STATE OF WEST VIRGINIA

Offices of the Insurance Commussioner
Adlan L. MeVey
insurance Comnissioner

hddy 19, 2022

The Hosorable Mac Warner
West Virgina Secretary of State
Building 1, Swite 137-K

18900 Kanawha Blvd,, East
Charleston, WV 25305

Re: Tomments Necelved Concerning 114 C5R 9%
Plear Secretary Wamaer

Doring the public comment period for the above-referenced Legislative Rule relating to
phannaey auditing entities and pharmacy benetit managers (“PBMs™), the Offices of the Insurance
Conmmissiongr (“OLC™) of the Department of Revenue received conuments fram six siakeholders,
mcluding Epre Rx, Mountaie Health Network, Navooval Association of Chain Dirug Stores,
Pharpwesntcal Care Maragemend -\:mcmum West Virgnia  Independent  Phamnaoy
Association, and West Virginia Primary Care Association. The majonty of comments received
were generally supportive of the nife. While all comments are attached hereto, for the sake of
brevity, this Terter does not summarize the supportive comments bul mstesd addresses the
commants dhicating concerns with, or suggested revigions o, certain provisions of the nule.
Maoreowver, this letter does not respond o subsfantially sirmilar connmenis when the intial comment
has a?feady been addrassed.

Four entities (Epic Rx, Mountain Health Network, West Virgina Inde ;mnc!m*t Pharmaey
Association, and West Virginia Primacy Care Association) submitied comments in support of
the modification of section 1.6 of the mde to clarify that House Bill 4112 (2022) applies to
pharmacy reimbursements coverad by the Employvee Retirement focome ‘m.um} Actaol 1974
(CERISAT).  The eatities Durther nete support for the revisions 1o the varioss delinitions
gnder section 2 of the rule without proposing additional changes.  As ooted by the

commenters, these proposed revisions were made to alwn the rule with the changes o the
Pharmacy Audit Integrity Act made in Houose Bl 411 ('}%?”‘}

The West Virginta Primary Care Association ("WVPCA™ conuments that i iy
important for 3408 drug discounts or payments to remain expliontly excluded from anvy
defimition of ‘rebate.”” The OIC ngrees and notes the following existing, andiswurbed rule
language within subsection 2.22 of the vuler “The term “rebate” does not include 'm\, dm*ﬂum
or payiment that may be provided to or made to any 3408 entity through such prograo.” Farther,
with respect (o sections 5.6 and 5.7 of the rule, WVPCA requests the OIC asswne rcguiazﬁ:w}-
responsibifity for processing 340B-related complaints against PBMs that administer phamacy
benefits for the West Virgoua Public Emplovee Insurance Agency ("PEIATY. Sections 3.6 and 3.7
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of the proposed rule essentially mirror, respectively, W.Va. Code §33-51-9(c) and (d), which were
amended by House Bill 4112 (2022) to make the subsections applicable to PEIA. While noting
that the OIC is not the appropriate regulator of PEIA, WVPCA asserts that the intent of the
Legislature was for the OIC to assume regulatory responsibility regarding 340B issues related to
PEIA’s contracted PBM. While the OIC agrees that the Legislative intent may be for PEIA to
comply with these specific provisions of the Pharmacy Audit Integrity Act, PEIA is not an
insurance company. PEIA is a fellow agency of state government and the OIC does not feel that
it has inherent authority to regulate or take enforcement actions against the conduct of another
state agency. However, the OIC is the designated regulator of PBMs and any PBM that violates
these subject provisions may be subject to regulatory enforcement action by the OIC. In that
regard, the OIC will accept complaints filed against PBMs for alleged violations of W.Va.
Code §33-51-9(c) and (d) and the corresponding rules provisions. If, upon review and
investigation, it appears the PBM is administering pharmacy benefits on behalf of PEIA in
violation of W.Va. Code §33-51-9(c) and (d) and the corresponding rules provisions, the OIC will
report the matter to PEIA.! The OIC may also take regulatory enforcement action against any
PBM subject to W.Va, Code §33-51-9(c) and {d) and the corresponding rules provisions as is
deemed necessary and appropriate.

The remaining comments from WVPCA are either supportive of the rule or proposed
rule revisions or advocacy positions that do not require a specific response from the OIC.

The West Virginia Independent Pharmacy Association (“WVIPA”) and Mountain
Health Network submitted multiple supportive comments of the proposed rule, some of
which require a substantive OIC response. The WVIPA and Mountain Health Network both
aver that spread pricing “should be made explicitly unlawful in West Virginia.” As set forth
in the rule, “spread pricing” is a model of prescription drug pricing in which the PBM charges
a health benefit plan a contracted price for prescription drugs although the contracted price
may differ with the amount the PBM pays the pharmacy. The OIC responds to WVIPA’s
and Mountain Health Network’s comment by stating that it is the province of the Legislature
to prohibit spread pricing in this state and therefore is not something the OIC can inmitially
address in a rule. However, PBMs are required to offer pass through pricing to health benefit
plans and the OIC proposed the addition of subsection 4.2.18 and subdivision 4.4.1.d to the
rule to ensure the required offer was being made and to sufficiently monitor the use of spread
pricing in West Virginia.

WVIPA and Mountain Health Network also note their general support of the proposed
new section 10 of the rule regarding specialty drug complaints, but state they are concerned
that PBMSs and/or health benefit plans will be permitted to “resolve” complaints under section
10.4 for one individual or entity to avoid applying the same standard consistently as would
be the case if the Commissioner made a public ruling on the complaint, The OIC generally
supports settlements or resolutions between consumers and regulated entities as beneficial
public policy. However, the OIC agrees that avoidance of compliance with statutory
mandates via subterfuge is not appropriate. As such, the OIC agrees to modify the rule to

! “Any plan established or administered by the Public Employees Insurance Agency pursuant to this article
is exempt from the provisions of chapter 33 of this code unless explicitly stated. Notwithstanding any
provision of this code to the contrary, the Public Employees Insurance Agency is not an insurer or engaged
in the business of insurance as defined in chapter 33 of this code.” See W. Va, Code § 5-16-22.
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clarify that the OIC has the authority to review specialty drug complaints regarding how the
subject drug should relate to all insureds:

10.4. _If the specialty drug complaint is resolved before the time period for a
response expires, the PBM and/or health benefit plan must advise the

Commissioner in writing that the specialty drug complaint has been resolved and
specifically advise the Commissioner of what steps or actions were taken to resolve

the complaint. If the PBM and/or health benefit plan intends to take no action to
resolve the complaint. the PBM and/or health benefit plan shall advise the
Commissioner accordingly, in writing, and provide the Commissioner with a
substantive response to the allegations in the speciaity drug complaint. Nothing in

this section in any way limits the authority of the Commissioner to investigate and
take action against a PBM which the Commissioner has reason to believe has
pnreasonably desi \i rescription drug as a speci limite

a beneficiary’s access to a specialty drug in violation of the provisions of W.Va.
Code §33-51-11(a)}(7) or (8) or subdivisions 9.2.1.¢ or 9.2.1.h of this rule, but
thereafter has consistenily resolved each specialty drug complaint prior to the final
resolution thereof by the Commissioner in accordance with section 10.8 of this rule.

The remaining comments from WVIPA and Mountain Health Network are either
expressions of general support for the rule or the proposed revisions to the rule or are
advocacy positions that do not require a specific response from the OIC,

Epic Pharmacies (“EPIC Rx”) submitted multiple supportive comments regarding the
rule and the proposed changes thereto. Some of the comments made by EPIC Rx, specifically
comments regarding sections 1.6 and 10.4 of the rule, have already been addressed by the
OIC in response to comments made by WVPCA, WVIPA and Mountair Health Network.
However, EPIC Rx commented that subsection 4.2.15 of the rule could be further amended
to include the settlement of lawsuits by a PBM. The comment also footnotes to a lawsnuit
settlement between the Ohio Attorney General and a PBM regarding overbilling disputes
with Ohio’s Medicaid program. The OIC believes that the type of settlement noted in the
footnote would be a required disclosure pursuant to 4.2.15, but agrees to modify this
subsection of the rule as follows for additional clarity:

4.2.15. A statement of whether the applicant has been refused a registration, license
or certification to act as (or provide the services of) a PBM or third-party
administrator, has any registration, license or certification to act as such been
denied, suspended, revoked or non-renewed for any reason by any state or federal
entity, or has been sanctioned, fined, or penalized or entered into a monetary
settlement for any reason by or with any state or federal entity, including but not
limited to another state’s department of insurance, department of health and human
services or Medicaid program. attorney general’s office, board of pharmacy or other
similar regulatory agency;

Additionally, Epic Rx commented that the “OIC may want to consider requiring as part of any
‘statement as to whether the PBM has restricted distribution of specialty drugs’ an explanation
from the PBM as to why a drug has been restricted in its distribution.” The OIC agrees and
modified the subsection as follows:




6.1.2. A PBM shall, upon licensure and upon further request by the Commissioner,
provide a network report describing the PBM’s network and the mix of mail-order

to physical stores in this state and shall include a detailed description of any
separate. sub-networks for specialty drugs. The detailed description should include
a statement as to whether the PBM has restricted distribution of specialty drugs to
mail-order specialty pharmacies or affiliate pharmacies, and if so. the reasons
therefore, and further provide the names and addresses of any spectalty pharmacies

in the PBM’s network that are not solely mail-order pharmacies or affiliate
pharmacies and are located in West Virginia, or in an out-of-state county that is
adiacent to West Virginia, This statement shall also i list of all special
drugs currently on restricted distribution to specialty pharmacies or affiliate
pharmacies. Failure to provide a report may result in the suspension or revocation
of a PBM'’s license by the Commissioner.

