July 6, 2021
VIA ELECTRONIC FILING TO: http://www.regulations.gov
Shalanda Young
Acting Director
The Office of Management and Budget
725 17th Street, NW
Washington, DC 20503
Re: Methods and Leading Practices for Advancing Equity and Support for Underserved
Communities Through Government
Dear Ms. Young:
The Pharmaceutical Research and Manufacturers of America (PhRMA) appreciates the
opportunity to comment on your Request for Information (RFI), “Methods and Leading Practices
for Advancing Equity and Support for Underserved Communities Through Government,” which
was published in the Federal Register on May 5, 2021.
Consistent with our priority of building a more just, equitable health care system, PhRMA
believes that diversity, equity and inclusion are essential to the discovery of new medicines and
that people of all ethnic and racial backgrounds should have equitable access to treatment.
Our comments follow below and are focused on Area 1: Equity Assessments and Strategies,
Area 2: Barrier and Burden Reduction, and Area 5: Stakeholder and Community Engagement.
Thank you for the opportunity to comment on this important matter. Please feel free to contact
Courtney Christian, MPA for any questions about this comment letter.
Contact Information
Courtney Christian, MPA
Email: cchristian@phrma.org
Phone: 202-835-3541
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July 6, 2021
Re: Methods and Leading Practices for Advancing Equity and Support for Underserved
Communities Through Government
Dear Ms. Young:
The Pharmaceutical Research and Manufacturers of America (PhRMA) appreciates the
opportunity to comment on your Request for Information (RFI), “Methods and Leading Practices
for Advancing Equity and Support for Underserved Communities Through Government,” which
was published in the Federal Register on May 5, 2021.1
Consistent with our priority of building a more just, equitable health care system, PhRMA
believes that diversity, equity and inclusion are essential to the discovery of new medicines and
that people of all ethnic and racial backgrounds should have equitable access to treatment.2 We
support policies that will help achieve these goals, including improving clinical trial diversity;
building a diverse workforce; investing in data infrastructure to assess disparities; filling gaps in
health data to improve disparities measurement; promoting best practices to improve equity in
health care screening, diagnosis, and treatment; and supporting incentives for health systems to
align data and best practices. Researchers have found that there are some diseases and conditions
which affect racial and ethnic communities at a higher rate than the average population, such as
Alzheimer’s disease, certain cancers, chronic lung conditions, type 2 diabetes, heart conditions,
HIV infection, liver disease, obesity, sickle cell disease and stroke.3 Today, there are 829
medicines in development by biopharmaceutical research companies to address these diseases,
all of which are in in-human clinical trials or awaiting review by the FDA.4
We commend the Office of Management and Budget (OMB) for issuing this RFI, which seeks
information on many of these policies and look forward to working with OMB and other Federal
agencies to achieve these goals. PhRMA is committed to closing gaps in medication access to
improve the health and well-being of all Americans. We are concerned by the numerous studies
demonstrating that certain racially/ethnically diverse populations have lower medication
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utilization and/or adherence than their white counterparts.5,6,7 Evidence has shown that the
downstream consequences of such medication nonadherence include increased health care costs,8
poor health outcomes,9,10 and increased risk of mortality.11 In an effort to drive meaningful
dialogue and potential solutions to these and other systemic challenges, PhRMA released a
patient-centered agenda, “Building a Better Health Care System,” which demonstrates the
biopharmaceutical industry’s commitment to working with all stakeholders to deliver a stronger,
more resilient, affordable and equitable health care system for all.12
We support the Administration's interest in advancing health equity, particularly in Federal
health care programs.13 The COVID-19 pandemic has disproportionately impacted diverse and
underserved communities due to factors such as inequitable access to health care, a shortage of
racially/ethnically diverse health care workers, the racial wealth gap, increased rates of living in
crowded housing, and systemic racism.14 The pandemic’s disproportionate impact on Black and
Brown communities clearly demonstrates that we can wait no longer to fix inequities in our
health care system, and we look forward to supporting the Federal government in these important
efforts.
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Our comments follow below and are focused on Area 1: Equity Assessments and Strategies,
Area 2: Barrier and Burden Reduction, and Area 5: Stakeholder and Community Engagement.
