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March 4, 2022 

 

The Honorable Mariannette Miller-Meeks 
U.S. House of Representatives  
1716 Longworth House Office Building 
Washington, DC 20515 
 

The Honorable Mike Kelly 
U.S. House of Representatives  
1707 Longworth House Office Building 
Washington, DC 20515 

The Honorable H. Morgan Griffith 
U.S. House of Representatives  
2202 Rayburn House Office Building 
Washington, DC 20515 
 

 

Re: Biocom California’s Response to the Modernization Subcommittee of the House 

Republican-led Health Future Task Force’s Request for Information Regarding the 
Use of Wearable Technologies 

On behalf of Biocom California, thank you for the opportunity to submit comments to the 

Modernization Subcommittee of the House Republican-led Healthy Future Task Force’s 

Request for Information (RFI) regarding the use of wearable technologies. Wearable 

technologies, from smartwatches to biosensors, have the ability to untether patients from a 

clinical setting while allowing for additional data collection. Wearables play a key role in 

the development of patient-generated health data and real-world data. Biocom California 

believes that wearables have an important role to play now and in the future of patient 
care. 

Biocom California is the largest, most experienced leader and advocate for California’s life 

science sector, which includes biotechnology, pharmaceutical, medical device, genomics 

and diagnostics companies of all sizes, as well as research universities and institutes, 

clinical research organizations, investors and service providers. With more than 1,500 

members dedicated to improving health and quality of life, Biocom California drives public 

policy initiatives to positively influence the state’s life science community in the research, 

development, and delivery of innovative products. California’s life sciences industry 

generates over $400 billion in annual economic activity, supports almost 1.4 million jobs, 
and increases labor income by $131 billion per year1. 

 
1 Biocom California 2021 Economic Impact Report Databook. https://www.biocom.org/eir/  

https://www.biocom.org/eir/
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Biocom California applauds the Modernization Subcommittee of the Healthy Future Task 

Force for seeking information regarding the utilization of wearable technologies, expansion 

of telemedicine, and digital modernization efforts in the U.S. healthcare system. The global 

digital health market is expected to grow at a compound annual growth rate of 15.1 

percent from 2021 to 2028; North America also accounted for the largest market share of 

38.77 percent in 20202. With this exponential growth, we appreciate the task force’s 

interest in these tools and strongly encourage continued support for digital health 

technologies (DHTs) and regulatory alignment. 

The rise of digital tools and technologies has the incredible potential to revolutionize 

medicine for patients, providers, and innovators. It is crucial for Congress to understand 

these technologies and the existing landscape before pursuing policies that could affect 

these products.  

Wearable Technologies 

Manufacturers and Developers 

1. What are some opportunities for and barriers to the development of new wearable 
technologies?  

There are many different opportunities and challenges for the acceptance and widespread 

use of wearable technologies. As noted in the RFI, wearables have the potential for many 

different contexts of use, including clinical trials, disease prevention, diagnosis and 

treatment, and post-health intervention follow-up. However, each of these different uses 

has its own set of opportunities and challenges that need to be overcome.  

More Robust and Convenient Clinical Trials 

For instance, in drug development, DHTs need to be “fit-for-purpose,” meaning that data 

produced by the wearable must provide evidence to support an intervention’s clinical 

impact3. The opportunities provided by DHTs are vast and have the potential to 

revolutionize clinical trials by reducing the need for on-site visits and associated travel, 

increasing retention in trials, and ideally reducing the trial duration and speeding drug 

development, which facilitates patient access.  

