
 

 

Friday, February 4, 2022 
 
Senator Patty Murray (D-WA), Chair 
Senator Richard Burr (R-NC), Ranking Member 
Senate Health, Education, Labor and Pensions Committee 
 
Comments submitted to: HELPPandemicbill@help.senate.gov 
 
Dear Senators Murray and Burr, 

Thank you for the opportunity to comment on the bipartisan Pandemic and Public Health 
Preparedness and Response Bill. We are grateful that the Senate HELP committee is 
undertaking this important effort to learn from the COVID-19 response and better prepare 
our nation for future pandemics.  

We are writing on behalf of the members of the American Immunization Registry 
Association (AIRA). AIRA is a member association supporting Immunization Information 
Systems (IIS), or registries. These comments are a compilation of the input of our members 
which include over 80 organizations representing Public Health IIS, IIS implementers and 
vendors, non-profit organizations, and partners. Immunization Information Systems 
interface with a broad range of stakeholders, including providers, pharmacists, schools, 
childcare facilities, health plans and payers, among others.  

AIRA and our partners are invested in promoting smooth interoperability to ensure 
complete data capture and broad data use. At the point of clinical care, an IIS provides 
consolidated immunization records and forecasts to support clinical decisions. At the 
population level, an IIS provides aggregate data and information on vaccinations for 
surveillance, program operations, and public health action, including outbreak and 
pandemic response. It is critical that the role of Public Health is recognized as a key part of 
a strong health IT strategy moving forward. We strongly believe that everyday readiness 
equates to pandemic preparedness.  

To that end, we submit the following overarching recommendations: 
• We believe that immunization data generally, and the IIS role specifically, must be 

called out as essential in the Preparedness and Response Bill. The COVID response 
has demonstrated the importance of near-real-time data for understanding and 
driving the vaccination response. 

• IIS play a significant role in recording and consolidating administered vaccines, but 
also in supporting vaccine ordering and inventory management. Tracking vaccines 
at the commodity level as well as the clinical level supports the ability of public 
health to compare doses distributed with doses administered. 
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• Provisions within the bill should include a component of measurement as a tool to 
ensure standards-based uniform adoption across systems. 

• As with many challenges, resolving technology issues may be easier than resolving 
policy issues. Policies need to be enabled to support this important public health 
work, at the federal and state level. 

• Engagement must be ensured across federal and state systems, and action tied to 
outcomes. IIS are a tool to leverage for both short term needs (i.e., identifying 
pockets of under immunized populations) and long-term goals (i.e., vaccine efficacy 
and safety studies). 

• State and jurisdictional IIS are a critical tool for supporting all levels of surveillance; 
Federal surveillance and data use relies on strong jurisdictional capture and 
processing of complete and accurate data. 

• Public health programs need to coordinate across content areas; pandemic 
preparedness teams must involve operational public health in all activities – in 
planning, tabletop exercises, drills, etc. It is essential to test and exercise the 
technology as well as the operations. 

• There is a role for state and federal governments to partner with and establish 
governance for public health data. Questions differ from jurisdiction to jurisdiction 
about who has access to data and how it can be used. It is important to recognize 
that the collection of public health data is built on public trust, and we must not put 
that trust at risk.  

• Finally, we strongly believe that everyday readiness equates to pandemic 
preparedness. We need to use our systems to exchange and collect complete, 
accurate data on routine immunizations to ensure they are functioning well for the 
next outbreak. This is our opportunity to heed the lessons learned in COVID to 
establish strong PH systems that will be ready for the next pandemic.  

Additional comments are included in the attached table, organized by section number.   

Thank you for the opportunity to comment, and for championing this important bill. Please 
contact us with any questions. I can be reached at coyler@immregistries.org. 

Sincerely, 

 

 

Rebecca Coyle MSEd, Executive Director 
American Immunization Registry Association  

Type text here

mailto:coyler@immregistries.org
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Section Section Text (Where Applicable) Comments and Considerations 
Section 104 
Strengthening 
public health 
communication 

Pg. 42, line 18 
“(3) COMPOSITION—The Advisory Committee 
shall be composed of ‘‘(A) appropriate Federal 
officials, appointed by the Secretary, who shall 
serve as nonvoting members; and ‘‘(B) 
individuals, appointed by the Secretary, with 
expertise in public health, medicine, 
communications, related technology, 
psychology, national security, and other areas, 
as the Secretary determines appropriate, who 
shall serve as voting members. 

It is critical that a broad, representative set of state 
and local public health teams have a role in 
informing communications strategies at the 
National level to ensure that these strategies will 
be successful within their jurisdictions. A 
comprehensive, nation-wide approach is also 
needed to disseminate the resulting strategies to 
support broad adoption.  