Area 1: Equity Assessments and Strategies
The OMB seeks input on approaches and methods for holistic program- and policy-specific
assessments of equity and public sector entities, including the development of strategies and use
of data to assess whether policies, budgets, regulations, grants, or programs are effective in
advancing equity. PhRMA believes it is imperative that Federal health care agencies assess
whether their future policies and regulations will reflect and achieve the Administration’s stated
goals of advancing equity.
(1a) Methods and Practices to build evidence to reflect underserved individuals and
communities
Build Robust Data Infrastructure. Failure to gather information on race and ethnicity that can
improve health outcomes has allowed health disparities to persist. A robust, interoperable data
infrastructure that includes consistent measures of health outcomes associated with race,
ethnicity, language, and social determinants of health is imperative to assess and make progress
toward equality and reducing disparities in care.15,16 The current lack of disaggregated data
related to race and ethnicity in Federal health care programs and beyond limits visibility into
how communities are faring, and compromises efforts to measure and address health disparities.
While standards exist for the collection and reporting of race, ethnicity, language, sex, and
disability data in all publicly funded national administrative files and health surveys, these
standards do not apply to many other reporting entities at the Federal, state, and local levels,
including administrative, billing, and medical records that are key health data collection
sources.17 Additionally, current Federal standards are not sufficiently granular to reflect
diversity, and therefore health disparities, for smaller underrepresented communities within
broad categories of race and ethnicity.18 PhRMA suggests that Federal regulators consider
testing, piloting, and facilitating activities to generate standardized, granular data on ethnically
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diverse populations in Federal health care programs, so that data representing diversity across a
broad range of cultures, backgrounds and lived experiences can be synthesized.19,20
Enhancing health disparity data may also require consideration of incentives to encourage data
collection and the infrastructure investment needed to facilitate interoperability. There is an
opportunity for Federal programs and related entities, such as health care practices and systems,
to promote data sharing to measure the uptake of underserved communities in Federal
programs/activities and the impact of Federal programs and activities on closing health
disparities. Electronic data sharing among plans could reduce burdens on providers and patients.
For example, doctors spend about four hours per week on administrative tasks such as addressing
drug formulary issues, prior authorization requests, and clarifying claims information.21
Currently, fewer than 15 percent of administrative health care transactions are fully electronic,
including eligibility verification, checking on claim status, prior authorization, and clinical
information submitted with claims.22
We also recommend looking for opportunities to leverage existing data to better inform health
care use and outcomes across important subpopulations, particularly as it relates to health
disparities. These data could be conveyed in dashboard-style outputs. For example, the Centers
for Medicare & Medicaid Services (CMS) publicly reports select information on the Medicare
and Medicaid populations using deidentified administrative claims data. CMS’ Medicare
Enrollment Dashboard includes information regarding the number of Medicare beneficiaries with
hospital/medical coverage and prescription drug coverage.23 There also are dashboards on drug
spending in Medicare Part D24, Medicare Part B25 and Medicaid26 that could be enhanced to
19
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display disparities in outcomes. The Office of Minority Health also reports data on racial and
geographic health disparities for select diseases and outcomes.27 CMS’ Office of Minority Health
also has designed an interactive tool – the Mapping Medicare Disparities Tool – to identify areas
of disparities between subgroups of Medicare beneficiaries, such as racial and ethnic groups, in
health outcomes, utilization, and spending.28 These tools could serve as a model for functional
and comprehensive “disparity dashboards” that could be developed across agencies, with
consistent definitions and outputs that reflect a broader range of diseases, outcomes, and
treatment uses, particularly for medicines.
We recommend that Federal programs also continue to develop safeguards to protect personally
identifiable information. The collection of data should serve to improve health care programs for
underserved communities, not provide a means for discrimination or harming individuals.29 We
recommend that OMB and Federal agencies engage experts to test and implement safeguarding
of data elements, ensuring that personally identifiable information remains protected throughout
the process. Lastly, Federal programs should consider collecting and evaluating qualitative and
quantitative data from underserved communities and standardized metrics to assess the impact of
current and future Federal programs on health equity.
Partner with Community Stakeholders to Develop Culturally Sensitive Data Collection
Strategies. Direct engagement with community stakeholders (e.g., community-based
organizations and community leaders) can help Federal agencies reach and collect data on
underserved communities in a culturally sensitive manner. Agencies administering Federal
health care programs should strongly consider working alongside community leaders and
organizations that serve predominately underserved groups and have a history of engaging the
underserved, such as Federally qualified health centers (FQHCs), historically black colleges and
universities (HBCUs), Tribal groups, and other entities to implement culturally sensitive
engagement strategies to collect data and evidence.
