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Today's Topics

« Vaccine Code Set Considerations
Document - Recently Released

« Exploring a Potential Future
Direction for Vaccine Code Set
Work

« Update on CDC's Vocabulary
Code Set Management Work
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Project Origins and Evolution

The Vaccine Code Set Project began as a Joint
Development and Implementation (JDI) effort
to support and document the pilot roll-out of
new functionality within CDC’s Vocabulary
Code Set Management System in early 2019

It evolved into an exploration of challenges
and complexities inherent in vaccine code set
management, and makes suggestions for
solutions/improvements
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Vaccine

Code Set
Considerations

If Only It Were Rocket Science



https://repository.immregistries.org/resource/vaccine-code-set-considerations/
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Vaccine Code Set Project

Considerations Document High-Level Outline
1. Executive Summary
2. Introduction

3. IS Code Sets in Action
1. Code sets overview, survey results summary, supporting immunization program
functions

4. IS Code Set Management Challenges
1. Description of key challenges

5. Impact of Challenges on Stakeholders
6. Strategies to Advance Code Set Management
7. Conclusion and Appendices
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Vaccine Code Set Project

IS SME Survey and Discussions
e Conducted a Community Survey

« Gathered additional information through key contact interviews

 Brief calls with 1IS Programs (4), IS Vendor (1), EHR Vendor (1)
« Sample discussion questions:

o On average, how much time do you spend from when you are notified of new
code set updates, to the time changes are implemented in the 1IS? How does
it differ for flu vaccines?

o What is the step-by-step process used for making code set changes from
notification to implementation including IIS Vendor involvement?

o What code set metadata, if any, do you currently use and what metadata is
needed or desired to improve code set management?
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Vaccine Code Set Considerations Document

IIS Code Set Management Challenges
Four challenges described in the document, along with possible

suggestions/solutions:

1. Change Management
« Maintaining awareness of code set changes as they are published and the process for
implementing those changes
2. Synchronization
« Keeping multiple systems and environments current with updates
3. Timeliness of Implementation
« ldentifying processes and expectations for timely code set updates across IIS and
EHRs
4. The need for Supporting Data/Specifications
 ldentifying additional data points and interpretation needed to augment and more
fully leverage vaccine code set data
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Challenges

Change

Management

4 )

Challenge: Staying current

with code set changes
(NDC, CVX, etc.)

Synchronization

Challenge: Ensuring

- J

4 )
Process Improvement
Opportunities: Leverage

code set web service,
automate notifications,
share with partners

synergy across multiple lIS
environments

Timeliness

4 )

Challenge: Lack of clear
expectations and process

- J

4 )
Process Improvement
Opportunities: Automate

- J

updates to production,
test, training, etc., create
central reference tables

for updating new codes in
a timely basis

Need for

Supporting Data

- J

Process Improvement
Opportunities: Clarify
roles (IIS vs. Vendor),

- J

reduce manual steps,
explore collaborative

-

Challenge: Some code
sets don't have all of the
data elements necessary

to managing the
processing of code set
changes

J

/

[IS/EHR guidance

~
Process Improvement
Opportunities: Build out
full specifications to
support automation of
new codes
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Broader Strategies

@

Exploring a Building out Expanding CDC'’s

Terminology Supporting Data || Vaccine Code Set
Service or =]gle Management

Similar Resource Specifications System (VCSMS)




Vaccine
Pipeline

Vaccine undergoes Phase 1, 2 and 3 clinical trials

O

The Food and Drug Administration (FDA) approves and licenses new vaccine

@)

ACIP considers and
recommends select vaccines
for US Recommended
Immunization Schedule

o)

PMMWE publishes clinical
recommendations for vaccine

O

Vaccine is added to Clinical
Decision Support for
immunization specifications
(CDSI)

o)

The American Medical

CDC assigns CVX
and MYX codes

)

Association (AMA) assigns
CPT codes

®)

CDC maps NDCs

to CVX and MVX codes, and
miaps CPTs to CWX

O

CDC releases new code
sels and notifies community
that they are avallable

o)

Vaccine codes are added
to IS, EHRs, HIEs and other
health IT aystems

Relarences:

it pes: s cdc gonwtvacoines progra ms/isd cwn beadsd
Business-rules. pdl

At ps:fwwawcdc gowtvacoines/parentsinfographics!
purney=of=child-vaccinehiml

FDA assigns labeler ID
(first segment of MDC) 1o
pharmaceutical company

O

Pharmaceutical company
labels physical vaccines
with full NDC for Unit of Use
and Unit of Sale

O

Waccine is then ready for use

| S8 Xt ::||.|||||I|'::




