
Organizational Overview 
Source of Evidence - OO18 

The organization’s policies, procedures, charters, or bylaws (including 
Institutional Review Board) that protect the rights of participants in research. 

OO18:  The Capital Health IRB Policies (Attachment 1, p. 2), (Attachment 2, p. 2) state 
that the purpose of the IRB is to protect the rights and welfare of human subjects 
participating in biomedical and behavioral research. The IRB is responsible for the 
review, approval and oversight of such research to assure that it meets the ethical 
principles established for human subject research, and that it complies with federal 
regulations that pertain to human subject protection at 45 CFR, Part 46 and 21, CFR, 
Part 56 and any other pertinent regulations and guidance. 

The IRB is guided by the ethical principles regarding research involving human 
subjects as stated in the National Commission for the Protection of Human Subjects in 
Biomedical Research entitled: Ethical Principles and Guidelines for the Protection of 
Human Subjects in Research (“The Belmont Report”). The defining principles of the 
Belmont Report are: 

1. Respect for Persons: Recognition of the personal dignity and autonomy of
individuals and special protection for those persons with diminished autonomy.

2. Beneficence: Obligation to protect persons from harm by maximizing anticipated
benefits and minimizing possible risk of harm.

3. Justice: Fairness in the distribution of research benefits and burdens.

Additional Capital Health policies and procedures that support the protection of human 
subjects in research include: 

• Policy and Procedure IRB 924790.06: Institutional Review Board Procedure for
Initial and Continuing Review (Attachment 3).

• Policy and Procedure IRB 924790.08: Activities Requiring Institutional review
Board Review (Attachment 4).

• Policy and Procedure IRB 924790.13: Event reporting of Adverse Events,
Unanticipated Problems, and Protocol Deviations (Attachment 5).

• Policy and Procedure IRB 924790.11: Complaints, Non-Compliance, and
Suspension or Termination of IRB Approval of Research (Attachment 6).

References 
United States. (1978). The Belmont report: Ethical principles and guidelines for the 
protection of human subjects of research. Bethesda, Md.: The Commission. 
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I. PURPOSE   

The purpose of this policy is to: 

1. State the institutional authority under which the Capital Health Institutional Review 

Board (CH IRB) is established and empowered. 

2. Define the purpose of the Capital Health Institutional Review Board. 

3. State the principles governing the Capital Health Institutional Review Board to ensure 

that the rights and welfare of research subjects are protected. 

4. State the authority of the Capital Health Institutional Review Board. 

 

II. Forms/Equipment-None 

 

III. POLICY 

The CHIRB operates under the rules set forth under the Department of Health and Human 

Services (HHS) Federal wide assurance (FWA) number 00003248 for the Protection of Human 

Subjects and the Code of Federal Regulations (CFR) (45 CFR 46) as well the U.S. Food and 

Drug Administration (FDA) regulations for the performance of all research activities that involve 

human subjects (21 CFR 50 and 56). 

 

The purpose of the CHIRB is to protect the rights and welfare of human subjects participating in 

biomedical and behavioral research conducted at Capital Health.  The CHIRB is responsible for 

the review, approval and oversight of such research to assure that it meets the ethical principles 

established for human subject research. And that it complies with federal regulations that pertain 

to human subject protection at 45 CFR, Part 46 and 21, CFR, Part 56 and any other pertinent 

regulations and guidance. 

 

The CHIRB will be guided by the ethical principles regarding research involving human subjects 

as stated in the National Commission for the Protection of Human Subjects in Biomedical 

Research entitled: Ethical Principles and Guidelines for the Protection of Human Subjects in 

Research (“The Belmont Report”).  The defining principles of the Belmont Report are: 

1. Respect for Persons: Recognition of the personal dignity and autonomy of 

individuals and special protection for those persons with diminished autonomy. 

2. Beneficence: Obligation to protect persons from harm by maximizing anticipated 

benefits and minimizing possible risk of harm. 

3. Justice: Fairness in the distribution of research benefits and burdens. 

 

The responsibilities of the IRB are: 

1. To protect human subjects from undue risk and deprivation of human rights and 

dignity. 

2. To disapprove studies of no scientific merit (Belmont Report-Respect for 

Persons). 

3. To ensure that participation of study subjects is voluntary, as indicated by a 

voluntary and fully informed consent. 

4. To ensure equitable selection of subjects (Belmont Report-Justice). 
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5. To maintain an equitable balance between potential befits of the research to the 

subjects and/or society and the risks assumed by the subject (Belmont Report-

Beneficence). 

6. To determine that the research design and study methods of a protocol are 

appropriate to the objectives of the research and the field of study. 

7. To assist the investigator by providing peer review and institutional approval. 

8. To ensure compliance of protocols with regulations of the FDA, HHS, and other 

funding agencies when appropriate. 

 

The CH IRB has the authority to review, disapprove or require changes in the research or related 

activities involving human subjects.  As stated in 45 CFR 46.109, the CHIRB has the authority 

to: 

1. Review and approve, require modifications in (to secure approval), or disapprove 

all research activities covered by this policy. 

2. Require that information given to subjects as part of informed consent is in 

accordance with 45 CFR 46.116. 

3. Require documentation of informed consent or waiver documentation in 

accordance with 45 CFR 46.117. 

4. Notify investigators in writing of its decision to approve or disapprove the 

proposed research activity, or of modification required to secure CHIRB approval 

of the research activity.  If the CHIRB decides to disapprove a research activity, it 

will include in its written notification statement of the reasons for its decision; 

however, a detailed critique of the protocol is not provided.  The investigator may 

rewrite and submit the study as a new protocol. 

5. Conduct continuing review of research covered by this policy at intervals 

appropriate to the degree of risk, but not less than once per year. 

6. Have authority to observe or have a third-party observe the consent process of the 

research and review the research documentation. 

7. The IRB maintains institutional policies and procedures that reflect the ethical 

principles of The Belmont Report.: 

1. Conduct prospective reviews of proposed research in order to safeguard the 

rights and welfare of participants at intervals appropriate to the degree of risk 

but not less than once per year. The IRB has the authority to determine which 

research requires review more often than annually. 

2. Identify the risks associated with the research; 

3. Determine that the risks will be minimized to the extent possible; 

4. Identify the probable benefits to be derived from the research; 

5. Determine no harm to a research subject  is predictable or that the risks are 

reasonable in relation to the benefits to subjects, and the importance of the 

knowledge gained;  

6. Ensure that potential subjects will be provided with an accurate and 

comprehensible description of the risks or discomforts and the anticipated 

benefits and a description of alternative services that might also prove 

advantageous to them; 

7. Ensure a subject’s decision to participate in research will be voluntary and that 

there are no inappropriate inducements; and 
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8. Will maintain an accurate system for: 

a. Tracking the status of research protocols 

b. Recording the decision and activities of the IRB and 

c. Monitoring compliance with researcher’s educational requirements 

 

The CHIRB also has the authority to suspend or terminate approval of research that is not 

conducted in accordance with the IRB’s requirements or that has been associated with serious 

harm to subjects (45 CFR 46.113).  Any suspension or termination of approval will include a 

statement of the reasons for the IRB’s action and will be reported promptly to the investigator, 

appropriate institutional officials, and agencies.   

 

The CHIRB does not have the authority to grant retroactive approval should a human subject 

research study be initiated without prior Institutional Review Board (IRB) approval. 

 

No institutional official at Capital Health can reverse the CHIRB decision that involves 

disapproval, deferral, suspension, or termination of a research study.  However, the Capital 

Health Institutional Official designated by the President and Chief Executive Officer (CEO)can 

disapprove an CHIRB approved protocol for activation or continuation at Capital Health. 

