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VIII. Submission of Research to the IRB

A. General information for submission of research

Submission of proposals to the IRB is limited to: WHF employees, active medical staff, 
those collaborating with employees and/or active medical staff, investigators at outside 
entities contracted with WHF to provide IRB oversight and listed on WHF’s FWA.  

Proposals that are clinical in nature and have principal investigators that are not WHF 
active medical staff members must have a WHF active medical staff member (or active 
medical staff member at outside entities contracted with WHF to provide IRB oversight 
for non-WHF protocols) serve as a co-investigator or medical monitor.

 A “clinical” trial is defined by the World Health Organization as “any research study 
that prospectively assigns human participants or groups of humans to one or more 
health-related interventions to evaluate the effects on health outcomes.” “Clinical in 
nature” refers to studies involving living human subjects, including laboratory-based 
development of new forms of technology, studies of the mechanism of human disease 
and evaluations of therapeutic interventions (which are known collectively as 
translational research), clinical trials, outcome studies, health care research, 
epidemiological, and behavioral studies. It does not include basic research (studies 
resulting in general knowledge and understanding of nature and its laws) or disease-
oriented studies of tissue samples obtained from individual subjects or groups of subjects
who are unknown to the investigators.

No subjects may be enrolled or recruited prior to receipt of written final approval of the 
application from the IRB. Such approval will include the approved protocol, case report 
forms, advertisements/flyers, informed consent, and Authorization to Release Health 
Information form. Once IRB-required revisions are complete, an approval letter to the 
investigator will be sent along with the approved consent document and Authorization to 
Release Health Information form. The consent form and the authorization form will be 
stamped with the approval date, expiration date, and signature of the Human Protections 
Administrator (HPA). The investigator will be instructed that only these stamped 
documents that have been stamped “approved” are valid to use for consenting subjects.

The IRB requires that researchers submit their applications in a uniform format to 
facilitate review. This format may be substantially different from that which is prepared 
for other purposes (e.g., applying for funding or submitting for publication). The official 
application forms for initial, continuing review, or revision may be obtained from the 
IRB Secretary, HPA, or Woman’s Hospital intranet. Pages should be numbered 
consecutively. Informed consents and Authorization to Release Health Information forms
are required to have a one and a half inch space in the lower right hand corner to 
accommodate the IRB approval stamp. 
Other requirements for informed consents are:

 8th grade reading level
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 title or study alias in the upper right hand corner of each page

 formatted with paragraph subtitles

 Name, address, and phone number for each PI on the first page

 A signature page separated from the rest of the informed consent with a PI or Co-I
signature line

An informed consent checklist outlining all requirements should be included with the 
informed consent form. The checklist can be obtained from the IRB Secretary, HPA, or 
Woman’s Hospital intranet. All initial and continuing review applications should include 
a copy of the complete protocol, informed consent form, HIPAA authorization form, and 
any associated study materials (case report forms, advertisements, etc.). Incomplete 
proposals will be returned to the investigator, delaying review of the application. Please 
contact the IRB office at (225) 231-5275 for an application form and a complete list of 
submission requirements. All investigators and study coordinators should be current with 
CITI training in human subjects research.

The HPA and/or IRB Secretary will review all research submissions prior to submitting 
them to the IRB Chair for exempt/expedited review or to the IRB for full board review. 
The HPA and/or IRB Secretary will review submissions to ascertain:

 That all study materials have been included in the submission

 That information and documents are consistent with the previously approved 
protocol (for continuing review submissions)

 That the current informed consent form is submitted (for continuing review 
submissions)

 That the informed consent form contains all required elements of 45CFR46

 Any important matters regarding the study that may be to the interest of the IRB 
that should be discussed at the convened meeting

 That all hospital departments involved in the study have given their approval and 
support to the study

 All investigators and coordinators are current on CITI education

B. Initial submission [revised 10/2012]

1. Submissions of initial research projects should include the following:

 A written protocol with title. If the protocol covers multiple sites, a site-
specific protocol should be included detailing what will be done 
specifically at Woman’s Hospital. Protocol requirements are listed after 
this section.

