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1. Functional Standards. 

This section describes the core functional standards that are encouraged as functions to promote the use of immunization information systems in support of vaccine adverse event reporting. Currently there are 7 functional standards for VAERS and IIS reporting. 

The purpose of this document is to describe what the desired functional standards should be at the business/programmatic level view, not the technological solution designed to implement them. 

The functional standards depicted with an Importance of Feature Designation (IFD): 

R = Required, is an indication that the function is necessary to meet existing clinical or VAERS reporting requirements.

S = Significant, is an indication that the function supports a significant provider based or state programmatic optimum practice. 

O = Optional, is an indication that the function is a “nice to have” option and shows a value-added benefit.   

1. (R) Electronically report the adverse event directly to the VAERS contractor utilizing the immunization registry (immunization information system).

2. (R) Store data about an adverse event.

3. (S) Notify the appropriate state authority, such as the immunization program manager or state epidemiologist, that an adverse event has been reported in their jurisdiction.  

4. (S) Provide an indication that a previous adverse event has been recorded for patient.  

5. (R) Supply denominator data for adverse event investigations.  This may include certain data items for number of does of X over time period y. 

6. (S) Provide clinical protocol information for adverse event inquiry.

7. (R) Ensure reports are of appropriate quality and completeness.  

8. (O*) Provide the ability for Provider to recall and correct/edit a VAERS report.

9. (S*) Provide the ability for Provider to report a VAE for every patient, not just IIS core constituents.

10. (R*) Provide the ability for Provider to print out the VAERS report.

* see issues needing discussion 

2. Process description: IIS-VAERS Collaboration

Key Actors/Participants

Provider (Health Care Provider), Immunization information system (IIS), VAERS Contractor, State Immunization Program Manager/Health Department Authority 

Business Preconditions

1. The Provider is enrolled in an Immunization information system (IIS).

2. The Provider reports immunizations to an Immunization information system (may be a state, local, regional or private registry). Reporting may be via electronic exchange between a provider system and an IIS (EMRs, large provider systems).

3. The Provider accesses the Immunization information system (IIS) to report vaccine adverse events to VAERS.

4. An electronic communication has been established between the Immunization information system (IIS) and the VAERS e-submission site.

Phase 1: Pre-Adverse Event Phase. This phase starts when the patient is in attendance for immunization. 

1) The Provider reviews the patient’s immunization history and adverse events history [1]. Such a review may be conducted by accessing the Immunization information system (IIS), but that IIS access is not required to perform this task (given applicable legal requirements).

2) The Provider decides to administer vaccine(s) and proceeds with vaccine(s) administration.


2a) If the Provider decides not to administer vaccine(s), the process ends.

3) The Provider enters/reports the immunization event to the Immunization information system (IIS).

4) The Immunization information system (IIS) stores information about the immunization

      event [2] . Phase 1 of the process ends.

Phase 2: Post-Adverse Event Phase.  This phase starts when a person (patient, doctor) presents or reports a possible adverse event [4].

1) The Provider decides whether to report the adverse event, referencing [3, 4] 

       Related business rules: BR01 and BR02.


a)  If the Provider decides to report, then the process continues.


b)  If the Provider decides not to report, then the process ends. 

2) The Provider accesses the immunization information system (IIS) to query for information: 
2.1) The Provider selects a specific patient’s record using a demographic query.


2.2) The Provider selects the specific encounter within the patient’s record to be linked

             with the adverse event using an encounter/date query.

3) The Provider initiates the VAERS Reporting.

      Related business rules: BR05.

4) The Immunization information system (IIS) automatically populates the VAERS report [1, 5] with some or all the required demographic information [5] and with required immunization history or encounter information [5].

      Related business rules: BR03, BR04, BR06, BR07, BR08.

5) The Provider enters additional information as required to complete the VAERS report.

      Related business rules: BR06 and BR07.

6) The Immunization information system (IIS) stores the completed or partially completed VAERS report.

7) The Provider, using the Immunization information system (IIS), electronically submits a VAERS report directly to the VAERS Contractor (scenario A), or the Provider submits a VAERS report to the Immunization information system (IIS) for screening and subsequent reporting to the VAERS Contractor (scenario B).

Scenario A:

7a) The Provider, using the Immunization information system (IIS), electronically submits VAERS report to the VAERS Contractor.
If the VAERS report is partially completed, the Provider has a choice to

· submit the VAERS report (this step 7a), or 

· wait until additional information is obtained to complete the report (repeat steps 5-6), and then submit.

If a partially completed VAERS report has been sent, the Provider can add additional information in a new report later and submit it to the VAERS Contractor (repeat steps 2-7a). Also, as the medical condition of the patient develops further, additional reports can be completed by the Provider and submitted to the VAERS Contractor (This is an iterative process - repeat steps 2-7a). Note: The VAERS Contractor links all reports for a vaccine adverse event for a patient together.  

End of scenario A. Process continues from step 8.

Scenario B: 

7b1)  The Provider submits the VAERS report to the Immunization information system 

      (IIS).
7b2)  The Immunization information system (IIS) facilitates the reporting process (for example, consults with PM or other clinical experts, conducts Quality Assurance activities, de-duplicates VAERS reports, etc). 
 If a decision is made to report, then the process continues (step 7b3).

 If a decision is made not to report, then the process ends.

 Note: The Immunization information system (IIS) role in VAERS reporting may differ for vaccine adverse events related to bioterrorism (BT).

