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Summary Report – Regulation 122— Roles and Responsibilities
of Pharmacy Benefit Managers and Pharmacy Services
Administrative Organizations

Dear President Cortez, Speaker Schexnayder, Senator Talbot, and Representative
Huval:
The Louisiana Department of Insurance (LDI) hereby submits the following summary
report required by La. R.S. 49:968(D)(1)(b), and announces its intention to proceed to
finalize the promulgation of Regulation 122, which was published as a Notice of Intent in
the March 2022 edition of the Louisiana Register.
Interested persons were provided an opportunity to submit comments to the LDI on the
proposed regulation. The LDI received comments from multiple persons in response to
the Notice of Intent and the LDI responded accordingly. These comments and the LDI’s
responses are summarized below and enclosed for your review.
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Comment by Pharmaceutical Care Management Association (PCMA)
In reviewing the draft rule regarding the Roles and Responsibilities of Pharmacy Benefit
Managers and Pharmacy Services Administrative Organizations, the phrase, “roles and
responsibilities solely within the purview of pharmacy benefit managers” contained in
proposed §18501 raised our concern that the phraseology might somehow be construed
to limit the powers, roles and responsibilities that PBMs exercise in their ordinary
operations permitted under applicable Louisiana law. To clarify this uncertainty, PCMA
recommends that proposed §18501 contain a second sentence to read as follows:
The purpose of this regulation is to define the roles and responsibilities solely within the
purview of pharmacy benefit managers and pharmacy services administrative
organizations as required by R.S. 22:1660.9(C). This regulation is not to in any way
restrict or confine the powers, roles and responsibilities as authorized to pharmacy
benefit managers by federal and/or Louisiana laws.
LDI Response to PCMA
La. R.S. 22:1660.9(C) requires the Commissioner of Insurance to “promulgate rules that
define the roles and responsibilities solely within the purview of pharmacy benefit
managers and pharmacy services administrative organizations.” The LDI rejects the
recommendation made by PCMA to add an additional sentence clarifying that Regulation
122 does not limit the powers, roles and responsibilities authorized by state or federal
law as this addition would go beyond the scope of the mandate issued in the statute.
Comment by Gainwell
In summary –
The Louisiana Department of Health administers the Medicaid program in Louisiana
which is subject to substantial federal regulation and unique state and federal contracting
arrangements with drug manufacturers. States maintain autonomy to establish and
manage its Medicaid pharmacy benefit as appropriate for their populations. The
Louisiana Medicaid program appoints local physicians in staffing its drug utilization
review (DUR) board and pharmacy and therapeutics (P&T) committee to oversee and
administer Medicaid pharmacy benefits and clinical policies and contracts directly with
Pharmacy Benefit Administrators (PBAs) to process prior authorization requests and
adjudicate claims pursuant to the explicit direction of the Medicaid program benefit design
and policies as establish by the state. Wrapping the state’s PBA into this regulation would
fundamentally alter the design and management of the state’s Medicaid pharmacy
program and impact its economics.
We respectfully ask the Department of Insurance to exclude pharmacy benefit managers
contracted directly with the Louisiana Department of Health from Regulation 122 which
is consistent with other states practices.
LDI Response to Gainwell
The LDI rejects the recommendation made by Gainwell to expressly exclude pharmacy
benefit managers contracted directly with the Louisiana Department of Health from
Regulation 122 because they are not regulated by the LDI and are therefore already not
subject to Regulation 122.

Comments by Louisiana Independent Pharmacies Association (LIPA)
Comment 1
In summary –
In accordance with Louisiana Revised Statute 22:1660.9(C), Regulation 122 is
attempting to define the roles and responsibilities “solely within the purview” of PBMs and
PSAOs. Merriam-Webster defines “solely” as “the exclusion of all else; without another.”
LIPA suggests everything in contractual relationships requires input from at least two
parties and that nothing can be said to be “solely within the purview” of a PBM or PSAO
because of their contracts with health plans, employers, and pharmacies. This is
especially true within an industry as dynamic as healthcare, and more particularly
pharmacy benefits.
LIPA believes it is bad public policy to enshrine the roles of industry participants in
regulations. La. R.S. 22:1660.9 does not require the LDI to revisit this regulation as the
healthcare industry evolves, which may lead to consequences for independent
pharmacies not contemplated by Acts 2021, No. 192.
LIPA requests LDI revisit Regulation 122 as drafted. As shown above, it is bad public
policy to define the roles and responsibilities “solely within the purview” of any market
participant, especially a participant in a market as dynamic as healthcare. LDI cannot
definitively identify any factor “solely within the purview” of PBMs or PSAOs for the
purpose of this Notice of Intent, and should instead withdraw Regulation 122 in its
entirety.
LDI Response to Comment 1
The LDI rejects the recommendation made by LIPA to withdraw Regulation 122. La. R.S.
22:1660.9(C) specifically requires the Commissioner of Insurance to promulgate a
regulation which defines the roles and responsibilities solely within the purview of
pharmacy benefit managers and pharmacy services administrative organizations, and
Regulation 122 complies with that mandate.
Comment 2
In an abundance of caution, LIPA will also address the specific defined roles and
responsibilities of PBMs and PSAOs, despite its position on these factors generally.
§18507. Roles and Responsibilities of Pharmacy Benefit Managers
(A)(2) formulary and benefit design support and management. Upon information and
belief, PBMs do not “design” drug formularies. These are designed by the health plan or
employer for the benefit of their beneficiaries or employees. They are integral component
of the formulary, so a PBM cannot be “solely” responsible for this factor.
(A)(3) establishing reimbursement rates and making payments on behalf of health
plan sponsors. PBMs may remit a portion of the payment, but these dollars also flow
to, and ultimately through, PSAOs. Because PSAOs contract with both PBMs and
pharmacies to ensure payments are made, PBMs cannot be “solely” responsible for this
factor.

