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For Sickle Cell Patients,

The Struggle Continues

By Marie Rosenthal
CHICAGO—Kevin Wake understands
all too well the disparities in health-
care that prevail in the United States,
especially for patients with sickle cell
disease (SCD).

Those inequities almost killed him,
he told attendees at the AMCP 2022

annual meeting. '

While living in Chicago, Mr. Wake
had his first cerebral infarction related
to SCD. The event was a “silent” stroke
that affected the part of his brain con-
trolling speech. Strokes, manifesting
as both cognitive impairment or overt
infarcts, are a common complication of
SCD (Pediatr Neurol 2019;95:34-41).

see SICKLE CELL STRUGGLE, page 18

URAC, JC, ACHC
Detail What’s New
In SP Accrediting

By Karen Blum

PHOENIX—The specialty pharmacy
accreditation field is heating up this
year, highlighted by three new elements
of performance and a new way to review
pharmacy services that reaches beyond
traditional drug dispensing, representa-
tives from the major accrediting bod-
ies reported during the 2022 ASHP
Summer Meetings and Exhibition.

Any healthcare provider trying to
enter the specialty pharmacy market
knows that getting some form of accred-
itation is essential for gaining access to
payor and pharmacy benefit manager
networks or limited distribution drugs.
That’s why it is critical to keep up with

see SP ACCREDITATION, page 10

Magellan Rx Reports
Millions in Savings
From Onc Biosimilars

By Karen Blum

CHICAGO—Biosimilars for oncology
are gaining ground, with more payors
implementing strategies to cover them
and large projected savings for health
plans, health systems and patients,
speakers said during a panel discussion
at the AMCP 2022 annual meeting.
Biosimilars are defined as biologic
products approved by the FDA that are
highly similar to an FDA-approved bio-
logic product, also known as the refer-
ence product, said YuQian Liu, PharmD,
RPh, the director of specialty clinical
solutions at Magellan Rx Management,

see BIOSIMILARS SAVINGS, page 5

Atopic Dermatitis

Patient-specialty pharmacy
interaction is fundamental
in the continuity of care

See page 12.
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Sickle Cell Struggle

continued from page 1

“My case was called in to the hospital as an early
30s, Black male with drug overdose or intoxication,”
Mr. Wake said. “They never once considered that I
had sickle cell or some other condition. It was only
after being in the hospital that I was able to flag down
a nurse and write down with my nondominant hand,
three words—sickle cell stroke—and that probably
saved my life because my triage changed.”

Perceived Drug Seeking a Common Mistake

People with SCD, an inherited disorder, have inter-
mittent episodes of sudden, severe pain that lasts hours
to days, which is caused when the sickled red blood
cells occlude the small blood vessels. The treatment
is opioids—often required at a higher dose than the
patient takes for chronic, noncrisis pain (Eur J Haematol
2020;105[3]:237-246). However, that legitimate need
for increased opioids often is horribly misconstrued in
emergency departments (EDs), as evidenced by another
visit to the hospital that Mr. Wake related.

He described sitting in the ED for six hours in sickle
cell crisis, waiting to be seen. It took this long, he said,
not because there was a huge backup, gun violence

How Premera Addressed SCD Coverage Inequities

To accomplish this exemption, Dr. Tsiao and
her colleagues met with internal stakehold-
ers, including those from the pharmacy
and therapeutics committee and medi-
cal policy committee, about the exemp-
tion. The insurer also issued an update to providers
and members and made sure that case managers
and customer service personnel also were aware
of the policy. The team also took steps to ensure
that prompts in the electronic prior authorization
(e-PA) software asked about SCD.

“Our goal was to ensure that providers and
patients knew that members with sickle cell dis-
ease are exempt from our utilization management
criteria,” she said. “We also allow member IDs asso-
ciated with a sickle cell disease by diagnosis code

Resolving the healthcare disparities that exist for patients with sickle cell dis-
ease (SCD) was a priority for Premera Blue Cross because they were impeding
the provision of care for its members with SCD, said Emily G. Tsiao, PharmD, a clin-
ical pharmacist at Premera, the largest health plan in the Pacific Northwest.