Finally, EPIC Rx comments that the reports under sections 6.2 and 6.3 of the rule should
be made public to the extent allowable by law. The OIC agrees that the quarterly reports required
in section 6.3 are not subject to the confidentiality provisions in section 6.5 and will work towards
making them available on the OIC’s website. The OIC further responds that the information and
data contained in the annual report, as required by section 6.2 of the rule, is expressly made
confidential and not subject to public release pursuant to section 6.5.

The remaining general comments from EPIC Rx are either expressions of general
support for the rule or the proposed revisions to the rule or are advocacy positions that do
not require a specific response from the OIC.

Pharmaceutical Care Management Association (“PCMA”) submitted several comments
both specific to the proposed rule revisions and generally related to House Bill 4112 (2022),
which is the underlying legislation upon which the proposed rule revisions are based. First,
PCMA recommended that the information requested in subsection 6.1.2 of the rule be
designated as exempted from disclosure under the West Virginia Freedom of Information Act
(FOIA). The OIC responds that section 6.5 of the rule already provides that all information
and data submitted in section 6 of the rule, except for the quarterly report noted in section
6.3, is considered confidential and exempt from disclosure under FOIA. Additionally,
PCMA notes that information submitted under subsection 4.2.13 of the proposed rule should
also be exempted from FOIA. Again, section 4.7 of the rule already provides a FOIA
exemption for this information. The OIC accordingly declines to make any revisions to the
rule as a result of this comment.

Additionally, PCMA requests a modification of the proposed language in section 10.3 of
the rule, which reads, in part: “Upon receipt of a sufficiently complete specialty drug complaint,
the Commissioner shail provide a copy to the PBM and health benefit plan. The PBM shall have
15 working days to respond.” PCMA requests that the 15-working day requirement for responding
to a specialty drug complaint be changed to a 30-working day requirement. As justification for
the change, PCMA notes a 30-business day requirement in subsection 9.3.3 of the rule for
pharmacies. The OIC does not agree with PCMA on this issue. First, the underlying subsection
PCMA cites is a notice requirement regarding a contract or manual amendment with respect to a
pharmacy and PBM relationship. It is simply irrelevant to the response time a regulated entity is
permitted to have to respond to its regulator. Moreover, the OIC consistently and uniformly
requires regulated entities to respond within 15-working days. See W.Va. Code R. §114-14-5.
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Insurance companies, many of which will be health benefit plans subject to section 10 of the
rule, are routinely required to respond to inquiries from the OIC within 15-working days.
Insurance companies are also generally permitied only 15-working days to respond to or
acknowledge claims or pertinent communications from their insureds or policyholders. It
would be a deviation from existing standards to permit a PBM twice the amount of time to
respond to inguiries from the OIC than is permitted to an insurance company or third-party
administrator in the same circumstance. It could also cause inconsistency in response times
and confusion depending on whether a specialty drug complaint was filed against a PBM or
against a health benefit plan, including an insurer. However, this comment from PCMA did
prompt the OIC to review section 10.3 and modify the language as follows:

10.3. Upon receipt of a sufficiently complete specialty drug complaint, the Commissioner
shall provide a copy_to the PBM and health benefit plan. The PBM shall have 15 working

days to respond. A separate response may also be required of the health benefit plan. The
Commissioner will advise a health benefit plan if it is required to respond separately from
the PBM. A health benefit plan required to respond shall also have 15 working days to
respond.

The OIC notes, however, that it will grant extensions to the 15-working day requirement on an as
needed and appropriate basis.

In regard to section 10.5 of the rule, PCMA also objected to the language that, if the
complaint remains unresolved, the “Commissioner shall send a copy of the specialty drug
complaint, and the response(s) thereto, to the Board of Pharmacy...” and commented that the
Board of Pharmacy should be removed as a reviewing and consulting entity because PCMA
believes that the Board’s membership are also pharmacists and active market participants in the
occupation and that the Board’s involvement “creates a regulatory scheme for self-dealing.” In
response, the OIC would direct PCMA’s attention to W.Va, Code §33-51-11(a)(7), which
specifically provides that “[a]ny beneficiary or pharmacy impacted by an alleged violation of this
subsection may file a complaint with the Insurance Commissioner, who shall, in consultation with
the West Virginia Board of Pharmacy, make a determination as to whether the covered prescription
drug meets the definition of a specialty drug.” As such, the Commissioner is expressly required
to consult with the Board of Pharmacy regarding specialty drug complaints and the GIC does not
agree that the Board’s involvement regarding specialty drugs is inappropriate. The OIC
accordingly declines to modify the language in 10.5 to remove the Board of Pharmacy as a
reviewing and consulting entity.

PCMA is also concerned with the phrase “conveniency of access™ in section 10.7 of the
rule, which states:

10.7. The Commissioner may also obtain additional information from the PBM

and/or health benefit plan regarding the circumstances surrounding the designation
of the covered nrescriptio as a special and whether access 1o a covered
prescription drug is being limited in violation of W. Va. Code §33-51-11(7) and
(8). Additional information may include, but is pot limited to. an assessment of
network adequacy and the availability or conveniency of access for West Virginia
residents to obtain the covered prescription drug, the number of mail-order

pharmacies and physical pharmacies located in West Virginia that are permitted to
dispense the covered prescription drug, the special handling, administration and/or
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provider care options or necessities that the PBM’s specialty pharmacies offer that
is_not otherwise available at non-specialty pharmacies, and the circumstances

surrounding the designation of the covered prescription drug as a specialty drug.

In response, the OIC notes that this section allows the Commissioner to obtain additional
information necessary in making the determination as to whether a specific prescription drug
should be classified as a specialty drug. The OIC does not share PCMA’s concern that it
would misconstrue “conveniency of access™ to imply that any pharmacy can dispense a specialty
drug. In considering whether a drug is properly classified as a specialty drug, the OIC understands
that “conveniency of access” is within the context of how and which pharmacies are dispensing
the drug in question. Accordingly, the OIC declines to modify this section.

Next, PCMA notes that there is no definition of “any party” in section 10.9 of the rule
and questions which persons have the right to contest a decision on a specialty drug
complaint. The OIC agrees that additional clarity would be desirable in section 10.9 and proposes
to modify the section as follows:

10.9. Any party to an administrative proceeding regarding a specialty drug
complaint has the right to contest the decision made pursuant to section 10.8 of this
rule. If a_decision is made pursuant to subsection 10.8.1 or 10.8.2 of this rule
without hearing, any party may make a written demand for a hearing pursuant to
the provisions of W. Va. Code §33-2-13. A hearing on a specialty drug complaint
shall be scheduled to be held within 45 days from the date of the hearing request.
uniess continued by agreement of all parties or by the Commissioner and Board of

Pharmacy for good cause. Good cause includes, but is not limited to. a
determination by the Commissioner and Board of Pharmacy that additional

investigation is necessary.

The OIC believes that a party to an administrative proceeding could be a covered individual,
beneficiary, pharmacy, pharmacist, PBM or health benefit plan, including an insurer, as noted in
sections 10.1 and 10.2 of the rule.