Section 201 
Addressing social 
determinants of 
health and 
improving health 
outcomes 

Pg. 61, line 24 
‘‘(a) IN GENERAL.—The Secretary shall, as 
appropriate, award grants, contracts, or 
cooperative agreements to eligible entities for 
the conduct of evidence-based or evidence-
informed projects, which may include the 
development of networks to improve health 
outcomes and reduce health disparities by 
improving the capacity of such entities to 
address social determinants of health in 
communities. 

Complete and accurate data is at the core of a 
successful public health response. To drive 
improvements in health equity and to reduce 
health disparities, State, Tribal, Local and 
Territorial (STLT) health departments must be able 
to rely on the quality of data captured throughout 
the public and private health care ecosystem. 
Similarly, for IIS complete and accurate data 
capture for fields like race/ethnicity not only 
facilitates improved deduplication/identity 
management but allows for broader uses of data 
to address health disparities at both the clinical 
level and at a population level.  

The requirement to report all COVID-19 
administered doses to an IIS, supported more 
complete data capture throughout the U.S. and 
allowed for broader use of data to answer health 
equity questions and to address health disparities. 
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Section Section Text (Where Applicable) Comments and Considerations 
A similar mandate for the reporting of routine 
immunizations and critical data elements like race 
and ethnicity will support ongoing improvements 
in data quality and ultimately health equity.  

Section 211 
Modernizing 
Biosurveillance 
Capabilities and 
Infectious Disease 
Data Collection 

Pg. 69, line 17 
“…and make recommendations to improve the 
quality of data collected pursuant to 
subparagraph (A) to ensure complete, accurate, 
and timely sharing of such data, as appropriate, 
across such elements as described in 
subparagraph (A)…” 

IIS have played a critical role in the COVID-19 
response. We strongly urge the inclusion of IIS as a 
critical public health system. While IIS have 
provided the majority of all COVID-19 vaccine 
administration data to date, many of these 
systems are in dire need of sustainable resources 
to modernize for the current and future public 
health needs. In addition to IIS being used for 
vaccine ordering and management, administration 
data, and providing individuals with a 
comprehensive vaccination record; there is a need 
to foster collaboration with other public health 
systems to provide a complete picture to aide 
response efforts. For example, IIS data and 
laboratory reports have been used to help 
quantify the number of vaccinated persons that 
subsequently become infected with SARS–CoV–2. 
This data is vital to better understanding the 
trajectory of disease, vaccine efficacy, duration of 
immunity, developing appropriate 
communications, and informing overall response 
efforts.   

Suggested language for Section 211, page 69:  
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Section Section Text (Where Applicable) Comments and Considerations 
“improving capabilities for immunization data 
reporting, taking into account existing state, local 
and tribal information systems that collect 
immunization records,” 

Section 213  
Supporting Public 
Health Data 
Availability and 
Access 

Pg. 80, line 4 
” SELECTION OF DATA AND TECHNOLOGY 
STANDARDS.—The standards designated as 
described in subparagraph (A) may include 
standards to improve— 
‘‘(i) the exchange of electronic health 
information for— 
‘‘(I) electronic case reporting;  
‘‘(II) syndromic surveillance; 
‘‘(III) reporting of vital statistics; and 
‘‘(IV) reporting test orders and results 
electronically, including from laboratories; 
‘‘(ii) automated electronic reporting to relevant 
public health data systems of the Centers for 
Disease Control and Prevention; and 
‘‘(iii) such other use cases as the Secretary 
determines appropriate. 

AIRA strongly advocates for the inclusion of 
Immunization Information Systems (IIS) in the 
section on data and technology standards. IIS 
interface with well over 120,000 hospitals, 
ambulatory clinics, pharmacies, etc. The 
establishment of standards, clear expectations and 
adoption of these standards facilitates broad 
information exchange across the public and 
private sector.  

It is important to note that there are public health 
standards, but there have been limited incentives / 
leverage from the Federal government to ensure 
the adoption of and implementation of these 
standards. The IIS community has a long history of 
embracing standards, having developed the first 
HL7 Immunization Messaging Implementation 
Guide in 1997. That being said, our federated 
public health system, and the jurisdictionally 
specific laws and policies that govern public health 
activities, sometimes challenge the nation-wide 
uniform implementation of standards and 
technology.  
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Section Section Text (Where Applicable) Comments and Considerations 
Adding IIS to Section 213 would offer additional 
support to expand much-needed interoperability 
of systems and exchange of immunization data.   

Section 214 
Epidemic 
Forecasting and 
Outbreak Analytics 

Pg. 91, line 16 
“IN GENERAL.—The Secretary, acting through 
the Director of the Centers for Disease Control 
and Prevention, shall continue activities related 
to the development of infectious disease 
outbreak analysis capabilities to enhance the 
prediction, modeling, and forecasting of 
potential public health emergencies and other 
infectious disease outbreaks, which may include 
activities to support preparedness for, and 
response to, such emergencies and outbreaks. 

