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September 16, 2026

The Honorable Robert F. Kennedy, Jr.

Secretary

U.S. Department of Health and Human Services
200 Independence Avenue, SW

Washington, DC 20201

Re: Docket No. HHS—0S-2026-0332; Request for Information: Categories Used in Federal Vaccine
Recommendations and the Role of Shared Clinical Decision-Making

Dear Secretary Kennedy:

On behalf of the American College of Physicians (ACP), | am pleased to share comments on the Health
and Human Services (HHS) and the Task Force on Safer Childhood Vaccines Request for Information (RFI)
regarding the Categories Used in Federal Vaccine Recommendations and the Role of Shared Clinical
Decision-Making. ACP is the largest medical specialty organization and the second-largest physician group
in the United States. ACP members include 163,000 internal medicine physicians, related subspecialists,
and medical students. Internal medicine physicians are specialists who apply scientific knowledge and
clinical expertise to prevent, diagnose, and treat disease in adults across the continuum of care.

The ACP appreciates the opportunity to offer input on the categories currently used in Federal vaccine
recommendations and the role of shared clinical decision-making (SCDM). ACP strongly urges HHS to
retain the current decision framework, which has been used for over two decades to translate
scientific evidence regarding vaccine efficacy, safety, disease risk, individual circumstances, and
patient preferences into clear clinical recommendations.

The current framework of routine, risk-based, and shared clinical decision-making recommendations
provides an understandable and appropriately differentiated structure for translating scientific
evidence into clinical practice. Todate,HHS has not demonstrated a need for additional categories or a
fundamentally different framework. Instead, HHS should focus on strengthening the transparency,
communication, and implementation of the existing framework.

Preserving a stable, evidence-based framework is particularly important at a time when vaccine
confidence is critical to public health. Clinicians, patients, health plans, public health agencies,
immunization registries, health information technology systems, and other stakeholders have developed
clinical and operational processes around these established categories. Creating additional categories or
substantially revising their meaning could introduce unnecessary uncertainty regarding the strength of
recommendations, insurance coverage, clinical decision support, and appropriate patient counseling.
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ACP has long supported data-driven, evidence-based vaccine recommendations and the rigorous scientific
processes historically used by the Centers for Disease Control and Prevention (CDC) and the Advisory
Committee on Immunization Practices (ACIP). The College continues to believe that immunization
recommendations should be grounded in the best available scientific evidence, informed by appropriate
clinical expertise, and communicated transparently to physicians and patients. ACP's recent advocacy has
similarly emphasized that vaccine recommendations must remain evidence-based and that changes to
immunization policy should not jeopardize patient access to safe and effective vaccines?.

The Existing Categories Remain Appropriate and Should Be Retained

ACP strongly supports maintaining the existing categories of routine, risk-based, and shared clinical
decision-making (SCDM) recommendations and does not believe that HHS should establish additional
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categories such as “recommended with qualification,” “shared clinical decision-making with qualification,”
or age-de-emphasized recommendations. The value of the existing framework is precisely that it permits

the strength and scope of a recommendation to correspond to the evidence and expected benefit.

A routine recommendation indicates that the available evidence supports vaccination of the identified
population absent a contraindication. Vaccines in this category provide substantial individual and
population-level benefit by preventing infection, serious illness, hospitalization, mortality, transmission, or
other adverse outcomes. The measles, mumps, and rubella (MMR) vaccine illustrates the importance of
strong routine recommendations when evidence of effectiveness and public health benefits is well
established.

A risk-based recommendation allows recommendations to be targeted to patients whose age, underlying
medical conditions, occupational exposure, behavioral risks, or other factors make them more likely to
acquire disease or experience serious complications. Pneumococcal vaccination provides an example of
how age-based and risk-based recommendations can operate together: certain populations receive age-
based recommendations, while younger adults with specified medical or other risk factors may qualify
under risk-based recommendations. ACIP's evidence-to-recommendations (EtR) process has specifically
considered underlying conditions when assessing pneumococcal vaccination recommendations?.