(A)(4) establishing and managing pharmacy networks to ensure network
adequacy on behalf of health plans. PSAOs also establish networks of pharmacies.
Once a network is established, PSAOs contract with PBMs on behalf of those
pharmacies. Therefore, PBMs cannot be “solely” responsible for this factor.
§18509. Roles and Responsibilities of Pharmacy Services Administrative
Organizations
(A)(1) negotiating contracts, drug reimbursement rates, payments, and audit terms
on behalf of pharmacy clients with pharmacy benefit managers
(A)(2) billing and collecting payments from payers on behalf of pharmacies
(A)(3) using contractual agreements to develop networks of member pharmacies.
These agreements generally authorize pharmacy services administrative
organizations to interact with third-party payers and pharmacy benefit managers
(A)(5) facilitating the purchase of prescription drugs and other medical products
from drug manufacturers and providing for delivery to pharmacies for dispensing
(A)(6) assisting pharmacy clients with business strategy, pricing appeals, claims
reconciliation, and certification and credentialing requirements
LIPA helps its members negotiate contracts, including for network access, and assists
with audits, strategy, pricing appeals, claims reconciliation, and certification and
credentialing requirements which invalidates §18509(A)(1),(3) and (6). More broadly, it
supports LIPA’s position that nothing is “solely within the purview” of a PBM or PSAO.
Pharmacies bill directly through their computer systems, not through their PSAO which
invalidates §18509(A)(2). For example, Express Scripts only contracts with four PSAOs
operating in Louisiana. Every pharmacy in the state that does not use one of those four
must bill the PBM or health plan directly, which happens through their computer system.
LDI Response to Comment 2
The LDI rejects the comments made by LIPA because the roles and responsibilities
included in Regulation 122 distinguish between activities performed by pharmacy benefit
managers and pharmacy services administrative organizations and does not define who
is permitted to participate in these activities.
Comment 3
§18509(A)(5) is invalidated because two Louisiana and several national drug wholesale
companies purchase prescription drugs and other medical products for delivery to
pharmacies, not PSAOs.
LDI Response to Comment 3
The LDI rejects the conclusion by LIPA that pharmacy services administrative
organizations do not facilitate the purchase of prescription drugs and other medical
products from drug manufacturers and provide for delivery to pharmacies for dispensing.
The LDI has received information that this activity outlined in §18507(A)(5) is the role and
responsibility of pharmacy services administrative organizations.

Comments by Healthcare Distribution Alliance (HDA)
Comment 1
Below we have identified specific areas in the Intended Rules with which have concern
and provided supporting commentary.
Roles and Responsibilities of Pharmacy Benefit Managers
§18507 – A(3): Subsection Three states PBMs “[make] payments on behalf of health
plan sponsors.” As this subsection pertains to reimbursement terms, we encourage
additional detail. PBMs are responsible for proper claim(s) adjudication (claims for
reimbursement submitted by pharmacies) over and above simply being responsible for
plan payments and administration.
LDI Response to Comment 1
The LDI rejects the recommendation made by HDA to provide additional detail. The
claims adjudication process is sufficiently described when §18507(A)(1) through (A)(4)
are considered in conjunction with one another.
Comment 2
Roles and Responsibilities of Pharmacy Services Administrative Organizations
§18509 – A(1): Subsection One identifies PSAOs as responsible for “negotiating
contracts, drug reimbursement rates, payments, and audit terms on behalf of pharmacy
clients with pharmacy benefit managers.” It is worth noting PSAOs do not sign every
contract offered by a PBM, nor enter into contracts without evaluating the options for their
pharmacy clients. Respectfully, we ask that “negotiating” be replaced with “evaluating
and executing contracts that include...
LDI Response to Comment 2
The LDI rejects the recommendation made by HDA to change the language in
§18509(A)(1) because the proposed change is merely a disagreement about semantics.
The act of “negotiating contracts” includes the evaluation of options before the contract
is executed, modified, or rejected.
Comment 3
Further, the reference to "payments" following “drug reimbursement rates” is ostensibly
the same. As Louisiana statute already codifies PBMs’ reimbursement remittance advice
deadline, including “payments” is repetitive.
LDI Response to Comment 3
The LDI rejects the comment made by HDA that “payments” following “drug
reimbursement rates” is repetitive. Drug reimbursement rates are distinguishable from
payments based on a reimbursement rate.
Comment 4
§18509 – A(2): Subsection Two identifies PSAOs as being responsible for “billing and
collecting payments from payers on behalf of pharmacies.” As part of their services,
PSAOs streamline the reconciliation process by receiving (and confirming the accuracy
of) remittance advice from PBMs, and subsequently passing on pharmacies’