Community-based organizations like FQHCs and HBCUs can assist with the accurate
identification and reporting of race and ethnicity data. Studies consistently show that
inconsistencies in reporting of race and ethnicity are prevalent. In one study, the authors note that
inaccurate data collection on race and ethnicity can lead to a misunderstanding of the burdens of
diseases and result in under-appropriation of funds to fight health disparities. The authors note
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that the way in which information on race and ethnicity is collected may need to be re-evaluated
in order to ensure that the data is accurately captured.30
Over the course of this effort, the Federal government should consider piloting and testing
approaches to assess hurdles facing engagement and data collection on a regular basis. We note
that studies have found that reimbursing community health centers (CHC) for tasks including
activities related to social determinants of health (SDOH) helped increase their success in
screening for SDOH.31 Consistent with these findings, we recommend that Federal agencies
consider providing financial and/or non-financial incentives for time spent on providing
feedback and/or collecting data to advance the government’s efforts to engage underserved
communities.
(1b) Methods and practices for agencies to build capacity and provide training and support
for teams conducting this work
Build and Invest in Diverse Teams and STEM Education. Continued scientific and
technological innovations are critical to fostering continued economic growth, global
competitiveness, and most importantly, helping patients live longer, healthier, and more
productive lives. The innovative biopharmaceutical industry is committed to building on new
scientific discoveries and technological advances, relying on a work force with education and
skills in science, technology, engineering and math (STEM). Around the world, an increasing
number of countries have recognized that a robust diverse and inclusive STEM-skilled work
force is needed to fuel continued economic growth. STEM workers have been shown to be key
drivers of innovation and, thus, contributors to significant economic productivity. Research
shows that organizations that promote an inclusive and diverse environment boost creativity and
increase innovation.32 Studies have shown that diversifying the workforce offers organizations
tangible and profitable benefits, including increased performance.33 The advantages of increased
creativity, innovation, and diverse perspectives are essential in advancing equity efforts in the
health care and technology sectors. Efforts to improve equity across diverse communities will be
most successful if the teams are themselves diverse and representative of the communities they
seek to engage. To that end, we recommend that agencies continue to support a diverse STEM
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pipeline34 for diversification of the Federal workforce,35 to provide pathways for diverse students
and experienced employees to join the Federal ranks at all levels.
Building deeper ties with STEM programs that encourage diverse gender and ethnic enrollment
will help foster community trust and provide a forum to help agencies understand the needs of
under-represented populations in STEM. Fostering partnerships with STEM programs will also
increase the knowledge needed to improve recruitment efforts and professional growth
opportunities for a diverse, qualified workforce. We encourage Federal agencies to continue
recruitment through the Pathways Programs at economically disadvantaged HBCUs and other
ethnically diverse institutions that offer a STEM program. Historically, the Internship Program
(formerly the Student Career Experience Program (SCEP) and Student Temporary Employment
Program (STEP)) proved beneficial in increasing diversity at agencies, including the National
Aeronautics and Space Administration (NASA) and the United States Patent and Trademark
Office (USPTO), and we encourage the Administration to consider how such efforts can serve as
a model for STEM programs across Federal agencies.
Promote Diversity, Inclusion, and Equity Training. Additionally, we recommend that agencies
continue to support and potentially expand diversity, inclusion, and equity training focused on
evidence-based practices.36 This training is pivotal to building inclusive and diverse teams in the
Federal government and preparing current employees of all backgrounds to engage with the
communities they serve. Many companies in the biopharmaceutical industry have incorporated
these trainings as part of a holistic strategy to strengthen a culture of diversity and inclusion—
these activities could be a model for Federal agencies. A 2020 survey of PhRMA members
shows that member companies have increased opportunities for historically underrepresented
populations and cultivated an environment of inclusion through a variety of activities, including
diversity and inclusion (D&I) trainings focused on unconscious bias.37 Training on diversity,
equity, and inclusion will allow Federal employees to learn culturally sensitive communication
strategies and promote inclusive workplace environments. We recommend that the Federal
government conduct assessments of diversity and inclusion on a regular basis to promote
continual development in these areas. We would welcome sharing our activities in this area for
use as a potential model for Federal agencies.
