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As CSRO prepares for the 2019 State Society Advocacy 
Conference (SSAC), healthcare has moved to the fore of 
national political conversations, providing the rheumatology 
profession much to discuss. Since its inception, CSRO’s 
guiding mission has been to ensure excellence in the field of 
rheumatology for rheumatologists and the patients that we 
take care of. Affordability and access to rheumatologic care are 
crucial components of fulfilling this mission, and that begins with 
sound public policy. With this in mind, CSRO has continued to 
position rheumatology as a stakeholder in these conversations, 
helping to advance legislative and regulatory initiatives that 
improve patient access and physician practice.

2019 has been a tumultuous year to date for our patients and 
profession at the federal level. Substantial debate continues over late 2018’s Advanced 
Notice of Proposed Rulemaking for an International Pricing Index seeking to reduce 
prescription drug costs. Protecting rheumatologists’ ability to offer in-office infusion is 
a top priority. CSRO has been encouraged by its conversations with CMS, but remains 
concerned about the potential removal of a “buy and bill” system, as well as the 
introduction of third party vendors into Part B. Indeed, the influence wielded by pharmacy 
benefit managers (PBMs), who serve in an analogous role in the Part D space, has been 
to the detriment of proper management of rheumatologic conditions.

This, too, has been an area of serious federal scrutiny over the course of the year. 
In January, the Department of Health and Human Services proposed to move the 
pharmaceutical supply chain away from the system of rebates that has exacerbated 
access and affordability issues. The proposal was ultimately withdrawn to the great 
disappointment of CSRO, and other organizations working closely with our own on the 
issue.

There is, however, reason to be optimistic. Aside from the since withdrawn “rebate 
rule,” several bills that would improve transparency in the pharmaceutical supply chain 
are currently making their way through Congress. CSRO has also worked through the 
Alliance for Transparent and Affordable Prescriptions (ATAP) to bring attention to the 
necessity of transparency and reform within the pharmaceutical supply chain. The 
rapidity with which the issue has entered the conscience of policymakers is a testament 
to the efficacy of our efforts. Just four years ago the rebate system remained unknown 
and absent from policy discussions regarding healthcare. Few issues have enjoyed 
such widespread national attention amongst policymakers, and the incremental nature 
of change at the federal level will not serve as a deterrent, but a call to action for CSRO 
to remain engaged.

Where the federal environment has proved tumultuous, I am happy to report that our 
advocacy efforts at the state level have proved enormously successful over the course 
of the past year. Eight states signed new new step-therapy reforms into law, four states 
addressed accumulator adjustment programs, and two states are poised to implement 
protections from non-medical switching. We owe many of these successes to continued 
collaboration with CSRO’s allies and state rheumatology societies. As such, CSRO 
will continue to invest in strengthening the advocacy activities of state rheumatology 
societies by offering resources to each of its member societies. I invite you to learn more 
about the resources that CSRO offers by visiting CSRO.info, or getting in touch with 
CSRO staff by emailing info@csro.info. We look forward to seeing many of you at our 
SSAC in September, and to our continued collaboration.

Sincerely, 

Madelaine Feldman, MD, FACR
President, CSRO 
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2019 State Legislative Sessions: Progress to Date

Federal Rebate Rule Withdrawn by Administration 

2019 has been an enormously successful year for CSRO’s state 
legislative priorities. A total of eight states signed step-therapy reform 
measures into law, four states addressed accumulator adjustment 
programs, and two states are poised to protect patients from non-
medical switching. It was particularly encouraging to see Arizona, Illinois, 
Virginia, and West Virginia implement protections from accumulator 
adjustment programs, although the issue was a new one for public 
policymakers. CSRO hopes that this momentum can be carried forward 
into the 2020 state legislative sessions. If you have questions about 
existing legislation in your state, or how to get involved in states that 
have been actively examining patient protections, contact CSRO at: 
info@csro.info. 

Below and at right, you will find a breakdown of legislative progress 
to date on step-therapy, non-medical switching, and accumulator 
adjustment programs. 

On July 11th, the Department of Health and Human Services announced 
that it was withdrawing its proposal to reformulate the way drug 
rebates work in federal programs. The proposed rule would have 
removed the safe harbor carve out for pharmaceutical rebates that 
currently protects them from being considered “kickbacks,” effectively 
outlawing rebating within federal health programs. In addition, the rule 
would have created incentives to provide those discounts directly to 
patients by creating a new safe harbor carve out for discounts applied 
for patients at the point of sale. The rule promised to be a boon for 
beneficiaries taking prescription drugs in federal programs, and would 
pave the way for rebate reform in the commercial space as well.  
The withdrawal came amidst intense pressure from health plans and 
pharmacy benefit managers, who pointed to a Congressional Budget 
Office score that indicated the rule would fail to decrease drug prices, 
while increasing federal spending. 

