Duquesne University

Institutional Review Board (IRB) FAQs

Where can I find information on the IRB?

Web address http://www2.duq.edu/research/ - Institutional Review Board

The IRB web site is found under the Office of Research.  The menu selections include the NIH training site, Human Subjects Policies & Procedures, IRB Committee Member listing with meeting dates and deadlines, and the appropriate forms needed to submit an IRB protocol

The Administrative Policy 41:  Use of Human Subjects in Research

Duquesne University’s guidelines on the use of Human Subjects is available on the IRB website.

What type of research needs IRB approval?

Definition of Research

On IRB website under Policies & Procedures:  Duquesne University defines research according to the Office for Human Research Protection (OHRP), which states in 46.101 Section d  that “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.

What kind of approval will my protocol need?
Explanation of Exempt, Expedited and Full Protocols

Exempt (according to 46.101 of the Code)

1.Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special educational instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2.Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:  (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

3.Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b) (2) of this section, if:  (i)  the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4.Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

5.Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:  (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

6.Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 

Note:
Exemptions do not apply when subjects are children, prisoners, pregnant women or fetuses or when observations of public behavior include participation by the researcher.  Data may not be recorded in such a way that subjects can be identified.

Expedited

Expedited review approval may be given if the study involves no more than minimal risk and falls within one of the expedited categories as described in the Code, which is subject to review and change:

1.Clinical studies of drugs and medical devices only when the drugs or devices have been approved for marketing and are used as prescribed.

2.Collection of blood samples by finger stick or venipuncture from non-pregnant healthy adults in amounts less than 550 ml in an eight-week period and no more than twice per week.

3.Prospective collection of biological specimens by non-invasive means (e.g. hair and nail clippings, extracted teeth, excreta and external secretions, uncannulated saliva, placenta removed at delivery, amniotic fluid obtained at rupture of membrane prior to or during delivery, dental plaque and calculus, mucosal and skin cells collected by swab and sputum collected after saline mist nebulization.)

4.Collection of data through non-invasive procedures routinely employed in clinical settings, excluding x-rays or microwaves (e.g. physical sensors that do not shock or invade the subject’s privacy, weighing or testing sensory acuity, magnetic resonance imaging, EEG, EKG, moderate exercise or strength testing with healthy non-pregnant subjects.)

5.Research involving data, documents, records or specimens collected for non-research purposes, such as medical records.

6.Collection of data from audio or visual recordings.

7.Research on individual or group characteristics when considering the subject’s own behavior (including perception, cognition, motivation, identity, language, communication, socio-cultural beliefs, practices or behavior) or research employing survey, interview, oral history, focus group or program evaluation measures for purposes of research.
Note:
Expedited category excludes research on children, vulnerable persons or sensitive content.

Full Review

A full review is conducted when research subjects are children (younger than 18) or from vulnerable populations: pregnant women, mentally disabled, prisoners, elderly incapacitated.

What forms do I need to use to submit a protocol?

The IRB Transmittal Form is available on the University web site.

Where is everything I need to know about Duquesne University IRB?

The Duquesne University IRB Policies and Procedures are available on the web site.

What do the participants in the studies have to sign?

Consent Forms

Sample consent forms are on the web and should be downloaded and used for the protocol on University letterhead containing the name and phone number of the IRB Chair as a contact for questions.  

What training do Principal Investigators need?

NIH Training Certificate

All Principal Investigators must complete mandatory training and a copy of such should be submitted with the protocol.

Are there any requirements after my study is approved?

Renewals/Termination

Every letter granting exempt, expedited and full status contains a statement asking for a copy of the results when the study is complete.  If the research is not concluded in one year, a renewal form must be completed.  Unless they have been informed otherwise, the IRB office will generate an IRB renewal form 11 months after the initial approval was granted asking if the study was terminated or should be renewed.  Appropriate information on that form must be completed and returned to the IRB office for accurate file deposition.

When do IRB members meet?

IRB Meetings

Meetings are held every other month and may be cancelled at the discretion of the IRB Chair if no full protocols are to be reviewed.  The meeting schedule is on the IRB website with appropriate deadline dates.

For additional questions  

Call your IRB School representative (see list) or Dr. Paul Richer, Chair, Duquesne University IRB, 424 Rangos Building,  396-6326.
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