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[bookmark: _Toc4492500]Overview
VAERS 1.0 HL7 messaging was based on the “Implementation Guide for Immunization Data Transactions using Version 2.3.1 of the Health Level Seven (HL7) Standard Protocol”, version 2.2, dated June 2006.  This document describes the methods of extending the 2.3.1 version HL7 standard to meet the needs of VAERS Phase 2 reporting.  It provides descriptions of the message’s purpose and structure, the changes made from the VAERS 1.0 form to the new VAERS 2.0 form, and the extensions that were made.
An example VAERS 2.0 HL7 message is provided in section 5 to demonstrate the structure and format of the transmitted data, as it relates to the VAERS 2.0 form.
[bookmark: _Toc4492501]Background
VAERS reporting uses the “Unsolicited Transmission of an Observation (ORU)” message format as described on page 13 of the Implementation Guide.  This message format uses a three-level hierarchy to describe a clinical report.  The Patient Identification (PID) segment at the top level, followed by Order Record (OBR) segments at the next level, each of which may contain one or more Observation Reports (OBX) segments at the third level.
None of the ORU message format’s optional segments (PD1, PV1, PV2, CTI, and DSC) are included in a VAERS message.
[bookmark: _Toc4492502]Changes from VAERS 1.0 to 2.0
There are several differences between the version 1.0 and 2.0 VAERS forms.  The changes include removals of some data fields, renaming of others, and the addition of quite a few more fields.  Where possible, additional information about the field or the sections they belong to have been added in brackets to increase clarity.
These field changes affect the “essential” set of fields to be completed.  VAERS 2.0 Questions 2, 3, 4, 5, 6, 17, 18 and 21 are currently essential fields to complete.
[bookmark: _Toc4492503]Removed fields
· Q2. County where administered
· Q16. Vaccine purchased with [type of funds]
· Q20. Have you reported this adverse event previously?
[Only for children 5 and under]
· Q22. Birth weight 
· Q23. No. of brothers and sisters
[Only for reports submitted by manufacturer/immunization project]
· Q25. Date received by mfr./imm.proj
· Q26. 15 day report? [Yes,No]
· Q27. Report type
[bookmark: _Toc4492504]Renamed/altered fields
There are a few minor alterations to the constitution or name of previous fields.  The single text box for age at time of vaccination, which could have been years or months (if less than a year old), are now two separate fields, one each for years and months.

One other field was effectively renamed from VAERS 1.0.  “Vaccine administered by” is now “Best doctor/healthcare professional to contact about the adverse event” (Q14).
[bookmark: _Toc4492505]Newly added fields
· Use the space below to provide any additional information (indicate item number) [Unnumbered text box at the end of the form]
· Q8. Pregnant at time of vaccination? [Yes, No, Unknown]
· Q24. Race
· Q25. Ethnicity
[Complete only for U.S. Military/Department of Defense (DoD) related reports]
· Q27. Status at vaccination [Active Duty, Reserve, National Guard, Beneficiary, Other: <Textbox>]
· Q28. Vaccinated at Military/DoD site? [Yes, No]
[bookmark: _Toc4492506]Extensions to the Version 2.3.1 HL7 Standard
Our extensions to the standard revolve around the use of additional OBX data segments and the use of local codes to identify data points that do not have corresponding LOINC codes.  The use of local codes instead of LOINC is allowed in OBX segments, using the OBX-3 format, ^^^LocalCode^LocalCodeDecription^L.
Except for a few new or renamed fields that corresponded to an existing segment, like Race and Ethnicity falling under the PID segment, an OBX segment is used to transmit data.  The following fields use Observation record (OBX) segments to convey their values:
	OBX-3 Local Code
	OBX-3 LC Description
	VAERS field

	YEAR AGE
	Age at vaccination year
	Q6 Age at vaccination > Years

	MONTH AGE
	Age at vaccination month
	Q6 Age at vaccination > Months

	PREGNANT
	Pregnant at time of vaccination
	Q8 Pregnant at time of vaccination

	POC
	Best Healthcare Professional to Contact
	Q14 Best doctor/healthcare professional to contact about the adverse event

	VAX AT OTHER
	Vaccinated At Other
	Q16 Vaccinated at > Other

	ALLERGIES
	Allergies
	Q10 Allergies to medications, food, or other products:

	HOSPNAME
	Hospital Name
	Q21 Hospital Name

	HOSPCITY
	Hospital City
	Q21 City

	HOSPSTATE
	Hospital State
	Q21 State

	PREVAE
	Adverse event following any previous vaccine
	Q23 Adverse event following any previous vaccine