Debate over the rule focused on how it would broadly impact pricing and 
premiums, but this misread the rule’s purpose. The current rebate system 
incentivizes list price inflation in order to artificially generate funds that 
can be used to defray other healthcare costs. The cost of this inflation is 

borne by the country’s sickest and most complex patients who subsidize 
costs for the healthy. As noted by CSRO President, Dr. Madelaine 
Feldman, in a recent op-ed in the Center for Biosimilars: “although this 
rule would not necessarily reduce the price of medications, it would 
immediately reduce the cost of medication for Medicare beneficiaries.”

The proposed rule was an opportunity to walk away from the current 
structure of the pharmaceutical supply chain, a necessary pre-requisite 
to paving the way for other affordability reforms that would otherwise 
be stymied by the opacity of the rebate system. Indeed, news of the 
rule’s failure on the grounds that it would complicate costs outside of 
pharmacy spend only confirms the necessity of ending the use of the 
rebate system as a prevailing strategy for “cost containment.”

Attention will now turn to other proposals, such as the International Pricing 
Index (IPI), and the Lower Health Care Costs Act of 2019 (S.1895). 
S.1895 contains some encouraging transparency provisions related to 
the rebate system, including: prohibiting spread pricing, and requiring 
PBMs to pass on all rebates they receive to plan sponsors. 

mailto:info@csro.info
https://www.help.senate.gov/imo/media/doc/Lower%20Health%20Care%20Costs%20Act1.pdf
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CSRO Joins Alliance of Specialty Medicine in D.C.
The CSRO has long been a member of the Alliance of Specialty Medicine 
(ASM), which has proved to be an impactful coalition that represents 
issues of particular concern to physicians in specialty care spaces. Each 
year the ASM hosts a “Federal Fly In” for its members in Washington 
D.C. During the course of the two-day conference, attendees hear from 
Federal policymakers about the state of medicine, healthcare, and 
ongoing initiatives to improve the practice of medicine for both patients 
and physicians. Speakers at this year’s conference included: Rep. John 
Joyce (PA 13), Rep. Lauren Underwood (IL 14), Rep. Ami Bera (CA 7), 
Rep. Raul Ruiz (CA 36), Rep. Mark Green (TN 7), Senator Bill Cassidy 
(LA), and Senator Rand Paul (KY). Chris Wallace of Fox News Sunday 
delivered the conference’s keynote address. During a portion of the 
proceedings, attendees visit Capitol Hill to visit with their Senators and 
Representatives.

As it does each year, CSRO leadership attended the 2019 ASM Federal 
Fly In that occurred in July. As part of the Alliance, CSRO advocated for 
several reform measures, including: the Safe Step Act (H.R. 2279), and 
the Improving Seniors’ Timely Access to Care Act (H.R. 3107). Each of 
these initiatives is designed to reduce the negative impact utilization 
management has on patient care, and reduce administrative burdens 
faced by physicians. 

In addition to these issues, attendees also spoke to policymakers about 
graduate medical education funding, and surprise billing legislation that 
was being debated as attendees made office visits. Doctors advocated 
against federal rate setting in the form of a benchmark payment to out-
of-network providers. 

FOLLOW CSRO ON SOCIAL MEDIA

Facebook.com/CSROAdvocacy @CSROadvocacy

Representative John Joyce  (PA 13) addresses ASM attendees.

Dr. Michael Brooks (right) meets with Representative Dave Loebsack (IA 2).

Dr. Mark Box (left) visits Senator Roy Blunt’s (MO) office with other members of the Alliance.

Leaders in state member societies are welcome to join CSRO on the 
Hill for the ASM’s annual fly in. Interested state society leaders should 
contact info@csro.info.

http://Facebook.com/CSROAdvocacy
http://Twitter.com/CSROAdvocacy
mailto:info@csro.info
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CSRO President Testifies Before Congress

FDA Releases Final Guidance on Interchangeable Biosimilars

Earlier this summer, the House Energy and Commerce Subcommittee 
on Health held a hearing entitled: “Improving Drug Pricing Transparency 
and Lowering Prices for American Consumers.” CSRO President, Dr. 
Madelaine Feldman, was invited to represent the Alliance of Specialty 
Medicine and deliver testimony at the hearing.