Vaccine
Code
Use

CODE UPDATES

AND ORDERS

Once codes are updated
within 115, EHRs, and HIEs,
vaccine is available to be
ordered via public and
private markets

FPublicly funded ¥accine
is ordered by providers
throwgh IS

Prnvate vaccme 15 ondernsd
thirowgh manufacturers and
distributors and sent 1o
chinics and health systems*

* Pyivabe vacoine does maol
toaich all thie s SYsiEms as
pPusichy furidesd vaceine but
hollows & sirdar path with
smillar consderatipns for
manulatiurers & distributors

Immunization program
approwes onder and
inventory

Crder is submitted to
COCATrekS via ExS
COCATrckS approves
WaACEIMe orncer

CDC passes order

to MeKesson

The full complexgity of this process is simplified here. Each step requires coordinated,
accurate, and timely updates of vaccine codes by multiple systems and industries.

Mckesson fills order, sends
vaccing to provider and
shipment data to CDC;
COC makes shipment

data downloadable 1o |5
via VTrcks

IS lpads shipment data as
"pending” into electronic
provider inventory

FProwvider receives physical
vaccine, "accepls” shipment
data into elecinonic provider
iremlary via lls

A subset of doses that
are wasted/expired are
returned to McKesson,
doses are uploaded via
ExIS and transmitted back
to VTrcks

Fumds for wasted/expired
doses are retfumed 1o
immunization program ®

DOSES GIVEN

AND REPORTED

® [oses are administerad
in provider elinic, entered
into the EHE, ¥ reporied
1o the IS wia HLT with
doze-level eligibility, or
entered separately into
an II% via 3 web-bazsed
user imerface

® Doses are decremented
from public inventory
within the IS, provider
accountability
respongibilities are met

& [I5/immunization
programs report 1o COC

on approprate use of
public vaceine

T Var iathans iy exist among 5, EHRE, or dinicians segasding ohis item.



Updating Code Sets

Exploring a Potential Future Direction for Vaccine Code Set
Work




Updating Code Sets

et
« Why does it take time to update

O
code sets in |IS and EHRs? .
o

« While creating test cases for
Measurement & Improvement
we had an aha moment!



Measurement & Improvement

« HL7 Testing and Discovery
« Reportis under continuous improvement
» Discovery testing is:

« Informative, not binding

« Exploratory, not definitive
« Potentially a precursor to more formal measurement later

« Looking to add test cases to measure when IIS adopt code

changes
« |deally test cases should be supported by published standards or

guidance
«  We do not have enough guidance to support full measurement of code set

adoption

e



Measurement & Improvement

« Process for making tests:

« Review announcements from CDC that document change

« Create test cases to verify behavior from IIS:
«  VXU/ACK: What data should the IIS accept or not accept?
 QBP/RSP: What data should the IIS return or not return?

 Look at code sets for details

« Assume a naive perspective, do not insert expert knowledge
« Test cases need to be specific
« Shouldn’t make assumptions
« Can't assume implementors are experts
« Test cases should be defensible

e



Measurement & Improvement

« (reating test cases for changes from 03/18/2019 until
02/12/2020

« Challenge: Translating human language into operational expectations
« Most of the contextual information is expressed for a human to understand
« Requires a vaccination expert to read, understand and implement

« Highlighted 14 changes that needed further clarification
« Generated 32 unique questions under these changes
« Avaccination expert should be able to provide a workable answer to these

guestions
But these experts might not come to the same answer

«  Will show you two basic examples:

« Two manufacturers merged
« NDC's retired

e



Example Change: MVX TVA addec

08/09/2019: MVX Code Added: MVX TVA - TEVA
Pharmaceuticals USA. Important NDC mapping
changes and information related to this new
MVX code include NDCs which have been
remapped to the new MVX “TVA” code:

« Unit of Sale 51285-138-50 and Units of TEVA merged with Barr Laboratories
Use 51285-174-02 and 51285-175-02 for e e XO
“Adenovirus Type 4 and Type 7 Vaccine, A 3
Live KIT". e

« The above NDCs were previously : HiM "
mapped to MVX “BRR" - Barr | ‘ y a%
Laboratories. BRR is an inactive MVX o oy o0

code. TEVA merged with Barr
Laboratories in 2008 and now . N
manufactures former Barr vaccine - - -

products. B B 3 N




Example Change: MVX TVA addec

08/09/2019: MVX Code Added: MVX TVA - TEVA e e R e
Pharmaceuticals USA. Important NDC mapping recorded under BRR, what shou
changes and information related to this new itdo: .

MVX code include NDCs which have been * Indicate there is a problem?
remapped to the new MVX “TVA" code: « Store manufacturer as BRR?

