
   
 

 

 

September 17, 2026 

 

Ms. Cynthia Goss 

Deputy Assistant Secretary for Planning and Evaluation (Health Policy) 

Performing the Delegable Duties of the Assistant Secretary for Planning and Evaluation (ASPE) 

U.S. Department of Health and Human Services 

200 Independence Avenue SW 

Washington, DC 20201 

 

Re: Request for Information: Categories Used in Federal Vaccine Recommendations and 

the Role of Shared Clinical Decision-Making (Docket No. HHS-OS-2026-0332; RIN 0991-

ZA62) 

 

 

Dear Ms. Goss: 

 

Trust for America’s Health (TFAH), a nonprofit, nonpartisan public health policy, research, and 

advocacy organization, appreciates the opportunity to comment on the Department of Health and 

Human Services’ (HHS) Request for Information (RFI) regarding categories used in federal 

vaccine recommendations and the role of shared clinical decision-making. 

 

The RFI invites input across five areas: the adequacy of the current categories (Questions 1 

through 3); potential additional or modified categories and the timing and frequency of 

administration (Questions 4 through 7); the meaning, risks, and benefits of shared clinical 

decision-making (Questions 8 through 13); the considerations that should govern how 

recommendations are set and categorized (Questions 14 and 15); and the trust and 

communication practices necessary to sustain any framework (Questions 16 through 18).1 

 

TFAH supports a federal vaccine recommendation process that is transparent, consistent, led by 

advisory committee members with relevant scientific expertise, and grounded in the best 

available scientific evidence. These principles are essential to sound public health policy and to 

maintaining public confidence in federal vaccine recommendations. Our feedback is detailed 

below. 

 

  

 
1 U.S. Department of Health and Human Services, Request for Information: Categories Used in Federal Vaccine 

Recommendations and the Role of Shared Clinical Decision-Making, Docket No. HHS-OS-2026-0332, RIN 0991-

ZA62. https://www.regulations.gov/document/HHS-OS-2026-0332-0001  

https://www.regulations.gov/document/HHS-OS-2026-0332-0001


 
 

1. The existing recommendation categories provide a workable framework grounded in a 

rigorous, evidence-based process. 

Response to Questions 1 through 3 and 8. 

 

TFAH believes that the three existing categories are adequate and should be retained. The 

categories of routine, risk-based, and shared clinical decision-making recommendations provide 

a workable framework for distinguishing when vaccination is broadly recommended for a 

population, recommended for individuals with specified risk factors, or determined based on an 

individual’s circumstances in consultation with a health care provider.2  The current terminology 

clearly distinguishes broadly applicable recommendations from recommendations based on 

individual clinical decision-making. 

 

The Advisory Committee for Immunization Practices (ACIP) has historically used established 

methods, including the Grading of Recommendations Assessment, Development and Evaluation 

(GRADE) approach and an Evidence-to-Recommendations framework, to evaluate evidence and 

translate it into vaccine recommendations.3 These frameworks provide clear documentation of 

how vaccine recommendation decisions are made and what data supports those decisions. This 

transparent process reinforces confidence in vaccine safety and effectiveness and provides a 

trustworthy foundation for recommendations. TFAH supports maintaining a structured and 

reproducible approach in which the evidence supporting a recommendation, its strengths and 

limitations, and the considerations leading from evidence to policy are all clearly documented 

and publicly available. This process should rely on well-established frameworks to evaluate 

scientific and medical evidence. These approaches are adaptable to the unique circumstances of a 

specific condition or situation, while remaining consistent in the recommendation outcomes they 

inform. 

 

2. Changes to vaccine recommendations should have a clearly articulated scientific and 

public health rationale and occur through a transparent process.                                     

Response to Questions 14, 15 and 17. 

 

Public confidence depends not only on the recommendations ultimately adopted but also on 

confidence in the process through which those recommendations are developed. When federal 

vaccine recommendations or recommendation categories change, HHS should clearly explain the 

evidence considered, the benefits and potential harms evaluated, relevant uncertainties, and the 

rationale supporting the change. 

 

TFAH supports preserving established routine recommendations that have produced substantial 

and sustained population-health benefits unless a compelling evidentiary and public health 

rationale supports changing them. Where a recommendation has contributed to substantial 

 
2 Centers for Disease Control and Prevention, Child and Adolescent Immunization Schedule by Age, updated August 

7, 2025. https://www.cdc.gov/vaccines/hcp/imz-schedules/child-adolescent-age.html.   
3 Centers for Disease Control and Prevention, Advisory Committee on Immunization Practices, Evidence-Based 

Recommendations for ACIP, April 22, 2025; Evidence to Recommendations Framework. 

https://www.cdc.gov/acip/evidence-based-recommendations/, https://www.cdc.gov/acip/evidence-to-

recommendations/index.html   

https://www.cdc.gov/vaccines/hcp/imz-schedules/child-adolescent-age.html
https://www.cdc.gov/acip/evidence-based-recommendations/
https://www.cdc.gov/acip/evidence-to-recommendations/index.html
https://www.cdc.gov/acip/evidence-to-recommendations/index.html


 
 

reductions in disease, the evidentiary and public health rationale for narrowing that 

recommendation should be correspondingly persuasive. 