A number of bills were under consideration, and Dr. Feldman took 
particular care to address measures concerning the pharmaceutical 
supply chain and rebate system, and drug samples utilized by specialty 
physicians in her opening statement.

CSRO, as part of the vanguard of the Alliance for Transparent and 
Affordable Prescriptions (ATAP), has been at the forefront of raising 
awareness about how pharmacy benefit managers contribute to rising 
pharmacy costs for patients, and impede access to care. H.R. 2113, 
under consideration by the subcommittee, has encouraging provisions 
that improve transparency in the rebate system through certain 
disclosures. Dr. Feldman conveyed the alliance’s strong support for 
improved transparency that can clarify what can be done to improve 
patient access.
In addition, Dr. Feldman urged Congress to ensure the maintenance 
of access to pharmaceutical samples for specialty medications 
regularly used by rheumatologists and other specialty physicians. The 
Alliance for Specialty Medicine is concerned that legislation requiring 
pharmaceutical manufacturers to disclose certain information about the 
samples they disseminate would deter them from providing samples in 
the future. This would delay access to care while patients are forced 
to wade through cumbersome utilization management restrictions. Dr. 
Feldman’s testimony also touched on issues such as a proposed out-of-
pocket cap in Medicare Part D.

To view Dr. Feldman’s full testimony, visit the advocacy news section of 
CSRO’s website. 

In May of this year, the FDA released 
its long anticipated final guidance 
for industry on “Considerations in 
Demonstrating Interchangeability with 
a Reference Product.” Stakeholders 
provided a lukewarm response to 
earlier draft guidance due to vague 
evidentiary requirements, but the 
final guidance has answered many of 
these concerns by providing additional 

detail on the specific data and analysis that the FDA will require from 
applicants. This includes required switching studies, which are crucial to 
ensuring safety for stable patients.

Development of the biosimilar market in the United States has 
proved tepid compared to the European market, where no such 
“interchangeability” designation exists, and the finalized guidance 
should help spur new entrants into the U.S. market. The vast majority 
of states in the U.S. have updated their generic substitution laws to 

account for interchangeable biosimilar drugs. As a result, a conferred 
interchangeability designation promises enhanced market access for 
competing products over the status quo.

Access and affordability problems will persist. Nonetheless, the final 
guidance is an encouraging improvement over the lack of clarity that 
previously existed. Clear guidance and resulting designations, that 
meet the safety standards outlined by the FDA, will help distinguish 
biosimilars from interchangeable ones. This may serve to head 
off efforts by payers and other organizations that have prematurely 
treated certain biosimilars as interchangeable with their reference 
product, a problem exacerbated by the previous lack of clarity. Without 
the appropriate switching studies, this cannot be determined and poses 
a risk to stable patients. It must be noted that the switching studies 
required in the final guidance are somewhat less stringent than those 
proposed in the original guidance, a reason why CSRO’s advocacy 
for notification to physicians when interchangeable biosimilars are 
substituted at the pharmacy level is so vital. 

STAY CONNECTED
Stay connected with CSRO online 

via our website at CSRO.info

https://atapadvocates.com/
https://www.raps.org/regulatory-focus%E2%84%A2/news-articles/2017/5/biopharma-companies-take-issue-with-fda-s-draft-biosimilar-interchangeability-guidance
https://csro.info/advocacy/advocacy-news/2018-11-29-hospitals-practicing-non-med-switching.aspx
http://CSRO.info
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Alliance for Transparent and Affordable Prescriptions  
(ATAP) Update 

Pharmacy benefit manager 
and pharmaceutical supply 
chain transparency has been 
a hot topic at both the state 
and federal levels in 2019. 

This has kept ATAP busy at both levels of government, as the Alliance 
for Transparent and Affordable Prescriptions sought to combine 
its awareness raising activities with education on specific bills and 
regulatory policies. 

As can be seen from the map on the right, there are few state 
legislatures that have opted against taking action on PBM related 
issues in 2019. Not all bills are equal, however, as many solely tackle 
pharmacy practice issues. While these issues are important, ATAP has 
closely followed several bills that are more ambitious in tackling the 
PBM problem. States such as Indiana, Iowa, Maine, and New York have 
pursued transparency reports that require certain disclosures about 
rebates received by PBMs. Minnesota has gone so far as to pursue 
establishing PBMs as fiduciaries of their clients. ATAP has also closely 
followed the activities of states that have investigated spread pricing 
in their Medicaid programs. States such as Connecticut, Ohio, and 
Pennsylvania have found significant losses in their programs as a result 
of spread pricing. The state of Ohio has filed suit to recoup $16 million 
in such overcharges. 

