherwise entitled, and that the
participant may discontinue participation at any time without penalty or loss of benefits
to which the participant is otherwise entitled.

As applicable, one or more of the following ADDITIONAL (45 CFR 46.116b) elements of
information shall also be provided to each participant:

1.

6.

a statement that the particular treatment or procedure may involve risks to the
participant (or to the embryo or fetus, if the participant is or may become pregnant)
which are currently unforeseeable;

anticipated circumstances under which the participant's participation may be
terminated by the Principal Investigator without regard to the participant's consent;

any additional costs to the participant that may result from participation in the research;

the consequence(s) of a participant's decision to withdraw from the research and
procedures for orderly termination of participation by the participant;

a statement that significant new findings developed during the course of the research
which may relate to the participant's willingness to continue will be provided to the
participant; and

the approximate number of participants involved in the study.

For consent documents longer than 3 pages, a concise and focused presentation of the key
information that is most likely to help potential subjects understand why they might or might
not want to participate in the study. The key information must be presented first and must
include the following:

a.

b.

Identification of the project as a research study and that participation is
voluntary

Purpose of the research, duration of participation, and a description of research
procedures

Foreseeable risks or discomforts, if any

26
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C. Research Involving Individuals with Impaired Decision-Making Capacity
Additional safeguards should be included in studies of individuals with impaired
decision-making capacity, to protect the rights and welfare of these subjects.

Following are issues to consider for research that involves participants who are, or may
be, or may become decisionally impaired:

Assessing Capacity to Consent

Limited decision-

33
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The BC IRB should also be informed of the following:

Name or type of the media (e.g., The Boston Globe)
The targeted audience of the selected media

The IRB must receive the final draft of printed advertisements to evaluate the relative size of
type used and other visual effects. The IRB will review the information contained in the
advertisement and the mode of its communication. The Principal Investigator must inform the
IRB of every mode of communication that the text or advertisement will be used for.

D. Participant Incentives

For any research incentives over $25, the Office for Research Protections will refer Pls to speak
with a tax specialist in the Boston College Office of the Controller. Depending on the amount of
the research incentive and type of funding for the project, Pls may be asked to include
additional language regarding tax issues in their consent form.

E. Deception

Deception usually consists of merely failing to tell the research participant what the specific
points of interest are in an attempt to prevent biasing the research results. Deception of this
kind is reasonable and acceptable as long as the Principal Investigator provides justification for
its use, and debriefs the research participants after their participation, when appropriate.
Deception may be passive (simply not telling the participant about the research hypotheses),
also known as omission. Or it may be active (commission), which involves presenting
misinformation about the study to participants.

The use of active deception imposes special responsibilities on the Principal Investigator. One of
these responsibilities is to provide appropriate debriefing to the research participants. In each
case, the BC IRB will require information sufficient to understand why deception is needed, how
the potential benefits justify its use, and how debriefing will be done. Additional issues to
consider include the following:

Information that may affect the objectives of the study may not be withheld if it relates to
the risks participants may face and hence might affect their willingness to participate.
Does the presence of deception increase the risk of harm to the participants? If yes, this
issue should be addressed.

The Principal Investigator will also need to address the regulatory requirements for the waiver
or alteration of consent, which are as follows:

the research involves no more than minimal risk to participants;

the waiver or alteration will not adversely affect the rights and welfare of the participants;
the research could not practicably be conducted without the waiver or alteration; and
whenever appropriate, the participants will be provided with additional pertinent
information after participation.
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Depending upon the nature of the deception involved, the research will be reviewed through
either expedited or full Committee review. This determination will be based upon whether or
not the deception is risk-producing enough to raise the research above the “minimal risk”
threshold.

F. Students as Researchers

Undergraduate honors theses, master’s theses, and doctoral dissertations involving human
research participants or material of human origin require BC IRB review/approval. However,
classroom projects that are conducted as a class assignment and will not be communicated
beyond the classroom do not require BC IRB approval. In this situation, instructors are
encouraged to introduce their students to the BC IRB process and discuss research ethics. At
least one of the faculty advisors on student projects must be faculty of Boston College, but a
secondary advisor can be from another institution.