	PREVAETEXT
	Adverse event following any previous vaccine Text
	Q23 Adverse event following any previous vaccine Text

	MILSTATA
	Active Duty
	Q27 Status at vaccination > Active Duty

	MILSTATR
	Reserve
	Q27 Status at vaccination > Reserve

	MILSTATN
	National Guard
	Q27 Status at vaccination > National Guard

	MILSTATB
	Beneficiary
	Q27 Status at vaccination > Beneficiary

	MILSTATO
	Other Military Status
	Q27 Status at vaccination > Other Military Status

	MILSTATOTEXT
	Other Military Status Text
	Q27 Status at vaccination > Other Military Status Text

	DODSITE
	Vaccinated at Military/DoD site
	Q28 Vaccinated at DoD site



The new VAERS 2.0 message continues to the use existing three-tier ORU message format.  Additionally, no changes or updates have been made to the use of the code tables in Appendix 1 of the Implementation Guide.  These tables should continue to be utilized, as is, for all messaging.  
[bookmark: _Toc4492507]Example HL7 message

	VAERS
Item
Number
	EXAMPLE SEGMENTS THAT ANSWER THE VAERS QUESTIONS
	Code Tables To Be Used

	 
	MSH|^~\&||WrightHealth VAERS vaersapp01|VAERS HL7 Processor|VAERS PROCESSOR|2019012920311548811889||ORU^R01|232|D|2.3.1|||NE|AL|
	 

	1,2,3,24,25
	PID|||8675309^^^^MR||Testlastname^Robert^^^^^L||20180811|MALE||W~B|1234 Deadend Dr^Apt A^Anytown^MD^12345^^C||(301) 123-4567^PRN~rtest@example.com^NET|||||||||N|||||||2019012815131548706385|Y
	User-defined 001
User-defined 005
User-defined 189

	13
	NK1|1|PIERCE^BENJAMIN^^^MD^^L|FOT^Form completed by (Name)-Other^HL70063|WrightHealth Medical Center^2500 WrightHealth Drive^ANYTOWN^MARYLAND^21713^^B|778-2222^WPN~doc@example.com^NET|||||||||||||||||
	HL7 063 

	14
	NK1|2|PIERCE^BENJAMIN^^^MD^^L|POC^Best Healthcare Professional to Contact^HL70063|||778-2222^311^WPN||||||||||||||||||||||||||||||
	HL7 063 

	15
	ORC|RE|||||||||||151522^Vaxerlast^Dexter^^^RN^^L|||||||||PED COMP CARE|WrightHealth Medical Center^2500 WrightHealth Drive^ANYTOWN^MARYLAND^21713^^B|778-8643^WPN^PH~778-8644^WPN^FX|WrightHealth Medical Center^2500 WrightHealth Drive^ANYTOWN^MARYLAND^21713^^B
	 

	 
	OBR|1|||CDC VAERS-2 (FDA) Report|||20190130|||||||||||||||||||||||||||||||||||
	 

	6
	OBX|1|NM|^^^YEAR AGE^Age at vaccination year^L||0|yr^year^ANSI|||||F||||||
	ANSI unit codes

	
	OBX|2|NM|^^^MONTH AGE^Age at vaccination month^L||6|mo^month^ANSI|||||F||||||
	ANSI unit codes

	18
	OBX|3|FT|30948-4^Vaccination adverse events and treatment, if any^LN|1|Adverse effect of vaccines and biological substances, init on 2019-01-21, clinician comment: . ||||||F||||||
	NIP003

	4
	OBX|4|TS|30952-6^Date of vaccination^LN||20190121||||||F||||||
	NIP003

	5
	OBX|5|TS|30953-4^Adverse event onset date and time^LN||20190129||||||F||||||
	NIP003

	8
	OBX|6|ST|^^^PREGNANT^Pregnant at time of vaccination^L||No||||||F||||||
	HL7 136

	16
	OBX|7|CE|30962-5^Vaccinated at^LN||PVT^Private doctors office/hospital^NIP007||||||F||||||
	NIP007

	16
	OBX|8|ST|^^^VAX AT OTHER^Vacinated At Other^L||Other location text||||||F||||||
	 

	9
	OBX|9|FT|30964-1^Other medications^LN||None||||||F||||||
	NIP003

	19
	OBX|11|FT|30954-2^Relevant diagnostic tests/lab data^LN||None||||||F||||||
	NIP003

	20
	OBX|12|FT|30951-8^Patient Recovered^LN||N^No^HL70136||||||F||||||
	NIP003
HL7 0136

	10
	OBX|13|FT|^^^ALLERGIES^Allergies^L||Amoxicillian||||||F||||||
	 

	11
	OBX|14|FT|30965-8^Illness present at time of vaccination^LN||None||||||F||||||
	NIP003

	12
	OBX|15|FT|30966-6^Pre-existing physician-diagnosedallergies, birth defects, medical conditions^LN||None||||||F||||||
	NIP003

