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Interior Health would like to recognize and acknowledge the traditional, ancestral, and unceded
territories of the Dakelh Dené, Ktunaxa, Nlaka'pamux, Secwépemc, St'at'imc, Syilx, and TSilhgot'in
Nations, where we live, learn, collaborate and work together.

Interior Health recognizes that diversity in the workplace shapes values, attitudes, expectations,
perception of self and others and in turn impacts behaviors in the workplace. The dimensions of a
diverse workplace includes the protected characteristics under the human rights code of: race,
color, ancestry, place of origin, political belief, religion, marital status, family status, physical
disability, mental disability, sex, sexual orientation, gender identity or expression, age, criminal or
summary conviction unrelated to employment.

1.0 PURPOSE

To provide direction for the responsibility of reporting Protocol Deviations,
Unanticipated Issues, Non-Compliance, or other new information for research projects
previously approved by the Interior Health (IH) Research Ethics Board (REB).

2.0 DEFINITIONS

TERM DEFINITION
Non-Compliance Failure to follow applicable guidelines and regulations
governing human participant research; failure to follow
the protocol approved by the REB, or failure to follow
stipulations imposed by the REB as a condition of
approval.

Privacy Breach The unauthorized access, collection, use, or disclosure of
personal information in the custody or control of an
individual or IH.

Protocol Deviations Any unplanned or unforeseen change to a REB approved
protocol or protocol procedures. Deviations are different
from amendments in that they generally apply to a single
occurrence or participant and are not intended at the
time to modify the entire protocol.

Reportable Event Anything that could affect the conduct of the research or
alter the REB’s approval or favourable opinion to continue
the research.

Suspension A temporary or permanent halt to all research activities
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pending future action by the REB, the sponsor and/or the
researcher.

Termination A permanent halt by the REB, the sponsor, or the

researcher to all or some research activities.

Unanticipated Issues | Issues that: occur during the conduct of research;, may

increase the level of risk to participants or have other
ethical implications that may affect participants’ welfare;
and were not anticipated by the researcher in the
research proposal submitted for research ethics review.

3.0 POLICY

31 The researcher is responsible for reporting to the REB any new information
generated throughout the course of the research, including any Unanticipated
Issues or serious or continuing Non-Compliance that might affect the rights,
safety and well-being of research participants.

32 The REB will review any new information generated throughout the course of
the research that might affect the rights, safety and well-being of research
participants, and/or is required by the protocol and/or by the Board of Record.
Reportable Events include:

321 Amendments to the previously approved research;

3.2.2 Reports of Unanticipated Issues involving risks to participants or others;

323 Reports of any serious or continuing Non-Compliance;

3.2.4 Reports of any changes affecting the conduct of the research or
increasing the risk to research participants;

325 Protocol Deviations from the previously approved research;

326 Reports of any Privacy Breaches;

327 Summary reports of any audits and inspections; or

3.2.8 Any other new information that may affect adversely the safety of the
research participants or the conduct of the research;

33 Amendments to the approved research may not be initiated without REB
review and approval except where necessary to eliminate apparent immediate
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hazards to human participants. The researcher must notify the REB
immediately if changes are made to eliminate immediate hazards.

3.4 The REB will make determinations about the Reported Event and direct
appropriate follow up with the researcher(s).

35 The REB is responsible for promptly reporting such Reportable Events with the
resulting determinations to institutional officials and regulatory authorities as
applicable.

PROCEDURES

4] Researcher Responsibilities

4.1

412

The researcher is responsible for reporting to the REB within 14 days,
any Reportable Event that may increase the level of risk to participants,
or has other ethical implications that may affect participants’ welfare.
Serious Reportable Events are a type of Reportable Event where there is
potential or real harm to participants. Serious Reportable Events must
be reported to the REB at the earliest opportunity and no later than 7
days from the time of the Serious Reportable Event.

For all Reportable Events, the researcher should include the following
information in the report:

4121 A description of the Reportable Event and an explanation of the
circumstances that led to the Reportable Event and the
resulting problems;

4122 The researcher's opinion regarding the causality;

4123 The action taken in response to the Reportable Event;

41.2.4 The outcome of the Reportable Event;

4125 Anychange in the risk or the possibility of risk for participants;

4126 The researcher's opinion regarding the implications for
continuation of the project;

4127 The researcher's opinion regarding the need for any changes to
the protocol, research procedures or consent documents.