G. Recruitment of Family Members as Participants

The IRB generally discourages recruiting family members as a targeted population for the sake
of convenience or because of their easy availability. Enroliment of individuals who are family
members of the research team must be declared in an application to the IRB, and must include a
strong justification for the inclusion of these subjects. The PI must also discuss how the
possibility of coercion will be minimized, and the process for ensuring objective analysis of study
results. The IRB will assess these requests on a case-by-case basis, ensuring that their inclusion
is warranted, and that recruitment and consent procedures are free from undue influence. The
consent process must not be conducted by someone with whom the potential subject has a
status relationship (friend, family member, or employer).

H. Research at Other Institutions

BC faculty, students, and staff who engage in human participant research at another institution
(e.g. university or hospital) must first submit an IRB protocol application to the participating
institution’s IRB. In this situation, it is likely that the BC IRB will rely on the participating
institution’s IRB, in which case an agreement will be signed between the two institutions.
However, the Pl must inform the BC ORP of this situation as soon as conveniently possible.
Once IRB approval has been obtained from the participating institution

39
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Copies of these approval letters will need to be submitted to the BC IRB before the BC IRB can
release BC IRB approval.

40
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GDPR regulations. It may take 2-4 weeks for a GDPR determination from General
Counsel, so please keep this in mind when determining your project timeline.

M. Conflict of Interest
The Office for Sponsored Programs maintains the University’s conflict of interest policy. In order

to meet the requirements of this policy, the BC IRB protocol application includes the following
guestions for the Principal Investigator to complete

42
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o How will confidentiality be maintained if participants will be responding by e-mail?
Participants could be sharing their e-mail account with other individuals, which could
pose considerable problems if sensitive information is to be transmitted in the e-mails.

Issues with observational research, such as entering a “chat room” for research purposes,

may include the fact that individuals may expect a certain degree of privacy in such an

environment. As applicable, this issue should be addressed in the IRB protocol application.

For Internet research that involves children under the age of 13, Principal Investigators

should read the Children’s Online Privacy Protection Act (COPPA):

http://www.ftc.gov/ogc/coppal.htm

Research Design Issues to Consider

How to protect against individuals completing surveys multiple times?

Will the participant be automatically referred to a debriefing screen if they quit in the
middle of the study?

It may also be helpful to include a debriefing page at the end of the study.

It may be helpful to break the instrument into sections with the possibility of participants
completing sections at different times.

Participants should always be allowed to skip or not answer questions.

Important to decide whether you will allow anyone to complete the survey or only
individuals who have a particular password.

Technology Issues to Consider

Who will be maintaining the Web site? Who will have access to the data that is collected
and how will confidentiality be maintained during the electronic transmission of data?
Will data only be collected when the participant hits the “submit” button, or before the
participants decides that he or she is finished?
It may be helpful to consult with an IT professional, such as the Director of Academic & Research
Services: https://www.bc.edu/offices/researchservices.html.

Using Social Media for Data Collection

Investigators are allowed to use social media to recruit participants for their research studies, as
long as the text of the communication and a description of how it will be disseminated is
included in the IRB protocol.

The IRB does not consider sites that require a registration or log-in, such as Facebook, to be
publicly available data. Therefore, posts on this website can only be used as research data if
consent is obtained from participants. If a researcher feels that consent should be waived (see
section Il D of this document), he or she may make this argument to the IRB< and the full board
will consider these requests on a case-by-case basis.

0. Technology Approval Process

Any technology (such as data collection platforms or transcription services) proposed in an IRB
protocol must be approved by Boston College Information Technology Services through the “Get
Tech” process. Please see this website for more information:
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https://www.bc.edu/offices/help-secure/acquire-tech.html. Please note that you will
need to use VPN if trying to access this website from off-campus. This site includes a list
of software and other technology that is already approved at Boston College. At the
bottom of the page, there is a link to request review and approval of any new
technology. The Office for Research Protections cannot approve an IRB protocol with
new technology until it has been approved through this process. Please note that this
process typically takes a month or longer, so you should build this review time into your
project timeline.

P. Quality Assurance Program

Given the elimination of Continuing Reviews for most expedited protocols under the
Flexibility Policy, With the impeding changes to the Common Rule and our newly drafted
flexibility policy, the BC ORP has developed a Quality Assurance Program (QAP) to
provide internal oversight on compliance issues and record keeping with less
administrative burden on researchers than the annual Continuing Reviews, which will be
phased out for most expedited projects.

