


[bookmark: _GoBack]Research Protocol for State Outbreak Reporting Laws
This research protocol describes an analysis of state laws addressing the legal authority of state health departments to require facilities to report outbreaks to the state health department.  The National Center for Emerging and Zoonotic Infectious Diseases’ Division for Healthcare Quality Promotion (DHQP), by capturing these provisions in a single digital archive, seeks to support the Council for Outbreak Response: Healthcare-acquired infections and Antibiotic Resistance (CORHA) in its goal to provide guidance on responding to outbreaks.  Further, this dataset might capture state requirements for reporting outbreaks of clostridium difficile (C.diff) and carbapenem-resistant Enterobacteriaceae (CRE) outbreaks or other clinically significant pathogens, including facility and laboratory reporting.  This dataset expands on previous phases of work between DHQP and CORHA and aims to institutionalize policy surveillance research for this topic going forward.
Scope
This legal dataset consists of state statutes and regulations enacted on or before XX, 2017 related to the reporting of healthcare associated infections (HAIs) and antibiotic-resistant organisms (AROs) identified in state healthcare facilities. 
Primary Data Collection
Project dates:
Legal research was conducted from ________ to ________.
Dates included in the dataset:
This dataset includes laws in effect on or before XX, 2017.   
Data collection methods:
The WestlawNext database was used to identify statutes and regulations using the search terms “infection” and 
“disease” and narrowing by code section. The terms “outbreak,” “occurrence,” “epidemic,” and “cluster” were used to narrow each code section.  
[Fill in as we proceed.]
Databases used:
WestlawNext
Possible Search terms:
“event,” “incidence,” and “occurrence,” and related key words likely to be named in provisions based on scientific literature.
Coding
Development of coding scheme:
The coding scheme was developed using input from DHQP and CORHA on the topic of outbreak response.  Questions were narrowed based on the ability for the legal data to be associated with definitions for outbreak reporting.  Accordingly, the coding scheme reflects: 1) the development of a question set; 2) tested questions on a batch of legal provisions; 3) analysis of the questions for adequacy; and 4) revision of questions if needed for accuracy.  This iterative process was repeated for all state legal provisions [### times].
The questions designed relate to the ability of state law to require reporting of HAI or AR outbreaks, hereinafter defined as including tracking and reporting requirements for facilities.[footnoteRef:1]  Specifically, the questions ask about: [1:  An action that has been associated with increased surveillance, response, and prevention of HAIs and AR in healthcare settings over time [requires pin cite to DHQP HAI report].] 

1. General requirements to report HAI/AR outbreaks (e.g. conferring authority to a health department to design an outbreak reporting program);
2. Identification of clusters or epidemics of certain HAI/AR infections (e.g. clostridium difficile (C.diff) and carbapenem-resistant Enterobacteriaceae (CRE)) within facilities that amount to an “outbreak”;
3. Delineating the reporting mechanism (e.g. to the laboratory or to state health department programs); and
4. Specific dates that provisions became effective and therefore put facilities on notice that HAI/AR outbreak reporting is a regulatory priority.
Coding Methods
The coding methodology had two phases. In the initial phase, legal provisions were coded without reference to other legal provisions within the same jurisdiction. For example, statutes and regulations within the same jurisdiction were coded separately in this first phase to help identify any inconsistencies. 
In the second phase, laws within the same state that were in effect at the same time were coded together. The result of this second phase was that each state would have exactly one coded answer to each question for a given time period. 
Dividing the coding methodology into two phases served three purposes. First, it helped researchers develop coding questions (outlined above) because examining the laws separately helped identify new coding questions or nuances within existing coding questions that needed refinement in protocol. Second, coding each law separately helped identify possible contradictions and inconsistencies within a jurisdiction’s laws. Finally, it added redundancy in coding; laws would be reanalyzed collectively after they were analyzed separately.
Coding Criteria
Coding definitions: 
· “Y” or “yes” means the law clearly satisfies the coding criteria.
· “N” or “no” means the law clearly rejects the coding criteria.
· “AB” or “ambiguous” means the law could either satisfy the coding criteria or not, depending on reasonable interpretations of the law.
· “NM” or “not mentioned” means the law does not address the coding criteria.
Question coding instructions:
Does the state require a facility to report HAI/AR outbreaks to the state health department?
· Code “no” if the state law does not require reporting of HAI/AR outbreaks and close coding activity for that state.
· Code “yes” if the state requires reporting of HAI/AR outbreaks in any provision, enter the clause requiring reporting, and proceed to the next question.
Does the state law attempt to define an “outbreak” (epidemic, cluster, or unusual occurrence) in any provision for the purposes of reporting that outbreak to a state health department?
· Code “no” if the state law does not define an outbreak, enter the clause, if any, used to denote a catch-all phrase for an outbreak, and proceed to the next question.
· Code “yes” if the state defines the term “outbreak” (epidemic, cluster, or unusual occurrence) in any provision, enter the clause defining “outbreak” for the purposes of reporting, and proceed to the next question.
Does the state law specify that outbreaks of clostridium difficile (C.diff) and carbapenem-resistant Enterobacteriaceae (CRE) must be reported to the state health department?
· Code “no” if the law does not require reporting outbreaks of the above infections and proceed to the next question.
· Code “yes” if the law specifies the individual infections, mark each infection that the state law specifies, then proceed to the next question. The choices are:
· C. diff
· CRE
Does the state law require specific facilities to report outbreaks to the state health department?
· Code “no” if the law does not specify this reporting mechanism and close coding activity for that state.
· Code “yes” if the law does require facilities to report outbreaks to the state health department and mark each facility that the state law specifies.  The choices are:
· Long Term Care
· ASC’s
· Nursing Homes
· Dialysis
· Laboratories
· Non ICU Hospital Wards
· Hospital ICU
· Outpatient Facility



Scoping exclusions:
There were are number of topic areas that are explicitly excluded from the scope of this assessment but may be of interest for future assessments. See below:

	Topic
	Description/Examples

	· Regulation requiring outbreak reporting of community acquired infections 
	· 

	· Regulation requiring the state health department to publicly report outbreaks 
	



Validation
The validity of data collection, coding, and data entry was checked in two different phases. In the first phase, after the first researcher finished coding all laws, a second researcher selected 10 states at random and duplicated the collection and coding of laws while blind to the first researcher’s coding. The second researcher then verified that the results were consistent between researchers. 
The second phase occurred after the data were loaded into the LawAtlas platform. During the second phase validation check, the first researcher selected 10 states at random and verified that text of the law supported each code for all entries for the 10 states.