 

 
2 Digital Health Market Size, Share & Trends Analysis Report By Technology (Healthcare Analytics, mHealth), By 
Component (Software, Services), By Region, And Segment Forecasts, 2021 – 2028. Grand View Research. 
https://www.grandviewresearch.com/industry-analysis/digital-health-
market#:~:text=The%20global%20digital%20health%20market%20is%20expected%20to%20grow%20at,
share%20of%2056.7%25%20in%202019.  
3 Digital Health Technologies for Remote Data Acquisition in Clinical Investigations; Draft Guidance. FDA. 
https://www.federalregister.gov/documents/2021/12/23/2021-27894/digital-health-technologies-for-
remote-data-acquisition-in-clinical-investigations-draft-guidance  

https://www.grandviewresearch.com/industry-analysis/digital-health-market#:~:text=The%20global%20digital%20health%20market%20is%20expected%20to%20grow%20at,share%20of%2056.7%25%20in%202019
https://www.grandviewresearch.com/industry-analysis/digital-health-market#:~:text=The%20global%20digital%20health%20market%20is%20expected%20to%20grow%20at,share%20of%2056.7%25%20in%202019
https://www.grandviewresearch.com/industry-analysis/digital-health-market#:~:text=The%20global%20digital%20health%20market%20is%20expected%20to%20grow%20at,share%20of%2056.7%25%20in%202019
https://www.federalregister.gov/documents/2021/12/23/2021-27894/digital-health-technologies-for-remote-data-acquisition-in-clinical-investigations-draft-guidance
https://www.federalregister.gov/documents/2021/12/23/2021-27894/digital-health-technologies-for-remote-data-acquisition-in-clinical-investigations-draft-guidance


3 
 

During the COVID-19 pandemic, many trials converted to a more decentralized model, 

often utilizing DHTs, including wearables, in order to ensure the continuation of the trial 

instead of stopping it completely. This allowed patients to reduce exposure to the virus and 

still participate in the clinical trial.  

Coverage, Payment, and Reimbursement 

In other contexts, such as disease prevention, diagnosis, and treatment, these same 

challenges exist to produce consistent, high-quality data, but reimbursement is a major 

challenge. Developers of these products often take on a significant logistical burden to 

invent the technology, manufacture it, and handle many of the back-end processes that 

enable these technologies to function properly. The rise of smart devices and COVID-19 has 

accelerated innovation in these technologies, which must be continued. However, these 

technologies and services have not been fully integrated into payment models, which 

creates a challenging environment for these products to flourish and keep them from 
reaching those who need access.  

Enterprise Data Management Learning Curves 

Across all contexts, remote monitoring can help providers better understand their patients’ 

needs. Equipping physicians with more robust information about their patients’ long-term 

health can lead to more accurate diagnoses, better health outcomes, and an overall 

improvement in patient care. However, providers can struggle to manage the additional 

physical and logistical burdens that can accompany integrating new technology. Therefore, 

educating providers and patients on the opportunities provided by these technologies as 

well as helping them manage the learning curve of these technologies could facilitate 
greater utilization.  

Patient Control of Personal Information & Data Stewardship 

With the rapid development of digital care, it can be difficult for patients to control who has 

access to their information, which is sometimes captured by institutions and commercial 

entities without clear consent or understanding from individuals. Patients can experience 

difficulties accessing their own personal information, and face lengthy processes and 

deterrent costs, which can create distrust in the technology itself. Therefore, it has become 

increasingly important to ensure the safety and confidentiality of patient information.  

Additionally, there are important remaining questions across the various contexts of use 

regarding the responsibility of various parties to act on the data collected and seek medical 

intervention, such as when a remote patient monitoring (RPM) device detects an abnormal 

result. As third-party contractors become more involved, ensuring these processes are 
established is critical. 
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General Uncertainty in an Evolving Regulatory Environment 

A challenge that exists across many, if not all, the contexts outlined in this RFI is 

uncertainty. The lack of certainty around whether a product will receive regulatory 

approval, adequately protects the information of the end-user, or if the product will be 

reimbursed are pervasive challenges for the development and uptake of wearable 

technologies. Infusing a level of certainty from regulators and payors, coupled with 

provider education, would help unlock many of the opportunities in this space. 