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Consistent with the June 2021 Executive Order on Diversity, Equity, Inclusion, and Accessibility
in the Federal Workforce,38 we support the development and issuance of a Government-wide
Diversity, Equity, Inclusion, and Accessibility Strategic Plan to define standards of success for
diversity, equity, inclusion, and accessibility efforts based on leading policies and practices in the
public and private sectors and to establish an updated system for agencies to report regularly on
progress on key DEI priorities across federal agencies.
(1c) Methods and practices to incorporate community engagement and feedback from
underserved individuals into equity assessments
Pilot and Test Engagement Strategies. We recommend that Federal agencies consider piloting
and testing different engagement strategies to gain feedback on how to best incorporate the
experiences of underserved communities in equity assessments. Community-based participatory
research provides a model for agencies to engage members of underserved communities as
partners in research.39 The Detroit Urban Research Center (Detroit URC) is one such model. It is
a well-established community-based participatory research partnership between local Detroit
organizations and the University of Michigan that aims to promote health equity, having
established more than 10 affiliated partnerships and 30 community-based participatory research
projects over the past 25 years.40 These partnerships include the Healthy Environments
Partnership, which is working to address issues that contribute to racial and socioeconomic
disparities in cardiovascular disease, and the Participatory Action for Access to Clinical Trials
(PAACT), which aims to improve the representation of the African American and other minority
communities in cancer clinical trials. The Detroit URC is a model for community engagement
that can be looked to as a best practice for Federal agencies.
Community-based participatory research has been funded by several government programs,
including the National Institute on Minority Health and Health Disparities (NIMHD),41the
Agency for Healthcare Research and Quality (AHRQ),42 and the Patient-Centered Outcomes
Research Institute (PCORI).43 In seeking to incorporate the diversity of lived experiences,
38
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Federal programs should consider seeking input from individuals with experiences of
overlapping identities and characteristics, such as gender, race/ethnicity, geography, culture, and
background.
Area 2: Barrier and Burden Reduction
(2a) Methods and practices to address burdens and barriers in Federal programs in
assessments of program delivery
Evaluate burdens in equity assessments of program delivery. There have been multiple cited
approaches to improve access to covered services under Federal health care programs, such as
advancing health literacy and increasing support for community-based organizations to reach
underserved areas.44,45 In addition, financial barriers such as transportation costs and time lost
from work are often more significant for lower-income workers and can contribute to disparities
in health and health outcomes. A 2017 analysis demonstrated that Hispanic, Black, and Asian
American/Pacific Islander workers are more likely to be paid poverty-level wages as compared
to white workers and that the share of Hispanic workers with poverty-level wages is twice as
high as white workers (19.2% vs. 8.6%).46 These realities must be considered when evaluating
potential solutions to reduce barriers, promote access, and relieve health care burdens.
An overarching concern is that individuals who could benefit significantly may not be enrolling
in Federal programs because of a lack of health literacy or limited resources to identify and
register for such programs (e.g., lack of internet access, transportation, or paid time off). Equity
assessments should consider whether opt-in requirements for Federal programs, such as the
Medicare Part D low-income subsidy (LIS), disproportionately limit access to these programs for
individuals in minority communities. It has long been the case that LIS take-up has lagged well
behind LIS eligibility. For example, in 2011, only 35 percent of beneficiaries who were eligible
for the LIS and who were not auto-enrolled applied for and received the LIS.47 Federal agencies
should review these data and consider alternatives to opt-in requirements. Moreover, additional
data and analyses could assist in determining the extent to which non-enrollment in programs
like the Part D LIS disproportionately impacts diverse communities and therefore may benefit
from culturally nuanced solutions.
44
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Regardless of LIS enrollment, racially and ethnically diverse Part D patients may face barriers to
participating in Part D initiatives that could improve their health outcomes. For example,
research has shown that certain non-white racial and ethnic subgroups have a lesser chance of
meeting Medicare Part D’s medication therapy management (MTM) program requirements than
white enrollees, and that the MTM eligibility criteria may need to be modified to address these
disparities.48,49,50
Many private sector organizations have launched initiatives to prioritize addressing inequities in
access including social determinants of health. Best practices from these initiatives could prove
useful to Federal agencies working to eradicate health disparities and inequity in Federal health
care programs. Moreover, to measure burden across communities, we recommend collecting
information on barriers to access with standardized outcomes/metrics flexible enough to be
delivered in a culturally sensitive and population-specific manner. In addition, agencies may
wish to consider standard and continuous evaluation of the evaluation metrics, so that the
measures remain relevant.