	21
	OBX|16|FT|30949-2^Vaccination adverse event outcome^LN||E^Doctor or other healthcare professional office/clinic visit^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|17|FT|30949-2^Vaccination adverse event outcome^LN||E^Emergency room or emergency department visit^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|18|FT|30949-2^Vaccination adverse event outcome^LN|3|H^Required hospitalization^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|19|NM|30950-0^Number of days hospitalized due to vaccination adverse event^LN|3|05|d^day^ANSI|||||F||||||
	ANSI unit codes

	
	OBX|20|FT|^^^HOSPNAME^Hospital Name^L|3|Meritus Medical Center||||||F||||||
	 

	
	OBX|21|FT|^^^HOSPCITY^Hospital City^L|3|Hagerstown||||||F||||||
	 

	
	OBX|22|FT|^^^HOSPSTATE^Hospital State^L|3|MD||||||F||||||
	 

	
	OBX|23|FT|30949-2^Vaccination adverse event outcome^LN||P^Prolongation of existing hospitalization^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|24|FT|30949-2^Vaccination adverse event outcome^LN||L^Life threatening illness^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|25|FT|30949-2^Vaccination adverse event outcome^LN||J^Resulted in permanent disability^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|26|FT|30949-2^Vaccination adverse event outcome^LN||D^Patient died^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|27|FT|30949-2^Vaccination adverse event outcome^LN||C^Congenital anomaly or birth defect^NIP005||||||F||||||
	NIP003
NIP005

	
	OBX|28|FT|30949-2^Vaccination adverse event outcome^LN||O^None of the above^NIP005||||||F||||||
	NIP003
NIP005

	23
	OBX|29|NM|^^^PREVAE^Adverse event following any previous vaccine^L||Yes||||||F||||||
	 

	
	OBX|30|FT|^^^PREVAETEXT^Adverse event following any previous vaccine Text^L||Patient age: 10, vaccination dates: 19990217, vaccine type and brand name: Wonderdrug Injection||||||F||||||
	 

	27
	OBX|31|NM|^^^MILSTATA^Active Duty^L||Yes||||||F||||||
	 

	
	OBX|32|NM|^^^MILSTATR^Reserve^L||Yes||||||F||||||
	 

	
	OBX|33|NM|^^^MILSTATN^National Guard^L||Yes||||||F||||||
	 

	
	OBX|34|NM|^^^MILSTATB^Beneficiary^L||Yes||||||F||||||
	 

	
	OBX|35|FT|^^^MILSTATO^Other Military Status^L||Yes||||||F||||||
	 

	
	OBX|36|NM|^^^MILSTATOTEXT^Other Military Status Text^L||Yes||||||F||||||
	 

	
	OBX|37|NM|^^^DODSITE^Vaccinated at Military/DoD site^L||No||||||F||||||
	 

	17
	OBR|2|||30955-9^All vaccines given on date listed in #10^LN||||||||||||||||||||||||||||||||||||||
	NIP003

	
	OBX|1|CE|30955-9&30956-7^Vaccine type^LN|1|08^HepB-Adolescent/pediatric^CVX||||||F|
	HL7 227