 

The experience with recent changes to the hepatitis B birth-dose recommendation illustrates the 

importance of this principle. As TFAH noted following the December 2025 ACIP meeting, the 

universal hepatitis B vaccination strategy contributed to an approximately 99 percent reduction 

in hepatitis B cases among children and adolescents.4 When ACIP subsequently voted to shift the 

hepatitis B birth-dose recommendation to individual based decision-making for infants born to 

mothers who test negative for the virus, the process was not transparent, and no new evidence 

was presented during the meeting to explain the change. 

 

The broader principle extends beyond any single vaccine. Recommendations should not change 

without a clearly articulated evidentiary and public health rationale that is openly presented and 

deliberated by subject matter experts. When reassessment leads to a different recommendation, 

clinicians, families, and the public should be able to understand what changed and why that 

change supports a different policy. 

 

Because the RFI identifies public trust as essential to a durable vaccine-recommendation 

framework, TFAH believes HHS should clearly communicate what is known, what remains 

uncertain, and how uncertainty was considered. Such transparency strengthens evidence-based 

decision-making. 

 

3. Changes in recommendation categories may affect access, implementation, and health 

equity.                                                                                                   

Response to Questions 6, 12, and 13. 

 

Recommendation categories carry practical consequences beyond the terminology used on an 

immunization schedule. They have significant influence on how clinicians communicate with 

patients and families, how health systems implement vaccination programs, and how individuals 

understand federal guidance. They also interact with insurance coverage as well as federal and 

state vaccination programs. 

 

When vaccine recommendations are adopted and incorporated into CDC immunization 

schedules, they can carry important coverage and programmatic consequences. ACIP 

recommendations generally receive coverage without cost-sharing under applicable Affordable 

Care Act preventive service requirements for certain private health plans. Federal vaccine 

recommendations also have important implications for Medicaid, the Children’s Health 

Insurance Program (CHIP), and the Vaccines for Children program.5 Because the precise 

 
4 Trust for America’s Health, J. Nadine Gracia, TFAH Statement on ACIP Hepatitis B Recommendation, December 

5, 2025. https://www.tfah.org/article/j-nadine-gracia-tfah-statement-on-acip-_hepb-recommendation/   
5 Centers for Disease Control and Prevention, Advisory Committee on Immunization Practices, ACIP Shared 

Clinical Decision-Making Recommendations; Centers for Medicare & Medicaid Services, Mandatory Medicaid and 

Children’s Health Insurance Program Coverage of Adult Vaccinations under the Inflation Reduction Act, State 

Health Official Letter #23-003, June 27, 2023; Centers for Disease Control and Prevention, Vaccines for Children 

Program. https://www.cdc.gov/acip/vaccine-recommendations/shared-clinical-decision-making.html, 

https://www.medicaid.gov/federal-policy-guidance/downloads/sho23003.pdf,  https://www.cdc.gov/vaccines-for-

children/about/index.html.  

https://www.tfah.org/article/j-nadine-gracia-tfah-statement-on-acip-_hepb-recommendation/
https://www.cdc.gov/acip/vaccine-recommendations/shared-clinical-decision-making.html
https://www.medicaid.gov/federal-policy-guidance/downloads/sho23003.pdf
https://www.cdc.gov/vaccines-for-children/about/index.html
https://www.cdc.gov/vaccines-for-children/about/index.html


 
 

requirements vary by coverage type and program, preserving clarity about the status and 

implications of each recommendation category is important for clinicians, patients, families, 

payers, and public health programs. TFAH urges HHS to remain committed to ensuring that any 

American who wishes to receive a vaccine that is recommended for them can do so without 

financial or other barriers. 

 

A more complex or less clearly understood classification system could increase administrative 

burdens for clinicians, create uncertainty for families, and contribute to inconsistent 

implementation across health care settings and jurisdictions. 

 

Conclusion 

 

Families and clinicians need a vaccine schedule they can trust and understand. Maintaining a 

transparent, fair, and evidence-based process, while carefully considering the implications of 

policy changes for access and health equity, is essential to preserving the credibility and 

effectiveness of federal vaccine recommendations. TFAH encourages HHS to preserve a vaccine 

recommendation process built on rigorous scientific review, appropriate expertise, transparent 

deliberation, consistent standards, and meaningful public input.  

 

TFAH welcomes the opportunity to work with HHS to strengthen public confidence in federal 

vaccine recommendations. We appreciate your consideration of these comments. 

 

Sincerely, 

 

 
 

J. Nadine Gracia, MD, MSCE 

President and CEO 

Trust for America's Health 