Finally, SCDM provides an appropriate mechanism when vaccination may benefit some individuals, but
evidence does not support a universal recommendation for the entire population or risk group. CDC has
historically described SCDM recommendations as appropriate when individuals may benefit from
vaccination, but broad vaccination of the group is unlikely to produce the same population-level benefit3.

1 American College of Physicians. ACP immunization-related efforts. (n.d.). https://www.acponline.org/clinical-information/clinical-resources-
products/adult-immunization/acp-immunization-related-efforts

2 cDC ACIP. (2025, January 6). EtR framework for adults aged 50—64 years who have not received a pneumococcal conjugate vaccine.
https://www.cdc.gov/acip/evidence-to-recommendations/adults-50-64-without-pneumococcal-vaccine-etr.html

3 cDC ACIP. (2025, January 7). ACIP shared clinical decision-making recommendations. https://www.cdc.gov/acip/vaccine-
recommendations/shared-clinical-decision-making.html
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These distinctions are meaningful. They allow the strength and scope of a Federal recommendation to
reflect the evidence without forcing every vaccine decision into a binary choice between a universal
recommendation and no recommendation at all.

SCDM Should Be Retained and Distinguished From Informed Consent
ACP particularly urges HHS to retain the SCDM category.

SCDM is an important component of patient-centered care because it recognizes that the balance of
benefits and risks for some vaccines may depend significantly on an individual patient's medical history,
likelihood of exposure, previous vaccination or infection, age, lifestyle, values, preferences, and other
circumstances.

The HPV vaccine for adults aged 27 through 45 illustrates this distinction. HPV vaccination is safe and
effective, but many adults in this age group will have already experienced HPV exposure and the
population-level benefit of universal vaccination is therefore smaller than in younger populations. Some
individual patients, however, may still derive meaningful benefit. SCDM permits the physician and patient
to evaluate those circumstances rather than requiring either universal vaccination or no
recommendation. CDC's explanation of the category uses HPV vaccination in adults aged 27-45 as an
example of precisely this type of individualized benefit assessment?.

HHS and the CDC should clearly distinguish SCDM from informed consent.

Informed consent is fundamental to medical care and applies regardless of whether a vaccine is
categorized as routine, risk-based, or SCDM. Patients retain the ability to accept or decline recommended
medical interventions, including vaccination. Designating a vaccine as “routine” does not eliminate the
physician's responsibility to communicate relevant benefits, risks, and alternatives or the patient's role in
deciding whether to receive the vaccine.

SCDM serves a different purpose. It communicates that there is no default recommendation for every
individual in the identified population and that the expected benefit of vaccination depends more
substantially on individual circumstances. The RFl itself* recognizes this distinction: routine and risk-
based recommendations generally carry a default to vaccinate, whereas SCDM recommendations have no
default and depend on individual characteristics, available evidence, clinician judgment, and patient
preferences.

ACP therefore recommends retaining the term “shared clinical decision-making.” Replacing it with
“individual-based decision-making” could unintentionally minimize the role of clinical expertise and the
patient-physician relationship. If HHS believes additional clarity is necessary, it would be preferable to
provide a concise plain-language explanation of SCDM rather than create a new category or terminology.

4 Request for Information: Categories Used in Federal Vaccine Recommendations and the Role of Shared Clinical Decision-Making. 91 FR 54724,
54724-54728 (proposed August 21, 2026). https://www.federalregister.gov/documents/2026/08/24/2026-17250/request-for-information-
categories-used-in-federal-vaccine-recommendations-and-the-role-of-shared
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Implementation Problems With SCDM Should Be Addressed Through Better Support—not Through
Additional Categories

ACP recognizes the implementation concerns described in the RFI. HHS cites research indicating that
clinicians may spend more time implementing SCDM recommendations, may be uncertain about
coverage, and may encounter EHR and immunization forecasting systems that do not accurately display
SCDM recommendations. These are legitimate concerns, but ACP does not believe they demonstrate that
the category itself is flawed. Rather, this proves that SCDM should not be used as an overarching
recommendation category, particularly when clear, unequivocal evidence supports routine and risk-based
vaccinations. Categorizing universal vaccines under SCDM creates confusion, reduces vaccine uptake, and
undermines the effectiveness of federal vaccine policy.