Finally, PCMA’s remaining comments concern the underlying language of House Bill
4112 (2022) and 340B Pricing Adjustments. PCMA provides a brief history of the 340B program
and discusses the use of “modifiers” in relation to the federal program. These comments are
generally advocacy positions. The OIC is a regulatory agency and will not take an advocacy
position regarding the federal 340B drug program. However, in regard to PCMA’s concerns
about Medicaid, the OIC would note that West Virginia’s Medicaid program does not
currently utilize the services of a PBM and that language in both statute and rule provides
that nothing therein shall be construed to prohibit the Medicaid program or a Medicaid managed
care organization as described in 42 U.S.C. § 1396b(m) from preventing duplicate discounts as
described in 42 U.S.C. 256b(a)(5)A)(i). See W.Va. Code 33-51-9(c) and (d) and W.Va. Code R.
§114-99-5.6 and 5.7.

The National Association of Chain Drug Stores also submitted public comments in regard
to the proposed changes to this rule. The OIC acknowledges receipt of the comments and notes
that the comments are either supportive of the rule or the proposed revisions to the rule or
are advocacy positions that do not require a specific response from the OIC.



The OIC thanks alt commenters and appreciates beirg able to review different perspectives
on thase important matters, Al attention 1o, and tme spent on, this matter iy greatly appreciated.

Smcerely,
i
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Associate Uenerad Counsel

e,
Rl o LEC T

West Virgiaia Offices of the Insurancs Commissioner
Attachments

-k



P ——

7 \\\ T al
f =la
\\\\\\\\\x\ \%\\ %%

L G
- 2 \%3‘“‘

/’fff’*’ff??/ff

\

June 28, 2063232

M. Michagd Malone
West Verginia Offices of the Insurance Corgroissioner
G0 Pennsylvauia Ave, 8th Floor

Chariesion, W\»’ 25302
Foreatl: pichasisonnions

o
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RE: Public Comment ou Proposed RBale 114 CSR 96
Plear Mr. Malone,

On hebalf of EPIC Pharmacies, which includes thirty-eight stores in ity West Virginia Metwork,
I wrile you today to provide public commest on the West Virginia Offices of the Insurance
Commissioner’s (*OIC™) proposed legislative rule, WV CSR §HTA-99-1, ef seq., regulating “Pharmacy
Audit Entities and Pharmacy Benefit Managers.”

Ower the past several years, EPEC Pharmacies has played an tmportang role in the crafting of
t?zc Pharrnacy Audit Integrity At {the “Act™), a5 contained within W.\-’a. Code § 33-531-1. of seq..

whuding most recestly w vith he West Vi ;1guna fegislause’s passage of HB, 412 during the 2842
Hz,ﬂthv Sessip, We have worked closely witlomany stakeholders, in \,htd ing the OC, o ensure that
Wast Virginta consumers are able to matotain their access (o pharmacy care throughout the State of
West Virginia,

For many West Virginians, their local pharmacy s oflestimes the fiest point of contact for

waded health care decisions. Phammacists play & oritioal role in West Virginia's health care delivery

system, as most recently evinced during the COVID-1H pundeniic when the state’s 3'u.‘t\\¢-‘m'li of
independent pharmacists were al the forefront of West Virginia's suceessful vacetne roflowt”

The provisions of the Pharmacy Audit Integrity Act, and the OTCs corresponding legislative
rule, are guite critical 10 the survival of West Virginia's local pharmacies and the continued eare of
those iy owr communities. Through a series of miergers and acguisitons, a disttnet handid of pharmacy
boredit managers (FPRMs™) now control spprosimately 80% of the sation”s preseription drag market.
This nearly moenopolistic system has u‘comi opaqueness in the prescription deg markel, while also




placing West Viegiaie consumers and thelr Josal pharmacists at the merey of abusive PBM business
practices. Consers over the practices of PBMs bave prompted lavwsuits by state atforneys general,
legistativie actiog by the varicus state legislstores and the U8, Congress, and wost recently an

anaounced Wiy e PEM practices by the Fedend Trade Conumission.”

EPIC Pharmacies s appreciative of the {03 efforts to eaforce the provisions of the Phanmacy
Audit Inivgrity Aot as passad by the Legislature. 10 order to ensure a level pim g Tleld for ail West
Virginans with respect o the delivery of prescription drugs. West Virginia has buen a national leader
wher & comes o the regulation of PRz, and GIC s proposed changes to T4 TSR 9% will continne
{0 put our siate @ the for § ont of protecting consumer choice for phanmacy benefits, EPIC Pharmanies
supports OFC’s proposed legislaibve rafe, WY CUBR §184-99-1, @ seq., as writien and offers the

= -

foHowing sdilitional comments for your consideration,

As an iital matter, we applaod QIO s efforts o clanfy the applicability of the {m\m ve nide
o PEMs adminisiering ERISA plans through #s awendmenis {o Section 1.8, It was the clear intent of
the West Virginia Legislatore, o the wake of the United States Supreme Court’s recent decision in
Ruiledar v. Pharmaeentical Ceve Maragement Association, 1© apply provisions of the Act to PBMs as
aliowed by federa! law. Moving forward, enforeement of these and other provisions contained within
the h.mslqu\ rale will be eritical, as we regularly hear from EPIC Pharmacies members about non-
eomplinaes by PRMs,

o

Section 4.2.15 — Licensure of PEMs

As part of the established Jiceoswe process, OIC requires PBMs fo provide whether i “has
heen sepciiorad, fined or pent \]m:d for any reason by any state or federal entity, inciuding ‘mothu"
staie’s department of insurance.” Given the increasing number of lawsuits filed by states agatnst PBMs
for the overcharging of medications, the OIC may want to constder inclading in Section 4.0 i‘\
fanguage that would also reguire the disclosure of any state fawsuil seftements enteced into by a PB hE R

Section 6,12 — Restricting Distribution of Speciuliy Drogs

¢

Chre of the kev goals of LB, 4112 was 1o put an end to the unreasonable designation of
“spectalty drugs™ by PBMs. To that end. the proposed amendments to Section 6.1.2 should be bedpiil
i identifving efforts by a PEM to restriet distribution of drugs {o maﬂ—ama: or affiliate pHarmacies,
To eusure evan greater tansparency, OIC may want o consider regniring as part of oy Vstatement as
io whether the PRM has restricted distribution of specisly drogs™ an explanation from the PEM asio
why a drug has boes restrictad a1 disteibution. Thiswould hopetully pm‘vide farther olarity as PBMs
restrict distribution {0 aither matl-order specialty pharmuacies or thelr owa affiliates,

FERC Launehes nguiey e Pn siripaion iug Aiddlemen Indusin,
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Sections 6.7 aind 6.3 — Reportine Reauirenients

There is undoubtably a need for grealer trapspareucy among PBMs, as the Inck of dlarity w m
respect 1o pricing aHows For preseaption drag costs to continue o rise. Understanding that the GIC
Py Olﬂbllt(s from disclosing nruch of the pricing information repocted to it by a PBM under the ™ i’rack
seorets” proteciions of the West Virginie Code, we wonld still ¢ neoUrage UIC‘ to be as imrhp;m,m as
passible in pablicly reporting what infonmation it can on the OHC s web site. West Virginia consuuees,
phnn*mcm»: and heabth care pavors alike deserve to know more about the spread pricing that takes
piace in the preseription drug industry, To the extent that the OIC can make soch information pui‘*iw} &
avaiinble, € should shsolutely do so. At a bare numnwnu the CHT should post the PRM Quarterly
Repors regaived by Seciion 6.3 on the *Reports™ section of i web site, as such documents are
explicity preserved a5 public.”

Seetion 104 — Speciaby Dirug Complainis

‘The specialty drug complaint process created in Section 1013 an extremely impnrtsml addition
to 114 CSR 99, Such a provess will hopefully steny the practice of PRMs restricting aceess o and
distyibution of” prwmm.sm drugs through an opague speeialty drug designation process. Se t on {04
provides that a PBM ar biealth benefit me miust advise the {nsurance Commissioner w writing 1 a
specialty drug corapiaint fled with the OIC “has been resofved ™ The OIC shodd comsider amending
this provision to require some sort of wrilten explanation from the PBM or health benelit plas a5 1w
what actions were taken to reselve any such complaint. Purthermore, the O should consider ways
in which it night be able © foanalize any such complaint resolations with respect to gnreasonable
specialty drug du&ag.}mu)m. Absent such requirements, our fesr & that PBMs will comtinue thesr
practice of unreasonably designauing specialty drugs, and simply resolve any such designations the
mstant a complaint is filed. This would effectively subvert the ability of the OIC and the Hoard of
Phamnacy lo make nccessary determinations as to whether a covered preseription drg meets the
definition of & speciatyy drug as provided for 1 state code.