Biocom California believes that despite evident benefits, an unclear regulatory and 

reimbursement framework, a lack of awareness, and concerns with data ownership 

have made it more difficult for these technologies to develop to their full potential. 

Streamlining regulations and reimbursement policies, educating providers and the 

public about the use and benefits of digital health technologies, and ensuring robust 

data protections are some of the steps that we support to alleviate these challenges.  

2. How can wearable technologies help improve the lives of those with chronic 
conditions or disabilities?  

Wearable technologies can improve the lives of Americans across all disease states. Today, 
many DHTs are beneficial for those with chronic conditions or disabilities. The rise of heart 
rate monitors, pulse oximeters, and continuous glucose monitors provide tools to generate 
insights into some of the most common, chronic conditions Americans face. Chronic 
diseases affect millions; therefore, DHTs for chronic conditions must have broad appeal, be 
user-friendly across language and other barriers. And, in order to learn generalizable 
lessons about chronic diseases or disabilities, the technologies must also be accessible to 
everyone afflicted, not just select populations.  

DHTs allow patients to provide data to their physicians from a home setting and reduce the 
need to physically visit a doctor’s office or the hospital in certain circumstances. The 
communication of the data has additional benefits, including containing costs, preventing 
the deterioration of conditions, and ensuring the continuity of care. Digital health tools, like 
wearables, also empower patients to be more active participants in their health care 
process. As the healthcare system learns to integrate and innovate in the digital health 
space, all conditions will hopefully benefit.  

Biocom California believes that wearable technology has the ability to make a 
difference in the lives of many patients and help tackle some of the country’s most 
pressing chronic health challenges. We encourage the widespread adoption of these 
technologies when appropriate in order to tackle some of the most chronic and 
pervasive diseases in the U.S.  
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3a.  Is the FDA regulatory scheme sufficient to provide clarity and keep up with 
innovation necessary? 

The Food and Drug Administration (FDA) has been producing guidance and taking 
considerable steps to advance its thinking around all DHTs, including wearable devices. To 
date, FDA has put forward more than 20 guidance documents on digital health, including 
the recent draft guidance Digital Health Technologies for Remote Data Acquisition in 
Clinical Investigations4,  and has committed significant time and resources to this effort. 

In order to meet the challenges posed by DHT regulation, FDA’s Center for Devices and 
Radiological Health (CDRH) created a Digital Health Center of Excellence (DHCoE) to take a 
comprehensive approach to digital health. The DHCoE provides many services to help 
developers, including medical device cybersecurity, regulatory review support, connecting 
stakeholders, and sharing knowledge5. This approach will help FDA coordinate and provide 
consistency in DHT regulation.  

Additionally, the most recent Prescription Drug User Fee Act (PDUFA) Commitment Letter 
includes a plan to support DHTs in drug development and review6. Biocom California 
supports the commitments made in the PDUFA agreement and looks forward to 
implementing those provisions upon successful passage of the agreement. However, 
additional non-user fee appropriations for digital health technologies would also equip the 
agency with resources to advance their thinking on this issue.  

Biocom California supports the FDA in its ongoing and future efforts to regulate 
wearable devices. We support clear, consistent regulation that enables innovation 
and supports patients.  

4. What steps have been taken to ensure patients’ data gathered from wearable 
devices is secure? 

Data security and, consequently, patient privacy are paramount concerns for the safe and 
effective use of wearable technology. Without adequate protection of patient information, 
the existence of detailed information on a patient puts them at risk for bad actors to 
leverage the highly sensitive information collected by these devices. In order to proactively 
protect patients, developers have taken measures to ensure that sensitive information is 
protected. This includes ensuring devices are secure from cybercriminals, limiting the 
personally identifiable information on any device, secure upload of data, and following the 
proper regulations and guidelines on device security.  

