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Expedited Review Worksheet
Institutional Review Board

	Protocol #       
	PI:                                    

	Title:      
	Date:      

	Reviewed By:      
	IRB #:      


	BRIEF DESCRIPTION OF THE PROTOCOL:      
\     

	· Does the Research Involve No More than Minimal Risk?
	 FORMCHECKBOX 
 No →STOP. Prepare for convened meeting. 
 FORMCHECKBOX 
 Yes

	· The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy or breach of confidentiality are no greater than minimal. 
· Does the Research Meet this Applicability Criterion?
	 FORMCHECKBOX 
 No →STOP. Prepare for convened meeting. 

 FORMCHECKBOX 
 Yes

	· Does the Submission Involve Classified Research? 
	 FORMCHECKBOX 
 Yes →STOP. Prepare for convened meeting.

 FORMCHECKBOX 
 No 



	NOTE: 

· The categories in this list apply regardless of the age of subjects, except as noted.
· The standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB.
· Categories one (1) through seven (7) pertain to both initial and continuing IRB review



	· Does the Research Qualify for Expedited Review? (Yes, check all that apply.)


	 FORMCHECKBOX 
 No →STOP. Prepare for convened meeting. 

 FORMCHECKBOX 
 Yes  



	 FORMCHECKBOX 
 1: Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

(a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

	 FORMCHECKBOX 
 2: Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

(b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.


	 FORMCHECKBOX 
 3:  Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.



	 FORMCHECKBOX 
 4:  Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.



	 FORMCHECKBOX 
 5: Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)
Note: OHRP has concluded that expedited review Category 5 was intended to, and should, include research involving existing information or specimens that were previously collected for non-research purposes, as well as research involving existing information or specimens that were previously collected for research purposes–provided they were not collected for the currently proposed research. However, this intent was not made clear in either the OHRP’s or FDA’s November 9, 1998 Federal Register Notices.
(NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

	 FORMCHECKBOX 
 6: Collection of data from voice, video, digital, or image recordings made for research purposes.

	 FORMCHECKBOX 
 7: Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)


	COMPLETENESS CHECK

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
	All required human subjects training complete?
Note:      

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NA
	Grant application (minus budget & appendices) submitted for federally funded research?

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
	Conflict of interest reported?

 FORMCHECKBOX 
 If yes, IRB CISC representative notified

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NA
	Informed consent documents, scripts submitted, if required?

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NA
	HIPAA authorization or waiver submitted, if required?

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NA
	Supporting documents submitted?  (e.g., recruitment materials, questionnaires, surveys, if not recognized, widely accepted)

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 NA
	Supplemental Subpart Forms, if applicable.


	ASSESSMENT OF THE REVIEW SUBMISSION BY PRIMARY REVIEWER

	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Resolved
	Risks are minimized:

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

Where the investigator conducting the research under review is seeking funding from the federal government or other extramural funding agency, the IRB may depend on the rigorous review by the agency’s peer review process.

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Resolved
	Risks are reasonable:

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

Will the research achieve the objectives proposed? 

In evaluating risk, the IRB should consider only those risks and benefits that may result from the research, not risks and benefits of therapies subjects would receive even if not participating in the research.  The IRB should not consider possible long range effects of applying knowledge gained in the research (e.g., effects of results on public policy.)

· What is the risk level?

· Is there prospect of benefit to subjects?
COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Resolved
	Subject selection is equitable:

The IRB should also take into account:

• The purposes of the research. 

• The setting in which the research would be conducted. 

• Whether prospective participants would be vulnerable to coercion or undue influence. 

• The inclusion/exclusion criteria. 

• Participant recruitment and enrollment procedures. 

• The influence of payments to participant

Are recruitment materials free from exculpatory language? See IRB Guidance on Recruitment materials.
Who will be enrolled? Pregnant women? Children? Prisoners? Decisionally impaired? Economically or educationally disadvantaged persons?  Are these subjects appropriate for the protocol?  Are protections appropriate?
COMMENTS/Stipulations/Recommendations::      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Resolved
	Data monitoring:  

When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure safety of subjects. NOTE: The presence of a data and safety monitoring plan is not required for research that is deemed no more than minimal risk.
When appropriate does the protocol include a monitoring plan?  Would use of a data & safety monitoring board or other research oversight process enhance subject safety?

COMMENTS/Stipulations/Recommendations::      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Resolved
	Management of Information for Multi-center Research where a Penn Investigator is the Lead Investigator of a multi-center study, or Penn is the lead site in a multi-site study. 

Describe how information from performance about the obtained in multi-site research that might be relevant to the protection of participants will be obtained and managed, such as:

· Unanticipated problems involving risks to participants or others.

· Interim results. 

· Protocol modifications. 
Is the management of this information adequate?

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Resolved
	Privacy and Confidentiality:

Does the protocol describe adequate provisions to protect the privacy interests of participant?
When appropriate, there are adequate provisions to protect subject privacy & maintain confidentiality of the data.

Will personal identifiable research data be protected to the extent possible from access or use?  Are any special privacy & confidentiality issues properly addressed, e.g., use of genetic information?