The insurer focused on formulary utilization management (UM) strategies to
enable SCD patients to gain access to opioids for chronic pain and vaso-occlusive

crisis related to SCD.

Approximately 2 million members receive their medical benefit, with roughly
half also receiving their pharmacy coverage through Premera, which serves peo-
ple mainly in two states: Washington and Alaska. Approximately 11% of pharmacy
benefit members used an opioid at some point in 2021, and about 2% of them

required a long-acting opioid, according to Dr. Tsiao.

“Premera has a long history of promoting safe and lawful use of opioids. We
have prior authorization [PA] requirements for members for requesting a greater
than seven-day supply of an opioid, when they have not been treated with an
opioid recently, and a PA for long-acting opioids as well. We also have a quantity

check for patients being treated with opioids.”

Among its members, 142 people with SCD used the
pharmacy benefit in 2021, and about 61 (43%) required
an opioid that year; 80% used long-acting opioids,
according to Dr. Tsiao.

The UM guidelines were put in place after the 2016
release of the CDC'’s “Guideline for Prescribing Opi-
oids for Chronic Pain.” Unfortunately, legitimate pain
patients, such as those with SCD, who were on existing
opioid regimens—and in many cases benefiting from
them—were tapered to lower doses or taken off the
medications entirely by physicians after those guide-
lines were released, David Dickerson, MD, the section
chief for pain medicine at the NorthShore University
HealthSystem, in Chicago, told our sister publication
Pain Medicine News (bit.ly/3PJN136-SPC).

Premera began to exclude SCD members from opi-
oid UM requirements in April 2020, after the CDC said
its original guideline for prescribing opioids was not
intended to deny clinically appropriate opioid regimens.
The insurer said its decision also was based on informa-

tion gleaned from a report by the Institute for Clinical and Economic Review (ICER)
that highlighted the challenges SCD patients faced in obtaining opioids, as well as a
Medicare recommendation that beneficiaries with SCD be excluded from real-time
opioid safety edits (bit.ly/3BmJYts-SPC; bit.ly/3cGoXiY-SPC; go.cms.gov/3JjKTNm).
The ICER report really struck Dr. Tsiao. “That report aligned with my experiences
supporting sickle cell patients in the hospital. ICER can really be an important

L

or any number of other situations that can delay care
in a busy ED. He was ignored because the ED staff
assumed he was seeking drugs.

When he finally convinced them he was having a
vaso-occlusive crisis related to SCD, he left with the
same opioid dose he takes for his daily pain, not the
amount he needed while in crisis.

“T've been labeled a drug seeker on multiple occa-
sions when I seek care for a sickle cell crisis. I go the
extra mile now to carry identification with me and
update my patient portal, so that there’s no question
that I have sickle cell disease,” said Mr. Wake, who is
the president of the Uriel E. Owens Sickle Cell Disease
Association of the Midwest, in Kansas City, Kan.

He stressed that his experience is not uncommon.
“Patients with sickle cell wait up to 50% times longer
than those patients who show up in the ER with long-
bone fractures, even though evidence has shown that
aggressive pain treatment can reduce the duration
the sickle cell patient is in pain. It can reduce com-
plications and irreversible tissue damage,” Mr. Wake
explained, citing data from a published study (Am J
Emerg Med 2013;31[4]:651-656).

7 Formulary Review Questions

1. Will the SCD drug be used in an underserved
population? How can we identify the patients?

2. Are there population-specific differences in
pharmacodynamics/pharmacokinetics?

3. What barriers to accessing this treatment
could patients face? How can we help?

4. What education do providers need to ensure
optimal use of the drug?

5. What challenges does SCD pose in a patient’s
daily life? How will the drug help overcome
them?

6. What socioeconomic, logistical or geographic
factors might hinder successful therapy?

7. What cultural factors (e.g., distrust of
healthcare) might hinder drug therapy?

providers,” Dr. Tsiao said.

resource to help manage organizations as they address any health disparities that

exist for a certain area.”
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Unfortunately, Mr. Wake’s experiences are com-
monplace among patients with SCD, agreed Emily G.
Tsiao, PharmD, a clinical pharmacist at Premera Blue
Cross, the largest health plan in the Pacific Northwest,
who shared the platform with Mr. Wake at the meeting.
“The pandemic highlighted that we have a lot of health
disparities in our healthcare system,” Dr. Tsiao said. “In
the sickle cell community, that disparity and inequality
are well documented and go back decades.”