We thank vou for vour dme and consideration of these conpuents. To the extent that you hm-‘-::
questions regarding any of these supgestions, or would ke to discoss them further, please do e
hesitale 1O contact me

Respectially Snbmted,

oo R T
Sty Laen

Brittuny LaPorta, Government Affairs Thrector

EPIC Pharmacies
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N, Michae] Malone
West Virgia Offices of dee Insurance Commussioner
QUG Pendsybeania Avenoe, 8th Floor

Charlesion, WV 25302 Email nyd

July 5, 20322

Re: Commends on Proposed Nale 114 CSR 98
Drear Mr, Malone:

O behail of Mountal Mealth Network, 2 not-fur-profit health delivery svstam comprised of
Cabell Huntington Hosplial, St Mary™s Medical Cenier, Hoops Family Children’s Hospital,
HIMG, and & mamsgement agreoment with Pleasad Valley Hospital, We are comanied 1o
pnrproving the besth ard well-being of over o mullion childier and adults 10 23 counties 1o
West Virginta, sonthern Ohio and eastors Kentucky, we respectfudly offer our commaeniy on
Proposedt Rule 114 CSR 99 Pharmocy Auditing Entities end Pharmacy Benefil Managers,
Thank vou b the oppariunity to offer comumends.,

Mountain Health Network is appreciative of the West Virginia Legislature and WVOIC
teadership focused on profecting West Virginia patients by updating and amending relevant
protections and speeific duties and reaponsibiiities of pharmacy benelit managers (“PBMxs™)
operating in West Virginiz, These pharmacy issues are exiraordinarily comnplex ind boportam in
tenms of providing quality healthears for patients, wlile also contaimng rising bealthoare costs,
Ingreasing transpareney mnd offerng additional patient protections has estabhshed West Virginia
as u national leader in this ares. With these comments, we fook to highlight and suppont
provisions of the propesed rule and sugpest modifications to further streogthen or olarify the
proposed role.

Appiicabifity of Pharnwcy Awdit Integrity Act (At} do ERISA Plans

Cme purpose of House Bill 4 112 (2022y and HE 2263 (20211 was 1 apply pharmacy
reimbursement reguiremens of the Act to Dploves Retirernent Income Secarity Act of 1874
{“ERISAYY Pluns, includiag the rebmbursement Ploor of Natlonal Average Drag f&c»\ium{mn Cost
{UNADACTY plus a1 51349 profeastonal dispensing foe for presoription deug and pharmasy
services. White HB 2263 onigmadly extablished this reimbursement muhs}do fogy, the addition of
the more comprebensive defined tenms “healtheare pavor” and “payor.” and the delefion of woms
meovered entity,” “health cardder.” and “third party,” provides clanity to the law/rule, without
traking substanitve changes w e 2021 aw.

We beliewe this iy appropriate under court deeisions thraughout the coupwry, including the
Supreme Cowrt of the United States” decision in Rufedge v POMAL Clesrly, the West Virginia
Legislature, Governor’s Office, Departoneat of Health and Human Resources UDHER™Y and its
Medicad operations, und the WVOIL, agroe that this methodalogy 15 the most eguitabie,




reliable, and transparent model by which to reimburse pharmacies. This methodology is now
used across various healthcare programs and plans (Medicaid, fully insured, ERISA, etc.) in
West Virginia. Mountain Health Network urges the WVOIC to protect and further this legislative
intent by closely monitoring PBM conduct across these various programs and plan types. We
further urge the WVOIC to immediately apply fines, sanctions, licensure suspension/revocation
for PBM noncompliance.

Spread Pricing / Pass Through Pricing & Drug Manufacturer Rebates

Although the issue may not be explicitly prohibited in current West Virginia law or this proposed
rule, we firmly believe that “spread pricing” should be made explicitly unlawful in West
Virginia. PBMs often charge employer-based health benefit plans more for the price of drugs
than what is paid to dispensing pharmacies, without informing plans about this *“spread pricing.”
This leads to confusion for plans and plan beneficiaries, ultimately resulting in increased drug
costs and heaithcare costs in general, not to mention unjust enrichment to the benefit of the PBM.
PBMSs have gone from plans to help reduce costs for patients to capturing their rebates as profit
to affect dispensing habit. We believe PBMs should charge plans the same amounts for drugs
that the PBMs reimburse pharmacies for those drugs. This transparency is important, and at the
very least, if spread pricing does occur, PBMs should clearly notify plans and plan beneficiaries
beforehand.

Rule Sections 4.2.18 and 4.4.1.d attempt to address this issue by requiring attestations that the
PBM has offered health benefit plans the option of pass-through pricing. We anticipate that
PBMs will refuse to comply with this provision related to ERISA plans. If this offer is clearly
made from PBM to plans, we believe that most, if not all, health benefit plans will elect for pass-
through pricing. [f they do not, these plans will have been provided adequate transparency and
fair opportunities to remedy the “spread pricing” issue.

Additionally, West Virginia laws and rules state that patients are to receive drug manufacturer
rebates at the point of sale to reduce defined cost sharing. To date, we have not received
information, instructions, or processing requests to effectuate this process. We ask the WVOIC
to closely examine this process and the parties involved, with the understanding that pharmacies,
providers and their patients are not harmed or held responsible for these obligations.

Defining “Specialty Drug” and the Protecting Patient Access to Specialty Drugs

In recent years, patient access to drugs has been unreasonably limited by PBMs. Specifically, the
list of drugs defined as “specialty drugs™ by PBMs, insurance companies, and drug
manufacturers has grown significantly, as have the costs associated with these drugs. Often,
drugs are defined or classified as “specialty drugs” because of their expensive prices and
lucrative drug manufacturer rebates, not necessarily because they are used to treat rare or chronic
and complex medical conditions, or because they require special handling or administration,
provider care coordination, or patient education that cannot be provided by a non-specialty
pharmacy or pharmacist. [t has become common practice for PBMs to force patients to receive
their medications via mail order pharmacies, leaving patients without choice to receive timely
medications from trusted local independent community pharmacies and pharmacists.



Furthermore, many so-called “specialty pharmacies” do not report their pricing data to the
NADAC survey. This leaves community pharmacies, providers, patients, policymakers, and
regulators in the dark as to the true cost of medications.

Explaining this issuc to patients can be difficult, and often leads to confusion, frustration, and
sometimes strained relationships between patients and pharmacies. PBMs often make the hollow
argument that “specialty drugs”™ must be mailed to patients due to safety concerns, as if mailing a
medication to a patient’s home without pharmacist interaction is somehow safer and more
clinically adequate than a patient receiving their medication face to face and receiving
counseling from a trusted pharmacist in their local communify. This argument is flawed, and has
been summarily rejected by policymakers and regulators in West Virginia. We are very grateful
that this barrier o patient access has been removed under West Virginia law and this rule, giving
patients the pharmacy access they deserve and desire.

The specific language found in 4.2.13 will be important to provide transparency related to
separate sub-networks for specialty drugs, which are not accessible to most pharmacies, Clearly,
the West Virginia Legislature intends for PBMs to provide increased transparency and access for
patients related to their prescriptions. Further, the creation of processes giving beneficiaries
access to drugs from the pharmacies and pharmacists of choice will improve access. We believe
the WVOIC and the West Virginia Board of Pharmacy (“WVBP”) are the appropriate agencies
for making the determination as to whether drugs meet the definition of a “specialty drug.”
While some drugs truly are appropriately designated as “specialty drugs,” and should be handled
differently than other medications, customary PBM processes unreasonably limit patient access
and create unfair practices that benefit PBMs and affiliated pharmacies, not patients.

“Specialty Drug” Complaints

We support the rule’s language related to specialty drug complaints. The process, form, and
requirements seem to be sensible, fair, and efficient. One concern is the ability of a PBM and/or
health benefit plan to “resolve” a specific specialty drug complaint, formally or informally, for
one individual or entity, to avoid applying the same standard consistently each time the specific
drug is covered. Therefore, we support consistent application of determinations made related to
specific drugs — whether made informatly by a PBM or health benefit plan or made formally by
the WVOIC and WVBP.

PBM Disclosures and Filings

We support requiring PBM disclosure of whether the PBM applicant has been refused a
registration, license, or certification to act as a PBM or third-party administrator, has any
registration, license, or certification to act as such been denied, suspended, or revoked or non-
renewed for any reason by any state or federal entity, or has been sanctioned, fined, or penalized
for any reason by any state or federal entity, including another state’s department of insurance or
similar agency. It is appropriate for the WVOIC to prevent PBMs that have violated the
laws/rules of other states from being licensed and active in West Virginia, to adequately protect
patients.



