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Researcher Guide for Submitting Studies for IRB Approval
This guide is intended to help you understand the process of IRB submission, review, and approval. IRB processes are intended to maintain compliance with Food and Drug Administration (FDA) and the Office of Human Research Protections (OHRP). In reviewing all research studies/projects, the IRB is guided by the ethical principles set forth in the Belmont Report and the Ethical and Religious Directives for Catholic Health Care Services. Of utmost importance, BSR IRB aims to minimize risks to human subjects. Risks range from actual physical injury, to social risks that result from loss of privacy. OHRP defines minimal risk (46.102) as “the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.” Numerous resources are available to help you navigate the regulatory waters. Some are compiled in this guide.  
Human Subjects Research

The Department of Health and Human Services defines human subjects research as follows:

“Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.”

“Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.

DHHS provides specific guidance to clarify when an institution is engaged or not engaged in research at http://www.hhs.gov/ohrp/policy/engage08.html 
Research Terminology

Glossaries are compiled by the OHRP and National Institutes of Health (NIH):

Short and sweet: http://www.hhs.gov/ohrp/irb/irb_glossary.htm 
Longer and searchable: http://grants2.nih.gov/grants/glossary.htm 
Types of Research

DHHS Decision Charts provide a quick overview of the types of research and criteria used to help IRBs determine whether research requires IRB oversight as well as the appropriate type of IRB oversight: http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm  
Timelines
IRB meetings are conducted at St. Mary’s Hospital at 7:15 am on the forth Wednesday of each month except in November and December when meetings are held on the third Wednesday of the month. Materials must be submitted by noon on Monday two weeks prior to the meeting. The IRB meeting and submission dates can be downloaded at http://richmond.bonsecours.com/physicians-forms-irb-submission-forms.html. When you submit a study, you will attend the IRB meeting to answer questions from IRB members. Following the meeting, you can expect a response letter within the week.   

Informed Consent

A sample informed consent document at http://richmond.bonsecours.com/physicians-forms-irb-submission-forms.html is provided to help you include all elements required for consent form. Informed consent is a process – not a document. The circumstances under which any elements of informed consent may be waived are described at CFR 46.116. Since subjects are typically required to be informed of their participation in a study, waiver of informed consent is uncommon. On the other hand, waiver of documentation of informed consent is sometimes allowed as described at CFR 46.117. 
BSRHS IRB Submission Forms

IRB forms are located at: http://richmond.bonsecours.com/physicians-forms-irb-submission-forms.html 
Submission forms that need to be submitted may vary according to the type of study you are submitting. The following list describes required forms: 
	Form
	Purpose
	When

	Research Plan
	Describes purpose, design, and methods of study
	All 

	Initial Study Application
	Includes type of study; confidentiality & investigator agreement
	All

	Continuing Review or Closure
	Submitted at closure and continuing review (at least annually)
	All

	Revision Form
	Change of study details: protocol, informed consent, personnel, etc
	All

	Internal Adverse Events
	Report adverse event for a drug/device study
	All

	Departmental Checklist
	Required when hospital services are needed
	All 

	Protocol Deviation/Violation
	Report all deviations from the research plan/protocol
	All 

	Internal Serious Adverse Event / Unanticipated Problem
	Report study-related events that affect study subjects in non-exempt studies. See: http://www.hhs.gov/ohrp/policy/AdvEvntGuid.htm 
	All 

	Pediatric/ Vulnerable Subjects 
	Describe risks to subjects who are children 
	Pediatric 

	HIPAA Authorization
	Describes medical information to be collected from subjects
	PHI collected 

	Informed Consent Template
	Format and guidance for required elements of informed consent
	All 

	Bill of Rights
	Completed in conjunction with any informed consent form
	All 

	Cognitively Impaired
	Describe risks to subjects who are cognitively impaired
	All

	Financial Worksheet
	Required when hospital services are needed
	All 


Role of the Investigator
	OHRP
	FDA


	Though the Common Rule provides no definition for the “investigator”, extensive guidance is provided at OHRP Investigator Responsibilities 


	FDA 21 CFR 50.3(d) defines the investigator as “An individual who actually conducts a clinical investigation, i.e., under whose immediate direction the test article is administered or dispensed to or used involving, a subject, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team.” 
See: FDA Investigator Responsibilities 

	Policy Guidance

http://www.hhs.gov/ohrp/policy/
	Clinical Trials Guidance Documents

http://www.fda.gov/RegulatoryInformation/Guidances/ucm122046.htm


ClinicalTrials.gov 

Registration of clinical trials is mandatory http://prsinfo.clinicaltrials.gov/fdaaa.html, and can be accomplished at http://clinicaltrials.gov/ct2/invest Clinical Trials.gov 

Is it Research? 
The follow table may help you determine whether you are, in fact, engaging in human subjects research. Though it is advisable to consult the IRB, the following distinctions may be helpful:

	Research
	Quality Improvement



	Key question: Does the project impose risk to subjects/patients? If yes, then IRB review is required. If no, then IRB review may still be required! The following definitions and distinctions may be helpful:

	Research is “a systematic investigation ... designed to develop or contribute to generalizable knowledge.” CFR 45CFR46.102
	QI is "constantly optimizing productivity, communication, and value ... (for) the expectations and needs of customers" Institute of Medicine

	Research requires IRB approval to protect human subjects. Researchers must meet HIPAA requirements for authorization to use/disclose protected health information.
	Quality improvement does not require IRB approval. HIPAA allows hospital staff to use protected health information for quality improvement without patient authorization.

	Characteristics:

• Goal is to advance empirical knowledge.

• Has a hypothesis or research question.

• Relies on a systematic review of literature.

• Requires a research design for valid findings. 

