Data Standardization Work Group Brief
Draft: 05/02/2018

Purpose
The purpose of this brief is to provide guidance to public health investigators on the collection of dates of public health importance for individual cases of conditions reported to public health. The definitions of those dates are based on the data element descriptions in the Generic Version 2.0 Message Mapping Guide (MMG) (latest release from 12/06/2017) and available here: https://wwwn.cdc.gov/nndss/case-notification/message-mapping-guides.html.   
This brief provides guidance tos guidance seeks to standardize the application of these definitions, or data element descriptions, across conditions and jurisdictions to the extent possible. Standardization will improve the accuracy and consistency of the surveillance data collected, allowing for meaningful comparisons and analyses. In an effort to improve current practice, this brief provides guidance on the application of the existing data element descriptions. Work group recommendations for This guidance does not seek to revise the data element descriptions, although recommendations may be made for individual data elements and future versions of the Generic Message Mapping MMGGuide may also be made, as appropriate. Rather, the focus is on standardizing the application of the existing data element descriptions to improve the accuracyof the surveillance data collected, allowing for more meaningful comparisons and analyses.       	Comment by Laura Erhart: This statement seems contradicted by the CDC recommended actions at the end, though that may be a matter of tweaking/clarifying wording slightly.  	Comment by Shannon Harney: Response to LE: Updated the wording. When we first started, we wanted to focus the discussion on the existing data element description. As discussions continued, the door opened for potential revisions in the future. We would like to include those recommendations in the Brief.

Dates of Public Health Importance 

[History of NMI and transition to the MMG]
[Development of Genv2.0 to meet the needs of many different diseases and serve as the core moving forward]

As of April 2018, the most current generical case notification message mapping guide (MMG) is the Generic Version 2.0v2.0 MMG Release 5, encompassing 63 conditions, and last revised on December 6, 2017. This guide is to be used in conjunction with the four, published, disease-specific guides,  Arboviral v1.3, Congenital Syphilis v1.0, Hepatitis v1.0, and STD v1.0, as well as those to be published in the future. One exception is the Arboviral v1.3 MMG, which includes many of the Generic v2.0 MMG data elements within the Arboviral guide.	Comment by Oguntebi, Grace: Some additional MMGs have been published now:  mumps, pertussis, and varicella	Comment by Shannon Harney: Response to OG: Thanks for pointing this out! We were already going to be outdated. We’ve updated the wording to avoid spelling out the individual diseases. This may help the document stay current more easily. To your point, though, we may need to discuss specifying the Genv2.0 guide, or each time that guide is updated, revise this document.


[Content here clarifying that current case report forms and message structures for many conditions may not follow this guidance, but will. Utilization of the Generic v2.0 data elements may vary by condition.]

Date of Illness Onset
DefinitionData Element Description
The data element description for the Date of Illness Onset in the Generic v2.0 MMG is as follows, “Date of the beginning of the illness. Reported date of the onset of symptoms of the condition being reported to the public health system.”
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For the Arboviral v1.3 MMG, the specifications are as follows:
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The data element should be interpreted as the earliest date of the onset of signs or symptoms relevant to the reported condition oand r may be considered synonymous with sSymptom oOnset dDate.   	Comment by Laura Erhart: Just a formatting suggestion – is there a good way to bring this out more?  This is really the meat of the whole document.  

I guess we may be restricted by the CSTE briefs guidelines, however.  	Comment by Shannon Harney: Response to LE: We could highlight, use a different color, use a call-out box, etc. Once we have a format for the brief template, we can try different formatting to see what best draws attention.	Comment by Anne Fine: ? and	Comment by Shannon Harney: Response to AF: Corrected to “and.”

Data Source
During the course of an investigation, investigators may utilize data from a variety of sources, including interviews with the patient or a proxy, interviews with a healthcare provider, and medical record/chart reviews. Unless there is reason to believe the patient/proxy interview information is unreliable, the patient/proxy information should be considered the “truth” for the purpose of the investigation, and the remaining data sources should be utilized as supplementary information.   	Comment by Anne Fine: This seems to imply that you would not use the same field.  I think we would use a hierarchy – e.g., if not available from the patient/proxy, we would populate the same field with the onset date from the medical record.  It would not be supplementary, it would just be our second choice for source of the info.	Comment by Shannon Harney: Response to AF: Deleted supplementary. Thanks for clarifying.