 Initial Study Application

 Copies of any surveys, questionnaires, advertisements, demographic 
forms, and case report forms

 Two copies of the Investigational Brochure (for studies involving 
investigational drugs or devices)

 A signed Investigator Agreement for each investigator (for full board and
expedited studies)
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 A signed Financial Interests Disclosure form for each investigator, if the 
study is funded

 Curriculum Vitae for each investigator, including copies of licenses and 
degrees (for full board and expedited studies)

 Certificate of completion of CITI training for each investigator, found 
online at citiprogram.org, if not previously submitted (for full board and 
expedited studies)

 Human Resources requirements for non-employee study personnel, 
which may include confidentiality statements, proof of training, and 
appropriate blood tests and vaccinations

 Informed consent form or subject information sheet, unless requesting a 
waiver

 Completed informed consent checklist (B-1 form)

 Suggested/Sample informed consent form (for NIH studies)

 Patient scripts for recruiting/enrollment, if applicable

 An electronic copy of the informed consent form sent via email to the 
HPA

 Authorization form (HIPAA form), unless requesting a waiver

 Proof of IDE/IND (for investigational drug or device studies, and studies 
involving dietary supplements [3/9/15]). The HPA will verify the IDE/IND
with FDA.

 Approval letters from other IRBs if the study involves multiple sites (not 
required for cooperative group or sponsored studies)

 Radiation Safety Committee approval for studies involving radiation 
exposure, other than for diagnostic or treatment procedures

 Department Approval Forms from each department involved in the 
study, signed by the director and VP from each department

2. Information to Include in the Research Protocol:

 Names of the Principal Investigator and co-investigators, including 
addresses and phone numbers on the title page

 Literature review and purpose of the study

 Study procedures, including design and methodology

 Study subject population and recruitment plan

 How subjects will be consented and who will perform the consent 
process, including use of translated consent forms (if applicable) and 
obtaining assent from minors

 Study subject inclusion/exclusion criteria

 Which hospital departments will be involved and what they will 
contribute

 Risks and benefits for study participants

 How many subjects will be enrolled, how long each subject will be in 
the study, if there is a follow-up period, and for how long

 Justification for use of special or vulnerable populations
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 How data will be analyzed (statistics), what will be done with the data 
upon study completion (submitted for publication, dissertation only, 
etc.), how the data will be stored and for how long

 How adverse events will be handled and reported

 Study sponsor information and what they are providing

 For investigational drug studies (IND and FDA-approved drugs), 
drug information should include: drug name, drug classification, 
dosage form available, normal dose ranges, pharmacological action of 
the drug, contraindications, potential side effects or adverse reactions,
symptoms of toxicity, rationale for dosage used in the study, a plan for
drug administration, procedure for breaking code or double-blinded 
studies in an emergency 

 For investigational device studies, device information should include: 
a description of the device and how it works and a determination from
the sponsor of significant risk (SR) or non-significant risk (NSR)

 A plan for how to keep records and data confidential

 Bibliography or Works Cited

3). Certificates of confidentiality

A Certificate of Confidentiality is needed when disclosure of information   may have
consequences for subjects’ financial standing, employment, insurability, or 
reputation. 

Certificates of Confidentiality are needed when investigators and research staff may 
need protection from disclosing identifying information about research subjects in 
civil, criminal, and other proceedings. These certificates are issued by the National 
Institutes of Health (NIH) and other HHS agencies. They may be granted for studies 
that involve the collection of information from subjects that may have adverse 
consequences if disclosed, such as damage to reputation, financial status, 
employment, or insurability. Certificates of Confidentiality help to reduce the risk to 
research subjects by protecting researchers from being compelled to disclose private 
information and add additional privacy protection by maintaining confidentiality. 

C. Review by Research and Development Committee prior to IRB Review

    All submitted research studies for full board or expedited review will be reviewed by
the Research and Development Committee (R&D) prior to IRB submission. Some 
studies may be reviewed by the R&D Chair on behalf of the full committee. Any 
comments or questions from the R&D may be submitted to the IRB for inclusion in 
the IRB reviewer packets, emailed to the primary and secondary IRB reviewers, or 
may be conveyed  by the HPA during discussion at the IRB meeting. Comments and 
questions from the R&D may also be addressed by the investigators prior to the IRB 
meeting or expedited IRB review. 
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D. Federally-funded multisite research studies

Multi-site research studies that are federally-funded (such as through NIH, HHS, or 
NCI) are required to be overseen by a single IRB of record (45CFR46). Womans 
recognizes that for these studies a single IRB as chosen by the study sponsor will be 
the IRB of record; however, all studies that are conducted at Woman’s will be 
reviewed by the Research and Development Committee for feasibility and adherence
to the mission of the hospital. The R&D Committee may also request local 
institutional IRB review by the full board or certain board members or consultants at 
the discretion of the R&D Chair in order to ensure protection of human subjects in 
research. 
This R&D review and possible subsequent local IRB review may not have 
regulatory implications but will be required in order for any study to be conducted at
Womans.