7b3)  The Immunization information system (IIS) electronically submits the VAERS report to the VAERS Contractor. 

End of scenario B. Process continues from step 8.

  8) The VAERS Contractor assigns e-tracking number to the report. Report is locked from future editing. 

  9)  The VAERS Contractor provides the Immunization information system (IIS) with the unique e-tracking number.

10) The VAERS Contractor processes the completed report.


Note: If the VAERS Contractor needs additional information, then the original reporter (the Provider in scenario A or the Immunization Information System (IIS) in scenario B) is contacted (follow-up).

11)  The Immunization Information System (IIS) notifies state programmatic or other designated 

       authorities about the adverse event and its e-tracking number.

12)  State programmatic or other designated authorities retrieve the individual VAERS report

       from the Immunization information system (IIS) and use this information to address the

       adverse event.  The process ends.

Alternative scenarios. 

The following table captures various alternative scenarios for the process and group’s recommendations regarding their relevance for future analysis:

	#
	Alternative scenarios:
	Priority Score

	1. 
	Bioterrorism (BT)                                                                            
	5.00

	2.
	Reporting error, e.g. submit VAE report for wrong patient                   
	4.67

	3.
	Electronic Medical Record (EMR)                                                   
	3.75

	4.
	IIS down                                                                                          
	2.75

	5.
	Insufficient VAERS report information (e. g. patient leaves)                      
	2.58

	6.
	VAERS down                                                                       
	2.08

	7.
	IIS accommodating patient not in system
	Did not rank, DM draft proposal exists
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Issues needing discussion: These are the tracked items to follow up. 

· Alternative scenarios within the process description (notes) and within the table above.

· Importance of Feature Designation (IFD) for items 8, 9, 10 in the Functional Standards section.

· Diagram for the Functional Standards section (do we need it?).

· Domain model.

· Work group Charter.

· Add an explicit requirement/recommendation to put e-tracking number into all subsequent reports (as either a business rule or an addition to the main scenario).
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4. Business Rules: IIS-VAERS Collaboration.

Business rules represent requirements of how the business must operate based on the laws, policies, regulations, and chosen business style. Often business rules are buried in the IT systems’ code. Business rule modeling techniques allow the capture of essential business knowledge in a technology-neutral format, like a plain text.

Business rules are referenced within the textual process description and are shown as boxes (objects) on the workflow process diagram. Each business rule is related to one or more associated process steps / activities. Each business rule within the textual process description and on the workflow diagram is labeled with a business rule number (ID) that can be used for referencing a business rule description within a business rules table.

	BR #
	Theme / Area
	Business Rule statement
	High-level business motivation aimed for by the Business Rule
	Remarks / Links

	
	
	
	
	

	BR01
	Scope
	Vaccine Adverse Events listed in the Reportable Events Table (RET) have to be reported.
	Satisfy legal requirements 
	Mandated by law – 

42 USC 300aa-25

	BR02
	Scope
	Vaccine Adverse Events not listed in the Reportable Events Table (RET) may be reported as per Provider’s discretion.
	Expand amount of data available for analysis
	Helps overall goal of VAERS - Increase understanding of adverse events following vaccination.

	BR03
	VAERS Report
	A separate adverse event report has to be used for each patient.   
	Patient level reporting is the unit of analysis for VAERS
	The VAERS Contractor links all reports for a vaccine adverse event for a patient together.  

	BR04
	VAERS Report
	A separate report has to be used for each adverse event.
	Patient level reporting is the unit of analysis for VAERS 
	The VAERS Contractor links all reports for a vaccine adverse event for a patient together.  

	BR05
	VAE Reporter
	Anyone with authorized access to the IIS, not necessarily the VA, may submit a VAERS report.


	To encourage reporting
	Form VAERS-1 (FDA) - Providers other than the Vaccine Administrator (VA) treating a patient for a suspected adverse event should notify the VA and provide the information about the adverse event to allow the VA to complete the report to meet the VA’s legal responsibility.

	BR06
	VAERS Report
	The VAERS Report must contain the following minimum set of data elements: 7 and 13. 
	Maintain minimum data uniformity.

Allow provider to report with minimum available data. 
	Form VAERS-1 (FDA) 

	BR07
	VAERS Report
	The VAERS Report should contain the following recommended additional set of data elements: 3, 4, 8, 10 and 11.
	Maintain quality of report
	Form VAERS-1 (FDA)

	BR08
	VAERS Report
	The IIS should populate the VAERS report with available core data elements subject to local policy and regulation and is subject to change by the provider.
	Leverage Registry/IIS data to benefit the provider (by reducing time burden due to double data entry).

Enhance the quality, timeliness and accuracy of the provider report.
	Form VAERS-1 (FDA)


5. VAERS Reporting: Legal Guidelines and Information.

The following links and documents detail the legal guidelines, based on the HIPAA Privacy Rule, which apply to Vaccine Adverse Event Reporting. Local, regional and state IIS systems and programmatic staff should consult state or other local regulations or statutes to understand requirements for specific localities.

· Guidance from CDC and the U.S. Department of Health and Human Services on the HIPAA Privacy Rule and public health, available at www.cdc.gov/mmwr/PDF/wk/su5201.pdf
· Information on VAERS and HIPAA at http://www.vaers.org/hipaa.htm
3. Workflow diagram: IIS-VAERS Collaboration.    
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