« Unit of Sale 51285-138-50 and Units of « Store manufacturer as TVA?
Use 51285-174-02 and 51285-175-02 for
“Adenovirus Type 4 and Type 7 Vaccine,
Live KIT".

« The above NDCs were previously
mapped to MVX “BRR" - Barr
Laboratories. BRR is an inactive MVX
code. TEVA merged with Barr
Laboratories in 2008 and now
manufactures former Barr vaccine
products.




Example Change: MVX TVA addec

If an |IS receives this vaccine

08/09/2019: MVX Code Added: MVX TVA - TEVA ' e(jofded under BRR, what should
Pharmaceuticals USA. Important NDC mapping itdo: .

changes and information related to this new * Indicate there is a problem?
MVX code include NDCs which have been « Store manufacturer as BRR?
remapped to the new MVX“TVA’ code: « Store manufacturer as TVA?

« Unit of Sale 51285-138-50 and Units of
Use 51285-174-02 and 51285-175-02 for
’l’:é\derlz%/irus Type 4 and Type 7 Vaccine,

ive KIT".

What if the IIS receives reports of
older administrations of Adenovirus;

. :  |IS should still accept BRR?
'rl;]haepelaat;(()jvteoNMDVg(s”\g/sll’:{e" ?rSgL?usly  If so, before what date is BRR
Laboratories. BRR is an inactive MVX good?
code. TEVA merged with Barr
Laboratories in 2008 and now
manufactures former Barr vaccine
products.




Example Change: MVX TVA addec

If an |IS receives this vaccine
recorded under BRR, what should

08/09/2019: MVX Code Added: MVX TVA - TEVA it do:

Pharmaceuticals USA. Important NDC mapping * Indicate there is a problem?
changes and information related to this new « Store manufacturer as BRR?
MVX COde iﬂClUde NDCS Wh|Ch have been e Store manufacturer as TVA?

remapped to the new MVX “TVA" code:
« Unit of Sale 51285-138-50 and Units of
Use 51285-174-02 and 51285-175-02 for
“Adenovirus Type 4 and Type 7 Vaccine,

What if the IIS receives reports of older
administrations of Adenovirus:

Live KIT".  1IS should still accept BRR?
«  The above NDCs were previously * If'so, before what date is BRR
mapped to MVX “BRR” - Barr good?

Laboratories. BRR is an inactive MVX

code. TEVA mereed with Barr What about data already stored in IIS:

. c ° -at- ?
Laboratories in 3008 and now Map data-at-rest from BRR to TVA:

manufactures former Barr vaccine * Map when sending outin RSP?
products. - All data, or just data after a certain

date?
-\

« If so, after what date?




Fxample Change: NDC Retirec

02/12/2020: NDC Codes
Retired: The following NDC
codes have been retired
from the FDA files received.
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Fxample Change: NDC Retirec

Retired: The following NDC e
codes have been retired

from the FDA files received.




Fxample Change: NDC Retirec

What does retired mean? How
would this appear in operation?

02/12/2020: NDC Codes
Retired: The following NDC
codes have been retired
from the FDA files received.

What should an IS do when they receive

“retired” codes:
« Should they be accepted and stored?

« Should they ignore them?
« Should they send back a warning or

error?




Fxample Change: NDC Retirec

What does retired mean? How
would this appear in operation?

02/12/2020: NDC Codes

Retired: The fo||owing NDC What should an I1S do when they receive
. “retired” codes:
codes have been retired « Should they be accepted and stored?

from the FDA files received. * Shouldtheyignore them?
« Should they send back a warning or

error?

When should this retirement take affect;
As of the announcement date?

As of the
OuterEndDate/UseUnitEndDate?

What if these dates are not specified?
After these dates might the vaccine still
be in circulation with these NDCs?



Fxample Change: NDC Retirec

What does retired mean? How

would this appear in operation?

02/12/2020: NDC Codes
Retired: The following NDC What should an 1IS do when they receive

. “retired” codes:
codes have been retired + Should they be accepted and stored?
from the FDA files received.

« Should they ignore them?
« Should they send back a warning or
error?

When should this retirement take affect:
As of the announcement date?
As of the
Can these codes still be used to report older data? OuterEndDate/UseUnitEndDate?

Can IIS continue to store older data with these codes? What if these dates are not specified?
Is it okay for IIS to report these older codes out for old After these dates might the vaccine still
be in circulation with these NDCs?