ATAP has also been extremely involved at the federal level. The 
Alliance commented in support of the recently withdraw “Rebate Rule,” 
which would have moved Federal health programs away from the 
rebate system. Although the rule’s withdrawal was disappointing, ATAP 
was not deterred from capitalizing on the issue’s prevalence in federal 
policy circles. Members of the Alliance took the opportunity to host its 
first ever “Fly In” in Washington, D.C. ATAP highlighted many of these 
issues during its Congressional Briefing; Prescription Drug Affordability 
for Patients: The Real-World Perspective. Dr. Robert Levin, ATAP 
President and practicing rheumatologist, stated that PBMs are one of 
the major roadblocks to a patient’s access to affordable medication. 
“PBMs receive a variety of fees, rebates, and other price concessions 
from manufacturers and pharmacies,” said Dr. Levin. “These price 
concessions are not made public and the amount of rebate payments 
has increased drastically, even as out-of-pocket drug costs for patients 
continue to go up. This is because patient coinsurances are often based 
on the list price, which does not reflect the price concessions received 
by the PBMs.” 

With this in mind, ATAP members visited Congressional offices to 
advocate for legislation that would base patient coinsurance on net price 
rather than list price. ATAP visited over 30 congressional offices asking 
for support on the aforementioned piece of legislation, in addition to the 
“Prescription Pricing for the People Act of 2019” (H.R. 2376/ S. 1227). 
The Prescription Pricing for the People Act of 2019 requires the Federal 
Trade Commission to study pharmaceutical supply chain intermediaries 
and merger activity.

ATAP was encouraged by many of its conversations on the hill, and 
looks forward to bringing additional awareness and momentum to this 
issue in the future. 

Dr. Robert Levin delivers remarks at ATAP's Lunch Briefing on the Hill.

FOLLOW US ON TWITTER
Follow CSRO on Twitter, 

@CSROadvocacy

http://Twitter.com/CSROAdvocacy
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On February 9, 2019, the CSRO held its annual Fellows Conference 
in San Francisco, complete with a number of presentations on topics 
that surround today’s Rheumatologist. The conference sessions offered 
the fellows enlightening perspectives and valuable insight on how to 
navigate the next phase of their professional careers.

Fellows heard from several successful practitioners, lawyers, and 
administrators. The day-long conference started out with a talk on the 
state of rheumatology by Dr. Paul H. Caldron of Phoenix, AZ and ended 
with an informative session on “What Arthritis Patients Want the Next 
Generation of Rheumatologists to Know,” by Seth Ginsberg from the 
Global Healthy Living Foundation.

There were a multitude of other equally intriguing presentations, 
including:

	 A panel of speakers, including, the CSRO President Dr. Madelaine 
Feldman, Dr. Kristie Mizelle, and Dr. Jerry Pounds discussed 
work-life balance and the importance of prioritizing your time as 
a rheumatologist. Dr. Ekaterini Zapantis, founding member of 
the Rheumatology Center of Western New York was the panel 
moderator.

	 A talk by the White Coat Investor founder and author, Dr. James 
Dahle, highlighting the importance of proper finance management 
during the early stages of a physician’s career.

	 A presentation on critical coding issues that fellows should know 
was given by Jean Acevedo.

	 A talk given by James Haliczer, Esq. on medical malpractice 
lawsuits and tips for navigating the court system while practicing 
medicine.

	 A presentation by Dr. Herbert Baraf offering tips on going into 
private practice.

	 Ethel Owen from the National Organization of Rheumatology 
Managers discussed practice management.

	 A presentation on infusions was given by CSRO Board Member Dr. 
Aaron Broadwell along with Ethel Owen.

	 A talk on physician employment and contracts was offered by 
Steve McCoy, Esq. from Patient First Corporation.

	 A discussion on what it means to be an activated physician while 
practicing medicine autonomously was given by solo practitioner 
Dr. Ellen McKnight.

The CSRO is pleased with the success of the 2019 Fellows Conference 
and wishes to thank the record number of fellows who attended as well 
as all the speakers who took time out of their busy schedules to share 
their wisdom and knowledge with the fellows. The Conference was 
video recorded will be provided for viewing to those who were unable to 
attend via the CSRO website. The 2020 Fellow Conference details will 
also be available on the website later this year.