E. Reactivation or research previously terminated

A reactivation of a previously approved and terminated protocol will be reviewed as 
an initial submission. All materials related to the study (e. g., protocol, informed 
consent, authorization form, advertisements, etc.) should be submitted along with an 
IRB Initial Study submission form and a checklist for each consent.

F. Human Resources requirements for non-employees

Any non-employee that will be on campus to conduct research should complete the 
following human resources requirements and submit them to the HPA for forwarding 
to the HR Department:

 The HR Approval form from Research

 Copy of Driver’s Licenses

 Contact information (e-mail address) so Woman’s can initiate the background 
screening process with a third party background check company

 Complete, sign, date, and return the last two pages (Non-Employee Service 
Provider Agreement and Non-Employee Confidentiality Agreement) from the 
non-employee packet. 

 Arrange a drug screening with our Employee Health Services department.

 Forward documentation of a TB skin test (within the last 12 months) for file 
records. A TB skin test can be done through Employee Health or through the 

investigators’ institution, if available.

G. Continuing reviews

1). General information

Periodic review of research activity by the IRB is necessary to determine if the 
risk/benefit ratio has changed, if there are unanticipated findings involving risks 
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to subjects, and if any new information regarding the risks and benefits should be 
provided to subjects.  All research involving human subjects that has been 
approved via full board review must be periodically reviewed.  Any research 
studies not listed in the categories below that are still enrolling subjects, or which 
continue to intervene or interact with subjects (e.g., telephone follow-up, chart 
review, interview, etc.) must undergo continuing review.  

Continuing review is not required for:

 Studies approved via expedited review, unless the reviewer(s) explicitly 
justify why continuing review is necessary to protect human subjects.

 Studies initially approved via full board review whose activities are now 
limited to data analysis, including analysis of identifiable private 
information or identifiable biospecimens

 Studies initially approved via full board review whose activities are now 
limited to accessing follow-up clinical data from procedures subjects 
would undergo as part of clinical care

 Studies initially approved via exempt review with limited IRB review 
(categories at 45CFR46104(d)(2)(iii), 46.014(d)(3)(i)(c), 46.104(d)(7), or 
46.104(d)(8))

If the IRB requires continuing review of any study when it is not otherwise 
required, the rationale for the review will be documented. The research office may
contact investigators of studies not undergoing continuing review for information 
on the studies’ status for record-keeping and accounting purposes.

The purpose of continuing review is to review the entire proposal and informed 
consent(s) using the same criteria as those used for initial review, not merely the 
modifications to the protocol and/or informed consent(s). The IRB will determine 
that the frequency and extent of continuing review for each study is adequate to 
ensure the continued protection of the rights and welfare of the human subjects.  
If any new findings arise during the continuing review process that might affect 
subjects’ willingness to take part or continue in the study, the new findings must 
be provided to all enrolled participants. Based on its review, the IRB may require 
that the research be restricted, modified, or halted altogether. Alternatively, 
special precautions or IRB-imposed restrictions may be relaxed. The investigators
will be informed of the study’s continuing review deadline in the approval letter 
from the IRB Chair. 

It is the investigator’s responsibility to ensure that the research is reviewed on or 
before expiration date of IRB approval, even if the research activity did not begin 
until some time after the IRB gave its initial approval. Investigators will be 
notified via letter after the study is initially approved that their study is approved 
as written or will require revisions.

It is the investigators’ responsibility to submit the materials listed below to 
the research office for submission to the IRB for continuing review before the
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deadline. As a courtesy, however, the HPA will send a reminder to the principal 
investigator approximately three months prior to the expiration date. It is 
recommended that continuing reviews be submitted to the IRB two months in 
advance in order to avoid delays in enrollment and data collection in the case of 
unforeseen circumstances. Continuing review of a research study may require full 
board review or it may be expedited if it meets certain criteria. 

There is no grace period extending the conduct of the research beyond the 
expiration date of IRB approval.  Extensions beyond the expiration date will not 
be granted.  If the IRB does not approve continuation of the research by the 
expiration date, enrollment of new subjects, data collection, and data analysis 
must be suspended pending re-approval of the research by the IRB.  In addition, 
all currently enrolled subjects must be notified that the study has been terminated. 
If the investigator is actively pursuing renewal with the IRB and the IRB finds 
that it may be in the best interests of currently enrolled subjects’ safety to 
continue with study treatment and procedures, the IRB may allow continuation of 
treatment for currently enrolled subjects during the time required to complete the 
review process.  If continuation of study treatment and procedures for safety 
reasons is permitted by the IRB, the subjects must be informed and any adverse 
events should be reported to the IRB and, when applicable, to the sponsor.