 

The Capital Health IRB reviews all human research that originates from: 

1. Members of the Capital Health staff. 

2. All projects involving patients or personnel of Capital Health. 

 

IV.         PROCEDURE 

 
 A.  Governing Principals 

A complete copy of the current Capital Health Federal wide Assurance (FWA), which is a 

written agreement that establishes standards for human subjects’ research as approved by the 

Office for Human Research Protections, will be maintained in the IRB Coordinator office and 

available through the Director of the Institutional Review Board.  The President and CEO of 

Capital Health has ultimate responsibility for the institutional commitment made in the 

institution’s FWA; and is the designated Signatory Official for the Institution. Capital Health 

FWA is based on the following principles in order to safeguard the rights and welfare of human 

participants in research and other research activities: 

1. Capital Health employees and members of the medical staff are subject to the 

Assurance of this policy.  This includes any research for which an Assurance or 

another formal agreement (e.g., IRB Authorization Agreement) identifies the 

CHIRB as the IRB of record. 

2. Capital Health further agrees to apply additional regulations such as the U.S. Food 

and Drug Administration Human Subject Regulations (21 CFR 50, 56, 312, and 

812), HHS regulations (45CFR 46), and the Health Assurance Portability and 

Accountability Act of 1996 (HIPAA) when applicable. 
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 B.  Responsibilities of the CHIRB under the Federalwide Assurance 

All information provided under the Capital Health FWA must be updated at least every thirty six 

(36) months, even if no changes have occurred, in order to maintain active Assurance approved 

by OHRP.  Amendments to the Assurance must be reported promptly to Office for Human 

Research Protection (OHRP). Changes in the IRB membership are reported the OHRP by the 

Director of the Institutional Review Board. 

 
 C.  Capital Health Policy and Procedure Review and Approval 

The CHIRB will maintain policies and procedures reflecting the current practices of the IRB in 

conducting reviews and approvals under its Assurance.  These policies will be maintained and 

kept current by Capital Health IRB and will be reviewed at least every thirty six (36) months at a 

convened IRB meeting.  Current versions of all policies will be available from the IRB website, 

and previous versions will be kept in the IRB administrative office. 

 

VII.   REFERENCES 

45 CFR 46 

21 CFR 50, 56, 312, and 812 

Belmont Report 

Website for Federalwide Assurance (OHRP) 

OHRP IRB Registration 

OHRP Policy Guidance 

FDA Information Sheets for IRBs and Investigators 

Joint Commission Standards (2015).  Standards RI. 01.03.05 

Committee Constitution-Institutional Review Board, 2015 
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Capital Health 

COMMITTEE CONSTITUTION-INSTITUTIONAL REVIEW BOARD 

Authority 

In accord with Federal Regulations 45CFR46 (including subparts B, C & D), Capital Health (CH) has provided 
the Department of Health and Human Services with assurance that it will comply with federal regulations for 
human subjects’ protection.  This Federal Wide Assurance, known as FWA, covers the responsibility of this 
hospital, the IRB, and investigators.  Under the FWA, all research involving human subjects at CH is subject to 
IRB review and approval.  As the signatory to the FWA, I charge the Institutional Review Board (IRB) with the 
following tasks and responsibilities: 

Mission 

The Institutional Review Board shall review and have authority to approve, require changes in prior to approval, 
or disapprove research activities involving human subjects which are conducted at or sponsored by CH, 
including (a) activities performed in all CH facilities, (b) performed by CH medical staff, employees, residents, 
and fellows.  The IRB shall also have the responsibility and authority to adopt appropriate procedures adequate 
to assure compliance with the approved consent process and other requirements for the protection of human 
subjects. 

In addition to possessing the professional competence necessary to review specific research activities, the IRB 
membership shall be able to ascertain the acceptability of proposed research in terms of institutional 
commitments and regulations, applicable law, and standards of professional conduct and practice.  

Objectives 

• IRB members have the professional responsibility and accountability to actively protect the rights and
welfare of human subjects recruited to participate in research activities under the auspices of CH.

• The IRB will maintain institutional policies and procedures that reflect the ethical principals of The
Belmont Report.

• The IRB will conduct prospective reviews of proposed research in order to safeguard the rights and
welfare of participants.

• The IRB will conduct continuing reviews of research progress to safeguard the rights and welfare of
participants at intervals appropriate to the degree of risk but not less than once per year.  The IRB shall
have the authority to determine which research requires review more often than annually.

• The IRB will maintain an accurate system for
o 1) tracking the status of research protocols,
o 2) recording the decision and activities of the IRB and
o 3) monitoring compliance with researchers educational requirements.

• The IRB makes independent decisions related to the protection of human subjects.
• The IRB retains ultimate authority to approve, require modification in, or withhold approval of all

research activities that fall within its jurisdiction as specified by federal regulations, state law, and
institutional policy.
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• The IRB shall require signed informed consent by the Human Subjects where required by 45CFR46.116 
& 117. 

• The IRB has the authority to suspend or revoke its approval of ongoing research that is not being 
conducted in accordance with its approval 

• The IRB shall ensure appropriate training for Investigators whose research includes Human Subjects. 
• The IRB decision-making is based on a process of ethical analysis. 
• The IRB Chairman shall notify the investigators and the institution in writing of its decisions to approve 

or disapprove the proposed research activity or of modifications required to secure IRB approval of the 
research activity.  If the IRB decides to disapprove a research activity, it shall include in its written 
notification a statement of the reasons for its decision and give the investigator an opportunity to 
respond in person or in writing. 

• The IRB shall, except when an expedited review is used, review proposed research at convened 
meetings at which a quorum of the required membership is present.  For the research to be approved, it 
must receive the approval of the majority of those members present at the meeting. 

 
Membership 
 
Appointed by the Chairman of the IRB after considering the recommendations submitted by the Board of 
Directors, and Chief Executive Officer of CH. 
 

A. Consistent with Department of Health and Human Services (DHHS) regulations the CH Institutional 
Review Board membership will include: 

1. At least five (5) members, but no more than eleven (11) members.  Membership 
qualifications shall include diversity of ethnicity, gender, cultural backgrounds 
and sensitivity to such issues as community attitudes, to promote respect for its 
advice and counsel in safeguarding the rights and welfare of human subjects.   

2. At least, one community member who is not otherwise affiliated with CH and 
who is not part of the immediate family of a person affiliated with the institution. 

3. At least one “nonscientific” member. 
4. Member with a background in law. 
5. Member with a pharmacological background. 
6. Member of the medical staff of CH. 
7. Sufficient expertise to fully evaluate potential participants’ risks and benefits 

associated with submitted proposals. If a research proposal includes vulnerable 
category of participants, such as children, prisoners, pregnant women, or 
handicapped or mentally disabled persons, consideration shall be given to the 
inclusion of one or more individuals who are knowledgeable about and 
experienced in working with these participants. 

8. The Chair will serve as a member with vote. 
 

B. The IRB Chair may invite individuals with special expertise (consultants) to assist in the review of 
issues that require expertise beyond or in addition to that available on the committee. 

 
C. Membership Commitment: The Chairman shall appoint medical staff members to the IRB for a term 

of one (1) year.  Other members of the IRB shall be appointed to the IRB for term of two (2) years.  
Terms are renewable at the option of the Chairman.  Failure to attend at least two-thirds of the regularly 
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scheduled meetings of the IRB (or send their alternate) in any given twelve (12) month period is cause 
for termination of membership. 