	
	OBX|2|CE|30955-9&30957-5^Manufacturer^LN|1|MSD^Merck^MVX||||||F|
	HL7 292

	
	OBX|3|ST|30955-9&30959-1^Lot number^LN|1|MRK12345||||||F|
	 

	
	OBX|4|CE|30955-9&30958-3^Route^LN|1|IM^Intramuscular^HL70162||||||F|
	HL7 162

	
	OBX|5|CE|30955-9&31034-2^Site^LN|1|LA^Left arm^HL70163||||||F|
	HL7 163

	
	OBX|6|NM|30955-9&30973-2^Dose number in series^LN|1|01||||||F|
	 

	
	OBX|7|CE|30955-9&30956-7^Vaccine type^LN|2|50^DTaP-Hib^CVX||||||F|
	HL7 227

	
	OBX|8|CE|30955-9&30957-5^Manufacturer^LN|2|WAL^Wyeth-Ayerst^MVX||||||F|
	HL7 292

	
	OBX|9|ST|30955-9&30959-1^Lot number^LN|2|W46932777||||||F|<CR>
	 

	
	OBX|10|CE|30955-9&30958-3^Route^LN|2|IM^Intramuscular^HL70162||||||F|
	HL7 162

	
	OBX|11|CE|30955-9&31034-2^Site^LN|2|LA^Left arm^HL70163||||||F|
	HL7 163

	
	OBX|12|NM|30955-9&30973-2^Dose number in series^LN|2|01||||||F|
	 

	22
	OBR|3|||30961-7^Any other vaccinations within 4 weeks prior to the date listed in #10^LN||||||||||||||||||||||||||||||||||||||
	NIP003

	
	OBX|1|CE|30961-7&30956-7^Vaccine type^LN|1|10^IPV^CVX||||||F|
	HL7 227

	
	OBX|2|CE|30961-7&30957-5^Manufacturer^LN|1|PMC^Aventis Pasteur^MVX||||||F|
	HL7 292

	
	OBX|3|ST|30961-7&30959-1^Lot number^LN|1|PMC123456||||||F|
	 

	
	OBX|4|CE|30961-7&30958-3^Route^LN|1|SC^Subcutaneaous^HL70162||||||F|
	HL7 162

	
	OBX|5|CE|30961-7&31034-2^Site^LN|1|LA^Left arm^HL70163||||||F|
	HL7 163

	
	OBX|6|NM|30961-7&30973-2^Dose number in series^LN|1|01||||||F|
	 

	
	OBX|7|TS|30961-7&31035-9^date given^LN|1|20001216||||||F|
	 

	26
	OBR|4|||^Only for reports submitted by manufacturer/immunization project||||||||||||||||||||||||||||||||||||||
	 

	
	OBX|1|ST|30975-7^Mfr./Imm. Proj. report no.^LN||WRIGHTHEALTHESP2012232||||||F||||||
	NIP003
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Adverse events are| reactions or that occur during or after vaccination.
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COMPLETING THE VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS) FORM

GENERAL INSTRUCTIONS

« Submit this form electronically using the Intemnet. For instructions, visit www.vaers.hs.qovluploadflel.

« If you are unable to submit this form electronicaly, you may faxit to VAERS at 1-877-721-0366.

 If you need aditional help submitting a report you may call the VAERS toll-free information line at 1-800-822-7967, or send an
email to info@vaers.org.

 Fill out the VAERS form as completely as possible and use the Continuation Page if needed. Use a separate VAERS form for
each individual patient.

« If you do not know exact numbers, dates, o times, please provide your best guess. You may leave these spaces blankf you are
not comfortable guessing.

+ You can get specific information on the vaccine and vaccine lot number by contacting the faciliy or clinic where the vaccine
was administered.

+ Please report all significant adverse events that occur after vaccination of adults and children, even if you are not sure whether
the vaccine caused the adverse event.

+ Healthcare professionals should refer to the VAERS Table of Reportable Events at www.vaers.hhs.govlreportable.himl for the
list of adverse events that must be reported by law (42 USC 300aa-25.

« Healthcare professionals treating a patient for a suspected vaccine adverse event may need to contact the person who
administered the vaccine in order to exchange information and decide how best to complete and submit the VAERS form.

SPECIFIC INSTRUCTIONS
Items 2,3, 4,5, 6, 17, 18 and 21 are ESSENTIAL and should be completed.
 Items & and 5: Provide dates and times as specifically as you can and enter as much information as possible (e.g., enter the
month and year even if you don’t know the day). If you do not know the exact time, but know it was in the morning (“AM") or
aftenoon or evening (*PM"), please provide that information.
« Item6: If you fillin the form by hand, provide age in years. If a child is less than 1 year old, provide months of age. If a child
is more than 1 year old but less than 2 years old, provide year and months (e.g., 1 year and 6 months). If a child is less than
1 month of age when vaccinated (e.g., a birth dose of hepatitis B vaccine) then answer 0 years and 0 months, but be sure to
include the patient's date of birth (item 2) and date and time of vaccination (item 4).