IIS should be considered strong tools to support 
analytics and the response to public health 
emergencies and infectious disease outbreaks. 
Complete, accurate and timely immunization data 
capture at the state and local level is essential to 
support the jurisdictional public health response, 
but it is also a prerequisite to ensure 
comprehensive deidentified data is available to 
share federally to inform nation-wide visibility, 
planning, implementation, and evaluation.  

Section 231 
Centers for Public 
Health 
Preparedness and 
Response 

Pg. 117, line 3 
‘‘(D) expanding activities, including through 
public-private partnerships, related to public 
health preparedness and response, including 
participation in drills and exercises and training 
public health experts, as appropriate…” 

It is critical for all Centers, CDC, State, local, and 
Tribal health departments and officials, health care 
facilities, and health care coalitions to coordinate, 
plan and test systems that may be leveraged for 
use during a pandemic. For example, all ordering, 
management, and reporting systems that may be 
used during a response should be factored into 
routine response testing efforts. The routine use of 
systems, such as Immunization Information 
Systems for non-pandemic vaccinations promotes 
readiness in the event of a pandemic. Testing the 
flow of data following key events, such as, vaccine 
ordering or administration will continuously 
improve response efforts. The need to coordinate 
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Section Section Text (Where Applicable) Comments and Considerations 
the response from the local level all the way to the 
federal level is imperative.   

Section 232  
Vaccine 
Distribution Plans 

Pg. 118, line 2 
“Section 319A of the Public Health Service Act 
(42U.S.C. 247d–1) is amended—  
(1) in subsection (a)— 
(A) by inserting ‘‘, or other federally purchased 
vaccine to address another pandemic’’ before 
the period at the end of the first sentence…” 

AIRA encourages the Committee to explicitly 
acknowledge that routine immunization provider 
networks and public health programs are the 
backbone of any pandemic response vaccination 
campaign. IIS can serve as powerful tools in the 
allocation, ordering, inventory, and accounting for 
vaccine distributions. We urge the committee to 
support, maintain and leverage existing 
immunization frameworks and funding to ensure 
that our nation is fully prepared to respond to the 
disease outbreak, regardless of whether it is a 
common or routine infectious disease or an 
emerging pathogen. 

Section 301 
Research and 
Activities Related to 
Long-Term Health 
Effects of SARS-
COV-2 Infection 

Pg. 118, line 22 
(1) continue to conduct or support basic, clinical, 
epidemiological, behavioral, and translational 
research and public health surveillance related 
to the pathogenesis, prevention, diagnosis, and 
treatment of the long-term health effects of 
SARS–CoV–2 infection 

We urge HHS leadership to support clear 
coordination and collaboration between federal 
agencies coupled with strong collaboration 
between federal agencies and State, local, and 
Tribal health departments to evaluate the long-
term effects of SARS–CoV–2. We encourage the 
development and implementation of policies that 
will strengthen the ability to leverage vaccination 
data to evaluate the long-term effects of SARS-
CoV-2 on individuals vaccinated against COVID-19.  

Title IV – 
Modernizing and 
Strengthening the 

Pg. 128, line 13 
‘‘(III) facilitating such communication, as 
appropriate, regarding manufacturing surge 

It is critical for all Centers, CDC, State, local, and 
Tribal health departments and officials, health care 
facilities, and health care coalitions to coordinate, 
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Section Section Text (Where Applicable) Comments and Considerations 
Supply Chain for 
Vital Medical 
Products 

capacity and capabilities with respect to 
qualified countermeasures and qualified 
pandemic or epidemic products to prepare for, 
or respond to, a public health emergency or 
potential public health emergency…” 

plan and test electronic systems and methods that 
may be leveraged for use during a pandemic. For 
example, all ordering, management, and reporting 
systems that may be used during a response 
should be factored into routine response testing 
efforts. The routine use of systems, such as 
Immunization Information Systems for non-
pandemic vaccinations promotes readiness in the 
event of a pandemic. Testing the flow of data 
following key events, such as, vaccine ordering or 
administration will continuously improve response 
efforts.   

Section 502  
Modernizing 
Clinical Trials 

Pg. 161, Line 7 
(C) considerations on data collection methods to 
help increase recruitment of clinical trial 
participants and the level of participation of 
Such participants, reduce burden on clinical 
trial participants, and optimize data quality; 

We ask that Immunization Information Systems 
(IIS) be considered for various roles in clinical trials. 
IIS can be used to evaluate an individual’s 
vaccination history prior to and during a clinical 
trial, thus reducing the burden of documentation 
and increasing the accuracy of information from 
participants. Additionally, we strongly urge 
vaccination data for clinical trial participants be 
submitted to the IIS at the appropriate phase of 
the trial.  