 
D. Committee Membership Responsibilities 

1. Attendance at all regular scheduled meetings of the IRB. 
2. Regular members are expected to have at least one designated alternate who is 

qualified to fill their role, who is expected to attend any meeting that the regular 
member is not able to attend. 

3. Evaluate the ethics of research involving human subjects by focusing on the 
following three principals: respect for persons, beneficence, and justice. 

4. Maintain proper ethical training consistent with IRB requirements,  Provide a 
current yearly curriculum vita or resume to the IRB Chairman. 

5. Exhibit a functional understanding of basic ethical principals, regulatory 
requirements and IRB procedures. 

6. Review assigned information before scheduled IRB meetings to assure that risks 
to subjects are minimized, risks to subjects are reasonable in relation to 
anticipated benefits, selection of subjects is equitable, informed consent is sought 
from each prospective participant or legally authorized representative, and 
properly documented, adequate preparation is taken to protect the privacy and 
confidentiality of subjects, and adequate provisions are made for the ongoing 
monitoring of the subjects’ welfare. 

7. Use all necessary resources (principal investigator, IRB Chair) to resolve 
questions prior to scheduled IRB meetings. 

8. Disclose all conflict of interest and political conflicts of interest to Chairman. 
9. Maintain confidentiality of all actions of the committee and the discussion during 

the review of protocols at each meeting. 
 
Meetings 
 

• The IRB will meet at MINIMUM of twice per calendar year.   
 
 
 
APPROVED: _____________________________________________________________________________ 
  Al Maghazehe Ph.D., FACHE, President & Chief Executive Officer 
 
 
 
9/22/2009   Approved, Institutional Review Board 
10/13/2009 Approved, Medical Executive Committee 
10/27/2009 Approved, Board of Directors 
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I. PURPOSE   

To describe specific activities that require Institutional Review Board (IRB) review and, those 

that do not require IRB review. 
 

II. Forms/Equipment-None 

 

III. POLICY 

All research of any kind, and in any field, that involves human subjects as defined by DHHS or 

FDA regulations, regardless of sponsorship, must be reviewed by Capital Health Institutional 

Review Board or its contracted Commercial Institutional Review Boards.  

 

No intervention or interaction with human subjects in research, including recruitment, may begin 

until the IRB has reviewed and approved the research protocol.  Human subjects research is any 

activity that either 1) meets the Department Health and Human Services (DHHS) definition of 

“research” involving “human subjects” as defined at 45 CFR 46.102 (d)(e)(f) or 2) meets the 

Food and Drug Administration (FDA) definition of “clinical investigation” involving “human 

subjects” as defined at 21 CFR 56.102(c)(e). 

 

IV.         PROCEDURE 
 

A. Activities Requiring IRB Review 

The Capital Health IRB is responsible for ensuring the review of all research involving human 

participants, regardless of sponsorship, for which Capital Health is considered to be engaged in 

the research.  Capital Health is considered engaged in research when the project qualifies as 

“human subject research” as defined above and when one or more of the following apply: 

 the research is sponsored by Capital Health; 

 the research is conducted, in whole or part, by members of the Capital Health medical 

staff,  employees, or by residents, fellows or students; 

 the research is conducted by an agent of another institution using any of Capital Health’s 

property or facilities;  

 

Some specific insistences where IRB review is also required include: 

 Emergency use of an investigational drug or device.  One-time emergency uses of an 

investigational drug or device may proceed without prospective IRB review.  When 

emergency medical care involves an investigational article, the research does not require 

prospective IRB review and approval; the patient is a research subject as defined by FDA 

regulations, but may not be considered a research subject as defined by DHHS 

regulations, and data generated from such care cannot be included in any prospectively 

conceived reports of a DHHS-regulated research activity. 

 Student Conducted Research-All activities that meet the definition of research with 

human subjects, and that are conducted by students for a class project or for work 

towards a degree must be reviewed by the IRB.  These include masters and doctoral 

projects that involve research with human subjects and for which findings may be 

published or otherwise disseminated.   
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 Case Studies- When case studies are compiled in such a way as to allow generalization of 

knowledge for the data collected, that activity constitutes research and must be reviewed 

by the IRB.  One or two cases reviewed in a single manuscript does not require IRB 

review.  Three or more in a single manuscript is considered a case series and would be 

considered to be generalizable knowledge. 

 

Any questions or uncertainty about whether a project requires IRB review should be directed to 

the IRB Chairperson or the Director of the IRB for clarification.  

 

B. Activities Not Subject to IRB Review 

Activities that do not meet the regulatory definition of human research or clinical investigation 

do not require IRB approval. 

 

Proposals that lack definite plans for involvement of human subjects will not require IRB review.  

Additionally, activities such as quality improvement, quality assurance or quality control 

program, and certain disease monitoring activities generally do not qualify as research unless the 

activity meets either FDA or HHS definition of research involving human participants. 

Specifically, if a PI project results will be presented outside of Capital Health, then IRB review is 

necessary. 

 

C Determining Whether an Activity Already Begun or Completed Represents 

Human Subject Research  

If the investigator: 1) has begun a project without IRB review and approval and later learns that 

the project required IRB approval or 2) realizes that the data that has been obtained will 

contribute to generalizable knowledge and should be published, the investigator must 

immediately consult with the IRB Chairperson to determine whether the project represents 

human subject research, and thus requires a proposal to be submitted to the IRB. 

 

If the proposal qualifies for human subject research, it will be forwarded to the appropriate IRB 

for review.  If the study is approved, it must also be determined whether the data collected prior 

to the Board’s approval may be used for publication.  The IRB will consider the intent of the data 

collection prior to proposal, and when the intent shifted from a non-research goal such as PI, to a 

research goal, such as presentation or publication. 

 

Finally, if it is determined that the investigator conducted human subject research prior to IRB 

approval, it must also be determined whether these are issues of non-compliance that need to be 

investigated.  These determinations will be made in accord with Scientific Misconduct, 

Investigating Allegations Non-Compliance Involving Human Subjects’ Research policy. 

 

D. Research on Decedents 

Research on decedents is usually not subject to IRB review, however, if the research on 

decedents involves tissue (specimens) from a participant in an FDA-regulated device trial, either 

as the recipients of the device or as a control, the research is subject to IRB review. (21 CFR 

812.3(p). 
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HIPAA does require review of protected health information on decedents and the Capital Health 

Compliance Officer should be consulted to ensure their Protected Health Information (PHI) is 

handled appropriately. 

 

VI.   REFERENCES: 

Federalwide Assurance 

45 CFR 46.102 (d)(f) 

45 CFR 46.103(b)(4) 

21 CFR 50.3 (c)(d)(g) 

21 CFR 56.102 (c)(d)(e) 

21 CFR 56.108 (b)(1) 

21 CFR 812.3 (p) 

21 CFR 312 

21 CFR 50.24 

FDA Information Sheets for IRBs and Investigators 

OHRP Guidance: Research Involving Coded Information or Biological Specimens, October 16, 

2008 

OHRP Guidance: Engagement in Research, October 16, 2008 

OHRP Guidance: Decision Charts; Human Subjects Regulations Decision Charts September 24, 

2004 

Joint Commission Standards (2014).  Standards RI. 01.03.05 

Scientific Misconduct, Investigating Allegations Non-Compliance Involving Human Subjects’ 

Research policy. 
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I. PURPOSE   

The purpose of this policy is to define the requirements for reporting adverse events and 

unanticipated problems involving risks to subjects and others to Capital Health Institutional 

Review Board and the time frame for reporting. 