 
4 Digital Health Technologies for Remote Data Acquisition in Clinical Investigations. FDA. 
https://www.fda.gov/media/155022/download  
5 About the Digital Health Center of Excellence. FDA. https://www.fda.gov/medical-devices/digital-health-
center-excellence/about-digital-health-center-excellence  
6 PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2023 Through 2027. FDA.  
https://www.fda.gov/media/151712/download  

https://www.fda.gov/media/155022/download
https://www.fda.gov/medical-devices/digital-health-center-excellence/about-digital-health-center-excellence
https://www.fda.gov/medical-devices/digital-health-center-excellence/about-digital-health-center-excellence
https://www.fda.gov/media/151712/download
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a. What steps have been taken to ensure transmission of patients’ data 
gathered from wearable devices is secure? 

Developers of these products go to great lengths to ensure that patient data and its 
transmission is secure. However, there is inconsistency with how data is protected across 
different contexts. Patient information collected and transmitted for health purposes 
between an individual and a covered entity for a health purpose will fall under the Health 
Insurance Portability and Accountability Act (HIPAA). HIPAA has robust protections for 
covered information, but if the same data was collected outside of the parameters of 
HIPAA, for instance, in a consumer context, it does not have the same protections and can 
leave patient information much more vulnerable7. Therefore, as these technologies become 
more commonplace, further consideration of patient protections should be considered 
regardless of the context of use of the data.  

b. What challenges to ensuring the security of patients’ data gathered from 
wearable devices security persist?  

As is true across many digital technologies, cyber-attacks from bad actors are a persistent 
threat to patient information. These attacks can be disruptive and potentially threaten 
large amounts of aggregated private health data. Additionally, as data changes hands, it’s 
important for each party in the chain to ensure they have the appropriate level of security 
to protect the patient data. Ensuring data is protected and there is clear accountability for 
data is critical to ensuring consumer protection and public trust. 

c. What is Congress’s role in ensuring patients’ data remains secure? 

Congress plays a role in ensuring a patient’s right to privacy is protected. Congressional 
action should emphasize a desire to protect patients and ensure public trust in these 
technologies, without impeding the flow of data that wearable technologies require. 
Additionally, Congress plays a role in ensuring that the regulatory agencies have the 
resources for consumer protection and enforcement. As noted above, product regulators, 
like FDA, have a role to play in the cybersecurity of devices and protecting patients. 
However, understanding how other agencies with cybersecurity and data privacy expertise 
can coordinate with FDA, if not already doing so, may be impactful in ensuring FDA is being 
as effective as possible.  

Biocom California supports efforts to ensure that patient data is secure and that 
developers of digital health technologies take all necessary precautions to protect 
patient data. We encourage Congress to look into ways to strengthen health data 
ownership by giving patients more control over the data generated by these new 
technologies, without impeding the usage of DHTs. Biocom California also supports 

 
7 How Does HIPAA Apply to Wearable Health Technology? Health IT Security. 
https://healthitsecurity.com/news/how-does-hipaa-apply-to-wearable-health-technology   

https://healthitsecurity.com/news/how-does-hipaa-apply-to-wearable-health-technology
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efforts to ensure that government agencies have the proper resources they need to 
protect patients and consumers.  

5. How do reimbursement policies affect the utilization of wearables? 

Reimbursement has a tremendous impact on the development and utilization of wearables. 

Unfortunately, reimbursement is one of the most significant barriers to the utilization of 

digital health technologies, like wearables. These tools have the potential to improve 

patient outcomes, reduce fraud and abuse, and empower patients to play a more active role 

in their health. The lack of clarity around reimbursement for the tool itself and the 

associated clinical work has meant slower uptake of these tools that can significantly 

streamline patient care.  

We ask that Congress and CMS revise existing assumptions and policies which have created 

barriers that restrict the ability of Medicare beneficiaries to access these technologies. Most 

significantly, CMS has assumed that most uses of software are indirect costs that cannot be 

attributed to a single treatment or patient and considers those expenses to be part of the 

indirect, rather than the direct, costs of furnishing a service. This assumption is incorrect in 

the case of AI-driven technologies, for which each use of the technology is specific to a 

particular patient. For many of the solutions currently on the market, the physician can 

prescribe the technology and furnishes access to the technology on the patient’s personal 

device. Each prescription represents a discrete use of the technology and can and should be 

appropriately reflected as a direct cost. 