A recommended hierarchy for the data sources is as follows:

1. Patient/proxy interview
2. Provider interview or medical record/chart review
a. 	Comment by Laura Erhart: My intent is, within the hierarchy, to clarify that if the MR indicates the date of illness onset – use that.  If not, go to 2b.  	Comment by Shannon Harney: Response to LE: Accepted changes to separate these out as a hierarchy.
b. Dates in the medical record/chart indicating a patient sought medical care may be indicative of the Date of Illness Onset (e.g., date of visit, admission date) if the signs or symptoms started in close proximity to the date of care and there is no competing explanation for the signs or symptoms. If the relevant signs or symptoms for the condition are noted on that date, and no additional information from the patient/proxy is available, the date of care may be utilized as the Date of Illness Onset.	Comment by Anne Fine: Feel like we should add here, even though obvious, if there is a statement in the medical record such as patient developed fever 3 days prior to visit, then the date 3 days prior to the visit would be considered the onset date, not the date of care.	Comment by Shannon Harney: Response to LE: Accept the change.

The dates provided by the provider or medical record, if different, may have value for the larger public health investigation. For example, if an earlier symptom onset date is identified from another source, the date may be helpful for identifying contacts and implementing measures for containment. A later date may be helpful for as post-exposure prophylaxis. These dates are important to note in the investigation, but the date used for Date of Illness Onset and the identified case should continue to be the patient’s self-reported earliest date of symptom onset	Comment by Oguntebi, Grace: unclear

Laboratory datesare not included in the hierarchy, and not recommended as a source of information to support the Date of Illness Onset. In general, laboratory reports do not contain sign or symptom information with onset dates.

Missing DataData Element Priority and Usage	Comment by Shannon Harney: Shannon’s change: Moved this section ahead of the Data Source section and renamed for the flow of the document. The first paragraphs of this section flows better from the data element description in the first section.
In the Generic vVersion 2.0 Message Mapping GuideMMG, the Date of Illness Onset is Preferred for thehas a CDC Priority of Preferred, and therefore is not required in the message. Additionally, the HL7 Implementation Notes indicate, “For unknown date, OBX-5 MAY be populated with ‘99999999’”.   	Comment by Oguntebi, Grace: suggest:  “has a CDC Priority of Preferred”	Comment by Shannon Harney: Response to OG: Thanks for the correction! Much better.

The general recommendation is to populate the data element when information is available to meet the above description of the Date of Illness Onset,,o, ; otherwise, the data element should remain NULL. The unknown code for OBX-5 is not recommended. 	Comment by Shannon Harney: Response to LE: Accepted the change.	Comment by Shannon Harney: Response to LE: Accepted the change.

Substitution of another date, or calculation from other dates, is not recommended. Some jurisdictions have substituted other dates or generated a calculated date to populate an Event Date due to a surveillance system requirement. If a surveillance system requires an Event Date, then the Event Date and Date of Illness Onset data elements should be distinct. Date of Illness Onset may be the date that populates Event Date for many investigations, but the data element “Date of Illness Onset” should not be used to store the Event Date.	Comment by Shannon Harney: Response to LE: Accepted the changes and removed the sentence.	Comment by Shannon Harney: Response to HLE below: “Suggest removing this phrase.  We really do expect the event date in the NETSS messages.": Removed this line. 

Examples of SspecificSpecific  scenarios resulting in a NULL Date of Illness Onset are described below:  	Comment by Laura Erhart: There may be something else we haven’t thought of?	Comment by Shannon Harney: Response to LE: Agreed. Accepted the changes.

1. Asymptomatic Patients
a. If a patient is asymptomatic, the data element should remain NULL.
2. Date of Illness Onset is Not Collected
a. The data element may not be collected systematically for a particular condition, even after the adoption of the Generic Version 2.0v2.0 and disease-specific MMGs. As noted above, the data element is not required for the case notification message. For these cases, the data element should remain NULL.   	Comment by Laura Erhart: My initial reading was that this first bullet really applied to all of 2.  But I think the point is that for some diseases we may not attempt to collect onset, right?  I’m not sure if my addition of “systematically” helps clarify that or not – or if there is a better way.  	Comment by Shannon Harney: Response to LE: We moved the last point up to become “b.” We want to note that for some conditions, some jurisdictions to not collect the data element. For others, some jurisdictions don't investigate individual cases to capture this level of detail.
b. For some jurisdictions, individual cases for a condition may not be investigated and therefore the signs/symptoms may not be collected. For these cases, the data element should remain NULL.
c. Upon investigation, some cases may have no sign/symptom onset IinformationI  available. For these cases, the data element should remain NULL.
d. Upon investigation, some cases may have signs or symptoms available, but no onset date. For these cases, the presence of the signs and symptoms should be recorded in the investigation, but if the date of the earliest relevant sign or symptom cannot be obtained, the data element should remain NULL. 
i. . Some Jjurisdictions may choose to specify the individual signs and symptoms;, , whereas other may utilize ana symptom indicator. that the patient was symptomatic; or indicator... Additionally, some jurisdictions may have an indicator to note the Ddate of Iillness Oonset is unknown.
e. Some cases may be lost to follow-up, with no onset information available. For these cases, the data element should remain NULL.
f. For some jurisdictions, individual cases for a condition may not be investigated. For these cases, the signs/symptoms may not be collected, and the data element should remain NULL.

