Current IRB Policy (approved by IRB and OB/GYN in 2002):

Clinical Research Involving Pregnant Human Subjects
PURPOSE
To describe the circumstances and safeguards surrounding the appropriate 
participation of pregnant human subjects in clinical research studies 

performed at the NewYork Presbyterian Hospital – Columbia University

Medical Center

POLICY
Pregnant patients presenting for care at the Labor and Delivery suites of 

this institution may appropriately be enrolled into clinical research studies, 

according to the procedures described below.

GENERAL PRINCIPLES

· Clinical research in the field of obstetrics, including research conducted during the intrapartum period, is vital for the achievement of continued advances in the healthcare of women and children.

· All clinical research involving pregnant subjects must adhere to the same high standards applied throughout the institution.

· The health and wellbeing of the mother and the fetus should take priority over the goals of any research project.

· Research investigators should acknowledge and be sensitive to the vulnerability of patients within the unique environment of the Labor and Delivery suite.

· Labor and delivery should be viewed as a process, not a single event or state, which implies that the final decision on whether to approach a pregnant patient for research participation must be individualized in all cases.

· It may be inappropriate to approach for research participation some patients at certain times during the labor and delivery process.

· It is inappropriate to arbitrarily deny all pregnant patients the opportunity to participate in clinical research during the labor and delivery process simply because they are experiencing labor.

· Most laboring women are competent to consent to research and other procedures after the administration of neuraxial (spinal or epidural) local anesthesia since the doses commonly used have little to no sedative effect, and the decrease in pain may make patients more able to consider and discuss options in their care.

· Each Principal Investigator is responsible for ensuring the highest possible standards in the conduct of research involving pregnant patients, including ensuring that multidisciplinary cooperation is obtained from all those involved in the labor process (such as the primary labor room nurse and the obstetric care provider).

INFORMED CONSENT

· Whenever practical and feasible, information about research conducted in the Labor and Delivery suite should be made available to patients prior to labor.

· Investigators who plan on approaching a patient in the labor room should first obtain the permission of the patient’s obstetric care provider and should also involve the patient’s primary nurse in discussions regarding the appropriateness of such an approach.

· If the patient’s obstetric care provider and / or primary labor room nurse feel that a particular patient is not in a position to comprehend a research protocol and give informed consent, then that patient may not be approached for research participation, until the circumstances have changed to the satisfaction of the primary care providers.

· Whenever possible, research investigators should discuss proposed research and obtain informed consent in the presence of one of the patient’s independent labor support persons (provided that such a support person is available and the patient has no objection to that person’s involvement).

· Patients in labor must not be approached for participation in a research study until at least 2 hours have passed since the administration of systemic opioids or sedative medications.

· If feasible for the particular research study, it may be preferable to delay approaching pregnant patients for research participation until after the placement of epidural analgesia, if such analgesia is desired by the patient.

· Written evidence of informed consent must be obtained in all cases. In selected cases, depending on the degree of perceived vulnerability of the patient, the IRB may require that the consent be co-signed by an independent person, such as the patient’s physician or primary labor room nurse, who should also witness the process of obtaining consent.

· Patients in the labor room may only be solicited for research participation using the patient’s personal language of preference.