W belleve the requirement under<.2.1 7 stating thad all fled reimbursement methodologies
comply with Wesl Virgima law, and that all contracts provide for clear relmbursemant torm i
weloomed and necvssary, We want 1o ensure that PBM contraets proposed o ey @re in
compliance with the state law, Unclear or migleading contriact terms proposed bff Pﬂ\v?x R
pharmacies will fead 1o nevvork vacancies, aetwork inadequaey, and phamacy aocess gaps oy
patients,

Prafibitions Agains: Reguired Mall-Order Plarmuacy

Mountain Health Natwork supports sl prohibitions against required use of matt-order pharmacy
undar 6.1, We do sipport mail-order pharmaey beipg made avadiable ns o choder for patients,
Many patienis within oue health systers heeve had delayed weatment due to PFEM and ; vlan sclions
s‘tiah’:d o reguired mail order, We beliove the addittons in this section of the rule will improve
arness, profect patiends, and promole netwark adeguacy in leased network situations,

Prohidivions Against Phareracy awd Pharssaciss Conditions for Parifoipation

Mouoniain Health Nepwork supports the addition of section 9.2, ¢ which prehibits a PBM or
health benefit plan fom buposing upon a pharmacy or pharmacist @ conditien of partieipation
that is moove stringent than or in addition © state reguitements for Heensure or certification as
provided for in W.Va, Code §30-5-1 ¢ seq. snd legislative reles of the Beard of Pharmacy, This
addition follows lepisiative inent and is necessary for freedom consumer choice for pharmacy.

PEAT Penalties

We urge the WV tssue peaadties i the wmount of S10.000 per violation for violations «f the
Act and Rule, We find that PBMs have violated, and continu fo viofats. the Act and rules. These
violations cause real havrm W patiénts, pharmantes, and employvers in West Virgiota. i the per
violation financial penalties are not effective in stopping these violations, we ask the WVOICT w
order PBM heensure susponsions andior revocations.

Again, we are appreciative of the WYOIT aod West Virginda Legislanre s leadership on this

very important patient eare snd chotoe issue, Hyou may have questions regarding thuse
comments, please contact our Dhrector of Advocacy, Abby Reale at 304-5326-4028 or

Respecttnlly submitied,

i "Jw?

/ [
ffﬂﬂ-’“”‘"“‘}ﬂ ‘,.r'i" \%
Hevin W, ‘g’}xmhng, 2. Fh.. ;\fﬂ"ﬁ FADD

CEQ, Mouontain Health Netw mﬁx
President, Cabell Huntington Hospital & 51 Mary's Medical Center
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Michael Malone

West Vieginia Offices of the insurance Commissioner
300 ﬂanﬂsy‘uanéa Ave, Bth Floor

Charleston, WV 25302

Subumitted vig o

ol s sasiane Bl oy

Re, Proposed Rule Changes under W, Va. Code R, § 114831 . seq.; Fharmacy Auditing Entities and
Pharmacy Benefit Managers

Dear Mr. Malonas,

On behalf of sur members operating 384 chain pharmacies in the state of Wast Virginia, the Nationst Association of
Chaip Drug Stores (NACDS) is writing in support of the proposed rule changes under W. Vg, Code R. § 114-99-1 ot seq.
to align regulations for pharmacy auditing antities and pharmacy benefit managars with the statutory changes enacted
under HB 4112 {2022}, importantly, the recent changes to the law serve to enhance patient access {o pharmacy
sarvices for underserved populations, improve patient access 1o speciaity medications, and increase trarsparency in
the practices of pharmaty benefit managers {(PEMs).

NACDS supports the provisions in the enacted law and in the proposed ride that help ensara that West Virginizas can
abtain specialty medications from the gharmacy of thelr choice. 8y prohibiting any practice that would requive
patients to use only a specialty pharmacy for medications that can be provided by their local retail community
nharmacy, the law and proposed rule language together creste a clear standard protecting patients against this
harmful practice. Additionally, by establishing a process wherein patients and pharmaciss may seek redress through
the Insurance Commissioner for any violation of this probibition. the proposed rule would establish a needed
anfarcemant process to protect against the practice.

NACDS further supports the new provisions in the Iaw and in the proposed rule that increase the inssrance
Commissioner’s oversight of speciafty pharmacy bensfit networks and anhanee all pharmacies’ fransparency into
sormetimeas confusing and opague PBM contractual provisions. This mproved oversight and transparency should help
preserve patients’ sccess to the pharmacy of thelr choice.

Thank you for the opportunity to share our perspactives on this matter, We urge the Offices of the insurang
Commissioner 10 angrove this important rule change which shauld help to grotect Wast Yirginians’ access to
pharmacy care frore the pharmacy of thelr cholce, including local cetail cammumty pharmacies and specialiy
medications. For questions or further discussion, please contact NACDS 5l McCormack, Regional Director, State
Government Affairs, at imecormack@nscdi o or 717-525-8962.

Sincerely,

W M a
Steven C. Andersoh, FASAE, CAE, 108

Pracident and Chief Executive Officer
National Assogiafion of Chain Drug Stores
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Mishae! Malons

West Virginia Offices of the Insurance Commissioner
00 Pennsvivania Ave., 8V Floor

Chariaston, W 28302

EMAIL: michaebnonalona@van ooy

SENT VIA EVMAIL

Re: PCMA Comments on 114C8R38 — Pharmacy Auditing Entitles and Pharmacy Benefit
Managers ~ &mendmerd to Existing Rule

Dear Mr. Malone:

The Pharmaceutical Care Management Association ("PCMA") appraciates the
opporturity to comment on the proposed regulations {"Froposed Rule™) published by the West
Virginia Gffices of the insurance Commissioner's ("OIC7) on June 2, 2022 titied "Pharmacy
Auditing Entities and Pharmacy Beneiit Managers” This Proposed Rule would amend existing
rules under 114CSR99, thus implementing the language of House Bill (HB) 4112, HB 4112 was
enactad duting the 2022 Legislative Session. This riew law makes changes toWy's existing
Pharmacy Audit and infegrity Act (At

POMA s the national irade association representing PBMs. PCMA's mamber companies
administer drug bensfits for more than 288 milion Amerjcans, including most West Virginias,
who have health insurance through employer-sponsorad health plans, commercial health plans,
union plans, Medisara Part D plans, managaed Medicaid plans, the state employee health plan,
and others.

Beiow are PCMA's comments, concerns, and recommendations regarding specific
provisions in the Proposaed Rule, as well as the language of the enacted HB 4112,

£314-958-8. Network Adeguacy and Reporting Reguirgments,

5.4, - _and shall include a detailed description of any separate, sub-networks Tor specially
drugs. The detailed deserption should include...”

s [ue o the potential proprietary and confidential nature of the information raguired in this
provision of the Proposed Rule, as well as the potential disclosure information in a
compatitive marketplace, this provision should be changed.
»  POCMA recommends that the infarmation required for any specially drugs be exermpt from
disclosure undear the WV Freedam of informalion Act, W. Va, Code §28B-1-4{a}{1}, as it
already applied {o reimbursement methadoelogies as detailed in provision 4.2.17 of the
Froposed Ruls.
Pharmaceutical Care Management Assoriation
AR Frhy Strear MW S Sloor
Washinglon, DU 20004
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s The confidentiality protections of the WV Freedom of Information Act should aiso apply
o provision 4 2.13 of the Proposed Rule.

§114-88-111, Snecialty Drug Compiaints,

10.3. - "The PEM shall have 15 working days to respond.

«  Allowing 8 PBM only 15 working days to respond is an unreasonable imeframe.

s Correspondingly, PCMA raguests that a FBI be entitled to at least “30 business days”
o respond.

s This is the timeframe afiorded to & participating pharmacy under 8.3.3.

10.8. - . the Commissioner shall send a copy of ihe specialty drug complaint, and the
responaaia) theseto, to the Board of Pharmaey to make a delermination. ™

s Currently, licensad pharmacists comprise a majority, as well as a controlling number, of
the Board membership of the WY Board of Pharmacy.

st would be inappropriate for the Board to be aliowad to make delermination “as to
whether the covergd prescription drug meets the definifion of specially drug.”

s Tha facl that licensed pharmacists comprise a centroling number of the Board's
membearship and ara alse active market participants in the occupation ihe Board
regulates creates a regulatory scheme for self-dealing.

= PCMA requesis that the Board of Pharmacy be removed as a raview and consuliing
entity under the prcxwe;ons of this Proposed Rule, that alse include thess addifional
provisions: 10.8; 10.8, 10.8; and 10.12.