Instead, HHS and CDC should improve the infrastructure supporting SCDM. This should include
standardized clinician and patient educational materials; clear coverage guidance; EHR-compatible clinical
decision support; integration with immunization information systems; concise decision aids; and
education explaining when and how SCDM should occur.

Physicians should also not be expected to undertake unnecessarily burdensome documentation merely
because a vaccine falls within the SCDM category. Documentation requirements should be clinically
meaningful and should not turn shared decision-making into an administrative checklist.

Most importantly, HHS should clearly communicate that an SCDM recommendation does not indicate
that a vaccine is unsafe, ineffective, experimental, or not covered by insurance. As the RFI
acknowledges, once adopted, SCDM recommendations trigger the same applicable Federal coverage
requirements as routine recommendations.

HHS Should Continue to Rely on the Established Evidence-to-Recommendations (EtR) Framework
ACP strongly supports continued use of a rigorous and transparent EtR process.

ACIP's EtR framework, adopted in 2018°, was designed to provide transparency and consistency by
considering not simply whether evidence exists, but also the magnitude and balance of benefits and
harms, certainty of evidence, values and preferences of affected populations, feasibility, acceptability, and
resource use.

ACP therefore cautions against adopting an approach that implicitly treats randomized controlled trial
evidence as the only appropriate foundation for a Federal vaccine recommendation.

Randomized controlled trials are extremely important, particularly in establishing vaccine efficacy and
safety prior to authorization or licensure. However, they are not the only scientifically valid source of
information. Depending on the question, additional evidence may appropriately include observational
studies, epidemiologic data, post-approval safety surveillance, effectiveness studies, disease prevalence

5 Lee G., Carr W. (2018). Updated framework for development of evidence-based recommendations by the Advisory Committee on
Immunization Practices. MMWR Morb Mortal Wkly Rep 2018;67:1271-1272. http://dx.doi.org/10.15585/mmwr.mm6745a4
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and severity, immunologic evidence, and real-world evidence. In some circumstances, additional
randomized trials may be infeasible or unethical.

The appropriate standard should therefore remain the totality, quality, consistency, and relevance of the
available scientific evidence, with transparent acknowledgment of its strengths and limitations.

Where meaningful uncertainty still exists, ACP supports clearly communicating that uncertainty and
establishing an appropriate process for reassessment as new evidence becomes available. This could
include explicit descriptions of evidentiary certainty and scheduled re-review of recommendations when
the evidence is rapidly evolving. ACP would caution, however, against automatic sunset provisions that
could inadvertently eliminate a recommendation or disrupt access merely because an administrative re-
review has not been completed.

Scientific Recommendation Categories Should Remain Distinct From Questions of Mandates,
Exemptions, or Religious Accommodation

The RFI appropriately recognizes that Federal vaccine recommendations are recommendations and are
distinct from vaccination mandates. ACP believes that distinction is particularly important.

Questions concerning patient autonomy, informed consent, parental permission, or legally recognized
religious accommodation should not be conflated with the scientific determination of whether a vaccine
is safe, effective, and recommended for a particular population.

Patient values and preferences appropriately form part of clinical decision-making, particularly within
SCDM. However, the scientific classification of a vaccine recommendation should continue to reflect the
available evidence regarding benefits, harms, disease burden, and the population for whom vaccination is
indicated. Questions concerning vaccination requirements or exemptions involve separate legal, ethical,
and public health considerations. Changing the recommendation framework in response to debates over
mandates could unintentionally weaken the clarity of scientific guidance without resolving those broader
policy questions.

International Comparisons Can Inform—but Should Not Determine—U.S. Recommendations

ACP agrees that HHS may appropriately examine the experiences of international health organizations
and peer countries. However, such comparisons should provide supplementary evidence rather than
determine the U.S. immunization schedule.

As ACP has previously noted, other countries can differ substantially from the United States in population
size and demographics, disease epidemiology, health care financing, access to preventive services,
vaccination infrastructure, and other factors. ACP has specifically cautioned against simply aligning U.S.
vaccination policies with countries whose health systems and populations are materially different from
those of the United States®.