Additionally, substitution of another date, or calculation of the date from other dates, is not recommended. Some jurisdictions have been substituting other dates or generating a calculated date to populate an Event Date for CDC or due to a surveillance system requirement. An Event Date is not required by CDC, including for the NETSS format. If a surveillance system requires an Event Date, then the Event Date and Date of Illness Onset data elements should be distinct. Date of Illness Onset may be the date that populates Event Date for many investigations.
Data Source
During the course of an investigation, investigators may utilize data from a variety of sources, including interviews with the patient or a proxy, interviews with a healthcare provider, and medical record/chart reviews. Unless there is reason to believe the patient/proxy interview information is unreliable, the patient/proxy information should be considered the “truth” for the purpose of the investigation.   

A recommended hierarchy for the data sources is as follows:

3. Patient/proxy interview
4. Provider interview or medical record/chart review
a. Documentation of the earliest date of the onset of signs or symptoms for the condition. 	Comment by Laura Erhart: My intent is, within the hierarchy, to clarify that if the MR indicates the date of illness onset – use that.  If not, go to 2b.  	Comment by Shannon Harney: Response to LE: Accepted changes to separate these out as a hierarchy.
b. Dates in the medical record/chart indicating a patient sought medical care may be indicative of the Date of Illness Onset (e.g., date of visit, admission date) if the signs or symptoms started in close proximity to the date of care and there is no competing explanation for the signs or symptoms. If the relevant signs or symptoms for the condition are noted on that date, and no additional information from the patient/proxy or elsewhere in the medical record/chart is available, the date of care may be utilized as the Date of Illness Onset.	Comment by Anne Fine: Feel like we should add here, even though obvious, if there is a statement in the medical record such as patient developed fever 3 days prior to visit, then the date 3 days prior to the visit would be considered the onset date, not the date of care.	Comment by Shannon Harney: Response to AF: Thanks for thinking of this! Added in 2bi to clarify. We can bring this up on the call for the group too.
i. If the medical record/chart references the date of sign/symptom onset, but does not specify the date, the investigator should identify the correct date for population. For example, if the medical record/chart indicates onset three days prior to the visit, which occurred on 01/01/2018, then the onset should be identified as 12/29/2017.

The dates provided by the provider or medical record, if different from dates provided by the patient/proxy, may have value for the larger public health investigation. For example, if an earlier symptom onset date is identified from another source, the date may be helpful for identifying contacts and implementing measures for containment. A later date may be helpful when considering post-exposure prophylaxis. These dates may be important to note in the investigation, but the date used for Date of Illness Onset for[?] the identified case should to be the patient’s self-reported earliest date of symptom onset, as referenced in the hierarchy above 	Comment by Naguit, Marijoyce (CDPH-CID-DCDC-CDER): From CA Immunization Branch – For diseases such as measles and meningococcal, a difference of one day can make a huge difference when it comes to exposures.  This paragraph sounds like the patient’s word is set in stone, but in our case, sometimes we’ll get differing information from the patient, doctor, and from the patient again.  	Comment by Shannon Harney: Response to NM: During the calls, we had discussions about how to handle different dates from the different sources, and concerns about another source providing an earlier or later date that might be helpful to the investigation. We want to reinforce collecting those dates, but try to standardize the use of the Date of Illness Onset as only the date of reported signs/symptoms. When we looked at sources for that information, the general consensus was for the patient/proxy to be primary, if reliable. I think the challenge we might be facing is that some jurisdictions or disease programs are using the Date of Illness Onset to approximate the beginning of the illness, but the Genv2.0 data element description is actually for Date of Symptom Onset. Could that be the challenge?	Comment by Anne Fine: not sure what this means	Comment by Shannon Harney: Response to AF: We want to convey that an earlier or later date provided by the provider or medical record/chart may be helpful for the investigation, but shouldn't be substituted for the actual report of signs/symptoms for the case. We were concerned some investigators may use the earliest of the available dates for contact tracing or containment.

The dates obtained from the provider or medical record/chart, if different from the date provided by the patient/proxy, may have value for the larger public health investigation. For example, these dates may establish the:
· Incubation period and relevant risk factors
· Period of infectiousness and necessary exclusions or infectious disease precautions
· Timeframe during which post-exposure prophylaxis should be given

As described above, investigators should follow the hierarchy when identifying the most appropriate date for Date of Illness Onset for the case, but note these additional dates elsewhere in the record.