10.7. - .. and the availability or conveniancy of access for West Virginia residenis to obtain the
covered prascription drug. ™

«  PCMA is concernad that this language may be misconsirued o imply that any
pharmacy can dispense a spesiaity drug.

s The phrase "conveniency of access” may be inlerpreted in an overly subjective
manner, thus # is important to remamber that patient safety and adharence lsad (o
hatter health oulcomas.

s This is why mahy specially drugs are dispansad by spacialty pharmanies with propear
expartiss.

10,8, ~ "Any party has the right {o contest the decision made. .

« There is no definition as to what “any party” means, For example, is the term “any party”
restricted o those entities andfor individuals with an interest in a complaint, such as the
Commissionar, the PBM . the Board of Pharmacy, the compiginant pharmacy efe?

s What about the plan sponsor. since this is the entity that may ultimalely incur the cost
burdan of a dacision made by the Commissioner and the Board of Fharmacy?

Frarmaceutical Care Managemant Assosiation
325 7ih Stresl, N, Sth o
Washir "tcm L 20008
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Concerns with the underlving ianguane of HMB 4112

3408 Pricing Adjustments

HB 4112 prohibits PBMs or any other third party frontimposing any "othar adjustiments”
on 3408 claumns that are not placed upon oiher pharmacies thal do not pasticipats in the 3408
program. It's impoertant to note that PBNs are already prohibited from paying 3408 entities for
drug costs below what the pay non-3408 entities for the same drug under §33- 51-8(d) of this
same staluta.

Additionafly, it's imporiant to note that Medicaid and Medicare Part D programs require
claim modifisrs on 3408 claims, the very thing HE 4112 is frying o prohibil. We want i
understood that after the passage of HE 4112 as wrilten, West Virginda pharmacist will still need
to provide this information on the majority of the 3408 claims they file.

The federal 3408 Drug Pricing Program was created in 1382 to require that drug
manufaciurers provide autpatient drugs to aligible health care providers, known as “covered
eniities.” In tum, thess drugs are provided at significard discounts. The federal Health
Resources and Services Administration (HRSA). part if the U.S. Depariment of Health and
Hurnan Services {“HHMS") oversees tha 340 Program. The intent of the progran is to enable
these eligible providars to serve the nation's most vuinerable patient populations.

Vilnen providing outpatient drugs lo eligible providers. manufaciurers must enter into a
sharmaceutical pricing agreement (PPA") with the HHS Secratary for the drugs o be coverad
urider Medicaid ang Medicare. Undar tha terms of the PPA, the manufacturer agrees o provide
front-end discounts on covered cutpatient drugs purchased by covered entifies. These
discounts average 30 percent (%) off the average manufacturer CAMP™} for brand-name drugs
and 13 parcent (%) for ganeric drugs. Historically, the Dept. of HMS has argued that i has broad
statutory authority to adjust drug payments. It has also issued advisory opinions for industry
guldance an the 3408 Program.

Currently, 3408 coverad antities will typically ereate their own contract pharmacies.
Covared entities then purchase a drug ai about 70 percent (%) of the average wholesale price
("AVWF"Y and supply it to thelr contract pharmacy for dispensing. Inturn, FBMs reimburse a
contract pharmacy for 100 parcent (%) of the drug's AWP, The result is the contract pharmacy
nocksting the 30 percent {35) reimbursement difizrence as profit.

Recant studies show that hospitals can earn subistantial profits on specialty drugs, which
as coverad antitias, thay dispansa to patient via their own contract pharmacies.’ For exampls,
3405 hospitals ofien earn mark-ups of 380 percent (%) over an onuology drug's acguisition
cost. For seme drugs, the mark-ups were ten times (10x) the acquisiiion costs, What's more,

w1 53, Examining Fospital Prive Transparency

T e T e
weainny. e dial 3400 g probisey

Dregty Profiis, & the 3408 Frogram {(Sepember 2021, avaisys 8t

Pirarmacentical Care Management Assotiation
325 Fin Strest, NV, 9th Soor
Washington, BC 20004
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commercial heaith plans generally paid hospitals almost twice the WAC Hist price. Because of
this. it Is imperative that the federal 3408 Program achizve a faderal solution.

The 3408 Program needs clarity from the federal governmeant to sord oul pending
liigation. as wall as proposed federal and state legislation that seeks to solve any problems
refated to the program. Medicaid curenily requires claim modifiers on 3408 claims. The very
thing that the language of HB 4112 prohibits. Claims modifiers for 3408 claims ensures that
rebates sve appropriately credited to Medinaid. By seeking to prehibit claims modifiers on 3408
claims, the WV OIT is effectively endorsing the practice by which covered entifies create an
unmanaged health care system in establishing their awn network of contract pharmacies.
Urimanaged care is unaffordable care. I generates profits on the back of emplovers, patiants,
and payers.

For these reasons, we respectfuliy request that the WY OIC recognize that the savings
generated by the federai 340B Program would not beneiit patients without the use of claims
modifiers. instead, the language of HB 4112 bolsters the profits of covered entities and their
coniract pharmacies.

PCMA appreciates the opportunity to comment on the Proposed Rule. We ook forward
to a continued dialogue with the WV OIC regarding both the Proposed Rule and additional
issues as they arise. Please fesl free to contact me with any questions or for further discussion.

Gincerely,
Atz Wmﬁf

Peter Felstad
Director, State Regulatory & Legal Affairs

Pharmacewtical Care Management Association
325 7rh Strest, NW, Sth Hoor
Washington, DC 20004
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Oifide: 017 Quurrier Sirect, Charleston, WV 23311
Phone: (304) 6844274
Fax: (384) 7330386
Wab: www, WYiFAorg
Email: maftgwaikerandstevens.com

Mr. Michael Malone
West Virginia (fflces of the Insurance Commissioner
900 Permsylvania Avenue, ¥° Floor
Charleston, WV 23342
Email michaelnmaloned

June 24, 2022
Re: Comments on Proposed Rule 114 CSR 9%

Dear Mr. Malone

O hehalf of the West Viz‘ginia independent Pharmacy  Association CWVIPA™L s 72
organizational members, and the 130 West Virginia phagnacy sites owned aond urwu\m,d vyt
marpbers, we respactiuity offer our conrments on PFroposed Raole 114 CSR 9% Phd macy Auditing
Enfties and Pharmacy Benefit Managers. Thank vou for the <"“pg}(3rtuni1\’ wr offer commenis, in
our opinion, the West Virginia Gffices of the Insurance Comavissioner (UWVYCHCT) conbinges to
sutficiendy and properly lypioment the legiskative intent within the coniext of West Virginia Code
§33-51 ed szg., following passage of House Bt 4112 during the 2022 Regular _{,L.gaﬁ.lamc Session,
Additionally, the WVIPA appreciates the Legislature and WVOIC addressing the many challenges
faced by pharmacies and their patienis by updating and amending relevaat protections and speeific
duties and responsibifities of pharmacy benelit managers (“PBMS”) operating in West Virginia,
Pharmacy issues are extraordinaridy complex and mportant in terms of providing gaality health
care for patients. while also containing rising health care Costs,  Increasing transparency and
offering additional patlent profections establishes West Virginia as a natonal Jeader in this aren.
With these comments, we seel to highlight and support provisions of the proposed rule and suggest
maodifications to further strengthen or clarify the propesed rule.

Apmdicability of Pharmacy Suchy Tutegvity dog (' der ) o BRISA Plony

One purpose of House Bill 4112 (2022) and HB 2263 (2021) was 10 apply phamacy
reimbursement requirements of the Act 1o Employee Retivement income Seowrity Act of 1974
CERISA™; Plans, including the reimbursement foor of Natonal Average Drug Acquisition Cost

Page 1 of &



{("NADAC™Y plus a1 $10.49 professional dispensing fee for preseription drug and pharmacy
services. While HB 2203 originally established this reimbursement nn_.th@du}ug}, the addxmm of
the more cr\mnr{*i gnsive defined terms “healtheare payor™ and “payvor.” and the deletion ol tetms
“eovered entity.” “health camier” and Cthind parly.” provides clarity o the fawingde, withow
mizking subsiantive changes 1o the 2021 faw, Further, the WVIPA befieves this is appropriaie
uader cour decisiony throughout the country, including the Supreme Court of e United States
degision in f{zf:‘.’é-‘{!ire’ v. POAMA, Cleady, the West Vieginie Legislature, Governor’'s Office,
Departnent of Health and Human Resources ("DHHR™Y and its Medicaid operations, and the
WV, agree that this methodology is the mast equitable, reliable, and transpareni modet by
which to reimtburse pharmacies, as this metwdology s now used across various health care
programs and Piimi (Medicaid. fully tmsured. ERISA, et2) in the Mountain State. The WVIPA
urges the WYOIC o protect and further this legislative inteni by closely monitoring PBM conduct
across these various programs and plan types, a8 WYIPA members have been informad by various
ficensed and valicensed PB"V‘IS of stanees of witiful UOBEL{*!I}}:{IMR.C Further, the WYPA w g,
the WVOIC o apply Soes, sasctions, Heensure suspensiondrevocation for PBM noncamplianc
imediately, '