6 American College of Physicians. (2026, March 11). ACP calls on ACIP to rely on evidence-based vaccine recommendations.
https://www.acponline.org/sites/default/files/acp-policy-
library/letters/acp calls on acip to rely on evidence based vaccine recommendations postpone upcoming meeting 2026.pdf
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Federal recommendations should therefore remain grounded primarily in U.S.-specific epidemiologic and
clinical evidence while appropriately considering high-quality international evidence where relevant.

Changes to Recommendation Categories Must Not Jeopardize Vaccine Access

ACP is particularly concerned about the downstream consequences of altering established
recommendation categories.

Federal vaccine recommendations intersect with insurance coverage requirements, the Vaccines for
Children program, public health programs, state policies, clinical decision-support systems, immunization
registries, quality measures, and physician workflows. The RFl itself recognizes that creating new
categories could affect coverage requirements, program eligibility, vaccine injury compensation, and state
law.

This is another reason ACP recommends maintaining the current framework.

If HHS nevertheless considers any modification, it should first demonstrate that the change will not
reduce coverage, increase patient cost-sharing, create uncertainty regarding eligibility, or otherwise
impede timely access to recommended vaccines. Clinical terminology should never inadvertently
become a mechanism for limiting coverage.

Public Trust Is Best Strengthened Through Transparency, Scientific Integrity, and Consistency

ACP agrees with HHS that public trust is essential. However, trust is unlikely to be strengthened simply by
increasing the number of vaccine recommendation categories.

A framework is trustworthy when patients and physicians can understand what evidence was considered,
how strong that evidence is, why a particular recommendation was made, who participated in the
decision, and how the recommendation will be reconsidered as evidence changes.

ACP therefore recommends that HHS ensure that Federal vaccine recommendations are accompanied by:

1. aclear summary of the evidence supporting the recommendation;

2. transparent descriptions of benefits, risks, and areas of uncertainty;

3. the rationale for assigning the vaccine to a particular recommendation category;

4. accessible clinical guidance for physicians and other vaccinators;

5. understandable patient-facing materials;

6. clear and consistent information concerning coverage and access;

7. appropriate disclosure of conflicts of interest and transparent deliberative processes; and
8. timely reassessment when meaningful new scientific evidence becomes available.

Communication should also explain changes in recommendations when they occur. Evolving scientific
guidance should not automatically be viewed as evidence that previous guidance was unreliable. Rather,



HHS and the CDC should explain what new evidence emerged, why it changed the assessment, and how
the updated recommendation better reflects current knowledge.

Conclusion

Our nation has long been recognized as a leader in vaccine science because of its commitment to rigorous
evidence review, scientific expertise, transparency, and continuous evaluation. The established vaccine
recommendation framework has provided clinicians and patients with a practical means of translating
complex evidence into understandable recommendations while maintaining an appropriate role for
clinical judgment and patient preferences.

ACP therefore strongly urges HHS to retain the existing routine, risk-based, and shared clinical decision-
making categories and the established EtR framework.

Where implementation challenges exist—particularly around SCOM—HHS, through the CDC, should
address them through clearer communication, clinician education, improved clinical decision support, and
better integration with health information technology rather than by creating additional categories or
replacing a framework that clinicians and patients already understand.

Maintaining a stable, transparent, and evidence-based recommendation process is essential not only to
the effectiveness of the nation's immunization strategy but also to maintaining patients’ and physicians’
confidence in Federal public health recommendations.

ACP looks forward to continued collaboration with the Secretary and HHS to ensure that vaccine policies
remain rooted in sound scientific principles. The College strongly encourages ongoing engagement with
the internal medicine community and welcomes the opportunity to discuss our recommendations further.
Please contact Brian Outland, PhD, Director of Regulatory Affairs, at boutland@acponline.org with

comments or questions regarding the contents of this letter.

Sincerely,
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Jan K. Carney, MD, MPH, MACP
President
American College of Physicians


mailto:boutland@acponline.org