 

II. Forms/Equipment- 

  “Adverse Event Report Form” 

 Unanticipated Problem/Protocol Deviation Reporting Form  

 

III. POLICY 

 

IV.         PROCEDURE 

In order to approve human subjects research at Capital Health, the IRB must ensure that risks to 

subjects are minimized and the risks are reasonable in relation to the anticipated benefits.  To 

that end, the IRB is responsible for reviewing reports of adverse events, unanticipated problems, 

protocol deviations, and other risks.  The risks may involve physical, emotional, financial, social, 

psychological, or legal harm to the subject (or others).   

 

The CH IRB will maintain a mechanism for investigators to report and the IRB to review all 

reportable adverse events, unanticipated problems, protocol deviations, and other risks, under 

federal regulations 45 CFR 46.103 (b)(5)(i) and 21 CFR 56.108 (b)(1). This policy will outline 

the procedure and timing of these reports. 

 

All investigators conducting human subjects research who use the CH IRB for IRB review are 

subject to this policy.  Those who use one of the outside IRB’s of record (WIRB or Quorum) for 

review are to report the event per their reporting mechanism as well as to CH IRB.  Investigators 

may be required to report not only to the IRB, but to the sponsor and local, state or federal 

agencies. The IRB reporting requirements are outlined in Institutional Review Board Procedure 

for Initial and Continuing Review Policy Number IRB924790.06 

All protocols of prospective design, whether interventional or observational, are subject to these 

reporting procedures. Retrospective designs and Exempt protocols are not expected to have 

adverse events because of the study design.  However unanticipated problems or protocol 

violation if they increase the risk to the subjects must be reported. 

 

The CH IRB will review the reports and fulfill reporting requirements to the appropriate 

institutional officials and federal departments or agencies. 

 

A. Adverse Events 

 

Adverse events are reported to the CH IRB with the Adverse Event Report Form. 

The IRB requires the original signed form and any supporting documents.  If the adverse event is 

submitted electronically through the IRB Intranet, the supporting documents and signature page 

must be submitted to the IRB Administrative Office. 
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Adverse events are classified as expected or unexpected, serious or non-serious and study-related 

or not study-related. The principal investigator is responsible for determining the type of adverse 

event and reporting in the correct time frame. 

 

All study subject deaths must be reported to the CH IRB, even if expected or not study-related. 

All fatal events must be reported to the IRB within twenty four hours (24) of the event, if the 

principal investigator believes the event to be related; and no later than fourteen (14) calendar 

days if the principal investigator believes the event not to be related to the study or is an 

expected adverse event based on the study protocol. (Please see the table below for reporting 

time frame requirements).  

 

 Study Related 

(unexpected) 

Study Related 

(expected) 

Not Study Related 

Death Within 24 hours 

 

Within 14 days Within 14 days 

Serious Within 3 days 

 

Within 14 days At Continuing Review 

Non-Serious Within 14 days 

 

At Continuing Review At Continuing Review 

 

An unexpected adverse event meets one or more of the following criteria: 

 Not listed in the informed consent, protocol, or investigator brochure. 

 Not attributed to the underlying condition of the subject taking into account co-morbid 

conditions 

 Not attributed to the patient population 

 Severity and/or frequency of the event is beyond the range previously known. 

 

An expected adverse event meets one or more of the following criteria: 

 Attributed to the underling condition of the patient being studied. 

 Attributed to the patient population being studied. 

 Anticipated on the basis of prior experience with the drug under investigation or with 

related drugs. 

 Identified in the investigator brochure, informed consent, or study drug labeling. 

 

The primary responsibility of the evaluation of adverse events lies with the principal investigator 

of the protocol.  This includes the documentation, investigation, and follow-up of these events.  

For those events that require reports to the IRB it is the principal investigator’s responsibility to 

submit the reports in a timely manner. If new risks to the participants are identified they must be 

included in a protocol modification and a revised informed consent document. 

 

For all reporting periods, “days” refers to calendar days after the investigator learned of the 

event.  All reportable events need to be reported to the IRB within the timeline even if the 

information about the event is incomplete.  Further information can be added with a follow-up 

report. 
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The IRB does not require the principal investigator to report adverse events that occur to subjects 

enrolled in an observational study or non-interventional study unless the event is related to study 

participation, causes a change in the study design, or increases risk for any participants 

 

1) Reporting Issues 

a) Reporting of Adverse Events at Continuing Review or Study Closure.  The 

continuing review report or Closure Report of a protocol will summarize all adverse 

events occurring since the last IRB review.  This includes both events individually 

reported to the IRB since the last IRB review and events that do not need to be reported 

to the IRB until the continuing review 

b) Reporting Internal Adverse Events after a Participant has Completed a Study.  If a 

participant has an adverse event after completing all of his or her study activities, and the 

study remains open at Capital Health for other participants, the adverse event is only 

reported if it is study-related. 

c) Independent Safety Monitoring Reports. It is the responsibility of the investigator to 

submit any independent safety monitoring report to the IRB.  Safety monitoring reports 

that do not result in a change in the protocol or consent form are to be submitted at the 

time of Continuing Review. 

d) Failure to Report an Adverse Event. Failure to report an adverse event in a timely 

manner may be considered a compliance matter and referred to the IRB for review and a 

compliance determination. 

 

B. Unanticipated Problems 

There are other types of incidents, experiences, and outcomes that occur that represent 

unanticipated problems, but are not considered adverse events.  For example, some unanticipated 

problems involve social or economic harm instead of the physical or psychological harm 

associated with adverse events.  In other cases, unanticipated problems that are not adverse 

events may also place subjects or others at increased risk of harm, but no harm occurs to the 

participant. 

 

The primary responsibility for the evaluation of unanticipated problems lies with the principal 

investigator of the protocol.  This includes the documentation, investigation, and follow-up of 

these events.  For those events that require reports to the IRB it is the principal investigator’s 

responsibility to submit the reports in a timely manner.  Reportable anticipated problems involve 

a event that causes a risk, potential risk, or harm to the rights, safety, or welfare of a study 

participant or others.  If the Unanticipated Problem does not meet these criteria, then the event 

does not meet reporting criteria and should be retained in the investigator’s file for reference.  If 

however, both criteria are met, the Unanticipated Problem must be reported to the IRB within 

fourteen (14) calendar days with all available supporting documents.  Supplemental material may 

be submitted as it becomes available. 

 

The following are examples of unanticipated problems that need to be reported by the Principal 

Investigator (PI) to the CH IRB.  

1. Information that indicates a change to the risks or potential benefits of the research. For 

example: 
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a. An interim analysis indicating that participants have a lower rate of response to 

treatment than initially expected. 

b. Safety monitoring indicating that a particular side effect is more severe, or more 

frequent than initially expected. 

c. A paper is published from another study that shows that an arm of your research is of 

no therapeutic value. 

2. A breach of confidentiality including inappropriate disclosure, lost or stolen confidential 

information. 

3. Change in FDA labeling or withdrawal from marketing of a drug, device, or biologic used in 

a research protocol. 

4. Changes to the protocol taken without prior IRB review to eliminate apparent immediate 

hazard to a research participant. 

5. Incarceration of a participant in a protocol not approved to enroll prisoners. 

6. Event that requires prompt reporting to the sponsor such as disqualification or suspension of 

investigator. 

7. Complaint of a participant when the complaint indicates unexpected risks or the complaint 

cannot be resolved by the research team. 

Protocol deviation (including accidental or intentional protocol deviation) that caused harm to 

participants or others or indicates participants or others are at increased risk of harm. 