If the investigator wishes to reinstate the study after the approval period lapses 
due to expiration, the protocol and all associated materials (case report forms, 
informed consents, etc.) must be submitted to the IRB as a reactivation. All 
research activity for the expired study must cease, including patient enrollment 
and recruiting, data analysis, and data collection, until the study has been 
approved for reactivation, unless the IRB determines that certain activities must 
continue for subject safety.  

2). Continuing reviews of studies temporarily or permanently closed to 
patient entry

Studies that are temporarily or permanently closed to patient entry are subject to 
continuing review until they are terminated at site.

Studies that are temporarily or permanently closed to patient entry and will 
undergo expedited continuing review do not require inclusion of the informed 
consent form or authorization form with the submission materials.

3). Investigator responsibilities

All requirements listed for initial review in the above pages will be required 
for continuing review submissions, including a Continuing Review / Revision 
application. In addition, the following should be included with the 
submission:
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 Any progress reports from the sponsor

 Statistical reports (if applicable)

 Summary of adverse events since the last IRB review

 Tracked copies of any revised documents

If copies of CVs, education and training, and licenses have been submitted 
previously, they do not need to be submitted again. All investigators must be 
current on CITI continuing education in order to submit their studies for 
continuing review. 

4). Reactivating an expired protocol

If the investigator wishes to activate a study after the approval period lapses due 
to expiration, the protocol and all associated materials (case report forms, 
informed consents, etc.) must be submitted to the IRB as a reactivation. All 
research activity for the expired study must cease, including patient enrollment 
and recruiting, data analysis, and data collection, until the study has been 
approved for reactivation, unless the IRB determines that certain activities must 
continue for subject safety.

H. Criteria for approval

1). For initial submissions and reactivations

In order to approve research submitted for initial review or reactivation, the IRB 
shall determine that the following requirements are satisfied:

a). Risks to subjects are minimized by using procedures consistent with sound 
research design and which do not unnecessarily expose subjects to risk, and, 
whenever appropriate, by using procedures already being performed on the 
subjects for diagnostic or treatment purposes.

b). Risks to subjects are reasonable in relation to the anticipated benefits, if any, 
and in the importance of the knowledge that may result. 

c). The selection of the subjects is equitable, being particularly cognizant of 
problems with research involving vulnerable populations, such as children,  
individuals with impaired decision-making ability, those vulnerable to societal 
marginalization or discrimination, and economically or educationally 
disadvantaged persons.

d). Informed consent will be sought from each prospective subject or the subject’s
legally authorized representative and the informed consent will be appropriately 
documented.
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e). Where appropriate, the research plan makes adequate provisions for 
monitoring the data collected to ensure the safety of subjects.

f). There are adequate provisions to protect the privacy of subjects and maintain 
the confidentiality of the data and identifiable private information (including that 
obtained from biospecimens).

g). When some or all of the subjects are likely to be vulnerable to coercion or 
undue influence, additional safeguards are implemented to protect the rights and 
welfare of these subjects.

The IRB may decide that some protocols will require review more often than 
annually. Some studies may require review every six months or every three 
months. This determination may be based on:

 Multi-center clinical trials that have a high incidence of adverse events

 The high-risk nature of the proposed study

 Studies with a proposed high risk / benefit ratio

 The vulnerability of the subject population

 The experience of the investigators conducting the study

 Any previous noncompliance from investigators or previous problems conducting
research studies found in IRB audits

 The projected rate of enrollment of subjects

h). Data Safety Monitoring

Some studies may require the submission of a data safety monitoring plan to 
ensure the safety of subjects. The IRB should ensure that adequate monitoring is 
taking place and will review reports from the monitoring entity. The IRB does not
perform the data safety monitoring. A date monitoring plan should be included in 
study protocol for studies that are greater than minimum risk and include, but are 
not limited to:
Phase III clinical trials
Multi-site clinical trials
If required by NIH or FDA

The degree of monitoring is related to the level of study risk. Monitoring may be 
done by the investigator (for low risk studies), a Data Safety Monitoring Board 
(DSMB) managed by the investigator or the sponsor (for Phase I or Phase II 
clinical trials), or by an independent DSMB (as required by NIH for Phase III or 
high risk / multi-site studies).

The data safety monitoring plan may include: type of data or events that will be 
monitored, which entity will be responsible for monitoring data to ensure subject 
safety, time frame of reports, the time frame for reporting AEs and unanticipated 
problems to the monitoring entity, process for reporting data monitoring to the 
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IRB and sponsor. The DSMB may terminate a study because the data may reveal 
new risks previously unanticipated, the data may show that the  study should end 
earlier than planned, the data may show a need for study revision or termination 
for patient safety.