In recent years, the Centers for Medicare and Medicaid Services (CMS) have worked to 

integrate DHTs into the reimbursement system. In 2019, Biocom California supported CMS’ 

activation of codes for remote monitoring, which allowed for greater use of remote patient 

monitoring (RPM) tools. We appreciate that CPT has recently created these codes to 

describe remote physiologic and remote therapeutic monitoring and that CMS has 

recognized or proposed to recognize those codes for payment under the Physician Fee 

Schedule (PFS).   

However, we believe that CMS should ensure that the remote monitoring codes can be 

widely reported by a range of practitioners who may use those services to treat their 

patients, including but not limited to practitioners who furnish evaluation and 

management services.  Other types of practitioners, including diagnostic testing facilities, 

therapy providers, and Diabetes Self-Management Program (DSMT) providers, should have 

the ability to furnish these services to their patients.   
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We also recommend that CMS consider the development of HCPCS codes that reflect 

additional uses of digital therapeutics that are not described by current CPT codes.  For 

example, the current CPT codes for remote therapeutic monitoring are limited to therapies 

for monitoring of the respiratory system (989X2) or the musculoskeletal system (989X3) 

and cannot be used to report remote therapeutic monitoring of other body systems.  CMS 

should develop HCPCS G codes to identify other monitoring of types of conditions. Lastly, 

the absence of codes that describe the service of furnishing AI-driven technologies has 

limited the ability of physicians to report and receive payment for this service. 

Clarifying and streamlining reimbursement policies for DHTs is critical to increasing 

the use of wearables and other DHTs. The current, limited reimbursement pathways 

for DHTs have erected barriers to the utilization of these technologies and led to 

greater disparity in uptake and outcomes. Biocom California recommends that 

Congress urge CMS to expand the use of current RPM codes, support the 

development of new codes for additional uses, and accelerate efforts to adapt 

Medicare PFS methodology to better reflect the growing use of innovative 
technologies.  

Clinical Trial Sponsors 

1. Have you used wearable technologies to facilitate the collection of data as part of a 
clinical trial? 

Biocom California’s members have used wearable technologies to facilitate the collection of 
data as part of a clinical trial. As an example, one decentralized trial that included patients 
from 39 states relied on the use of wearables for the remote monitoring and collection of 
digital biomarkers. The utilization of wearables was able to support such a geographically 
disparate trial and increase patient participation while reducing patient burden. 

a. If so, what are the benefits and the challenges to collecting data using 
wearable technology as part of a clinical trial? 

An important benefit of collecting data using wearable technology is the ability for the 
patients to participate in a trial without having to consistently travel to a trial site, 
especially in the setting of a decentralized trial. Patients may be able to avoid taking time 
away from work, finding childcare, or arranging transportation to and from the trial site. 
From an execution perspective, this flexibility could translate to rapid enrollment and allow 
for improved patient monitoring by the site through the use of automatic alerts triggered 
through the technology. 

One of the main challenges for trial sponsors is balancing the volume of continuous data 
collection and the sponsor’s obligation to assess it outside of the clinical trial’s endpoints. 
Another challenge is ensuring participants’ data privacy and the privacy of other members 
of the household. 
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b. Have you considered the use of wearable technology to collect data as part of 
a clinical trial but refrained because of regulatory barriers or uncertainty? If 
so, please provide details. 

Some of Biocom California’s members have been reluctant to use wearable technology for 
data collection because of uncertainties about the regulatory requirements for the use of 
data in submissions. However, FDA’s recent release of its draft guidance mentioned above, 
Digital Health Technologies for Remote Data Acquisition in Clinical Investigations, provides 
some regulatory clarity. FDA’s commitment to issue more guidance on digital health 
technologies in 2022 should help to further reduce the perceived risk of using these 
technologies for clinical investigations. In addition, the acceptability of a device and the 
data it collects to support the trial may vary across countries proving challenging to 
conduct a trial globally.  