The QAP program consists of reviewing a small number of projects each month.
Protocols will be chosen randomly, with a focus on expedited studies, although some
exempt studies may be selected based on the risk profile of the research. Closed
protocols or protocols in the data analysis only phase will not be selected for review.
Once protocols for review are chosen at the beginning of each month, the Pl on each
protocol will be notified and asked to set up a short meeting with the ORP within 2
weeks of receipt of the email. The Pl will be required to send the ORP a copy of all
current consent forms and instruments being used on the project, as well as a current
staff list. These documents will be compared to the approved documents on file with
the IRB. All documents associated with submissions for the protocol (such as
amendments, continuing reviews, etc.) will be reviewed by the ORP staff.

During the meeting, at least one member of the Office for Research Protections staff will
meet with the Pl or a research team member of the PI's choosing. The Pl may invite any
research staff of his or her choosing. The Pl and/or research staff should be prepared to
answer questions such as those listed
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the approved protocol and the procedures or documents currently being used in the
study, these will be detailed so that the Pl can address them.

A draft of the report will first be sent to the PI for review. The Pl can then approve it as
is or suggest changes for accuracy. Once the ORP staff has drafted a final version of the
report, a copy will be sent to the PI, the Vice Provost for Research, and the IRB Chair. If
the PI has been asked to make any changes to the existing protocol or research
practices, they must
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Adverse events that may be reasonably anticipated to arise as a result of study procedures
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Appendix 1. Old exempt categories applying to federally-funded protocols only until January
21, 2019.

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 (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.

De-identified human cell lines and human specimens obtained from the
American Type Culture Collection or other similar nationally-recognized
repository do not require review and approval or determination of exemption
from the BC IRB.

5. Research and demonstration projects which are conducted by or subject to the
approval of Federal 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
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Appendix 2. Consent Template

An annotated version of this template with tips on completing it is available at
http://www.bc.edu/research/office-for-research-protections/forms.html

Boston College Consent Form
Boston College [School or Department name]
Informed Consent to be in study [Title of Study]
Researcher: [name of PI]
Study Sponsor: [if any]
Type of consent [Adult Consent Form or other applicable consent form such as Parental
Permission Form]

Invitation to be Part of a Research Study

You are invited to participate in a research study. You were selected to be in the
study because [eligibility criteria; e.g., age, gender, language, etc.]. Taking part in
this research project is voluntary.

Note that if the subjects of your study are BC undergraduates, you must indicate
here that the subjects have to be at least 18 years old to participate. Otherwise,
you will need to collect parental consent.

Important Information about the Research Study

For research projects that involve numerous research procedures that will require
more than a 2-3 page consent document, provide a concise and focused
presentation of key information that is most likely to help potential subjects
understand why they might or might not want to participate in the study. Organize
information to facilitate comprehension.

Delete this section if not necessary for the study.

Things you should know:
The purpose of the study is to [briefly describe study purpose]. If you
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Please take time to read this entire form and ask questions before deciding
whether to take part in this research project.

\ What is the study about and why are we doing it?

The purpose of the study is [describe the study purpose]. The total number of
people in this study is expected to be [insert number — optional if your study is an
itnervention].

\ If you have used the summary above, provide additional details in this section.

\ What will happen if you take part in this study?

If you agree to take part in this study, you will be asked to [provide a detailed
description of what the subject will be asked to do in chronological order (what,
when, where, how). [Be sure to specify if audio/video recordings will be used to
collect data]. We expect this to take about [duration, number of interactions].
[Indicate if information collected will be linked to other data (e.g., research data,
protected health information, or administrative data such as US Census data).]

For projects involving the collection of sensitive information or the inclusion of
guestions that might be upsetting, include examples of the type of questions that
will be asked

52



Rev. June 2020

transmission of the data in the section below. Psychological risks (e.g., those
associated with the completion of a particularly sensitive survey or interview)
could be mitigated by providing subjects with contact information for counseling
resources. If resources will be given to participants, please include them in your
application.

How will we protect your information?

The records of this study will be kept private. In any sort of report we may
publish, we will not include any information that will make it possible to identify
you. Research records will be kept in a locked file.