 

C. IRB Review of Adverse Events and Unanticipated  Problems 

 

All adverse events or unanticipated problem reports are initially reviewed by the Chairperson of 

the IRB or designee 

 

If the Chairperson of the IRB or designee determines that the issue is NOT an adverse event or 

unanticipated problem involving risks to participants or others, no further action is taken under 

this policy. 

 

If the Chairperson of the IRB or designee determines that the issue IS an non-serious adverse 

event or unanticipated problem NOT involving risks to participants or others, the issue is 

reviewed at the next convened IRB meeting as described below. 

 

If the Chairperson of the IRB or designee determines that the issue IS a serious adverse event or 

unanticipated problem involving risks to participants or others, the issue is reviewed by at the 

next convened IRB meeting as described below, and will be initially reviewed by the Chair or 

designee within three days of the IRB receiving the report.  The Chair or designee may convene 

a special meeting if circumstances warrant.  

 

1) IRB Review  

All serious adverse events or unanticipated problems involving risks to participants or others 

reviewed at a full Board meeting will be assigned a primary reviewer.  The reviewer will usually 

be the Chairperson of the IRB, however a more experienced member of the IRB may also be 

assigned to review.  If possible, information about the event will be distributed with the meeting 

packets; however, if time does not allow it will be distributed at the start of the convened Board 

meeting. 
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The primary reviewer will receive the “Adverse Events Report Form” with the investigator’s 

description of the event; current protocol; current approved consent form; any sponsor or 

regulatory correspondence regarding the event; and any other related document deemed 

necessary.  The complete IRB file is available to all members before, during and the IRB 

meeting.  

 

When serious adverse events or unanticipated problems involving risks to participants or others 

are reviewed at an IRB meeting, the Board will consider whether any corrective actions or 

substantive changes to the research are required.  The Board may consider any of the following 

and determine that corrective actions or substantive changes are required. 

 Review changes to the research protocol initiated by the investigator prior to obtaining 

IRB approval to eliminate apparent immediate hazards to subjects; 

 Request modification of inclusion or exclusion criteria to mitigate the newly identified 

risks; 

 Implementation additional procedures for monitoring subjects such as additional 

monitoring by an independent monitor; 

 Suspension of enrollment of new subjects;  

 Suspension of research procedures in currently enrolled subjects; 

 Modification of informed consent documents to include a description of newly 

recognized risks; and 

 Require notification of additional information about newly recognized risks to current 

and previously enrolled subjects. 

 To accept the report with no changes to the risk/benefit ratio or the informed consent 

documents. 

 Request further information from the investigator or Data and Safety Monitoring Board. 

 Increase the frequency of continuing review. 

 Halt new enrollment in the study pending a revised approved consent form and require 

currently active participants to be re-consented using the revise consent form. 

 Terminate all study activities. 

 Referral to other organizational entities. 

 

The minutes must document the discussion of the Board; their determinations and actions.  This 

includes but is not limited to: 

 Whether the study is to continue as written and approved. 

 Whether the protocol and/or consent form needs to be revised to address any additional 

risks. 

 Whether additional information about the event needs to be provided. 

 Whether the protocol is to be suspended. 

 

The IRB will communicate its determination and findings to the principal investigator by 

sending a letter outlining the findings of the IRB and any required actions of the principal 

investigator. 
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D. Protocol Deviations 

A principal investigator with an approved protocol must conduct the protocol under the terms 

and specifications of the study as approved by the IRB.  An investigator may not deviate from 

the requirements for procedures or testing of participants as outlined in the protocol.  Protocol 

deviations are classified as either minor or major: 

 

Minor Protocol Deviation-is an incident involving noncompliance with the protocol but one 

that typically does not have a significant effect on the subject’s rights, safety, welfare, or on the 

integrity of the resultant data. 

 

Major Protocol Deviation-is a more serious incident involving noncompliance with the 

protocol usually involving critical study parameters.  Major protocol deviations generally affect 

the subject’s rights, safety, or welfare, or the integrity of the study data.  A major protocol 

deviation can also be called a protocol violation. 

 

Protocol Deviations must be reported by the principal investigator to the IRB in a timely manner.  

Major Deviations are reported to the IRB Office within 3 calendar days of discovery and a 

detailed report within 14 days. .   

 

Deviations are reported using the ”Unanticipated Problems and Protocol Deviations Report 

Form”.   If appropriate, the principal investigator should explain the corrective actions taken to 

avoid future deviations.  If a change in the protocol is needed a Modification Report form needs 

to be completed.  The examples listed below are a guide and are meant to be all-inclusive. 

 

1) Examples of Major Deviations 

 Failure to obtain informed consent, i.e. there is no documentation of informed consent 

or informed consent was obtained after initiation of study procedures. 

 Informed consent obtained by someone not approved to obtain consent for the 

protocol. 

 Use of invalid consent form, i.e. consent form without IRB approval; or 

outdated/expired consent form. 

 Enrollment of a participant who was ineligible for the study. 

 Performing a research procedure not in the approved protocol. 

 Failure to report serious adverse event to IRB; sponsor; and/or regulatory agencies. 

 Study medication dispensing or dosing error. 

 Failure to follow the approved study protocol that affects participant safety or data 

integrity (e.g., study visit missed or conducted outside of required timeframe, or 

failure to perform a laboratory test). 

 Failure to follow safety monitoring plan. 

 Continuing research activities after IRB approval has expired. 

 Use of recruitment activities that have not been approved by the IRB. 

 Participant giving study medication to a third-party. 

 Enrolling significantly more subjects than proposed in the IRB protocol. 

 

2) Examples of Minor Deviations 
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 Missing original signed and dated consent form (only a photocopy available) 

 Missing pages of executed consent form. 

 Failure to follow the approved study protocol that does not affect participant safety. 

(e.g., study procedure conducted out of sequence). 

 Failure of a participant to return study medication. 

 

Protocol deviations that result in a change in the protocol, consent form or risk/benefit ratio for 

the study should be reported to the IRB promptly (within 3 calendar days), and include an 

appropriate amended protocol and/or consent form.   

 

All deviations are initially reviewed by the IRB Chairperson.  Deviations that result in harm to 

the subject are presented to a Board meeting and are reviewed and reported as discussed in 

section E. 

 

Study sponsors may have different reporting requirements that the IRB and it is the principal 

investigator’s responsibility to be knowledgeable about, and meet, the study sponsor’s reporting 

requirements. 

 

 

VI.   REFERENCES: 
 

21 CFR 56.108 (b)(1) 

21 CFR 310.305 

21 CFR 312.32 

21 CFR 314.80 

45 CFR 46.111 

45 CFR 46.103(b)(5)(i) 

NIH Guidelines on Reporting Adverse Events to Institutional Review Boards, June 11, 1999 

OHRP Guidance for Clinical Investigators, Sponsors, and IRBs-January 2009-Adverse 

Event Reporting to IRBs Improving Human Subject Protection. 

OHRP Guidance on Reporting Incidents to OHRP, May 27, 2005 

Joint Commission Standards (2011).  Standards RI. 01.03.05 
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Capital Health 
Institutional Review Board 

ADVERSE EVENT Report Form 

 

CH IRB NUMBER:                             

INITIAL APPROVAL DATE:                      

LAST RENEWAL APPROVAL DATE:       

Date Reviewed at IRB Meeting:       

Instructions: Please attach this form individually to each Adverse Event reported. If a single form is used 
to report multiple Adverse Events, it will be returned to the Investigator for correction.  This form and a 
summary of the event must be sent to Rosemarie Alston, IRB Coordinator to ralston@capitalhealth.org. 
The original hard copy of this signed form plus a hard copy of any attachments included in the  
e-mail must be forwarded to the IRB Office which is located within the Medical Staff Services Department 
at Capital Health-Regional Medical Center.  Remember to make a copy for yourself. 

