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February 6, 2015    
 
The Honorable Karen DeSalvo, M.D. 
National Coordinator 
Office of the National Coordinator for Health Information Technology 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, DC 20201 
 
RE: Federal Health IT Strategic Plan (2015-2020)  
 
Dear Dr. DeSalvo: 
 
On behalf of McKesson Corporation (“McKesson”), I am pleased to submit comments on the Office of 
the National Coordinator for Health Information Technology (ONC) Federal Health IT Strategic Plan 
(“Strategic Plan”).  
 
For more than 180 years, McKesson has led the industry in the delivery of medicines and healthcare 
products.  We deliver vital medicines, medical supplies, care management services and health information 
technology (IT) solutions that touch the lives of over 100 million patients in healthcare settings that 
include more than 25,000 retail pharmacies, 5,000 hospitals, 200,000 physicians, nearly 12,000 long term 
care facilities and 2,400 home care agencies.  
 
With respect to health IT solutions, McKesson is the largest healthcare IT company in the world and is 
actively engaged in the transformation of healthcare from a system burdened by paper to one empowered 
by interoperable electronic solutions that improve patient safety, reduce the cost and variability of care 
and advance healthcare efficiency.  McKesson has decades of experience serving the health IT needs of 
the largest and most diverse provider customer base in the industry, including 52 percent of our nation’s 
hospitals, 20 percent of all physician practices and nearly 16 percent of home care agencies, which 
support nearly 50,000 home care visits annually.  We process billions of financial healthcare transactions 
annually for physicians, hospitals, pharmacies, insurers and financial institutions, and provide care and 
claims management solutions to most of America’s health insurance companies.  
 
Additionally, RelayHealth, McKesson's connectivity business, manages millions of aggregated personal 
health records as the leader in connecting patients online with their physicians, hospitals, reference 
laboratories and health plans and as a participant in community and regional health information 
exchanges.  As founding members of the CommonWell™ Health Alliance, McKesson and RelayHealth 
are particularly supportive of advancing interoperability and health information exchange. 
 
McKesson commends ONC for the release of the Strategic Plan, and we encourage ONC to continue to 
update the Strategic Plan based on market feedback and data related to industry’s progression towards the 
plan’s goals.  Our comments and recommendations, which are divided by topic, serve to reflect our views 
on the type of policy environment that is needed in order for the nation to fully harness the potential of 
interoperable health information.  

Joseph M. Ganley 
Vice President, Federal Government Affairs 

http://www.mckesson.com/
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Develop Roadmaps for Priority Issues 
McKesson applauds ONC for its release of the draft nationwide interoperability roadmap.  McKesson 
supports the development and publication of additional roadmaps focused on other important priorities 
such as quality measures, patient engagement, and payment reform, which would provide the industry and 
other stakeholders with a harmonized vision and plan.  Such roadmaps would promote public-private 
collaboration and would help providers, vendors, and other stakeholders to continue to pursue innovative 
approaches and make strategic investments in solutions for the industry.   
 
Encourage Collaboration on Standards Development 
McKesson supports public-private sector collaboration on common topics such as standards development.  
McKesson also supports federal and state agency involvement and adherence to accepted standards, to 
promote exchange and effective use of data from all sources using open and industry-accepted 
technologies.  Federal agencies, vendors, payers and providers should all work to establish levels of 
successful collaboration, publish clear plans and milestones, and produce mutually desired results.  These 
efforts must preserve room for a heterogeneous, interoperable ecosystem in the healthcare industry, to 
allow for rapid growth and innovation through market competition and to ensure that all who need access 
to specific information to manage their care or perform their work are able to do so in a timely manner. 
 
McKesson supports voluntary, uniform standards for healthcare data that can be shared across settings of 
care, regardless of the program or platform.  This will help create a system in which patients and 
providers have timely access to the information they need to make appropriate care decisions, especially 
as patients transition among care settings.  Such voluntary, uniform standards would also provide for the 
efficient accumulation and understanding of information to support public health, medical research and 
quality improvement.  The form of data and data exchange should be tested in practice by providers and 
the health IT industry to ensure realistic adoption and ease of use prior to establishing a standard. 
 