The IRB will review the data safety monitoring reports at continuing review, or as
required.

i). IRB-requested revisions to an initial study

If major revisions are requested by the full board at the initial review, the study 
may need to be re-submitted to the full board with the revisions. If the revisions 
are minor, the IRB Chair may review the submitted revisions on behalf of the 
board. The IRB will make the determination if the requested revisions are major 
or minor at the time of full board review.

2).  For continuing review

The criteria for approving the continuation of a study during continuing review 
are the same as those used in approving the research at its initial review.  The IRB
will review the submitted documents to determine that:

 Risks to subjects will continue to be minimized;

 Risks to subjects continue to be reasonable in relation to anticipated benefits;

 Selection of subjects continues to be equitable;

 Informed consent continues to be adequate and appropriately documented;

 The research plan continues to make adequate provision for monitoring the data 
collected to ensure the safety of subjects;

 Whether the information contained in the informed consent(s) remains accurate 
and complete;

 Whether new information obtained during the course of the study needs to be 
added to the informed consent(s) or if currently enrolled subjects need to be 
notified;

There continues to be adequate provisions to protect the privacy of subjects and to
maintain the confidentiality of data and identifiable private information (including
that obtained from biospecimens); AND

 There continues to be appropriate safeguards included to protect vulnerable 
subjects.

The IRB may request additional information from the investigator about the 
conduct of the study.

The IRB may determine that some protocols require verification from sources 
other than the investigator the no material changes have occurred since the 
previous IRB review. This verification may include: audits by the IRB audit 
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committee or interviews with study coordinators, study staff, nursing staff, and 
study subjects. [7/2014]

Protocols conducted by an investigator who previously failed to comply with 
HHS regulations or IRB policies may require verification from other sources at 
the time of continuing review that no changes to the study have been implemented
without IRB approval. [7/2014]

I. Notification of IRB decision

Investigators will be notified in writing by the IRB Chair of the IRB’s decision of 
approval, disapproval, or requested revisions for all initial submissions, continuing 
reviews, revisions, and reactivations. If the IRB requires revision(s) to a submission, 
the investigator will be notified in writing listing the revision (s) and a date for 
submission of the corrections for review by the IRB Chair. These revisions should be 
completed and submitted within 30 days. The investigator will be notified in writing 
of the IRB Chair’s approval of the revisions or the request for additional revisions or 
clarifications. The investigator may respond in writing to any decision and their 
responses will be reviewed by the IRB at the next convened meeting. The IRB 
decision letter will include a phone number for any questions.

The investigators will be notified in writing of the IRB’s acknowledgement of 
terminations, terminations at site, adverse events, and adverse events requiring 
revisions to the protocol and/or informed consent. The sponsor of the research and 
any applicable institution administration may also be notified in writing conveying 
the decisions of the IRB. Investigators and required federal agencies (FDA and 
OHRP, when necessary) will be notified in writing by the IRB Chair of 
terminations/suspensions of IRB approval, serious or recurring noncompliance, and 
serious unanticipated problems involving risks to subjects. 

J. Notification of Approval  Period and Continuing Review Dates to the 
Investigator

The investigator will be notified in writing of the approval of the research study with 
or without required IRB revisions. This letter will also contain the deadline date that 
the research must be submitted for continuing review. For a study approved for one 
year, the study will expire on the one-year anniversary date on which the study was 
initially approved. 

Should the IRB request revisions, the revisions should be submitted within 30 days. If
the revisions are submitted and approved by the IRB Chair within 30 days from the 
IRB meeting at which the study was approved, the date of continuing review will be 
no later than the one year from the date of that IRB meeting. If the revisions are 
submitted and approved after 30 days from the IRB request, the date of continuing 
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review will be no later than one year from the date that the requested revisions were 
approved by the IRB Chair. [4/2012]

For subsequent continuing reviews, expedited or full board, the study must be 
reviewed and approved by the one-year anniversary date of the last approval. For 
studies approved for six months or three months, the continuing review date will be 
calculated from the date of the IRB meeting at which the study was approved. The 
continuing review deadline date for all studies will be included in correspondence 
from the IRB Chair. As a courtesy, the HPA will also notify investigators via email 
three months in advance of any upcoming continuing review deadline date with a 
contact number for any questions or concerns.

The investigator will also be reminded in the approval letter that no changes to the 
protocol may be implemented without prior IRB review and approval. [7/2014]




