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[bookmark: _Toc33456260]USCDI ONDEC Submission Prep Sheet
This resource is intended to help users prepare their ONDEC submission. However, you must enter this information directly into the ONDEC webform at www.healthIT.gov/ONDEC. 
Do not attach this prep sheet to your submission.
*Required to complete submission
	Submitter Details

	Name of Submitter *

	Submitter can submit on behalf of another, if desired.  Name entered here will be published with submission.

	Email Address of Submitter *

	(Auto populated from Interoperability Standards Advisory user account, but can be edited)
Email will not be published with submission but will be available to ONC for evaluation

	Secondary Email Address 

	

	Organization of Submitter *

	(Auto populated from Interoperability Standards Advisory user account, but can be edited)
Organization will be published with submission.

	





	Data Element

	Data Class Name (or select an existing USCDI Data Class from the drop-down menu) *

	

	Data Element Name *

	

	Data Element Definition *

	This field contains a concise definition for this data element. Please enter additional information about the use case(s) in the field(s) below.



	Are there similar or related data elements in USCDI? * (select one)
[bookmark: Check1][bookmark: Check2][bookmark: Check3]|_| Yes      |_| No     |_| Unknown
If yes, why should this data element be considered separately?

	If like other data elements, provide sufficient justification to add another data element rather than keeping an existing data element.

	You may submit additional data elements within this data class, using the same information below:

	Data Element Name – 1 *

	Additional data elements and their definitions may be added here.  

	Data Element Definition *

	Explain differences between data elements and their uses here.  

	

	Use Case 

	Briefly describe the main use cases to support adoption of the data element into 
the USCDI *

	Provide examples of collection, use, and exchange of this data element. Specific events or settings which require its collection and use, (e.g., create record, order prescription or lab, prepare a report) and frequency for its use should be included.
The submitter must state a clearly defined event or set of events where the collection of this data element is performed, and a clearly defined scenario where the exchange of this data element is performed.  Both must be present and express the need for this new data element.  Additional information including optionality or frequency of use is also helpful.
If the use case is different for different data elements in the same submission, please describe here, including unique use cases for each data element.

	Estimate the breadth of applicability of the use case(s) for this data element *

	(Level 0)– Use cases apply to a limited number of care settings or specialties, or data element represents a specialization of other, more general data elements.
(Level 1) – Use cases apply to several care settings or specialties.
(Level 2) – Use cases apply to most care settings or specialties.

	Link to use case project page

	

	Please add if there are additional use cases for this data element that could affect significant numbers of other stakeholders. 

	Please describe the additional use case *

	A submitted data element which demonstrates additional applicable use cases is more likely to be categorized into a higher level, as it demonstrates broader use or potential use. The level determination is based on the cumulative impact of all use cases.
Submitters should consider consultation with other stakeholders who could provide additional use case(s) prior to submission or who could provide significant commentary about other use cases after submission.

	Estimate the breadth of applicability of the use case(s) for this data element or data class *

	This estimate is for the additional use case(s) but could include a summary of the cumulative impact of all use cases

	Link URL

	

	Attachment describing this use case

	

	Does this data element support the following ONC priorities for USCDI data? (Check all that apply) * 

	|_| Address behavioral health integration with primary care and other physical care
|_| Mitigate health and health care inequities and disparities
|_| Address the needs of underserved communities
|_| Address public health interoperability needs of reporting, investigation, and emergency response
|_| None of the above  




	Maturity

	Does a vocabulary, terminology, or content standard exist for this data element? (e.g., SNOMED CT, LOINC, RxNorm) * (select one)
|_| Yes      |_| No     |_| Unknown
If yes, please cite the applicable standard *

	To achieve Level 1 or 2, submissions must answer yes to either vocabulary/terminology standardization or technical specification (described below).  Many submissions will have a terminology standard representation.
An example of a vocabulary/terminology standard to represent a Laboratory Test is LOINC®. Examples of a structural standard representing laboratory test/report are FHIR US Core DiagnosticReport and C-CDA R2.1 Result Organizer entry template.