Prioritize Administrative Simplification 
Although administrative simplification was not highlighted in the Strategic Plan, we recommend that 
ONC revisit this issue within the context of the Agency’s goals to improve care and reduce cost.  With the 
ongoing changes in the payment and delivery system, new processes and transactions within existing 
business models are needed to account for the management of populations, measurement of outcomes, 
disbursement of funds, calculation of costs, and prioritization of price transparency and data analytics. 
Simplification of administrative requirements for all stakeholders in the healthcare delivery process will 
eliminate variations and drive advances in our healthcare system.  
 
Complete Work Started to Exchange Selected Document Types through Direct Exchange 
ONC should concentrate its most immediate efforts on the forms of exchange that have been introduced 
in the market with Meaningful Use Stages 1 and 2.  Specifically, we recommend that ONC focus on the 
exchange of the Continuity of Care Documents (CCD) and other document types through Direct 
Exchange and the community-based query and retrieval of documents.  We suggest that ONC concentrate 
its efforts on optimizing these forms of exchange across all care settings.  Document-based exchange with 
optimized Consolidated Clinical Document Architecture (CCDA) documents will not solve all 
interoperability challenges; however, it is an important first step.  Numerous challenges remain with 
obtaining compliant Clinical Document Architecture (CDA).  Today, the underlying data is not 
standardized to enable the shared interpretation of information.  One of the most important steps for ONC 
is to continue to develop the existing CCDA until it meets the original intent of the document types and 
general acceptance and adoption.  This will require a more constrained CDA coupled with improved 
terminology and formatting standards.  Future enhancements to the CCDA should be evaluated and 
balanced against available and emerging technologies. 
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Harmonize Laws and Regulations around Privacy and Security of Health Information  
We encourage ONC and other entities within the Department of Health and Human Services to work 
closely with Congress and state and local governments to harmonize the laws and regulations which 
address patient privacy and security.  The patchwork of state laws, regulations, and local governance 
efforts creates substantial legal, financial and technological barriers to interoperability.  Therefore, we 
encourage the federal government to promote and adopt uniform national policies and a governance 
framework that address patient authorization, redisclosure and secondary use to enable providers and 
consumers to exchange health information across state and local boundaries. 
 
Risk-Based Regulatory Framework for Health IT 
The Strategic Plan includes ONC’s plan to implement a balanced, transparent, and risk-based approach to 
health IT oversight.  McKesson is a strong advocate for a new risk-based regulatory framework that is 
specific to health IT.  We have endorsed the regulatory framework recommended in the Bipartisan Policy 
Center 2013 report: An Oversight Framework for Assuring Patient Safety in Health Information 
Technology, which establishes three categories of health IT according to potential risk to the patient and 
the opportunity for clinical intervention.  We are pleased that the FDASIA Health IT Report closely 
mirrored these recommendations. 
 
McKesson has long noted that regulation of all health IT as a medical device is not appropriate and will 
not improve patient safety.  Just as the Food, Drug, and Cosmetic Act was updated in the 1970s to define 
medical devices, it should be updated once again to define health IT or medical software and provide 
clear, predictable guidelines for its oversight. 
 
Conclusion 
McKesson appreciates ONC’s efforts to promote an environment where interoperable information is used 
by all healthcare stakeholders to improve the delivery of healthcare and reduce costs.  In summary, we 
recommend the following for consideration:  
 

• Consider the development and publication of additional roadmaps focused on other important 
priorities such as quality measures, patient engagement, and payment reform;  

• Encourage private-public sector collaboration on common topics such as standards development;  
• Promote voluntary, uniform standards for healthcare data that can be shared across settings of 

care, regardless of program or platform;  
• Recognize the potential for administrative simplification to eliminate variations and drive 

advances in the healthcare delivery system;  
• Concentrate most immediate efforts on the forms of exchange that have been introduced in the 

market with Meaningful Use Stages 1 and 2;  
• Work closely with Congress and state and local governments to harmonize the laws and 

regulations which address patient privacy and security; and 
• Continue support for the establishment of a risk-based regulatory framework for health IT.  

 
Should you have questions or need further information, please contact me at (415) 983-7600 or 
joe.ganley@mckesson.com. 
 
Sincerely,  
 
 
 
 
Joseph M. Ganley 

mailto:joe.ganley@mckesson.com