Mr. Wake cited several statistics showing that the
problem is indeed endemic. A multicenter study com-
pared research and funding for two conditions: SCD,
which mainly affects Black people, and cystic fibrosis
(CF), which occurs primarily in white individuals (JAMA
Netw Open 2020;3[3]:e201737). According to the study,
the National Institutes of Health spent 11 times more for
CF research than for SCD research, and the study found
similar funding disparities from national foundations.

“Cystic fibrosis actually receives more than 440 times
the national funding than sickle cell disease patients,”
Mr. Wake said, adding that there are almost twice as
many papers about CF than SCD in the peer-reviewed
literature.

He underscored the racial demographics of both dis-
orders when considering those research and funding
disparities. About 35,000 people, mostly white, have
CF in the United States. In contrast, for SCD, “we’re

with a claim for an opioid
to bypass that hard stop at
the pharmacy when a patient goes to fill an opioid
prescription.”

Dr. Tsiao and her colleagues documented modest
increases in the number of members with SCD using
opioids after the exemption went into effect. About
43% of Premera’s members with SCD used an
opioid in 2021 versus 41% in 2019, and about 8% of
members with SCD used a long-acting opioid in
2021 versus 7% in 2019.

They also saw a modest increase in the percent-
age of members with SCD who have more than 90
morphine milligram equivalents per day (14% from
2020 to 2021), and also a modest increase in the
number of members with SCD who were using an
opioid long term and a high-risk drug, such as a
muscle relaxant, from about 29.1% in 2020 to 29.4%
in 2021.

“Taking advantage of e-PA and UM capabilities
when excluding SCD members from opioid UM

requirements will decrease the administrative burden for SCD members and their

“When it comes to addressing disparities specifically in formulary development,
there is a need for the pharmacy team to really take charge and bring these con-
siderations to the forefront for our decision makers in meetings like our indepen-
dent committee, the internal medical policy committee and other forums.”

—M.R.
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Children with SCD receive comprehensive care, which
has greatly decreased mortality. They lose that support
network when they transition to adult care.

looking at 100,000 patients, and more than 90% of those
patients are African American.”

Pediatric SCD care, however, has improved greatly,
with children receiving complete and comprehensive
care. These efforts have significantly decreased mortal-
ity—95% of children with SCD now survive to adulthood
(MMWR Morb Mortal Wkly Rep 2017;66[46]:1269-1271).
But when they transition to adult care, they lose that
supportive network that helps them navigate a complex
healthcare system.

“In the U.S., we love our pediatric patients,” Mr. Wake
explained. “They [benefit from] a multidisciplinary
approach to caring for patients [Figure]. They receive
care not only from their hematologist and their primary
care provider, but they also [have a care coordinator
who helps manage treatments from] all specialists,
including vision care, dental care, dietary specialists and
even mental health specialists.”

There are more than 130 comprehensive care centers
for hemophilia, which affects about 20,000 people, but
very few for SCD, especially in low-income and rural
communities, according to Mr. Wake.

“Barriers also exist within the urgent care centers,
where many patients receive their care for sickle cell
pain crisis. Patients are often labeled as drug seeking,
and their pain severity is questioned. Patients often feel
the need to get dressed, do their hair and makeup, and
put on their best ‘face,” so that they give the best first
impressions when they meet the staff at the hospital,”
Mr. Wake said.

Another barrier is recognizing coping mechanisms,
he said. Tuning into their cellphones and playing videos
or listening to music is a coping mechanism, especially
for children and adolescents. Yet, this behavior leads
to more questions about whether people are “really in
crisis and at the pain level that they say.”

