EXPEDITED

GOUCHER COLLEGE

INSTITUTIONAL REVIEW BOARD

Please submit one hard copy and one electronic copy (via email) of the following documents to the IRB Officer (in the Academic Dean’s Office):
(a) IRB-EXPEDITED Form (signed and completed)

(b) Research Proposal

(c) Consent Form

(d) Signed Consent Forms (After the research has been completed, it is the researcher’s responsibility to submit the signed consent forms to the IRB Officer—in the Academic Dean’s Office. It will be kept on file for future reference.) 

RESEARCHER(S)

 ____________________________________

 ____________________________________

 ____________________________________

SUPERVISOR

 ____________________________________
DATE SUBMITTED  

 ______________ 

Further information, including the complete IRB Guidelines, can be obtained by visiting the IRB homepage—on the Goucher College website at http://www.goucher.edu/irb
Please respond to the following questions about the proposed research or activity.

1.  Briefly outline the proposed project.  (Please attach a copy of the complete Research Proposal).

2.  Are subjects being selected for any specific characteristics (e.g., gender, age, ethnic origin, religion, social or economic characteristics, or disabilities)?


No
____


Yes 
____     

If yes, specify the characteristics:

3.   If yes, please provide a rationale and justification for the selection process.  

4.  Are there any risks to the subjects?  If so, what are the risks?  (“Risk” is defined as exposure to the possibility of harm.)

5.  What potential benefits will justify these risks?

6.  State specifically what information the subject will receive about the investigation and at what point in the procedure the information will be provided.

7.  State how subjects’ consent will be obtained and attach the consent form to be used as well as any informative statements provided to subjects.

Please refer to the IRB Guidelines, Section VIII, pertaining to required consent of participants. You may also use the sample IRB Consent Form as a guide for creating your own consent form. Both of these documents an be downloaded from the IRB homepage:  

http://www.goucher.edu/faculty/template.cfm?page_id=11&faculty_committee_id=11
Reasons for Expedited Review

_______________________________________________________

From the list below, state the reason you are applying for expedited review (indicate the number from the list).

A.
Research activities qualify for expedited review if they involve no more than minimal risk, as defined in III.B above, AND are included in the categories suitable for expedited review as determined by the Department of Health and Human Services (DHHS), listed in B below.  In addition, minor changes to a previously approved research protocol may be acceptable for expedited review during the period for which approval is authorized.

B.
Although the list may change from time to time, the following categories of research are currently determined by DHHS to be eligible for expedited review, as provided in Federal Register Volume 63, Number 216 (November 9, 1998):  

1.
Clinical studies of drugs and medical devices, only when a) the research is on drugs for which an investigational new drug application is not required, or b) the research is on medical devices for which an investigational device exemption application is not required or the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling;

2. 
Collections of blood samples by finger stick, heel stick, ear stick or 


venipuncture, under the conditions described by DHHS;

3. 
Prospective collection of biological specimens for research by noninvasive 



means (e.g. hair and nail clippings, teeth, saliva);

4. 
Collection of data through noninvasive procedures routinely employed in 
clinical practice, excluding procedures involving x-rays or microwaves (e.g. physical sensors, muscular strength testing);

5. 
Research involving materials (data, documents, records or specimens) that have been collected or will be collected solely for non-research purposes (such as medical treatment or diagnosis);

6.
Collection of data from voice, video, digital or image recordings made for 


research purposes;

7.
Research on individual or group characteristics or behavior (such as studies 

of perception, cognition, motivation, communication, social behavior), or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies;

8. 
Continuing review of research previously approved by the convened IRB,

where the research is permanently closed to the enrollment of new subjects, all subjects have completed all research-related interventions and the research remains active only for long-term follow-up of subjects; or where no subjects have been enrolled and no additional risks have been identified; or where the remaining research activities are limited to data analysis;

9.
Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories 2 through 8 above do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified;
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_______________________________________________________

RESEARCHER(S)

 ____________________________________

 ____________________________________

 ____________________________________

SUPERVISOR

 ____________________________________
DATE 

  

 ______________ 

Reason stated for expedited review  _____  (number) 

Explanation:

For Board Use

Action Taken:

Expedited Review approved  _____     Expedited Review not approved ____
Expedited review approved if suggested modification(s) are carried out: _____
__________________________

Chair (or Chair’s Designate), IRB

__________
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