(2b) Methods and principles for agencies to remove duplicative burden for individuals
seeking services from multiple agencies
Seek continuous feedback. Agencies should consider collecting information from individuals at
the point of service through short questionnaires designed to measure satisfaction on the
administrative processes required to seek and/or attain services from agencies.
Questionnaires can be designed to promote collection of satisfaction data on duplicative
administrative burden. This information can be systematically reviewed, along with information
from complaints and grievances, and incorporated in routine quality processes. In the case of
health care, providers may be another important source of information on duplicative burdens
that patients face when accessing Federal benefit programs. Providers can play an increasing role
in identifying patients’ social risk factors, such as food insecurity, exposure to violence,
unemployment, or housing issues, and helping patients receive assistance. Many providers have
incorporated screening tools into their practices and embedded social workers to provide patients
with resources, and there is a growing body of literature documenting the effectiveness of these
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screening tools.51 Through learning about patients’ social needs and recording data on social
determinants of health, providers can lend insight and play a unique role in closing gaps between
benefit programs where patients are not enrolled due to administrative challenges.
A growing practice among providers is screening for food insecurity, particularly among the
Medicaid population, many of whom experience food insecurity. However, Supplemental
Nutrition Assistance Program (SNAP) benefit eligibility determinations rely on a complex set of
income calculations and are not always well coordinated with Medicaid eligibility.52 A pilot
project that was conducted by Kaiser Permanente of Colorado to screen patients for food
insecurity and connect them with resources found that providing patients with written resources
and handouts was much less likely to result in patients ultimately registering for assistance
programs, as compared with active on-site referral and outreach on the part of the provider
teams.53 We encourage Federal agencies to identify how to better collect social risk data from
providers and leverage this information to identify and begin to solve gaps and barriers.
Area 5: Stakeholder and Community Engagement
(5a) Methods and principles to proactively engage with underserved individuals and
communities that will be most affected by programs, policies, rules, processes, or
operations
Engage community-based organizations and leaders. OMB should consider encouraging
additional engagement by Federal agencies with community-based organizations and leaders
consistently in the development and evaluation of programs, policies, rules, processes, and
operations relevant to addressing health inequities. Community-based stakeholders understand
the specific needs of communities, which is crucial for successfully designing and implementing
outreach efforts to engage the underserved. The Federal government also might consider offering
incentives to community-based organizations currently serving as partners to increase
recruitment and engagement of underserved communities. Recreational centers, faith-based and
religious centers, and other local organizations can recommend and implement consistent
approaches that are relevant and culturally sensitive to community members. For engagement
related to health care policies, OMB also should consider engaging with relevant disease-specific
provider and/or patient groups.
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Distribute culturally competent promotion materials. We recommend that the OMB consider
supporting the development and distribution of culturally competent engagement materials. We
applaud CMS for developing targeted and culturally competent Medicare Part D outreach
materials and encourage the continuation of this practice.54 In addition, we commend Federal
health agencies, such as the Department of Health and Human Services (HHS), for providing
resources for individuals with limited English proficiency to access information on HHS
programs.55 Continuing to provide information on programs in clear and accessible language is
key to proactively and successfully engaging underserved communities.
Implementing strategies to learn from communities on engagement practices. To
meaningfully engage with underserved communities, we recommend that OMB consider
practical approaches to seek community feedback. For example, surveys may be deployed with
the aim of increasing understanding of the timing, frequency, and modalities of methods to
improve engagement on Federal programs.
(5b) Methods and practices that can be put in place to make Washington DC and
policymakers more accessible to underserved populations
Deploy inclusive approaches to increase engagement. OMB should consider deploying
inclusive approaches to increase engagement with underserved communities. We note the
importance of addressing technology barriers, as about four out of ten adults with lower incomes
lack access to home broadband services.56,57 In addition to income barriers, geographic
disparities remain, with Americans in rural areas remaining less likely to have home broadband
than Americans in urban and suburban areas.58 In addition, technological access barriers are
further compounded if the patient has a psychiatric diagnosis.59 OMB and other Federal agencies
can consider reaching communities through organizations with long-standing engagement with
underserved populations.
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Thank you for the opportunity to comment on this important matter.
Sincerely,

Courtney Christian, MPA
Senior Director, Policy and Research
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Jacquelyn McRae, PharmD, MS
Director, Policy and Research

