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I. Ethical Principles and Regulation Requirements

A. Policies and Regulations

The following policy and guidelines were prepared to help researchers, Research and 
Development Council (R&D) members, Institutional Review Board (IRB) members, and 
IRB staff comply with the overall mission, philosophy, and policies of Woman’s Hospital
Foundation (WHF) and with the federal regulations concerning the use of human subjects
in research. 

The policy and guidelines include detailed information concerning:

 federal and institutional requirements for the protection of human subjects;

 the IRB’s role and responsibilities;

 the requirements and procedures for initial and continuing IRB review and approval of 
research; 

 the requirements and procedures for expedited review;

 the requirements and procedures for verifying that research is exempt from IRB review;

 the responsibilities of investigators during the review and conduct of research;

 requirements and procedures for notifying the IRB of unanticipated problems or events 
involving risks to the subjects, protocol deviations, as well as any other expected or 
unexpected adverse events; 

 informed consent requirements;

 authorization to release protected health information requirements; and

 issues to consider regarding vulnerable populations of subjects.

The definitions set forth in the final rules issued by the U.S. Food and Drug 
Administration (FDA) 21 Code of Federal Regulations (C.F.R.) Parts 50, 56, 312, 812, 
and 814; and the Department of Health and Human Services (DHHS) 45 C.F.R. 45.101-
124, 45 C.F.R. 46.201-211, 46.301-306 and 45 C.F.R. 46.401-409 as amended, shall be 
incorporated by reference and thus applicable to these research guidelines. All domestic 
policies and procedures are applied to international research, as appropriate.

These policies and procedures are available from the research office or on the Woman’s 
Intranet. Changes to these policies are communicated to all active investigators via email 
and are posted on Woman’s Intranet.

The definitions set forth in the final rules issued by DHHS 45 C.F.R. Parts 160 and 164 
shall also be incorporated by reference and thus applicable to these research guidelines.

B. Ethical Principles

1). Federal Requirements

The formal requirements for the establishment of IRBs first became effective on 
May 30, 1974.  Promulgated by the Department of Health, Education and Welfare
(DHEW), those regulations raised to regulatory status the National Institutes of 
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Health’s (NIH) Policies for the Protection of Human Subjects, which were first 
issued in 1966.  The regulations established the IRB as one mechanism through 
which human subjects would be protected.  In 1981 both DHHS (formerly 
DHEW) and the FDA promulgated significant revisions of their human subjects 
regulations.  The DHHS regulations are codified at Title 45 Part 46 of the Code of
Federal Regulations.  Those basic regulations became final on January 16, 1981, 
and were revised effective March 4, 1983, and June 18, 1991. The June 18, 1991, 
revision involved the adoption of the Federal Policy for the protection of human 
subjects.  This Federal Policy (frequently referred to as the Common Rule) was 
adopted by the sixteen federal agencies that conduct, support, or otherwise 
regulate human subjects research.  The FDA also adopted some of its provisions.  
The Common Rule is designed to make uniform the human subjects protection 
system in all relevant federal agencies and departments. 

2). Mission and philosophy of Woman’s Hospital Foundation

a). Mission statement

The protection of human subjects in all research is encompassed in the overall 
mission and philosophy of WHF.

Mission Statement:
The mission of Woman’s Hospital is to improve the health of women and 
infants.

b). Core Values of WHF

EXCELLENCE
              Continually improving everything we do

      COMMITMENT
              Showing pride in, loyalty to, and ownership of the mission of 

Woman’s Hospital

      INNOVATION
              Securing our future through creating new dimensions of performance

      MUTUAL RESPECT
              Doing unto others as you would have them do unto you

      STEWARDSHIP
              Carefully and responsibly managing the resources of Woman’s 

Hospital

      SOUND JUDGMENT
              Making timely decisions based on the information available
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3). The Belmont Report

The three basic principles that govern the protection of human subjects in 
biomedical and behavioral research as set forth in the Belmont Report and 
adhered to by WHF are:

1. RESPECT FOR PERSONS
      Recognition of the personal dignity and autonomy of individuals and 

special protection of those persons with diminished autonomy

2. BENEFICENCE
      Obligation to protect persons from harm by maximizing anticipated 

benefits and minimizing possible risks of harm; and 

3. JUSTICE
            Fairness in the distribution of research benefits and burdens

4). List of ethical principles

The WHF IRB policies are based on the following general ethical principles:

1. The rights and welfare of subjects must be adequately protected to safeguard the 
physical and psychological well being of a subject and to preserve the subject’s 
rights of privacy and self-determination.

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

3. Risks must be reasonable in relation to anticipated benefits to subjects or to the 
importance of the knowledge that may be gained.  In evaluating risks and 
benefits, the IRB will consider only those risks and benefits that may result from 
the research (as distinguished from risks and benefits of therapies subjects would 
receive even if not participating in the research).

4. Recruitment and selection of subjects must be equitable within the confines of the
purposes and design of the study.  Subjects must not be arbitrarily excluded on the
basis of gender, race, national origin, religion, creed, education or socio-economic
status.  In making this assessment, the IRB will take into account the purposes of 
the research and the setting in which the research will be conducted and should be
particularly cognizant of the special problems of research involving vulnerable 
populations, such as children, pregnant women, fetuses, terminally ill, or 
economically or educationally disadvantaged persons.
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5. If informed consent is required, it must be obtained from each subject or the 
subject’s legally authorized representative, prior to the subject’s participation in 
any activity performed solely for research purposes.  A signed written consent 
form, a copy of which must be given to the subject, must document the informed 
consent process.  The subject’s consent must be based upon an understanding of 
the research, the risks, possible discomfort, and alternative procedures.  The 
informed consent document must provide for the subject’s ability to refuse 
participation or to discontinue participation at any time without prejudice.

6. Adequate provisions must be made to protect the privacy of subjects and the 
confidentiality of data.

7. Provisions must be made to monitor data to ensure the safety of subjects.

8. Several professional organizations and societies have formulated their own 
guidelines for research involving human subjects.  Such guidelines can 
supplement, but do not supercede or diminish the protections and requirements 
outlined above.

9. Additional safeguards must be included in the study to protect the rights and 
welfare of subjects who are likely to be vulnerable to coercion or undue influence.

10. Local and state laws and regulations can supplement the protections and 
guidelines outlined above.