Sorecd Pricine * Pass Throueh Pricing & Drue Manufactrer Kebotey

Although the issue may not be explicitly probijbited in current West Virginia law orthis proposed
rule, the WVIFA finmly c:dm-xmt wat “spread pricing” should be made m*ﬂwttw urdawiol i West
Virginia. WVIPA members are also emplovers that provide health beneilis to many smployees.
WVIPA emplovers want thele own health benefit plans to be affordable ag well as the health beneft
plans of other smployers in thely communities. For example, PBMs often charge employer-based
health benefii plans mare for the price of drugs than what is paid to dispensing pi‘u_.z.,mu.u:f.s._ without
informing plans about this “spread prieing.” This leads o confusion for plans and plan
beneficiaries, witimately resulting in increased drug costs and health care costs in gencral, not to
mention vnjust enrichment to the benelit ol the PBM. The WVIPA believes PBMs should chacge
plans the same amounts for drugs that the PBMs reimburse pharmacies for those diugs. At the
very teast, i spread pricing does ocour, PRMs should clearly notify plans and plan benebicinries
baforshand. This transparency i3 boporiant,

For example, the WVIPA was recently made aware by an ERISA plan that a PBM bad charged
the plan a nearly & 100% mark-up on bupresorpbine-naloxone, a drug used to help frest oploid
dependeneg:

S
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Rule Sections 4.2.18 and 4.4.1.d atiempt to address this tssue by requiring attestations thag the
PEM has offered health beneftt plans the option of pass-through pricing. The WVIPA aaticipates
that PRMs will refuse to comply with this provision related to BRISA plans. 1T this offer is eleardy
nrade from PRM {0 plans, the WVIPA belicves that most, if not all, heatih benehit plans vill elect
for pass-through pricing. {fthey do not, these Nan\ mll have boen provided adequate trapsparency
and fair opportusities to remedy the “spread pricing” issue.

ey
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Additionally, West Virginia laws and rules state that patients are to receive drug manufacturer
rebates at the point of sale to reduce defined cost sharing. To date, WVIPA members have not
received information, instructions, or processing requests to effectuate this process. The WVIPA
urges the WVOIC to closely examine this process and the parties involved, with the understanding
that independent community pharmacies and their patients are not harmed or held responsible for
these obligations.

Defining “Specialty Drug’”’ and the Protecting Patient Access to Specialty Drugs

In recent years, patient access to drugs has been unreasonably limited by PBMs. Specifically, the
list of drugs defined as “specialty drugs” by PBMs, insurance companies, and drug manufacturers
has grown significantly, as have the costs associated with these drugs. Often, drugs are defined or
classified as “specialty drugs” because of their expensive prices and lucrative drug manufacturer
rebates, not necessarily because they are used to treat rare or chronic and complex medical
conditions, or because they require special handling or administration, provider care coordination,
or patient education that cannot be provided by a non-specialty pharmacy or pharmacist. It has
become common practice for PBMs to force patients to receive their medications via mail order
pharmacies, leaving patients without choice to receive medications from trusted local independent
community pharmacies and pharmacists. Furthermore, many so-called “specialty pharmacies” do
not report their pricing data to the NADAC survey. This leaves independent community
pharmacies, patients, policymakers, and regulators in the dark as to the true cost of medications.

Thousands of patients have contacted WVIPA member pharmacies, confused as to why they
cannot receive their medications at their pharmacy of choice. Explaining this issue is difficult, and
often leads to confusion, frustration, and sometimes strained relationships between patients and
pharmacists. PBMs often make the holiow argument that “specialty drugs” must be mailed to
patients due to safety concerns, as if mailing a medication to a patient’s home without pharmacist
interaction is somehow safer and more clinically adequate than a patient receiving their medication
face to face and receiving counseling from a trusted pharmacist in their local community. This
argument is flawed, and has been summarily rejected by policymakers and regulators in West
Virginia. Thankfully, this barrier to patient access has been removed under West Virginia law and
this rule, giving patients the pharmacy access they deserve and desire.

The specific language found in 4.2.13 will be important to provide transparency related to separate
sub-networks for specialty drugs, which are not accessible to most pharmacies. Clearly, the West
Virginia Legislature intends for PBMs to provide increased transparency and access for patients
related to their prescriptions. Further, the creation of processes giving beneficiaries access to drugs
from the pharmacies and pharmacists of choice will improve access. The WVOIC and the West
Virginia Board of Pharmacy (“WVBP”) are the appropriate agencies for making the determination
as to whether drugs meet the definition of a “specialty drug.” While some drugs truly are
appropriately designated as “specialty drugs,” and should be handled differently than other
medications, customary PBM processes unreasonably limit patient access and create unfair
practices that benefit PBMs and affiliated pharmacies, not patients.
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“Specialty Drug” Complaints

The WVIPA supports the rule’s language related to specialty drug complaints. The process, form,
and requirements seem to be reasonable, fair, and efficient. One concern the WVIPA has is the
ability of a PBM and/or health benefit plan to “resolve” a specific specialty drug complaint,
formally or informally, for one individual or entity, to avoid applying the same standard
consistently each time the specific drug is covered, as would be the case if the Commissioner found
that the drug does not meet the definition of a specialty drug and that a beneficiary’s access is
being prohibited or limited in violation of West Virginia law, and further ordered that the drug be
removed from the PBM and/or health benefit plan’s specialty drug list. Put simply, the WVIPA
supports consistent application of determinations made related to specific drugs — whether made
informally by a PBM or health benefit plan or made formally by the WVOIC and WVBP.

PBM Disclosures and Filings

The WVIPA supports requiring PBM disclosure of whether the PBM applicant has been refused a
registration, license, or certification to act as a PBM or third-party administrator, has any
registration, license, or certification to act as such been denied, suspended, or revoked or non-
renewed for any reason by any state or federal entity, or has been sanctioned, fined, or penalized
for any reason by any state or federal entity, including another state’s department of insurance or
similar agency. It is appropriate for the WVOIC to prevent PBMs that have violated the laws/rules
of other states from being licensed and active in West Virginia, to adequately protect patients.

The WVIPA also supports the requirement under 4.2.17 stating that all filed reimbursement
methodologies comply with West Virginia law, and that all contracts provide for clear
reimbursement terms. Over the past year, various West Virginia pharmacies were confused by
terms in proposed PBM contracts that did not comply with NADAC+3$10.49 reimbursement,
which may have led to these pharmacies not completing or rejecting the contracts, for fear of
signing a contract that did not comply with West Virginia laws/rules. Unclear or misleading
contract terms proposed by PBMs to pharmacies will lead to network vacancies, network
inadequacy, and pharmacy access gaps for patients.

Prohibitions Against Required Mail-Order Pharmacy

As was mentioned above, the WVIPA supports all prohibitions against required use of mail-order
pharmacy under 6.1. The WVIPA supports mail-order pharmacy being made available as a choice
for patients. Additions in this section of the rule will improve access, protect patients, and promote
network adequacy in leased network situations.

PBM Penalties
Again, the WVIPA urges the WVOIC to issue penalties in the amount of $10,000 per violation for

violations of the Act and Rule. PBMs have violated, and continue to violate, the Act and rules.
These violations cause real harm to patients, pharmacies, and employers in West Virginia. If the
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effective in stopping these violations, the WVIPA urges

per violation financial penaltics are not
the WY to order PEM licensure suspeastons and/or revocations,
Thank vou for vour me and considerstinn of these commants.  Should you wish to discuss the
stier, p case contact Matthew Walker, WVIPA Excoutive Director, by emall at

comments i this i
i com or by phone at (304) \:34-43%.