2. Does FDA’s regulatory framework sufficiently allow for the use of data generated 
from wearable technologies to support findings in clinical studies? 

Although FDA’s regulatory framework for the use of data from digital health technologies 
(DHTs) in clinical trials is still being developed, its recent cross-center draft guidance 
mentioned above, Digital Health Technologies for Remote Data Acquisition in Clinical 
Investigations, is a good starting point, as it provides meaningful recommendations on 
DHTs used to collect data remotely during clinical studies. The development of FDA’s 
regulatory framework through the planned release of additional guidance in 2022 should 
provide further clarification on the use of DHTs in both traditional and decentralized 
clinical trials to support study findings. 

Biocom California supports the FDA’s efforts to provide a more structured regulatory 
environment for use of wearables in clinical trials.  

 

Telemedicine Expansion 

Employers, Payers, Providers, States, and other Stakeholders 

1. Which flexibilities created under the COVID-19 public health emergency should be 
made permanent? 

The declaration of the public health emergency (PHE) for COVID-19 allowed the 
Department of Health and Human Services (HHS) to temporarily waive outdated 
"originating site" and geographic restrictions for the duration of the PHE. Prior to the PHE, 
telehealth services were limited to rural areas and prohibited coverage of services 
provided to patients in their homes, forcing beneficiaries to travel to eligible health care 
sites.  
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Yet, absent Congressional action, geographic and sites of care restrictions will be reinstated 
at the end of the PHE. The ending of the PHE will result in the sudden unavailability of 
virtual health options for many patients during times that will remain uncertain and 
challenging. Therefore, Biocom California supports extending these telehealth flexibilities 
but also urges Congress to make these changes permanent. 

 In addition, the COVID-19 pandemic has brought to light issues related to licensure across 
state lines, which has made it more difficult for many providers to offer telehealth services 
outside of their licensed state. Biocom California urges Congress to consider making 
responsible changes to current healthcare licensing restrictions to reflect the current state 
of telehealth practice.  

While Biocom California supports continued access to telehealth as appropriate, we believe 
that it is not a replacement for in-person visits. For many patients and many conditions, 
physical assessment is critical for accurate screening, diagnosis, and treatment. Face-to-
face visits remain an essential part of health care and cannot be replaced by telehealth care. 
We believe that in many cases, however, telehealth is best used as a complement to in-
person care. Periodic face-to-face visits should remain an essential part of care for many 
patients moving forward, and any future, permanent telehealth policies should reflect this.  

Therefore, permanent extension must ensure that patients and providers maintain the 
ability to access medically necessary in-person care as clinically appropriate. This is 
particularly true for conditions where physical assessment is critical for accurate 
screening, diagnosis, and treatment – e.g., for involuntary movement disorders such as 
tardive dyskinesia. Additionally, the Substance Abuse and Mental Health Services 
Administration issued guidelines released last year recognizing the limitations of telehealth 
for evaluating movement disorders8.  

Further, while telehealth has inarguably increased access to care, there is concern that such 
access has the potential to exacerbate health inequities if it comes at the expense of 
medically necessary in-person care, which could lead to the creation of a two-tiered health 
care system. As an added example, the Agency for Healthcare Research and Quality recently 
argued that telehealth must not exacerbate health inequities, nor should it come at the 
expense of needed in-person care9. Finally, as MedPAC noted in its March 2021 report, 
there is a need to collect and analyze more information on outcomes such as quality, access, 
and cost pursuant to the biggest national telehealth experiment ever undertaken10. 