 
Protocol Title:      
 
 
Principal Investigator:       
 
Investigators must report all UNEXPECTED adverse events associated with the study 
intervention that meets the following criteria: 

CH IRB will require notification within three calendar days for the following: 
1) All unexpected Adverse Events that result in death or were immediately 

life threatening. 
2) All unexpected CH Adverse Events that are serious, and unexpected. 

 

CH IRB will require notification within fourteen  calendar days of the following: 
1) All CH Adverse Events those are unexpected but non-serious and related 

to study drug. 
2)        All CH Adverse Events that are non-serious and expected but more 
frequent and  
           intense OR significantly disabling, or resulting in a congenital anomaly. 

 

 
 Occurred on a subject enrolled at Capital Health?     Yes*   No* 

 *If yes, Institutional Review Board Chairman must be notified within 72 
hours of the event. Detailed narrative is to be submitted for review to the 
Institutional Review Board within 10 calendar days of the event. REPORT sent to 
IRB       

 
 *If no, REPORT sent to IRB on        for Full Board Meeting on       

 
PROJECT IDENTIFICATION: 

Project Title: (Should be same as the title appearing on study protocol and informed consent 
document)      
 

Nature of The Adverse Event:       Report or ID Number:      

Report Type: (internal or external) 
      

 

 

mailto:ralston@capitalhealth.org
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Date of Adverse Event:          Initial Report   Follow-Up Report 

 
Date of Adverse Event Report:       

 

 
 

 

Was the Adverse Event anticipated? 
 Yes The Adverse Event (specificity; severity; or frequency) is consistent with 

the current Investigator’s Brochure or the risk information described in the 
general investigational plan; the consent document, or drug insert. 

 No The Adverse Event (specificity; severity; or frequency) is NOT consistent 
with the current Investigator’s Brochure or the risk information described 
in the general investigational plan; the consent document, or drug insert. 

 

What Was the Seriousness of Adverse Event?  (Check all that apply) 
 Subject(s) died 
 Adverse Event(s) Were Life-Threatening 
 Adverse Event(s) Resulted in Permanent Disability 
  Adverse Event(s) Required Hospitalization (Initial or Prolonged) 
  Adverse Event(s) Required Intervention To Prevent Permanent 

Impairment Or Debilitating illness/injury 
 Adverse Event(s) Resulted In a Congenital Anomaly Or Birth Defect 
  Adverse Event(s) Caused Cancer 
  None of the Above/Describe:       

 
DESCRIPTION OF ADVERSE EVENT AND TREATMENT 
 

List Key Words describing adverse event:       

Subject Identifier: (Identify the subject using their patient ID number)      

Date and Time of Event: State the date and time the subject suffered the adverse event. 
 

Date:       Date of initiation of study treatment:       

Time:       Date of last dose prior to event:       

Description: Provide a brief description of the medical nature of the injury/adverse events, including  
subject’s medical background/history and concomitant medications.      
 

Treatment of the Subject: Describe the medical treatment of the subject who experienced the 
adverse event.      
 

Prognosis: Describe the subject’s prognosis:      

 
 

What is the Relationship of Adverse Event to Study Medication or Device? 

 Unrelated 
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           Adverse event is clearly due to extraneous causes (e.g., underlying disease, 

environment) 
 

 Unlikely (must have 2) 
           Adverse Event: 
   does not have temporal relationship to intervention, 
   could readily have been produced by the subject’s clinical state, 
   could have been due to environmental or other interventions, 
   does not follow known pattern of response to intervention, 
   does not reappear or worsen with reintroduction of intervention 
 
 

 Possible (must have 2) 
          Adverse Event: 
  has a reasonable temporal relationship to intervention, 
  could not readily have been produced by the subject’s clinical state, 
  could not readily have been due to environmental or other 

interventions, 
  follows a known pattern of response to intervention 
 

 Probable (must have 3) 
          Adverse Event 
  has a reasonable temporal relationship to intervention, 
  could not readily have been produced by the subject’s clinical state or 

have been 
       due to environmental or other intervention, 
  follows a known pattern of response to intervention, 
  disappears or decreases with reduction in dose or cessation of 

intervention and   
      recurs with re-exposure. 

 
ASSESSMENT OF ADVERSE EVENT 
 
Risk-Benefit Analysis Update: Does the adverse event alter the risk/benefit ratio of 
participation in the protocol?    
        Yes     No 
 
Changes in Protocol: Does the protocol require modification (suspend, terminate, or other 
change) to the risk associated with this adverse event?     Yes    No 
 
Informed Consent Document: Does the consent form need to be amended to better inform 
and protect the rights and welfare of subjects?     Yes     No 
 
Reconsent: Is it necessary to inform subjects who have already consented to participate in the 
study of the adverse event?      Yes       No 

 
If a change to the protocol or consent form is needed, please also submit the changes 
under separate cover as an amendment.  Do not submit changes with this form. 
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           _____________________               
Typed Name of Principal Investigator                    Signature    Date 
 
 
           _____________________               
Typed Name of Person Completing Form             Signature                 Date 
 
 
 
Approvals: 
4/26/2011-Board of Directors 
03/09/11Formatting Approved by CH Institutional Review Board 
Revised by CH Institutional Review Board: November 16, 2010 
Approved by CH Board of Directors: July 27, 2010 
Revised and Approved by CH Institutional Review Board: June 27, 2010 
Revised by CHS Institutional Review Board: November 18, 2008 
Revised by CHS Institutional Review Board: January 21, 2003 
Approved by CHS Institutional Review Board: November 20, 2001 
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Instructions: Please attach this form individually to each Unanticipated Problem/Protocol 
Deviation reported. If a single form is used to report multiple problems/deviations, it will be 
returned to the Investigator for correction.  This form and a summary of the event must be 
submitted for review via email as an attachment to ralston@capitalhealth.org. The original 
signed hard copy must be sent via inter office mail to the IRB Office in the Department of 
Medical Staff Administration at the Regional Medical Center (attention Rosemarie 
Alston). Remember to make a copy for yourself. 

 
Project 
Title:_______________________________________________________________________ 
 
Principal Investigator: 
______________________________________________________________ 
 
DESCRIPTION OF UNANTICIPATED PROBLEM/PROTOCOL DEVIATION REPORT 

 
Subject Identifier: (Identify the subject using their patient ID number) 
___________________________ 

 
Description: Provide a brief description of the nature of the Unanticipated Problem/Protocol 
Deviation 
____________________________________________________________________________
_________ 
 

 
 
ASSESSMENT OF UNANTICIPATED PROBLEM/PROTOCOL DEVIATION 
 
 
Risk-Benefit Analysis Update: Please describe if this Unanticipated Problem/Protocol 
Deviation changes the risk profile. 
_________________________________________________________________________ 
____________________________________________________________________________
_________ 
 

 
 
Please describe steps taken to correct the Unanticipated Problem/Protocol Deviation. 
____________________________________________________________________________ 
 

 

 
Changes in Protocol: Does the protocol require modification (suspend, terminate, or other 
change) to the risk associated with this Unanticipated Problem/Protocol Deviation?  [  ]  Yes 
 [  ]  No 
 
Informed Consent Document: Does the consent form need to be amended to better inform 
and protect the rights and welfare of subjects?  [  ]  Yes   [  ]  No 
 

mailto:ralston@capitalhealth.org
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Reconsent: Is it necessary to inform subjects who have already consented to participate in the 
study of the adverse event?  [  ] Yes     [  ]  No 

 
If a change to the protocol or consent form is needed, please also submit the changes 
under separate cover as an amendment.  Do not submit changes with this form. 
 