L T T

Respectiully Sehmitted:

ay
S, o /fv e el Jf," .
yf?’mﬁw \g/ ggégwx_ﬂ. f,«,%f.@{s»e,jﬁ:. LA

Michae! Rudge, Board President Mathew R, Walker, Gxacutive Direstor
West Viegiua Independent Pharmacy Assoctation West Vi ,:;g.uua Independen: Fharmacy Assoels

3

tH HH

And

Page



MW%{MTT” mﬂ;ﬁ“ —
?gﬁm&w %fias"e mma: ﬁt On

Wy A

Subrnitted Electronically
July 1, 2027

Nr, Michael Malone

West Virginia Offices of the insurance Commissioner
800 Pennsyivania Avenue, 8% Floor

Charieston, WV 25302

Ermall: michaghn.malone@wy.gov

RE:  Comments Related to 114 C5R 9%
Oear Mr. Malone:

| am writing you an behalf of the West Virginia Primary Care Association, Inc. (hersinafier
“WYPCA”) The WVPCA represents the state's 32 communily bealth centers and ooe rural
health ciinic, which constitute the fargest independent primary care network in the state,
Community nealth centers and rural heaith clinics provide prirary care services, and many
offer additional servizes such as dental, behavioral health, school-based health, and pharmacy
services at in-house and sontract pharmacies. Services and prescriptions are provided 1o
conununity health center patients regardless of their insurance status or ability to pay. More
than 470,000 West Virginians receive health care services from a community health center—
maore than ane out of every four citizens.

Thank you for this opgortunity to comment on 114 C5R 99, the legisiative rule relsting to
Pharmacy Auditing Entities and Pharmacy Benefits Managers. This rule is tremendously
important to WVPCA members and thelr patients in terms of accessing quality pharmacy
services. The WYPCA's cummments will focus mainly on the rule’s 3408 Drug Pricing Program
relgted provisions.

Dver the past several vears, pharmacy benefit managers (hereinafter "PBMs”] have engaged in
hehavior that is harmtul to safety net health care providers, especially those that participate in
the federal 340B Drug Pricing Program. The purpose of the 3408 Program, overseen by the U5,
Health Rescurces & Services Administration, is to allow participating entities to stretch scarce
resources as far as possible to reach and serve additional patients and provide more
coraprehensive health care services. The 3408 Program is especially important in a rural,
underserved state Hke West Virginia.

1700 MacCorkle Avenue, SE —~ One Sowuth ¢ Chardeston, WY 25314 ¢ 304,346.0032 + Fax 304.346.0033 »
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As you know, the WVPCA and several other reajor health care associations/providers were
invalvad in 2 PBM complaint through the West Virginia Qffices of the insurance Commissioner
{(hereinafter "WVOILT) following 3 PEM viclation of the Pharmacy Audit Integrity Act, The
WYOHIC recentivy
adjudication modifier to identify 3408 drug claims. Per page 22 of the order: “ltis
recommended that the Compilainants proved, by a preponderance of the svidence, that the
Respondent’s [ESPs] new submission policy is discriminatory and violates W.Va. Code 833-51-
G{d) since the costs associated with this change will be assessed on 3408 entities and nhot upon
other similar entities.” f loft to their own devices, the WVPCA fears that PBMs will attempt the
same or substantially similar attacks on 3408 covered entity pharmacias in the future, The
VWPCA supports this rule as written, ard respecifully provides the following comments:

e in 1.6 and in other refated sections of the ryle, itis important to note that cerialn sections
of the rule affecting pharmacy costs, pricing, and other issues are not preemipted by the
Employee Retirement income Security Act of 1974 (herainafter "ERISA”}. It is the WVPCA's
understanding that most, if not all, PBMs operating in West Virginia are willfully violating
West Virginia's Jaws and rules related 1o ERISA pharmacy claims, such as NADAC + 510.49
reimbursemert, oharmacy networks, basic patient pharmacy choice, and drug rebate
sharing provisions., The WVPCA respectfully reguests that the WVOIL enforce these
faws/rufes and hold PBMs accountable for thase violations as soon as possible.

¢ In 2.7, the additions of "Health care payor” and "payor” are helpful in understanding the
Legislative intent of House Bill 4112 and various pieces of legisiation passed and signed into
law befare it. | is important 1o note that pharmacy reimbursement and other provisions
were originally included in 20215 House Bill 2283, and have been in effect for some time.

s {0 2.22, itis important for 340B drug discounts or payments to remain explicitly excluded
from any definition of “rebate.” 340B discounts are not rebates, and any effort to define
them as such or transition the 3408 Program from a discount program to a rebate program
should be rejected.

s 224 and 9.2.1.¢, and in later rule provisions, such as §114-99-10, the WVPCA supports
pratecting patient choice of pharmacy at @l times, including instances when certain drugs
have heern classified as “specialty” by PBMs and others in the past. The state of West

Virgnia, WYOIL, and West Virginia Board of Pharmacy {hereinafter “WVBP”} must continue
1o place special emphasis on protecting patient access to medications and patient choice of
pharmacy. This is especiaify relevant to 3408 entity pharmacies, as PEMs often attempt to
implement barriers such as discriminatory reimbursement, claims modifiers/tags,
reprocessing, and restrictive networking procasses to limit patient chelce and circumvent
the purpose of the 3408 Program related to “specialty” drugs, which are often expensive
orand name drugs, as epposed 1o less expensive generic drugs. The WVPUA also supporis a
prohibition on PBMs imposing reguirements inconsistent with or more stringent than the



WVBP for participation in health benefit plan networks . Further, the WVPCA supports the
“Specialty Drug Complaints” process as written in this rule.

Furthering the protection of patient pharmacy cholice and ensuring reasonable
opportunities for participation in all PBM networks for 340B entity pharmacies, the WVPCA
respectfully requests that the WVOIC closely monitor several “specialty” drug issues. For
background purposes, please note that the WVPCA and other pharmacy representatives
participated in a Public Employees Insurance Agency (hereinafter “PEIA”) PBM Transition
Calt on May 23 with PEIA and ESI representatives. During that call, ESI representatives
stated that West Virginia pharmacies of various types (WVPCA members and other 3408
contract pharmacies included) will be allowed to participate in ESI's specialty drug network
as of 10/1/22. Most pharmacies have not been allowed to participate in this network in the
past, which prevented FQHC pharmacies from being able to dispense PEIA prescriptions
that were designated as "specialty." To participate, pharmacies must join ESI's "Specialty
Precision Network.” While the WVPCA appreciates this opportunity, the ability of WVPCA
member in-house and contract pharmacies to meet additional any applicable
certification/accreditation standards will determine whether this network is truly avaitable
to these pharmacies. As was mentioned above, imposing requirements for network
participation that are reasonable and attainable by a variety of West Virginia pharmacies is
essential. Imposing requirements for network participation that are not attainable is not
reasonable, and will severely limit patient choice of 340B entity pharmacies across the
state. ESI| representatives also stated that they will solicit participation in this specialty
network. To date, the WVPCA has not seen the contract terms for network participation,
but we are eager to begin this process and provide education to members about the
network and how to participate.

in 4.2.17, it is important that all PBM filed methodologies comply with West Virginia law,
and PBMs should make clear in their contracts that the NADAC + $10.49 reimbursement
methodology will be applied correctly and consistently, including ERISA pharmacy claims.

In 4.2.18, PBMs should be held to this transparent standard, by offering all heaith benefit
plans the option of pass-through pricing as required by West Virginia law, followed by an
attestation to the WVOIC. Requiring PBMs to offer health plan clients the option of pass-
through pricing is important. Further, the WVPCA supports this provision being extended
not only to commercial {fully insured) plans, but to the various types of ERISA plans (self-
funded, partially self-funded, level funded, etc.) as well. This will increase transparency for
plan sponsors and their beneficiaries in the Mountain State.

As W.Va. Code §33-51-9-c and §33-51-9-d are applicable to PEIA, as well as under 5.6 and
5.7 of this rule, the WVPCA respectfully requests that the WvOIC assume the responsibility
of fielding 3408 related complaints against PBMs under these sections. The WVPCA
recognizes that, in most instances, the WVOIC is not the appropriate regulator for PEIA.
However, regarding 3408 issues related to PEIA’s contracted PBM, the Legislature clearly



intended the WVOIC to assume reguiatory authority, Further, the Legislature intended the
addition of an explanation that discriminatory 3408 practices include actions that “prevents
or interferes with a patient’s choice fo receive drugs at a 3408 entity...” to not only include
modifiers/tags or reprocessing/resubmitting mandates; but other actions as well. Clearly,
protecting patients’ rights to choose a 3408 entity pharmacy are mandated to be protected.

Thank you for your consideration of our comments. §f you have guestions or wish to discuss
this letter in detail, please do not hesitate to contact me at 304.346.0032 or at
Sherridhvavnos. ore.

Sincerely,

Sherri P, Ferrall
Chief Exacutive Cfficer
West Virginia Primary Care Association