 

 
8 Telehealth for the Treatment of Serious Mental Illness and Substance Use Disorders. SAMHSA. 
https://store.samhsa.gov/sites/default/files/SAMHSA_Digital_Download/PEP21-06-02-001.pdf   
9 Asking the Hard Questions About Telehealth. AHRQ. https://www.ahrq.gov/news/blog/ahrqviews/hard-
questions-about-telehealth.html  
10 March 2021 Report to the Congress: Medicare Payment Policy. MedPAC. 
https://www.medpac.gov/document/march-2021-report-to-the-congress-medicare-payment-policy/  

https://store.samhsa.gov/sites/default/files/SAMHSA_Digital_Download/PEP21-06-02-001.pdf
https://www.ahrq.gov/news/blog/ahrqviews/hard-questions-about-telehealth.html
https://www.ahrq.gov/news/blog/ahrqviews/hard-questions-about-telehealth.html
https://www.medpac.gov/document/march-2021-report-to-the-congress-medicare-payment-policy/
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Biocom California believes that in many cases, telehealth can serve as a helpful 
complement to in-person care and that the telehealth flexibilities, such as easing site 
of origin restrictions and facilitating cross-state licensure, created during the PHE 
should be made permanent. Additionally, telehealth must not exacerbate existing 
health inequities in the process of expanding access. Finally, we encourage Congress 
to ensure data on the impact of telehealth on outcomes is captured as telehealth is 
made more permanent.  

2. How will AI affect access, delivery, and cost of healthcare and the role it plays in 
modernization? 

Artificial Intelligence and Machine Learning (AI/ML) have a tremendous role to play in 
almost every facet of health care. AI/ML can impact data and processes across the 
spectrum, analyzing patient data, collating literature, streamlining payment of 
administrative functions, and saving time and resources for almost all stakeholders. 
Additionally, the use of AI/ML promises to produce savings by increasing the efficiency of 
the clinical setting, ensuring more accurate diagnoses, and reducing health care utilization 
overall.  

The data produced by wearables and other DHTs is tremendous and can create a lot of 
data, not all of it relevant. Therefore, AI/ML has the potential to lead to better patient care 
by providing insights about the patients and their diseases by digesting data and reliably 
producing conclusions. AI/ML can be particularly impactful in rare diseases where 
information about the disease is sparse and fractured, insights can be leveraged to detect 
genetic markers of disease early or used to recognize symptoms. The potential for AI/ML to 
help draw conclusions from the universe of data in order to improve patient care is vast. 

However, AI/ML is still a tool that needs to be developed and implemented responsibly for 
it to play a positive role in the health care system. For example, in certain circumstances, 
AI/ML needs human supervision to ensure the accuracy of results11. AI/ML systems may 
also reflect any biases that may be present in the data. Ensuring that these systems 
improve the equitability of our health care system, not exacerbate it, requires vigilance.  

Biocom California believes that AI/ML has a vital role to play in our health care 
system but that the development of AI/ML and its utilization must be closely 
scrutinized to ensure positive patient outcomes.  

We appreciate the opportunity to provide feedback on behalf of our members and thank 

you for your time and diligence in examining our comments. Please contact Biocom’s 

Associate Manager for Federal Advocacy, Richard White, at rwhite@biocom.org for 

additional information or questions. We look forward to working with the Task Force on 
this important matter. 

 
11 AI gone astray: How subtle shifts in patient data send popular algorithms reeling, undermining patient safety. 
STAT. https://www.statnews.com/2022/02/28/sepsis-hospital-algorithms-data-shift  

mailto:rwhite@biocom.org
https://www.statnews.com/2022/02/28/sepsis-hospital-algorithms-data-shift/?utm_campaign=rss&_hsmi=205352928&_hsenc=p2ANqtz--AycsA7C9ALX3WrraGtqe6xwjQ7Cxw6T_W23SMPrq9ZZY_MSH0x5vh3-RUG6TyRa0Dx2m7mNRxNZZcx67vmoaQihn-sQ
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Sincerely, 

 

Joe Panetta 
President and CEO 
Biocom California 
 


