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Overview

Focussed Care Management includes retrieval and update of data for public health, including Immunizations and Cancer Registries.   This proposal focuses on retrieval and update of data.

Our proposed approach includes query and notification transactions for both HL7 Version 2 and Version 3:

1. Enhance Immunization Summary Template of QED to include additional data elements.  

2. Add a notification or unsolicited update equivalent of QED using the enhanced data elements.

3. Include existing Version 2 immunization messages as described in the CDC implementation guide for immunization registries.

Since (3) above simply includes an existing HL7 implementation guide in its entirety, the rest of this document focuses on (1) and (2).
Build on existing Care Record and QED

Software Partners and GE Healthcare implemented QED for immunizations in the recent Interoperability Showcase.  This proof-of-concept led to the realization that QED includes most of the data elements needed for retrieval and update of immunization data according to established standards and usage patterns.  Our proposed approach includes adding to the Immunization Summary Template to include missing elements.  Most of the data elements that we need are defined in the PCC technical framework, but some are not specifically included in the existing Immunization Summary Template.
Expand Use Cases

First of all, we would like to extend the Use Cases to include the following, since we can show that they share almost all the same data elements:
· Unsolicited Update of Immunization Data

· Query for Immunization Data

In future, we propose to use the same payload structure for an Immunization Decision Support Service, which is on the Patient Care Coordination (PCC) roadmap.  This is being currently proposed for inclusion in the Healthcare Service Specification Project’s (HSSP’s) Decision Support Service, and may be available for adoption by IHE in a future year.  This provides for seamless interaction between data retrieval (QED) and Decision Support.
Actors and Transactions

Actors and transactions for retrieval and update of immunization data:
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List of New Fields

We would like to include the following additional data elements in the Immunization Summary:
Administered Vaccine

· Performer (Who Administered shot)

· Informant (Source of Information about this Shot)

· Vaccine Information Statement (VIS) Given

· VIS Version Date

· Action Code (Add / Change / Delete) (for HL7 v2 compatibility)
· Reason Not Given Code (not just a comment)

Supply / Manufactured Material

· Manufacturer of Vaccine (CDC MVX Codes)
· Lot #

· Lot Expiration Date

· Lot Recalled Status

· Vaccine Damaged Status
Problems and Allergies

Conditions

· Effective Date

· End Date (Required only if problem resolved or ended)
· Diagnosis / Problem Code

· Condition Comments

Intolerances

· Effective Date

· Intolerance Code
· Substance Code

· Reaction Code / Scope

· Severity Code

· VAERS Submitted Flag (if applicable)
· VAERS Date Submitted (if applicable)
· Intolerance Comments

Advance Directives

· Permanent Flag

· Start Date

· End Date (If not Permanent Directive)
· Immunization Advance Directive Scope

· CVX Code

· Vaccine Family Code
· Advance Directives Comments

Comments and Questions to Resolve

Conditions

Conditions must be coded in order to be useable for Immunization Decision Support.

Includes current medical conditions, which may or may not be permanent, that may contraindicate (or positively indicate) some or all vaccines.  This could include simple problems such as a fever, or the presence of a more serious disease or medical treatment that is immunosuppressant.  It can also include common conditions such as pregnancy.

Vital signs include temperature which indicates fever, disease history is past medical history, current problems (has a cold), pregnancy could be a current problem or could be recorded separately, lab results like tests for antibodies.  Medications may need to be added as immunocompromise may only be inferred from treatments, etc. – i.e. chemotherapy, steroids, …
Conditions must also include relevant disease history, such as ChickenPox, Mumps, Measles, etc., which confer immunity to future instances of the disease.

Intolerances

Intolerances must be coded in order to be useable for Immunization Decision Support.

This includes known allergies, especially to eggs or other substances that are used in the manufacture of vaccines, as well as vaccines themselves.

Egg allergy should be explicitly called out, i.e. state that they don’t have an egg allergy.
It may also include information about suspected adverse events which followed vaccine administration, even if they have not been definitively tied to the administration of a particular vaccine, and may not have immediately followed the vaccine administration.

