	

	Florida Department of Health

Expedited Procedure Eligibility – Amendments

	PROTOCOL NUMBER:
	     

	PRINCIPAL INVESTIGATOR:
	     

	TITLE OF STUDY:
	     

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	Instructions: Use the worksheet to determine if the change is either a minor change, or a change otherwise eligible for expedite review

	Section 1: Minor changes in previously approved research (45 CFR 46.110(b)(2))

	 FORMCHECKBOX 
 The changes are minor because all of the following are true:

 FORMCHECKBOX 
  Any increment in risk is less than minimal risk

 FORMCHECKBOX 
 All additional activities or procedures are eligible for review using the expedited procedures if part of a protocol submitted for initial review

 FORMCHECKBOX 
 One of the following is true:

 FORMCHECKBOX 
 The research is minimal risk

 FORMCHECKBOX 
 The changes do not alter study design; NOTE: if the changes impact study design, complete the questions below to determine if the study is still eligible for review using the expedited procedure

If the changes are minor, skip to the end.  Do not complete Section 2

	Section 2: Changes that are not minor, but that are still eligible for review using the expedited procedure 

	Determine that the change meets the following criteria and meets one or more expedited categories for review
 FORMCHECKBOX 
The research presents no more than minimal risk to participants

 FORMCHECKBOX 
 The identification of the participants or their responses will not reasonably place them at risk of criminal or civil liability or be damaging to their financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.

 FORMCHECKBOX 
 The research is not classified.

 FORMCHECKBOX 
 If the research involves prisoners as participants, the research may be reviewed using the expedited procedure when at least one of the following two options apply:

 FORMCHECKBOX 
 Option 1: Research involving interaction with prisoners (including obtaining consent from prisoners) where:

 FORMCHECKBOX 
 The research is not greater than minimal risk for the prison population being studied or included.

 FORMCHECKBOX 
 The prisoner representative concurs with the determination of minimal risk.

 FORMCHECKBOX 
 The prisoner representative must review the research as a reviewer designated by the IRB Chair, either as the sole reviewer or in addition to another reviewer.

 FORMCHECKBOX 
 Option 2: Research involving prisoners that does not involve interaction with prisoners (for example, research involving existing data or record review, including epidemiological research involving prisoners)
 FORMCHECKBOX 
 The research is not greater than minimal risk for the prison population being studied or included.

Note: The prisoner representative may review the research as a reviewer if designated by the IRB chair, but review by the prisoner representative is not required.
 FORMCHECKBOX 
 The research falls into one or more of the following categories (check all that apply):

 FORMCHECKBOX 
 Category 1: Clinical studies of drugs and medical devices when one of the following is true:

 FORMCHECKBOX 
 Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. 

 FORMCHECKBOX 
 Research on medical devices for which one of the following is true:

 FORMCHECKBOX 
 An investigational device exemption application (21 CFR Part 812) is not required

 FORMCHECKBOX 
 Both of the following is true

 FORMCHECKBOX 
 The medical device is cleared/approved for marketing

 FORMCHECKBOX 
 The medical device is being used in accordance with its cleared/approved labeling.

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

 FORMCHECKBOX 
 From healthy, non-pregnant adults where all of the following are true:

 FORMCHECKBOX 
 The participants weigh at least 110 pounds.

 FORMCHECKBOX 
 The amounts drawn will not exceed 550 ml in an 8-week period.

 FORMCHECKBOX 
 Collection does not occur more frequently than 2 times per week.

 FORMCHECKBOX 
 From other adults and children considering the age, weight, and health of the participants, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected where all of the following are true:

 FORMCHECKBOX 
 The amount drawn will not exceed the lesser of 50 ml or 3 ml per kg in an 8-week period.

 FORMCHECKBOX 
 Collection may not occur more frequently than 2 times per week.

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

 FORMCHECKBOX 
 Category 4: All of the following are true:

 FORMCHECKBOX 
 Collection of data through noninvasive procedures routinely employed in clinical practice.

 FORMCHECKBOX 
 The procedures do not involve general anesthesia or sedation.

 FORMCHECKBOX 
 The procedures do not involve x-rays or microwaves.

 FORMCHECKBOX 
 Where medical devices are employed, they are cleared/approved for marketing.

 FORMCHECKBOX 
 Category 5: One of the following:

 FORMCHECKBOX 
 Research involving materials (data, documents, records, or specimens) that have been collected

 FORMCHECKBOX 
 Research involving materials (data, documents, records, or specimens) that will be collected solely for non-research purposes (such as medical treatment or diagnosis)
Applies if either is true
 FORMCHECKBOX 
 Category 6: Collection of data from voice, video, digital, or image recordings made for research purposes.

 FORMCHECKBOX 
 Category 7: One or both of the following is true:

 FORMCHECKBOX 
 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)

 FORMCHECKBOX 
 Research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies

The amendment is:

 FORMCHECKBOX 
 Eligible for review using the expedited procedure as a minor change (110(b)(2))
 FORMCHECKBOX 
 Eligible for review using the expedited procedure meeting one or more expedited categories 1-7

 FORMCHECKBOX 
 NOT eligible for review using the expedited procedure; contact staff.
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