If you wish to use identifying information in a publication or presentation,
including photographs, audio or video recordings, include the following, as
appropriate:

“The results of this study may be published or presented at a scientific meeting.
The researchers will ask for separate written permission to include your name [or
pictures, recordings] or other information that could identify you.”

If you
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“The researchers will not be able to link your survey responses to you, but they
will know that you participated in the research. This will enable the researchers to
[insert reason for keeping track of who participated.]”

If you will remain blinded to the identities of the participants, include the following:
“The [survey/instrument] does not ask you to identify yourself, and the

researchers will have no ability to learn the identities of the people who
participate.”

[If audio or video tape recordings are made, explain specifically who will have
access to them, if they will be used for educational purposes, and when they will
be erased/destroyed and indicate how they will be destroyed or erased.]

Mainly just the researchers will have access to information; however, please note
that a few other key people may also have access. These might include
government agencies. Also, the Institutional Review Board at Boston College
and internal Boston College auditors may review the research records.
Otherwise, the researchers will not release to others any information that
identifies you unless you give your permission, or unless we are legally required
to do so.

What will happen to the information we collect about you after the study is
over?

I/We will/will not keep your research data to use for [future research or other
purpose]. Your name and other information that can directly identify you will be
kept secure and stored separately from the research data collected as part of the
project. [OR] Your name and other information that can directly identify you will
be deleted from the research data collected as part of the project.
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For International Studies: List the name, email and phone of the local
collaborator, if any, first. Be sure to include the U.S. calling code and exit number
for the country of origin.

Contact Information for Questions about Your Rights as a Research
Participant

If you have questions about your rights as a research participant, or wish to
obtain information, ask questions, or discuss any concerns about this study with
someone other than the researcher(s), please contact the following:

Boston College

Office for Research Protections
Phone: (617) 552-4778

Email: irb@bc.edu

Your Consent

Required for projects obtaining a signature only — delete this paragraph for
projects that will request a waiver of documentation. The document must be
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Parent or Legally Authorized Representative Permission

Delete this section if not applicable to the study.

By signing this document, you are agreeing to [your child’s OR the person’s
named below] participation in this study. Make sure you understand what the
study is about before you sign. 1/We will give you a copy of this document for
your records. I/We will keep a copy with the study records. If you have any
guestions about the study after you sign this document, you can contact the
study team using the information provided above.

| understand what the study is about and my questions so far have been
answered. | agree for [my child OR the person named below] to take part in this
study.

Printed Subject Name

Printed Parent/Legally Authorized Representative Name and Relationship to
Subject

Signature Date

Printed Parent Name and Relationship to Subject (when 2 signatures are
required)

Signature
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Appendix 3.

Boston College Office for Research Protections
IRB Quality Assurance Program Meeting Worksheet

When a researcher’s protocol is selected for the Quality Assurance Program, he or she
will be given notice two weeks in advance of their meeting with the Office for Research
Protections staff. Researchers should be ready to discuss the following questions, but do
not need to prepare written answers.
How has the recruitment process been working so far? What methods of
advertising and recruitment are you using?
Where does the consent process take place? Who obtains consent from the
subjects?
Are you using the dated/stamped IRB-approved version of the consent form?
How many subjects are currently enrolled?
Have any subjects dropped out? How many? Why?
Where do you store signed consent forms? If you collect consent electronically or
orally, how are you storing this information?
Where and how do you store your data? How is it de-identified? Is this consistent
with your description of the process in the protocol?
If you keep any video or audio recordings, when do you delete them? Have you
deleted them according to the timeline you proposed in your protocol?
Have any of your sources of funding for the project ended, and do you have any
new funding sources?
Do you compensate your subjects? If so, how? Have there been any issues with
compensation?
Have you received any complaints or questions about the consent form or
research? (For example, if your study takes place in a school, have school
administrators or parents contacted you?)
Is your research staff list up to date? Is their required human subjects training up
to date?
Have there been any adverse events or unanticipated events?
If so, have you reported them to the IRB and your sponsor (if applicable)?
Where do you store the physical data? Do you have a timeline or plan for
destroying or archiving the data?
What process are you using to de-identify data (TmOv@ZbZEeWnBT/F1AZfl @ 18T mYGH(Hve)
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