Item 8: If the patient who received the vaccine was pregnant at time of vaccination, select “Yes” and describe the event, any
pregnancy complications, and estimated due date if known in item 18. Otherwise, select “No” or “Unknown.”

ftem 8: List any prescriptions, over-the-counter medications, dietary supplements, herbal remedies, or other non-traitionall
alternative medicines being taken by the patient when the vaccinels) was given.

ftem 10: List any allergies the patient has to medications, foods, or other products.

ftem 11: List any short-term or acute ilinesses the patient had on the date of vaccination AND up to one month prior to this
date (e.g. cold, stomach flu, ear infection, etc.). This does NOT include the adverse event you are reporting.

ftem 12: List any chronic or long-standing health conitions the patient has (e.q., asthma, diabetes, heart disease).

ftem 13: List the name of the person who is completing the form. Select the “Check if same s item 1 box if you are the
patient or if you five at the same address as the patient. The contact information you provided in item 1 wil be automatically
entered for you. Otherwise, please provide new contact information.

Item 14: List the doctor or other healthcare professional who is the best person to contact to discuss the clinical details of the
adverse event.

Item 15: Select the “Check if same as item 13" box if the person completing the form works at the facility that administered
the vaccine(s). The contact information provided in item 13 will be automatically entered for you. Otherwise, provide new
contact information.

+ Item 16: Select the option that best describes the type of facility where the vaccinels) was given.
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« Item 17: Include only vaccines given on the date provided in tem 4. The vaccine route options include:

« Injectionlshot (intramuscular, subcutaneous, « By mouthforal + Other (specify)
intradermal, et injection, and unknown) « In noselintranasal + Unknown

For body site, the options include:

« Right am « Right thigh « Nose + Other (specify)
* Leftam « Left thigh * Mouth + Unknown
+ A (side unknown) « Thigh (side unknown)

For vaccines given as a series i.e., 2 or more doses of the same vaccine given to complete a series), list the dose
number for the vaccine in the last column named “Dose number in series.”
 Item 18: Describe the adverse event(s), treatment, and outcomels). Include signs and symptoms, when the symptoms occurred,
diagnosis, and treatment. Provide specific information if you can (e.g., i patient had a fever, provide the temperature).

« tem 19: List any medical tests and laboratory results related to the adverse event(s). Include abnormal findings as well as
normal or negative findings.

Item 20: Select “Yes” if the patient’s health is the same as it was prior to the vaccination or “No” if the patient has not
returned to the same state of health prior to the vaccination, and provide details in item 18. Select “Unknown” if the patient’s
present condition is not known.

 Item 21: Select the result(s) or outcomels) for the patient. If the patient did not have any of the outcomes listed, select “None
of the above.” Prolongation of existing hospitalization means the patient received a vaccine during a hospital stay and an
adverse event following vaccination occurred that resulted in the patient spending extra time in the hospital. Life threatening
illness means you believe this adverse event could have resulted in the death of the patient.

Item 22: List any other vaccines the patient received within one month prior to the vaccination date listed in item 4.

ftem 23: Describe the adverse eventls) following any previous vaccinels). Include patient age at vaccination, dates of
vaccination, vaccine type, and brand name.

Ttem 24: Check all races that apply.

Item 25: Check the single best answer for ethnicity.

Ttem 26: For health department use only.

Items 27 and 28: Complete only for U.S. Mitary or Department of Defens related reports. In adition to active duty service
members, Reserve and National Guard members, beneficiaries include: retirees, their families, survivors, certain former spouses,
and others who are registered in the Defense Enrollment Eligibility Reporting System (DEERS).

GENERAL INFORMATION

« VAERS (www.vaers.ihs.qov) is a national vacine safety monitoring system that collects information about adverse events
(possible reactions or problems) that occur during or after administration of vaccines licensed in the United States.

« VAERS protects patient identity and keeps patient identifying information confidential.

« The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule permits reporting of protected health
information to public health authorities including the Centers for Disease Control and Prevention (CDC) and U.S. Food and Drug
Administration (FDA) (45 CFR § 164.512(0).

« VAERS accepts all reports without judging the importance of the adverse event or whether a vaccine caused the adverse event.

« Acceptance of a VAERS report by CDC and FDA does not constitute admission that the vaccine o healthcare personnel caused
or contributed to the reported event.

« The National Vaccine Injury Compensation Program (VICP) is administered by the Health Resources and Services Administration
(HRSA). The VICP is separate from the VAERS program and reporting an event to VAERS does not constitute filing a claim for
compensation to the VICP (see www.hrsa.govlvaccinecompensation/index.tm).

* Knowingly filing a false VAERS report with the intent to mislead the Department of Health and Human Services is a violation of
Federal law (18 U.S. Code § 1001) punishable by fine and imprisonment.