 
 
 
 
______________________________________ _____________________        
_____________ 
Typed Name of Principal Investigator                    Signature      Date 
 
 
______________________________________ _____________________        
_____________ 
Typed Name of Person Completing Form             Signature                 Date 
 
 
 
 
 
Approvals: 
Approved by CH Institutional Review Board:  
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I. PURPOSE   

This policy describes the process of the Capital Health Institutional Review Board (CHIRB) for 

responses and management of allegations and findings of non-compliance with human subject 

protection regulations. 

 

II. Forms/Equipment-None 

 

III. POLICY 

All Capital Health (CH) employees and medical staff members are expected to maintain and 

promote the highest standards of ethical practices in research.  Especially important are integrity 

in recording and reporting results, care in the execution of research protocols and procedures, 

and fairness in the recognition of the work of all others involved. The maintenance of an 

environment that promotes integrity in an atmosphere of openness and creativity is essential to 

the conduct of excellent science and medicine. 

 

Capital Health expects principal investigators to be responsible for the integrity of the research 

carried out under their supervision, no matter who actually performs the work or under what 

circumstances.  It is also the particular obligation of principal investigators to review standards 

with their staff members and to ensure appropriate practices for well-designed protocols and for 

recording, retaining, and maintaining scholarly research data.  Reaffirmation and refinement of 

this policy will occur every two years unless regulations require a sooner approval.   

 

The CHIRB, as part of their oversight responsibilities must establish procedures for the 

evaluation of all non-compliance with human subject protections and institutional policies and 

the prompt reporting of any serious or continuing non-compliance with the Federal and State 

regulations, or institutional policies with regards to the protection, safety, and welfare of research 

subjects. 

 

This policy and associated procedures will normally be followed when the CHIRB Chairperson 

or a member of the Administrative body receives an allegation of possible misconduct in science 

or non-compliance with human subject regulations to promote a full and fair investigation. 

 

IV.         PROCEDURE 

 
 A.  Review of Allegations of Non Compliance 

All allegations of non-compliance will be reviewed by either the CHIRB Chairperson, Chief 

Medical Officer, or Acting Chief Physician Administrator (from this point forward will be referenced as 

Human Subject Research Reviewer (HSR), who will review: 

1. All documents relevant to the allegation. 

2. The last approval letter from the IRB of record. 

3. The last approved research application and protocol. 

4. The last approved informed consent document. 

5. The grant, if applicable; and 

6. Any other pertinent information (e.g., questionnaires, reports, etc.) 
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If, in the judgment of the HSR Reviewer, any allegation or findings of noncompliance 

warrants suspension of the research before completion of any review or investigation to ensure 

protection of the rights and welfare of participants, the Reviewer may suspend the research as 

described in below in Section Suspension or Termination with subsequent review by the 

IRB. 

 

If, in the judgment of the HSR Reviewer the reported non-compliance is not serious, not 

continuing, and the proposed corrective action plan seems adequate, no further action is 

required, and the CHIRB is informed at the next meeting.  Otherwise, the matter will be 

presented to the C H IR B  at a meeting with a recommendation that a formal inquiry 

(described below) will be held. 

 

All allegations of non-compliance referred to the CHIRB will be reviewed at a meeting. All 

IRB members will receive (a) all documents relevant to the allegation; (b) the last approval 

letter from the IRB; (c) the last approved IRB application; and (d) the last approved consent 

document. 

 

At this stage, the CHIRB may: 

1. Find that there is no non-compliance; 

2. Find that there is non-compliance that is neither serious nor continuing, and that an 

adequate corrective action plan is in place; 

3. Find that there may be serious or continuing non-compliance and direct that a formal 

inquiry (described below) be held; or 

4. Request additional information. 

 
 B.  Inquiry Procedures 

A determination may be made by the CHIRB that an inquiry is necessary based on factors that 

may include but are not limited to: 

1. Subjects’ complaint(s) that rights were violated; 

2. Report(s) that the investigator is not following the protocol as approved by the CHIRB; 

3. Unusual and/or unexplained adverse events in a study; and/or 

4. Repeated failure of investigator to report required information to the CHIRB. 

 

A subcommittee consisting of CHIRB members, and non-members if deemed appropriate by 

the CHIRB Chairperson, will be appointed to ensure fairness and expertise. The subcommittee 

will be given a charge by the CHIRB, which can include any or all of the following: 

1. Review of protocol(s) in question; 

2. Review of sponsor’s audit report of the investigator; 

3. Review of any relevant documentation, including consent documents, case report forms; 

subjects’ investigational and/or medical files etc., as they relate to the investigator’s 

execution of his/her study involving human subjects; 

4. Interview of appropriate personnel; 
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5. Preparation of either a written or an oral report of the findings, which should be 

presented to the CHIRB for recommendations of actions. 

 

The review and investigation process will be timely, fair and sensitive to the reputation of all 

parties.  Reasonable precautions will be taken against real or apparent conflicts of interest on the 

part of this involved in the inquiry or investigation.  In the event of a conflict of interest, or 

appearance of a conflict of interest among any of the investigating team they should excuse 

themselves from the investigation. 

 
 C.  Final Review 

The results of the inquiry will be reviewed at a convened CHIRB meeting where the IRB will 

receive a report from the subcommittee.  If the results of the inquiry substantiate the finding of 

serious or continuing non-compliance, the CHIRB’s possible actions could require (but are not 

limited to): 

1. An action plan for achieving compliance from the investigator. 

2. Verification that participant selection is appropriate and observation of the actual 

informed consent. 

3. An increase in the data and safety monitoring of the research activity. 

4. A directed audit of targeted areas of concern. 

5. A status report after each participant receives intervention. 

6. Modification of the continuing review cycle. 

7. Additional Investigator and staff education. 

8. Notification to current subjects’, if the information about the non-compliance might 

affect their willingness to continue participation. 

9. Modification of the protocol. 

10. Modification of the information disclosed during the consent process. 

11. A re-consent process for current participants. 

12. Suspension or termination of IRB approval for specific research protocols or of all 

research involving human subjects’ in which the investigator participates. 

13. Letters of censure 

14. Restrictions on serving as an investigator on human subject protocols. 

15. Research privilege probation. 

16. Embargo or retraction of publications. 

17. Reporting of noncompliant activities to governmental entities. 

18. Reclassification as possible scientific misconduct. 

 

The investigator is informed of the CHIRB determination and the basis for the determination in 

writing and is given a chance to respond. If the CHIRB determines that the non-compliance 

was serious or continuing, the results of the final review will be reported as described below in 

Section E (1) Reporting. 

 

In the event that a project is suspended or terminated, the CHIRB will request from the principal 

investigator written documentation on how the safety and well-being of subjects currently 

enrolled in the project will be protected.  Unless otherwise stated, a suspended project must cease 
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enrollment of new participants until the suspension is lifted.  Currently enrolled subjects may 

continue to be followed if necessary to ensure subject safety. 

 

If the CHIRB determines that an investigator may continue his/her project with corrective action, 

or approval is reinstated after appropriate corrective action, a plan for continuing review will be 

formulated.  Continuing review in this situation may include, but is not limited to audits.  This 

will be carried out on a periodic basis until the CHIRB is satisfied that the problem has been 

adequately resolved.  The Investigator will be invited to respond in writing to the results of the 

review. 

