	

	Florida Department of Health Human Subject Research Determination Worksheet 

	Name of person requesting consultation:
	     

	Title of project:
	     

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

	Determination

	 FORMCHECKBOX 
 DOH is not engaged in this research (See part 6)
 FORMCHECKBOX 
 DHHS-regulated research
 FORMCHECKBOX 
 Research not involving human subjects (DHHS)

 FORMCHECKBOX 
 Non-research: Public health practice

 FORMCHECKBOX 
 Non-research Quality improvement

 FORMCHECKBOX 
 FDA-regulated research
Completed by the Human Research Protection Administrator designated in the FWA within 5 business days of submission of a request for consultation; the person completing the form shall not have any involvement in the research

	Part I: DHHS research

	 FORMCHECKBOX 
 DHHS-regulated research involving human subjects as defined in DHHS regulations (both are true)

 FORMCHECKBOX 
 Research as Defined by DHHS (45 CFR 46.102(d): A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge
Project involves:

 FORMCHECKBOX 
 an investigation (inquiry, examination, or search for facts, usually involving the formulation or testing of a hypothesis); and

 FORMCHECKBOX 
 is systematic (conducted according to a plan, organized method, or procedure for testing or formulating a question or hypothesis and interpreting results); and

 FORMCHECKBOX 
 is designed (planned, purposed, or conducted to apply to phenomena outside the observed data) to contribute to generalizable knowledge (observations, findings, information, or results that have been demonstrated with enough confidence and significance to confirm or alter the consensus within the professional norms of a community or discipline) or develop such knowledge

 FORMCHECKBOX 
 Human subject as defined by DHHS (45 CFR 46.102(f): the project involves one or more living individuals about whom an investigator (whether professional or student) conducting research obtains 
Both are true 
 FORMCHECKBOX 
 Investigator obtains data about living individuals through intervention or interaction or private and identifiable data
 FORMCHECKBOX 
 data about living individuals through intervention (physical procedures or manipulations of individuals or their environment) or interaction (communication or interpersonal contact) with individuals

OR 

 FORMCHECKBOX 
 data about living individuals that is private AND  identifiable (the data are about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or use of data provided for specific purposes in which the individuals can reasonably expect that it will NOT be made public (e.g., medical record)

AND

 FORMCHECKBOX 
 The investigator is able to “readily ascertain” the identities of individual participants in research with the data
 FORMCHECKBOX 
 DHHS research (45 CFR 46.102(d)) does not involve human subjects (45 CFR 46.102(f))
 FORMCHECKBOX 
 Insufficient information to determine; return for additional information 

	Part 2: FDA-regulated research 

	 FORMCHECKBOX 
 Research as defined by FDA (21 CFR 102(c)) applies if any of the following are true: 
 FORMCHECKBOX 
 The activity will involve the use of a drug in one or more persons that is NOT the use of an approved drug in the course of medical practice (21 CFR 312.3(b))
 FORMCHECKBOX 
 The activity will evaluate the safety or effectiveness of a device in one or more persons (21 CFR 812.2(a))
 FORMCHECKBOX 
 Data regarding subjects or control subjects will be submitted to or held for inspection by FDA as part of an application for a research or marketing permit (21 CFR 50.3(c), 21 CFR 56.102(c))
 FORMCHECKBOX 
 Data regarding the use of a device on human specimens will be submitted to or held for inspection by FDA as part of an application for a research or marketing permit.


	 FORMCHECKBOX 
 Insufficient information to determine; return for additional information


	Part 3: Non-research: public health practice 

	 FORMCHECKBOX 
 Public health practice: the project
 FORMCHECKBOX 
 Is designed to improve the health of a population; it is not designed in whole or in part, to contribute to generalzable knowledge; 
 FORMCHECKBOX 
 Involves specific legal authorization for conducting the activity under state public health law; The Department is required in the project to:
 FORMCHECKBOX 
 Identify, assess, and control the presence and spread of communicable diseases (381.001(2) F.S.)
 FORMCHECKBOX 
 Detect and investigate food-borne disease, waterborne disease, and other diseases of environmental causation where the Department under statutory authority conducts epidemiological investigations and ongoing surveillance (381.006(2) and (10))

 FORMCHECKBOX 
 Investigate the sanitary condition of any city, town, or place in the state (386.02)

 FORMCHECKBOX 
 Collect data and conduct analyses and studies related to health care needs of the community for purposes of advising county health departments and the state health department regarding local and state health planning (408.033 F.S.)