Policy Sponsor: Vice President, Human Resources 30of6

Policy Steward: Chief Nursing and Allied Health Officer & Professional Practice Leader

Date Approved: November 17, 2014

Date(s) Reviewed-r/Revised-R: January 2019 (R); November
2020 (r); January 2022(r); May 2022 (r); July 2023 (R)

This is an Interior Health CONTROLLED document. A copy of this document in paper form is not controlled and should be checked against

the electronic file version to ensure accuracy.




V lntel"iOI" Health Research Policy Manual

Code: RA REB Administration

RAO0900 - REPORTABLE EVENTS

41.2.8 A description of what measures have been put in place to ensure
that a similar Reportable Event does not occur in the future, or a
description of the plan which will be implemented to ensure
that a similar Reportable Event does not occur in the future.

4129 The report should be signed by the Principal Investigator or
Qualified Investigator at the research site where the Reportable
Event occurred.

413 The researcher is also responsible for reporting any Unanticipated Issue,
Protocol Deviation, or Non-Compliance that may increase the level of
risk to participants, or has other ethical implications that may affect
participants’ welfare to the sponsor and applicable regulatory
authorities.

414 Iftheresearch is regulated by the US Food and Drug Administration
(FDA), the researcher is required to report to the sponsor who then
reports to the FDA. If the researcher is also the sponsor, then the REB
requires that the sponsor-researcher report to the FDA. Regardless of
whether such reporting has occurred as indicated by the researcher for
initial determination or resolution, the REB will also report to the FDA
via the Chief Nursing and Allied Health Officer and Professional Practice
Leader (CNO) and the Vice President Human Resources (VP HR)

415 All other Reportable Events must be reported to the REB within 30 days
of their discovery. This includes Protocol Deviations, Privacy Breaches,
or any other Reportable Event which has been deemed as not posing
any new or additional risks to participants or others.

4.2 REB Responsibilities

421. The REB isresponsible for reporting determinations of Reportable
Events involving risks to participants or others, to the following entities
within 15 days of the REB’s determination:

4211 Researcher;

4212 Research Department Navigator, who will contact the IH
Administrators that provided Operational Approval,

4213 CNO, whoin turn reports to the VP HR;
4.21.4 Other REBs, if applicable;

4215 Regulatory authorities, if applicable, CNO and the VP HR.
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The following information will be included in the REB report:
4221 Name of the institution where the research is being conducted;
4.2.2.2 Full title of the research project;

4.2.2.3 Name of the researcher who is the Principal Investigator and
his/her primary institutional affiliation;

4.2.2.4 Unique file identifier assigned to the project;

4225 Adetailed description of the Unanticipated Issue, Non-
Compliance, or reasons for Suspension or Termination;

4216 Actions the REB is taking or plans to take to address a Protocol
Deviation or Unanticipated Issue may include: revise the
protocol, revise the informed consent document(s), inform
enrolled participants, increase monitoring of participants,
suspend participant enrollment, or terminate the research
project;

The REB will manage and report issues of serious or continuing Non-
Compliance according to policy RR1100 REB Management of Non-
Compliance.

43 VP Responsibilities

431 Receives the REB report and reviews with the CNO, REB Chair and REB
Coordinator.

432 Investigates the report, gathers additional information, and consults
with Risk Management, other internal resources and leaders, and
outside agencies and regulators as required.

433 Notifies external agencies of Unanticipated Issues involving risk to
participants or others, serious or continuing Non-Compliance, or
Suspension or Termination of approved research by the REB, based on
jurisdiction, as follows:

4331 Health Canada
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4.3.3.2 The Office of Human Research Protections (OHRP) if the
research is conducted, funded or overseen by the Department of
Human and Health Services (DHHS);

4333 The FDA, if the research is regulated by the FDA; and/or
4334 Other current authorized external regulatory bodies.

434 Submits the notification per the requirements of the office to whom
the report is being made, e.g. OHRP Incident Report Form.

435 Copies the notification to the Pl and the REB Chair.

436 Referstothe IH Board of Directors as appropriate.
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