Laboratory dates (e.g., specimen collection date, result date) are not included in the hierarchy, and not recommended as a source of information to support the Date of Illness Onset. In general, laboratory reports do not contain sign or symptom information with onset dates.
Identifying thethe Earliest Sign or Symptom for the Date of Illness Onset
Across conditions, the recommended signs and symptoms to consider when applying thefor the Date of Illness Onset  varyvary. Investigators should refer to the latest case definition for the condition, as published on the CDC website at https://wwwn.cdc.gov/nndss/conditions/., for indication of the signs or symptoms that may be relevant for each condition.. The case definitions are based on CSTE position statements, which are housed in the CSTE position statement archive at: http://www.cste.org/default.asp?page=PositionStatements.   

Implementation of theThe disease disease-specific MMGs may require collecting a onset dates for individuala date for each  signssign or symptomssymptom collected. For these conditions, the date for the Date of Illness Onset should be the date of the earliest relevant sign/symptom, which may be one of the signs/symptoms with its own discrete data element or a sign/symptom without a discrete data element. date of the earliest symptom should also be utilized for the Date of Illness Onset.	Comment by Laura Erhart: I’m struggling with this statement, but I guess we also don’t know what all the MMGs will look like.  I think to me the relevant points are 
Yes, please fill in the Date of Illness Onset, even if there are individual sx variables (and of course, use the earliest), but
 The earliest of those explicit sxs doesn’t HAVE to be the Onset.  There may be an identifiable prodrome that is not captured in the MMG questions but that should be used for Onset.  	Comment by Shannon Harney: Response to LE: Thanks for thinking of the other signs/symptoms that may not have discrete data elements. Updated the wording.


Recommended Actions	
CSTE	Comment by Laura Erhart: Not necessary for finalizing Onset perhaps, but: 
CSTE – disseminate guidelines?
Do we want a S/T/L HD section?  
Revisit how we fill in Onset & educate investigators
Consider revisions to the surveillance system, if needed to:
Not require Onset, not autopopulate
Split out event date
Have a way to indicate asymptomatic or symptomatic but onset date not available (?)	Comment by Shannon Harney: Response to LE: Thanks for outlining actions for the jurisdictions. I’ve added those below, but then also moved those up earlier in the ordering.

1. Distribute the brief to the broader CSTE community for a three-week comment period.
2. Publish the approved brief on the CSTE website within 10 business days after approval.
3. Distribute the brief to the CSTE community via membership, steering committee, and subcommittee listserves.

Data Standardization Work Group and SPIS

1. Promote the brief on the S/I steering committee and subcommittee conference calls.
2. Review and update the brief upon changes to the Generic Messaging Mapping Guide.
State, Territorial and Local Health Departments

1. Review the brief and conduct a gap analysis for each data element to identify differences in the surveillance system implementation and application of the data elements across disease programs.
2. Implement necessary revisions to the surveillance system to address the following:
a. Date of Illness Onset	Comment by Shannon Harney: Removed: Data element should require manual data entry.
i. Data element should not be required; NULL should be allowed
ii. Data element should not be populated from another field via substitution, calculation, or application of an algorithm
iii. Data element should be a discrete data element separate from the Event Date
CDC

1. Revise the Generic Message Mapping Guide as follows:	Comment by Shannon Harney: We could go beyond this for implementation:
NMI Onboarding/TA Teams:
 Include this guidance as a reference for jurisdictions onboarding
Reference this guidance for kick-off calls
Include the Genv2.0 guide within the disease-specific guides as a tab. We know it will be a challenge to update those tabs as the Genv2.0 guide is updated, but the disease programs don’t understand having a separate guide in conjunction, and this isn’t explained well on the kick-off calls.
a. Revise the Date of Illness Onset data element
i. Revise the Data Element Name to Symptom Onset Date.
ii. Remove the language in the HL7 Implementation Notes indicating, “For unknown date, OBX-5 MAY be populated with ‘99999999’”.
iii. Replace the HL7 Implementation Notes with directions to leave the data element NULL when sign or symptom information is unavailable.
iv. Include in the Data Element Description a reference to this document for appropriate application.

CSTE	Comment by Laura Erhart: Not necessary for finalizing Onset perhaps, but: 
CSTE – disseminate guidelines?
Do we want a S/T/L HD section?  
Revisit how we fill in Onset & educate investigators
Consider revisions to the surveillance system, if needed to:
Not require Onset, not autopopulate
Split out event date
Have a way to indicate asymptomatic or symptomatic but onset date not available (?)	Comment by Shannon Harney: Response to LE: Thanks for these additions! Will we have any responsibilities/recommendations for the work group or SPIS to include?	Comment by Shannon Harney: Response to LE on the last point of “Have a way to indicate asymptomatic or symptomatic but onset date not available (?)” We might want to take this back to the group. There was some mention of alternatives for indicating a patient as asymptomatic in the system, but we may want an indicator that is the same across conditions. This could be useful for Genv3.0?


iv. 
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