 
 D.  Suspension or Termination 

Suspension of IRB approval is a directive of the full CHIRB committee or HSR Reviewer to 

temporarily or permanently stop some or all previously approved research activities. 

Suspended protocols remain open and require continuing review. Termination of IRB approval 

is a directive of the full CHIRB committee to stop permanently all activities in a previously 

approved research protocol. Terminated protocols are considered closed and no longer require 

continuing review. 

 

The HSR Reviewer may suspend research to ensure protection of the rights and welfare of 

participants.  Suspension directives made by the HSR Reviewer must be reported to a meeting of 

the full CHIRB committee. 

Research may only be terminated by the full CHIRB committee. Terminations of protocols 

approved under expedited review must be made by the full CHIRB committee. The CHIRB can 

suspend or terminate approval of research that is not being conducted in accordance with the 

IRB’s requirements or that has been shown to have caused unexpected harm to participants. 

When study approval is suspended or terminated by the full CHIRB committee or an authorized 

individual, in addition to stopping all research activities, the full CHIRB committee or 

individual ordering the suspension or termination will notify any subjects’ currently participating 

that the study has been suspended or terminated. The full CHIRB committee or individual 

ordering the suspension or termination will consider whether procedures for withdrawal of 

enrolled subjects’ are necessary to protect the rights and welfare of subjects’. Such procedures 

for withdrawal include: transferring participants to another investigator; making arrangements 

for care or follow-up outside the research; allowing continuation of some research activities 

under the supervision of an independent monitor; or requiring or permitting follow-up of 

participants for safety reasons. 

If follow-up of subjects’ for safety reasons is permitted/required by the full CHIRB committee or 

individual ordering the suspension or termination, will require that the subject’ be so-informed 

and that any adverse events/outcomes be reported to the IRB of record and sponsor. 

 E.  Reporting, Sanctions, and Appeals 

1. Reporting- Serious or continuing non-compliance with regulations, requirements, 

determinations of the CHIRB, and suspensions and/or terminations of IRB approval will 

be reported to the appropriate agencies and institutional officials according to the 
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procedures for communicating with Regulatory, Accrediting Agencies and Oversight 

Bodies (Section F below). 

 

2. Other Possible Sanctions or Actions-A finding of serious or continuing non-compliance 

may also result in the following sanctions, among other: 

a. Individual disciplinary action of the investigator or other personnel involved in 

a study, up to and including dismissal, pursuant to Capital Health policies and 

procedures. 

b. Sponsor actions. In making decisions about supporting or approving 

applications or proposals covered by this policy, the Department of Health and 

Human Services or Agency head may take into account, in addition to all other 

eligibility requirements and program criteria, factors such as whether the 

applicant has been subject to a termination or suspension as described above, 

and whether the applicant or the person or persons who would direct or 

has/have directed the scientific and technical aspects of an activity has/have, in 

the judgment of the Department of Health and Human Services or Agency head, 

materially failed to discharge responsibility for the protection of the rights and 

welfare of human subjects. Institutional or individual action by the federal 

Office for Human Research Protection (OHRP).  

 

3. The Office for Human Research Protections (OHRP) may: 

a. Withhold approval of all new studies by an IRB. 

b. Direct that no new subjects’ be added to any ongoing studies. 

c. Terminate all ongoing studies, except when doing so would endanger the 

subjects’ and/or 

d. Notify relevant state, federal, and other interested parties of the violation. 

 
 F.  Reporting to Regulatory Agencies and Institutional Officials 

Federal regulations require prompt reporting to appropriate institutional officials and the 

department or agency head of any unanticipated problem, any serious non-compliance or 

continuing non-compliance with determinations of the CHIRB; and any suspension or 

termination of IRB approval.  The CHIRB will comply with this requirement and the following 

procedures describe how these reports will be handled: 

 

1. IRB Coordinator will initiate these procedures as soon as the CHIRB takes any of the 

following actions: 

a. Determines that an event may be considered an unanticipated problem. 

b. Determines that non-compliance was serious or continuing. 

c. Suspends or terminates approval of research. 

2. The IRB Coordinator is responsible for preparing reports or letters which include the 

following information: 

a. The nature of the event (unanticipated problem involving risks to subjects or 

others, serious or continuing non-compliance, suspension or termination of 

approval of research). 

b. Title of the research project and/or grant proposal in which the problem occurred. 

c. Name of the principal investigator on the protocol. 
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d. Number of research project assigned by the CHIRB and the number of any 

applicable federal award(s) (grant, contract, or cooperative agreement). 

e. A detailed description of the problem including the findings of the organization 

and the reasons for the CHIRB decision. 

f. Actions the institution is taking or plans to take to address the problem (e.g., 

revise the protocol, suspend subject enrollment, terminate the research, revise the 

informed consent document, inform enrolled subjects, increase monitoring, 

suspend the principal investigator from doing research). 

g. Plans if any, to send a follow-up or final report which would include but not 

limited to: 

i. Specific dates of follow-up defined. 

ii. When an investigation has been completed or a corrective action plan has 

been implemented. 

 

The CHIRB Chairman and appropriate institutional officials will review the letter and modify the 

letter/report as needed.  The institutional official is the signatory for all correspondences from the 

facility to the regulatory agencies. 

 

The IRB Coordinator will send a copy of the report to: 

a. The CHIRB by including the letter in the next convened meeting packet marked 

confidential and informational. 

b. The Institutional Official 

c. The Chief Compliance Officer, if a finding of non-compliance was serious or continuing. 

d. Principal Investigator. 

e. Sponsor, if the study is sponsored. 

f. Contract research organizations (CRO), if the study is overseen by a CRO. 

g. Others as deemed appropriate by the institutional official. 

h. The following federal agencies: 

i. OHRP, if the study is subject to HHS regulations or subject to HHS Federal-wide 

Assurance. 

ii. Food and Drug Administration (FDA), if the study is subject to FDA regulations. 

iii. If the study is conducted or funded by any federal agency other than HHS that is 

subject The Common Rule, the report is sent to OHRP or the head of the agency 

as required by the agency. Note-Reporting to a regulatory agency is not required 

if the event occurred at a site that was not subject to direct oversight of the 

organization, and the agency has been notified of the event by the investigator, 

sponsor, another organization, or other mechanisms 

 

The CHIRB Chairperson and the Director of the Institutional Review Board ensures that all steps 

of this policy are completed within ten (10) working days of the initiation action.  For more 

serious actions, the CHIRB Director will expedite reporting. 

 

 

 

 

 



Complaints, Non-Compliance, and Suspension, or Termination of IRB Approval of Research 

Page 8 of 8 

 
V.   REFERENCES 

21 CFR 50 

21 CFR 56.113 

38 CFR 16.113 

45 CFR 46.113 

45 CFR 46.103(b)(5) 

Capital Health IRB Policy Conducting Review and Audits of Human Research 

OHRP Policy Guidance 

Joint Commission Standards (2015).  Standards RI. 01.03.05 
 

 


	OO18 Final Doc
	SOE Cover Page
	OO18 Attachment 1 The Purpose and Authority of the CH IRB
	OO18 Attachment 2 Committee Constitution IRB
	OO18 Attachment 3 IRB Procedure for Intial and Continuing Review
	OO18 Attachment 4 Activities Requiring IRB Review
	OO18 Attachment 5 Event Reporting of Adverse events Unanticipated Problems and Protocol Deviations
	OO18 Attachment 6 Complaints Non Compliance and Suspention or Termination of IRB Approval of Research