 FORMCHECKBOX 
 Conduct epidemiological investigations, surveillance, programmatic evaluations, and clinical care for the population.(381.0032)
 FORMCHECKBOX 
 Includes a corresponding governmental duty to perform the activity to protect the public’s health;

 FORMCHECKBOX 
 Involves direct performance or oversight by a governmental public health authority (or its authorized partner) and accountability to the public for its performance; 

 FORMCHECKBOX 
 May legitimately involve persons who did not specifically volunteer to participate (i.e., they did not provide informed consent); and

 FORMCHECKBOX 
 Supported by principles of public health ethics that focus on populations while respecting the dignity and rights of individuals.

 FORMCHECKBOX 
 Is not FDA-regulated
 FORMCHECKBOX 
 Insufficient information to determine; return for additional information
See Public Health Practice vs. Research: A Report for Public Health Practitioners Including Cases and Guidance for Making Distinctions.  Hodge and Gostin, et al.  2004.  http://www.cste.org/pdffiles/newpdffiles/CSTEPHResRptHodgeFinal.5.24.04.pdf


	Part 4: Non-research: quality improvement

	 FORMCHECKBOX 
 Quality improvement: data-guided activities designed to bring about immediate, positive changes in the delivery of health care or organizational effectiveness in particular settings.  The project:
 FORMCHECKBOX 
 is designed for the purpose of continuously improving ongoing care and management of the system for delivering clinical care, including but not limited to activities that (at least one is true):
 FORMCHECKBOX 
 implement and monitor a practice to improve the quality of patient care

 FORMCHECKBOX 
 collects patient or provider data regarding the implementation of the practice for clinical, practical, or administrative purposes

 FORMCHECKBOX 
 measures and reports provider performance data for clinical, practical, or administrative uses
See OHRP Quality Improvement Activities Frequently Asked Questions
 FORMCHECKBOX 
 is an integral ongoing part of standard program operations (organization may require participation and the use of a specific quality framework, such as Kaizen, Six Sigma , PDCA, TQM, etc)
 FORMCHECKBOX 
 helps the organization track activities in terms of existing quality improvement frameworks or national best practices or benchmarks (e.g., Tobacco program activities are required in Florida statute to implement national best practices, including quality improvement monitoring)
 FORMCHECKBOX 
 is funded as integral part of ongoing operations (e.g., through established ongoing programmatic commitment to continuous quality improvement)
 FORMCHECKBOX 
 is the responsibility of institutional leadership who supervise quality initiatives; may involve a quality improvement committee or other ongoing organizational structure
 FORMCHECKBOX 
 is consistent with principles of biomedical and organizational ethics that supports organization efforts to provide 
high quality care aligned with ongoing systematic collection and measurement of quality data to improve individual patient care (e.g., transparency about the process, proportionality and use of the least intrusive monitoring, and fairness in the application of the results of monitoring)
 FORMCHECKBOX 
 Is not FDA-regulated
 FORMCHECKBOX 
 Insufficient information to determine; return for additional information


	Part 5: Other Determinations

	 FORMCHECKBOX 
 The project meets the Florida Department of Health’s ethical standards (e.g., acceptable risk-benefit relationship, equitable selection, informed consent where appropriate, protections of privacy interests of participants and the confidentiality of their data (under state law) where appropriate, transparency about the process, proportionality, and where applicable community involvement in quality improvement efforts (e.g., through the PACE format, or other standard Department frameworks for incorporating community attitudes and information


	Part 6: Engagement in Research

	 FORMCHECKBOX 
 DOH is engaged in research (when any of the following are true):
 FORMCHECKBOX 
 The research is sponsored (funded) in whole or in part from federal research appropriations to DOH, even where all activities involving human subjects research are carried out by agents or employees of another institution ("pass-through funding");

 FORMCHECKBOX 
 The research is conducted by or under the direction of any employee or agent of DOH in connection with his or her official responsibilities;

 FORMCHECKBOX 
 The research is conducted using any property or facility of the DOH;

 FORMCHECKBOX 
 The research involves DOH clients;

 FORMCHECKBOX 
 The research involves the use of non-public information maintained by the DOH when released outside DOH, except as otherwise required by law.
 FORMCHECKBOX 
 The research is conducted in accordance with an Assurance filed with the Office of Human Research Protections (OHRP) in which the DOH IRB is designated as the IRB of record through an established Memorandum of Understanding.
 FORMCHECKBOX 
 Insufficient information to determine; return for additional information
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