What is Needed

« (CDS was in the same position
five years ago:
« Guidance from ACIP was in human

language Before
* Questions were left to experts to SOrt  -oooooo *prertCliniciaD

out
« Different teams made different
decisions

« (CDSi project created several

critical resources: i N After Y
* Processing model ( ACIP ) ..( cos }.anrn)
« Supporting data
 Test cases

e




What is Needed

« (Code set project needs the same resources:
- Need standard definitions and operations

« Need additional supporting data
« Need more start and end dates, and connect those to specific
requirements
« Need to code information from human language into a computable
resource
« Test cases that can be used to verify support for changes:

 |IS HLY test cases
« EHR behavior test cases

« Keep up-to-date with every change to the code set

e



What is Needed

« Where are the Now e G
roadblocks? '{ e )

- Downloading codes
« Not too hard today

« Implementation by expert
« Experts are busy Y

« Not all teams have them ( ) Need Code Set ( )
. CDC Implementation Guidance Software Team
« Need guidance that can Here

bridge the gap

e
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VCSMS Background

The CDC Immunization Information Systems Support Branch (IISSB) publishes vaccine terminology code sets used for interoperability
and reporting across vaccine delivery communities. A goal of [ISSB is to provide enhanced and centralized vaccine code set
management and enhanced distribution options for the Vaccine Code Set Management Service (VCSMS).

® Vaccine code sets include catalogs of codes authored by the CDC, Food and Drug Administration (FDA), and American Medical
Association (AMA).

® CDC also generates maps from the externally-authored codes to the CDC-authored codes.

Successes to Date:

2017 2018 2018 2019
4 ™ 4 ™ 4 ™ 4 mized ) 4 A
Implemented optimized
Completed pilot Completed data curation Transitioned all code set options for accessing 2020
showing effectiveness and reconciliation in the distribution and vaccine code sets, added Enhancements
of Symedical for code new platform management processes Content Cloud and Web
set management to Symedical Service to existing site as
distribution options
\ J \ J \ J \ J ~ /
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CDC IISSB Values Grantee Feedback

Grantee Outreach: Outcomes:
« AIRA workshops

Meetings

* Upcoming release
communications

 Detailed release notes

Interviews

* More frequent release
schedule during busy periods
such as seasonal flu updates

Training Sessions

Surveys

« Documented and validated
requested enhancements

37
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Enhancements Provide New Ways to Access Vaccine Data

~

Transactional Web Service

The transactional web service enhancement will
empower registered users to specifically query the CDC
vaccine code set information and metadata that they
seek, without having to parse through data they don’t

want. This will increase efficiency and help IIS and other
HIS align more closely to industry web services.

N

Consolidated File \

CDC'’s legacy vaccine code sets have been available in
flat file formats, and CDC recognizes the value of creating
a consolidated file for application-agnostic use. CDC plans
a file that will consolidate almost all existing vaccine
content, including new metadata.

Dynamic Search and Browsing

CDC plans to deploy a browsable web-interface based
in Viewpoint, enabling the public to interact with vaccine
code set data on-demand — without sifting through
tables or flat files. Users can search by CVX, vaccine

group, NDC, and other vaccine attributes to investigate
the code set information.

~

/ Vaccine Code Set Content Enhancements

CDC is researching updates to vaccine effective end
dates as well as enhancements to other code attributes.

)

o

~
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Looking Ahead

Content Review:

®* The VCSMS team has been conducting regular deep-dives with AIRA to review potential data issues and inconsistencies in data use.
¢ We will continue our collaborative efforts to research these issues and reach consensus on a consistent approach.

¢ Agreed upon direction can be used as a basis for communication to the broader community to provide clarity and consistency for use
of vaccine data.

¢ |dentify content enhancements and guidance to aid the vaccine community in their use of the code sets.

¢ Continue to monitor the technical landscape community need for emerging standards such as FHIR and JSON.

Key Dates for VCSMS:

® User Acceptance Testing for enhancements began on 5/21 and goes through 7/10.
® Updates to code sets for 2020/2021 Flu vaccines are planned for release in July-September as they become available.
® Technical enhancements are planned for release into Production in October 2020.

® Effective dating for codes are planned for 2021.

39
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Questions

!

SAFER » HEALTHIER » PEOPLE » SAFER » HEALTHIER = PEOPLE » SAFER » HEALTHIER » PEOPLE » SAFER » HEA
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Questions, Comments, Discussion?




Questions, Comments, Discussion?

AS

- Howdolaska
guestion?

« To unmute your line press
*6
« Via WebEXx:

Select the chat icon next to the host
and type question into the chat box.

Select the hand icon next to your
name and you will be called on.




Thank you to our presenters,
and thanks to all of you for
joining us!

A brief evaluation survey will be sent out
following this webinar

The next Discovery Session will be
June 22" at 4pm ET
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