Note:  The existing Substance Administration template includes an observation about adverse events which are “caused by” and directly result from the immunization.  Additional adverse events are included separately here for things which manifested later, or may have a questionable association with any particular immunization events.

Advance Directives

Advance Directives must be coded in order to be useable for Immunization Decision Support.

This is used to record a refusal to be vaccinated for religious, philosophical, or other reasons that are supplied by the patient.

It specifies scope of exclusions, e.g.: specific vaccine, specific vaccine family, live vaccines, all vaccines, etc.  Either CVX or Vaccine Family Code may be required, depending on Advance Directive Scope.

Include subject of advanced directive.  Vaccine would be a participant?  A few options on how to model this.
Sample XML

The following sample XML has new tags highlighted.  However, it does not include information about the Vaccine Information Statement.  I may have also put some of the new elements in the wrong places within the existing templates.  What I was attempting to do was to concatenate the pertinent information sections from the following 3 QED Response messages:
· Immunization

· Problems (Conditions and Intolerances)

· Advance Directives

<controlActProcess moodCode="EVN">
  <subject>
    <registrationEvent>
       <id root='903e67b1-3169-481e-b9e8-3fdfe84ceb8c'/>
      <statusCode code="active"/>
      <custodian>
        :
      </custodian>
      <subject2>
        <careProvisionEvent>
          <recordTarget>
            <patient>
              :
            </patient>
          </recordTarget>
          <!-- zero or more representations of a substance administration -->
          <substanceAdministration moodCode="EVN" negationInd="false" 

classCode="SBADM">
            <templateId root="2.16.840.1.113883.10.20.1.24"/>
            <templateId root="1.3.6.1.4.1.19376.1.5.3.1.4.7"/>
            <id extension="63" root="1.3.6.1.4.1.21367.2008.1.2.190.2"/>
            <code code="IMMUNIZ" codeSystem="2.16.840.1.113883.5.4" 

codeSystemName="ActCode"/>
            <text>cvxCode</text>
            <statusCode code="completed"/>
            <effectiveTime value="20070911"/>
            <routeCode nullFlavor="UNK"/>
            <approachSiteCode nullFlavor="UNK"/>
            <doseQuantity value="1"/>
            <consumable typeCode="CSM">
              :
            </consumable>
            <!-- zero or one representation of the person who administered the 

vaccine  -->
            <performer typeCode='PRF'>
              :
            </performer>
            <!-- zero or one representation of the instance information of the 

administerableMaterial  -->
            <manufacturedMaterial>
              <!-- Manufacturer of Vaccine, Lot #, Expiration Date, Recalled 

Status [needs work] -->
            </manufacturedMaterial>
            <!-- exactly one Author of the Substance Administration -->
            <author typeCode='AUT'>
              :
            </author>
            <!-- zero or more representations of the source of information 
about the substanceAdministration -->
            <informant typeCode='INF'>
              :
            </informant>
            <!-- or the following -->
            <observation typeCode='OBS' moodCode='EVN'>
              :
            </observation>
          </substanceAdministration>
          <!-- zero to many representations of Problems -->
          <observation classCode='OBS' moodCode='EVN' negationInd=' false|true '>
            :
          </observation>
          <!-- zero to many representations of Allergies and Intolerances -->
          <observation classCode='OBS' moodCode='EVN' negationInd='false'>
            :
            <value type='CD' code=' ' codeSystem=' ' displayName=' ' 

codeSystemName=' '/>
            <participant typeCode='CSM'>
              :
            </participant>
            <!-- zero to many <entryRelationship> elements containing 

Reactions (Adverse Events) -->
            <entryRelationship typeCode='MFST'>

              <templateId root='1.3.6.1.4.1.19376.1.5.3.1.4.6.1'/>

              <observation classCode='OBS' moodCode='EVN'>

                <templateId root='2.16.840.1.113883.10.20.1.54'/>

                <templateId root='1.3.6.1.4.1.19376.1.5.3.1.4.5'/>

                :

              </observation>

            </entryRelationship>

            :
          </observation>

        </careProvisionEvent>
        <parameterList> .. parameterList>
      </subject2>
    </registrationEvent>
  </subject>
</controlActProcess>
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