	If yes, provide the URL: 

	

	Are there additional technical specifications such as an implementation guide (IG) or profile using this data element? (e.g., HL7® FHIR® US Core Implementation Guide v3.1.1 based on FHIR R4)
|_| Yes      |_| No     |_| Unknown
If yes, please cite the relevant technical specification(s) *

	To achieve Level 1 or 2, submissions must answer yes to either vocabulary/terminology standards (described above) or technical specification (described here). Most submissions will have a terminology standard representation.
Details about how the element is represented in the IG (FHIR US Core or C-CDA R2.1) including constraints and requirements about the inclusion of this data element using terms such as “shall”, “should”, “may”, “must support”, etc. is helpful to include.  Inclusion in a technical specification is not required to be considered for USCDI. 




	Which of the following best describes the current use of this data element? * (select one)

	|_| Not currently captured, stored, or accessed 
|_| (Level 0) Captured, stored, or accessed in limited settings such as a pilot or proof of concept demonstration. 
|_| (Level 1) Captured, stored, or accessed in at least one production EHR or HIT module. 
|_| (Level 2) Captured, stored, or accessed in multiple production EHRs or other HIT modules from more than one developer.

	Please cite supporting artifacts *

	Please provide specific examples of use within EHRs or other Health IT.

	Link URL

	

	Attachment: 

	





	Has this data element been electronically exchanged with external organizations or individuals (including patients)? *
|_| Yes      |_| No

If yes, in what settings have these data been electronically exchanged? * 
|_| (Level 0) Limited environments, such as connectathons or pilots   
|_| (Level 1) Between two production EHRs or other HIT modules using available interoperability standards     
|_| (Level 2) Between more than two production EHRs or other HIT modules using available interoperability standards 

	Please cite supporting artifacts *

	Please provide specific examples of exchange between EHRs or other Health IT, including which EHR/Health IT systems and interoperability standards used (e.g., FHIR IG).

	Supporting Link

	

	Attachment: 

	





	
Challenges

	Describe any restrictions on the standardization of this data element 
(e.g., proprietary code) *

	Use of proprietary code does not prohibit its inclusion in USCDI, but a higher barrier to adoption such as this would require a more substantial justification of the use case and value to nationwide interoperable exchange.  
Another example of challenges related to standardization is a lack of clear consensus about how to represent or exchange this data element, or where there are different and/or conflicting uses by different stakeholders.

	Describe any restrictions on the use of this data element (e.g., licensing, user fees) *

	Licensing or user fees may impact either inclusion in Level 2 or addition to next version, especially if fees are significant relative to the impact on nationwide interoperable exchange.  An example is payment of licensing fees to use a standard.

	Describe any privacy and security concerns with the use and exchange of this 
data element *

	Privacy and/or security concerns must be addressed here.  These concerns may invoke existing privacy and security regulations or restrictions such as HIPAA or 42 CFR Part 2.  If a new data class/element is not specifically covered by these, this must be stated clearly, not assumed to be not applicable.

	Please provide an estimate of overall burden to implement (i.e., impact to broader healthcare community for specialty-specific data element submission) *

	How hard has it been, or would it be to access and exchange the data element?
Is the data element only available in a system external to an EHR, such as a lab reporting system?  
Does the data element value need to be calculated by the patient or provider, or can it be automatically retrieved or calculated by the system in a production environment?
Does accessing or collecting the data element require significant time on the part of patient or provider or does it require an interruption in normal workflow to collect?
Does support for the data element require significant developer time to implement in EHR systems?
Answers to these questions may be unknown to the submitter and additional information would be needed from industry or may be discovered as part of the ONC consideration process.

	Please provide information on other challenges to implementation

	This may include concepts such as regulatory impact analysis, development burden/cost, cultural barriers, etc.  
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