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Resolved
	Adequate Resources:

Will the investigator have access to a population that will allow recruitment of the required number of subjects?

Will the investigator have adequate numbers of qualified staff?

Will the investigator have adequate facilities?

Will the investigator have an adequate process to ensure that all persons assisting with the research are adequately informed about the protocol and their related duties?

Availability of medical or psychological resources that participants might need as a consequence of the research?

Sufficient time to conduct and complete the research?

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Waived

 FORMCHECKBOX 
 Resolved
	Informed consent process:

Will the investigator obtain the legally effective informed consent of the subject or the subject’s legally authorized representative?

Will the circumstances of the consent process provide sufficient opportunity for the subject to consider whether or not to participate?

Will the circumstances of the consent process minimize the possibility of coercion or undue influence?

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Waived

 FORMCHECKBOX 
 Resolved
	Informed consent form:

Informed consent is obtained from research subjects or their legally authorized representative(s) in accordance with regulations.

Does the informed consent document include the basic element of consent? 

Is the consent document understandable to subjects? 

If appropriate, is there a children’s assent? 

Is the consent form free of exculpatory language that asks the subject to waive or appears to waive the subjects’ legal rights or language that waives or appears to release the investigator, sponsor, or the institution form liability for negligence?

COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Resolved
	HIPAA:
 FORMCHECKBOX 
 Authorization   
 FORMCHECKBOX 
 Authorization (incorporated into the consent form)
 FORMCHECKBOX 
 Waiver of Authorization

· List of PHI collected as part of the study

· Who may use disclose the information

· Who may receive the information

· Duration of authorization or no expiration

· Right to revoke authorization

· Information disclosed outside covered entity may not be 

              protected
COMMENTS/Stipulations/Recommendations:      


	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Resolved
	Survey Instruments

Were survey instruments included in the submission?  Refer to IRB guidance on survey instruments that do not require IRB review. 

Where survey instruments include sensitive information, recommend that the investigator consider applying for a Certificate of Confidentiality.

COMMENTS/Stipulations/Recommendations:      



	CONSENT WAIVERS

	Request for Waiver of Written Documentation of Consent:   ** Must meet (1), (2), or (3)  below **


	 FORMCHECKBOX 
 Waived
	(1) [HHS 45 CFR 46.117(c)(1)]: That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.

	 FORMCHECKBOX 
 Waived
	(2) [HHS 45 CFR 46.117(c)(2) or [FDA 21 CFR 56.109(c)(1)]:  That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context {e.g. telephone survey}.

	Provide protocol specific justification for waiver of written documentation of consent:       


	Does the PI should provide subjects with a written statement (information sheet) regarding the research?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  Review script or information sheet.

COMMENTS/Stipulations/Recommendations:       



	Request for Waiver or Alteration of Required Elements of Consent
NOTE: if the research is subject to FDA regulations, waiver of informed consent is not allowed except as provided in 50.23 for emergency use of a test article or under , 50.24 for planned emergency research

	 FORMCHECKBOX 
 Waived For research not subject to FDA regulation, waiver or alteration of informed consent may be waived under : § 46.116(d)   {NOTE:  All shaded boxes must be checked in order to meet this regulation for waived informed consent} 
Provide protocol specific justification for how each criterion is met. 

	Greater than min. risk?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	Because:      

	Practicable w/o waiver?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	Because:      

	Waiving adversely affect subjects?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	Because:      

	Pertinent info provided later, if appropriate? 
	 FORMCHECKBOX 
Yes or 
 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
No
	Because:      


	Request for HIPAA Waiver 

	 Waived in accordance with the provisions set forth in 45 CFR 46, § 164.512 (i)
{NOTE:  All shaded boxes must be checked in order to meet this regulation for waived HIPAA Authorization} 
Provide protocol specific justification for how each criterion is met. 

	The use of PHI involves no more than minimal risk to the privacy of individuals based on the presence of at least the following: 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           

	a. Adequate plan to protect PHI from improper use and disclosure
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           

	b. Adequate plan exists to destroy PHI at earliest opportunity consistent with conduct of the research
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           

	c. Adequate assurances are provided that PHI will not be reused or disclosed unless permitted
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           

	Research not practicable w/o waiver or alteration
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           

	Research not practicable w/o access to and use of PHI
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	Because:           


	REVIEWER’S FINAL ASSESSMENT/OPINION

	Consultant review needed
	 FORMCHECKBOX 
 Contact Executive Chair or IRB Chair for consultant information.

	Approve
	 FORMCHECKBOX 
 Without changes

	Approve
	 FORMCHECKBOX 
 Sufficient responses received to issues raised in sections above. NOTE: Copies of all correspondence between the IRB and the investigators including requests to the investigator and for revisions or clarifications and the investigator’s response must be maintained in the protocol file.

	Referred for review by the convened IRB
	 FORMCHECKBOX 
 Does not qualify for expedited review.

 FORMCHECKBOX 
 Risks significantly outweigh the benefit or value of the knowledge to be gained.

 FORMCHECKBOX 
 There are significant ethical concerns or questions that deem the study unacceptable.


Reviewed by:      
Date:      
Approved by:      
Date:       
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