Lack of Training Another Impediment

Besides the inequalities in care, many healthcare pro-
viders lack training in pain management for SCD, and
are overly influenced by the opioid crisis when they
prescribe treatment, even though studies have shown
that SCD patients are not at higher risk for opioid
overdose and death (Blood 2008;111[3]:997-1003).
Although Mr. Wake said SCD patients are regularly
discriminated against by providers, the healthcare sys-
tem and third-party payors, the situation has become
worse since the opioid crisis.

CLINICAL

‘The CDC clarified that their
guidance on opioids for chronic
pain was not intended to deny

clinically appropriate opioid

therapy to any patients who
suffer from acute or chronic pain

for having sickle cell disease.’

—Emily G. Tsiao, PharmD

A recent study (JAMA Netw Open 2019;2[5]:e194410)
highlighted the attitudes of some physicians as a partic-
ular problem. The 15 patients in the study reported that:
* they faced increased barriers to the use of opioids for

pain management;

e their physicians exclusively focused on opioid dosage
without establishing a multimodal pain management
plan; and

« they lacked access to nonopioid therapies.

Dr. Tsiao agreed that opioid therapy for SCD can be
overlyrestricted, even though the 2016 CDC “Guideline
for Prescribing Opioids for Chronic Pain” specifi-
cally excludes patients with SCD from its restrictions
(www.cdc.gov/opioids/providers/prescribing/guide-
line.html).

“The CDC clarified that their guidance on opioids for
chronic pain was not intended to deny clinically appro-
priate opioid therapy to any patients who suffer from
acute or chronic pain for having sickle cell disease,”
Dr. Tsiao said. In fact, “CDC recommended that benefi-
ciaries with sickle disease be excluded from real-time
opioid safety edits.”

Next Steps

Mr. Wake underscored that these kinds of provider
misconceptions about SCD, coupled with continuing
access issues, are “negatively impacting patients’ health,

10 Tips for Breaking Down
SCD Rx Barriers

H ere are 10 tips for
removing barriers to
care, addressing social
determinants of health
and improving outcomes
for patients with sickle
cell disease (SCD),

from Kevin Wake, the
president of the Uriel E. Owens Sickle Cell Disease
Association of the Midwest, in Kansas City, Kan.

1. Highlight the importance of patients keeping
regular appointments, promoting self-care
and treatment programs, as well as mental
healthcare.

2. Improve access to care, especially in rural
and underserved areas. Many primary care
providers do not accept SCD patients because
they “can be difficult,” and their care is
complicated.

3. Build more comprehensive care centers for
SCD.

4. Teach providers at urgent care centers about
SCD pain and how to recognize coping
mechanisms.

5. Improve the transition from pediatric care to
adult care.

6. Improve insurance coverage for SCD that
includes preventive care.

7. Increase access to disease-modifying
therapies.

8. Develop a national or statewide system to keep
track of SCD patients, and ensure they receive
needed care.

9. Overcome the shortage of specialists in SCD
and work toward attracting specialists by
providing mentoring programs.

10. Improve funding for SCD research.

Proactive Approach

Many of the above strategies are based “on
being proactive versus reactive,” Mr. Wake said. He
reiterated the importance of creating and encour-
aging “preventive health payment programs that
focus on self-care.” Such an approach is critical
“for improving health outcomes for all patients, not
just pediatric patients.”

The strategies for ensuring widespread access
to SCD care, including disease-modifying thera-
pies, also are key, Mr. Wake stressed. In the pro-
cess, “we need to look at what the issues are that
are preventing patients from getting access to
these medicines.”

When implementing improvements, don’t
forget the patient, he added. Patients should
provide input into any programs for them to be
truly meaningful and useful to them.

“We need to make sure we have a seat at the
table, because if we don’t have a place at the table,
we often wind up being left off the menu.”

—M.R.

their psychological well-being and ultimately disease
outcomes.” However, those outcomes can be improved
if strategies are implemented that help patients navi-
gate the complex healthcare system and enable them to
advocate for themselves, as Mr. Wake was taught early
by his mother, who was a nurse.

“It is important to improve access to care for people
with SCD, enhance the patient-provider relationships,
and teach providers about SCD and pain management,”
Mr. Wake said.

The sources reported no relevent financial disclosures.