The CSRO Holds  
Fellows Conference with 

Record Attendance

CSRO Advocates in Action 
Across the Country 

Bringing rheumatology’s perspective to public policy discussions has 
long been at the core of CSRO’s mission. Indeed, part of CSRO’s 
mission statement is to “educate insurers, government officials, 
corporations, and other entities about the impact of rheumatic diseases 
and rheumatologic care when considering policy changes affecting that 
care.” As a result, CSRO has developed a robust network of physician 
advocates who respond to calls of action when they are needed to 
provide this important perspective. Here you will find a selection of our 
members testifying on important legislation that would improve patient 
access and physician practice. 

continued on following page

CSRO Board Member Dr. Joshua Stolow testifies before the Texas House Insurance Committee to 
support HB 2099, which provides patient protections from non-medical switching. 

Dr. Robert Levin testifies before the Florida Senate Banking and Insurance Committee on 
legislation that would protection stable patients from mid-year formulary changes. 

CSRO President Dr. Madelaine Feldman and Board Member Dr. Joshua Stolow represent CSRO 
at the National Policy & Advocacy Summit on Biologics and Biosimilars.
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The gridlock immobilizing Congress has slowed the progress of health 
care legislation significantly this year, but it has not stopped key Federal 
agencies from proposing and implementing policies that have a far-
reaching impact on the practice of rheumatology. Despite the wide-
ranging ability of Federal agencies to shape deliver of care; these 
changes often slip beneath the radar.

As a result CSRO has organized a new virtual “town hall” to keep 
the rheumatology community in the know about the evolving Federal 
policy landscape, and how it will impact our specialty practice. 
CSRO intends to offer these virtual town halls as a resource to 
keep the rheumatology community up to date on what is happening 
at the Federal level. Hosted by Hart Health Strategies, attendees 
heard from experts on legislative and regulatory topics including: 

	 Changes to documentation for E/M codes
	 Changes to the QPP and MIPS program
	 Congressional drug pricing initiatives

CSRO’s virtual town halls are free to attend, be sure to keep an eye out 
for future events! 

Dr. Harry Gewanter speaks at a press conference in Virginia 
supporting legislation to reform step-therapy protocols in the state. 

CSRO offers Federal Policy Virtual “Town Hall” to 
Rheumatology Community

Drs. Harry Gewanter, Joshua Stolow, and Robert Levin visit Congress for the Arthritis Foundation’s: 
Arthritis 101 Hill Briefing. 

LIKE US ON FACEBOOK
Like our CSRO Facebook page, 

Facebook.com/CSROAdvocacy

http://www.hhs.com/
http://Facebook.com/CSROAdvocacy
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CSRO to Host Very First Rheumatology Virtual Career Fair

CSRO has created its very first Rheumatology Virtual Career Fair to aid in matching fellows and rheumatologists looking for 
employment opportunities with practices and academic institutions that are hiring. CSRO’s Virtual Career Fair is meant to provide 
a better way for physicians, practices, and academic institutions to find each other and make professional connections! The online 
Fair will be held on Saturday, October 26 from 12:00 p.m. to 4:00 p.m. EDT. Practices and Academic Institutions can host a booth to 
meet and chat with potential hires from across the country. Registration is now available! Please visit csro.info/jobfair.

2020 Fellows Conference

CSRO 2020 Fellows Conference
March 7, 2020

InterContinental Mark Hopkins
999 California Street | San Francisco, CA 94103

This unique conference offers fellows and new practitioners 
opportunities to learn:

•	 Tips for going into practice
•	 Skills for contract negotiation
•	 Insight into the factors that affect practicing rheumatologists
•	 Best practices for managing early career finances
•	 And more! 

CSRO FELLOWS CONFERENCE SCHOLARSHIP 
The meeting organizers are pleased to offer your reimbursement 
up to $1,250 to support your travel and accommodations. 
Visit CSRO.info for more information.

C OA L I T I O N  O F  S TAT E 
R H E U M AT O L O G Y  O R G A N I Z AT I O N S

1100 E Woodfield Road, Suite 350 | Schaumburg, IL 60173
Phone: (847) 517-7225 | Fax: (847) 517-7229

Email: info@csro.info
Website: www.csro.info

October 26, 2019
12:00 p.m. - 4:00 p.m. (EDT)

http://csro.info/jobfair
http://www.csro.info