• Subjects are not expected to personally benefit.

• Generates, evaluates or confirms a theory or conclusion to seek critical appraisal.
	Characteristics:

• Goal is to improve services, processes, outcomes.

• Uses established QI methods.

• Reviews practices to develop improvement plans.

• Does not rely on a research design.
• Subjects are expected to benefit from processes.
• Generates, evaluates, or confirms potential changes aimed at process improvement.

	OHRP Decision Charts are available at http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm 

DHHS guidance clarifies when an institution is engaged or not engaged in research at http://www.dhhs.gov/ohrp/humansubjects/guidance/engage08.html 


Bon Secours Richmond Health System (BSRHS) IRB reviews research projects and consent documents to protect the rights and welfare of human subjects. This guide describes the submission process and investigator responsibilities.
Limitations to Research Activities 

Research involving prisoners and in vitro fertilization may not be conducted within BSRHS. Likewise, non-therapeutic research on a living embryo or fetus, even with the consent of the parents, may not be conducted within BSRHS.  Therapeutic research is permitted for a proportionate reason with the informed consent of the parents or, if the father cannot be contacted, with informed consent from the mother.  Research that will not harm the life or physical integrity of an unborn child is permitted with parental consent.
 In addition, non-therapeutic research on pregnant women may not be conducted within BSRHS, even with the consent of the pregnant woman or her surrogate.  Therapeutic research, or potentially therapeutic research, on pregnant women is permitted for a proportionate reason with the informed consent of the woman or her surrogate.  For the purposes of this policy, therapeutic research is that research that may confer benefit holistically, not only physically.

IRB Fees

For industry sponsored studies, the IRB charges a fee of $1500 for the initial review and $500 for each continuing review. Fees are not charged for the review of humanitarian use devices (HUDs).  Payment is expected at the time of the submission.  Checks should be paid to the Bon Secours Richmond Health System and sent to the following address:

Bon Secours Richmond Health System

ATTN:  IRB Office

8580 Magellan Parkway, Building IV

Richmond, VA  23227  
Conditions of Approval
The principal investigators must ensure that the following conditions are met and report any deviation from these conditions promptly to BSRHS IRB.

1.    Conduct all research as described in the approved protocol.

2.    Obtain informed consent from all subjects without coercion or undue influence with sufficient time to contemplate participation (unless Exempt or Waiver is approved). 

3.    Document informed consent using only the most recently dated consent form bearing the BSRHS IRB approval stamp (unless Waiver of Consent is approved).

4.    Provide non-English speaking subjects with appropriate written translation of Informed Consent. BSRHS IRB must approve the translated version.

5.    Obtain prior approval before implementing any changes to the protocol or consent form, unless such changes are necessary to protect the safety of participants.  Any departure from approved documents and procedures must be reported immediately.

6.    Monitor and report all problems or protocol deviations associated with risk to participants or others in accordance with the following timelines: 

	
	Internal 
	              External

	Serious 
Adverse 
Events 
	Submit promptly within 48 hours from the date of occurrence (or the date that the PI is notified).
	Submit promptly within 10 calendar days from the date of occurrence (or the date that the PI is notified). 


8.      Obtain prior approval before use of any advertisement or recruitment material.

9.      Promptly respond to inquiries by BSRHS IRB concerning the conduct of research.  

BSRHS IRB operates under the regulatory authority of the U.S. Department of Health and Human Services Title 45 CFR 46, Food and Drug Administration Title 21 CFR 50 and 56; and the Commonwealth of Virginia Code of Virginia 32.1 Chapter 5.1 Human Research. 


Advertisements/Recruitment Materials

Materials that include, but are not limited to, newspaper, television, video, and radio advertisements, subject letters, web sites, posters, scripts for phone screens, newsletters, brochures, pre-screening questionnaires, pre-screening documents, and letters must be approved by the IRB.  

Continuing Review

Regulatory guidance http://www.hhs.gov/ohrp/humansubjects/guidance/contrev2002.htm requires substantive review at least annually, and notification is sent by email prior to study expiry. Delay or failure to submit the Continuing Review/Closure Form may result in study expiration, which requires that all research activities STOP.    

Amendments/Revisions

Changes in personnel as well as revisions to the protocol, Investigator Brochure, informed consent, subject compensation, addenda, recruitment materials, or additional safety information must be submitted and approved by the IRB prior to implementation.  

Unanticipated Problems/Serious Adverse Events (SAE)/Safety Reports
Regulatory guidance http://www.hhs.gov/ohrp/policy/AdvEvntGuid.htm defines unanticipated problems and adverse events, which must be reported to the IRB office in accordance with the Conditions of Approval. 
Study Closure

When all subjects have completed all study-related activities and no further follow-up is required, the closure form should be promptly submitted to the IRB office.  

Study Quality Monitoring 
BSRHS IRB conducts post-approval study evaluations through site visits to review study binders and/or research records.  During these reviews of research records, the identity of research participants must not be revealed on the study evaluation form (use initials or code).  When concerns are identified, a corrective action plan is submitted to the IRB.  Sample study logs and file records are available from the IRB on request. BSRHS IRB offers ongoing one-on-one training and periodic training events for research coordinators and investigators.

Using a Centralized IRB
Research that involves collaboration between multiple institutions and individuals, including multi-site clinical trials requires review of the research through a reliance arrangement in accordance with 45 CFR 46.114. An IRB Authorization Agreement must ensure that human subjects research is conducted in accordance with applicable oversight requirements and the Ethical and Religious Directives for Catholic Health Care Services to determine the adequacy of:
· Provisions to protect vulnerable populations, and 

· The informed consent process.

� Ethical and Religious Directives for Catholic Health Care Services, 4th Edition, July 2001, Directive 51
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