Many COVID-19 vaccine clinical trial participants 
have been excluded from participating in 
conferences, travel, or other social events where 
proof of vaccination status is required. Because 
clinical trial vaccination data has often not been 
included in the IIS, the participant has not been 
able to generate the appropriate proof of 
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Section Section Text (Where Applicable) Comments and Considerations 
vaccination status. As a result, many trial 
participants have left the clinical trials in lieu of 
receiving other EUA vaccines.  

The potential social considerations, including proof 
of vaccination, therapy, etc., should be factored 
into any clinical trial study.  

This is an emerging area where standards for 
documenting clinical trial vaccines in an IIS have 
not existed prior to COVID-19 clinical trials. As a 
result, standards and are being developed to help 
facilitate a unified approach for appropriately 
capturing clinical trial data. We urge the FDA, NIH 
and others to help facilitate the use of standards in 
future clinical trials.  

Initial guidance for submitting data to an IIS can be 
found here 
https://repository.immregistries.org/resource/guidance-
on-indicating-clinical-trial-vaccines/  

Section 505  
Facilitating the Use 
of Real World 
Evidence, & 
Section 507 
Increasing EUA 
Decision 
Transparency 

Pg. 172, line 14 
(1) With respect to drugs, such guidance shall 
address the use of such data and evidence to 
support the approval of a drug application 
under section 505 of the Federal Food, Drug, 
and Cosmetic Act… 

The pandemic has heightened the awareness of 
the need to evaluate data in near-real time. 
Immunization Information Systems contain 
vaccination data of individuals, including the type 
of vaccine administered. This data alone cannot 
tell the story of what happens to an individual 
following vaccination. Ensuring data, like IIS, can be 
leveraged to evaluate the long-term efficacy of 
vaccines and the role of vaccines in evaluating 
long-term effects of COVID-19 disease. 

https://repository.immregistries.org/resource/guidance-on-indicating-clinical-trial-vaccines/
https://repository.immregistries.org/resource/guidance-on-indicating-clinical-trial-vaccines/
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Section Section Text (Where Applicable) Comments and Considerations 
Section 512 
Extending 
Expiration Dates 
for Certain Drugs 

Pg. 189, line 3 
“(b) REPORT.—Not later than 2 years after the 
date of enactment of this Act, and again 2 years 
thereafter, the Secretary  shall  submit  to  the 
Committee  on  Health, Education, Labor, and 
Pensions of the Senate and the Committee on 
Energy and Commerce of the House of 
Representatives a report that includes— 
(1) the number of drugs for which the Secretary 
has requested the manufacturer make a 
labeling change regarding the expiration date; 
and 
(2) for each drug for which the Secretary has 
requested a labeling change with respect to the 
expiration date, information regarding the 
circumstances of such request, including— 
(A) the name and dose of such drug; 
(B) the rationale for the request; 
(C) whether the drug, at the time of the request, 
was listed on the drug shortage list under 
section 506E of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 356e), or was at risk of 
shortage” 

IIS are increasingly implementing quality 
improvement protocols to avoid poor data and/or 
data submission errors. In addition, IIS are playing 
a broader role in vaccine management, including 
supporting ordering, inventory management, and 
accountability for publicly supplied vaccines.  

In the absence of a comprehensive understanding 
of ecosystem-wide data flow and clear 
communication, upstream changes in vaccine data 
elements, such as expiration dates, can cause 
downstream data quality challenges that result in 
data being rejected, warnings or error messages 
being triggered, and/or doses not accurately 
decrementing from vaccine inventory. For these 
reasons, AIRA recommends that an IIS or 
Immunization Program representative be engaged 
in developing evaluation criteria for labeling or 
data changes for elements such as expiration 
dates.   

*NEW* Section 225 
– Additional 
funding for vaccine 
infrastructure, 
confidence and 
awareness 

N/A In addition to the provisions included in the 
PREVENT Pandemics daft legislation, AIRA joins our 
colleagues with the Adult Vaccine Access Coalition 
(AVAC) in urging the Committee to consider adding 
a new section 225 that includes the language 
below.   
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Section Section Text (Where Applicable) Comments and Considerations 
ADDITIONAL FUNDING FOR VACCINE 
INFRASTRUCTURE, CONFIDENCE AND AWARENESS. 
—  there are authorized to be appropriated to 
the Centers for Disease Control and Prevention 
$100,000,000 for each of fiscal years 2022 through 
2026 for the purpose of carrying out activities to:  

i. Strengthen vaccine confidence 

ii. Strengthen routinely recommended vaccine 
programs; and 

iii. Improve rates of vaccination, including 
through activities described in section 313 of the 
Public Health Service Act (42 U.S.C. 245). 

An awareness campaign to educate the public with 
respect to the safety and importance of vaccines. 
The amounts authorized by the preceding 
sentence are in addition to amounts otherwise 
available for such purpose.   

 