reimbursement. However, PSAOs do not directly bill PBMs. Billing PBMs for medications
dispensed would be done via the National Council for Prescription Drug Programs
(NCPDP) standards by the pharmacy. Moreover, PSAOs receive claim payments on
behalf of pharmacies from PBMs, not payers. This is reflected in the ‘Roles and
Responsibilities of PBMs’ (Sec. §18507 – A(3). Consequently, we ask that “billing” be
removed, and further request “collecting payments from payers on behalf of pharmacies”
be replaced with “validating remittance advice that meets federally sanctioned standards
(i.e., X12 835).”
LDI Response to Comment 4
The LDI rejects the recommendation that the language in §18509(A)(2) be changed to
“validating remittance advice that meets federally sanctioned standards (i.e., X12 835)”.
As written, §18509(A)(2) accurately describes the pharmacy services administrative
organizations role and does not exclude others involved in the billing process. Further,
the standards used are not relevant to defining this role.
Comment 5
§18509 – A(3): While PSAOs “[use] contractual agreements to develop networks of
member pharmacies,” this is seemingly out of place within the rules, especially as the
second sentence goes on to generalize what may be in the contracts between PSAOs
and their pharmacy clients. We suggest striking the provision entirely or, alternatively,
removing the second sentence.
LDI Response to Comment 5
The LDI rejects the recommendation that §18509(A)(3) be stricken entirely or the second
sentence be removed. As written, §18509(A)(3) accurately describes the pharmacy
services administrative organizations role.
Comment 6
§18509 – A(4): Subsection four asserts PSAOs “[negotiate] access for pharmacies to
networks and patients. It is PSAOs’ objective to seek equitable access to pharmacy
networks on behalf of independent pharmacies. In this instance, we ask that “negotiating”
be replaced with “obtaining.” Like all members of the healthcare supply chain, access to
care is of the utmost importance. However, PSAOs do not represent individual
policyholders and, as a result, it is improper to include “and patients” in this provision.
LDI Response to Comment 6
The LDI rejects the recommendation that the language of §18509(A)(4) be changed to
replace “negotiating” with “obtaining” and to remove “and patients”. As written,
§18509(A)(4) accurately describes the pharmacy services administrative organizations
role.
Comment 7
§18509 – A(5): The claims in Subsection Five are entirely inaccurate and must be
removed. PSAOs are not wholesale distributors and play absolutely no role in the
facilitation of prescription drugs or medical products, nor do they liaise with
pharmaceutical manufacturers.

LDI Response to Comment 7
The LDI rejects the conclusion by HDA that PSAOs do not facilitate the purchase of
prescription drugs and other medical products from drug manufacturers and provide for
delivery to pharmacies for dispensing. The LDI has received information that this activity
outlined in §18507(A)(5) is the role and responsibility of pharmacy services
administrative organizations.
Comment 8
§18509 – A(6): Subsection Six offers a glimpse of the ad hoc services provided by
PSAOs; alas, we respectfully request the addition of “including, but not limited to”
following “business strategy.”
LDI Response to Comment 8
La. R.S. 22:1660.9(C) requires the Commissioner of Insurance to “promulgate rules that
define the roles and responsibilities solely within the purview of pharmacy benefit
managers and pharmacy services administrative organizations.” The LDI rejects the
recommendation made by HDA to add an additional language to §18509(A)(6) as this
addition would go beyond the scope of the mandate issued in the statute.
Comment by Bert Melancon
Bert Melancon requested that the link to Regulation 122 be emailed to him again.
LDI Response
The request is not relevant to Regulation 122. However, the request was routed to the
proper division within the LDI to be addressed.
Comment by David Recker
David Recker requested to be removed from the LDI mailing list.
LDI Response
The request is not relevant to Regulation 122. However, the request was routed to the
proper division within the LDI to be addressed.
Subject to legislative oversight, the LDI intends to submit Regulation 122 to the Office of
the State Register for final publication in the August 2022 edition of the Louisiana
Register. A copy of the summary report will be placed on the LDI’s website in accordance
with La. R.S. 49:968(D)(1)(c).
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