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Chapter 0780-01-95
Pharmacy Benefits Managers

New
Rule 0780-01-95-.01 Scope is a new rule. All subsequent rules, and references thereto, are renumbered accordingly.
This chapter applies to all pharmacies and pharmacy benefits managers, including agents designated to handle matters
on behalf of pharmacies or pharmacy benefits managers, conducting business in the State of Tennessee.
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.02 Definitions is a new rule. All subsequent rules, and references thereto, are renumbered accordingly.
(1) All words and phrases used but not defined in this chapter that are defined in T.C.A. title 56, chapter 7, part 31 or

part 32 shall have the meaning set forth therein.
(2) For the purposes of this chapter:

(a) “Cash discount” means a deduction from the invoice paid by a pharmacy for a prescription drug or device
if the invoice is paid on or before a specified date or in cash.

(b) “Commissioner” means the commissioner of the department of commerce and insurance or the
commissioner’s designee.

(c) “Department” means the department of commerce and insurance.
(d) “Initial appeal” means the process required under T.C.A. § 56-7-3206(c)(2) and administered by a

pharmacy benefits manager by which a pharmacy, or a pharmacy services administrative organization
acting on behalf of a pharmacy, may appeal a reimbursement received from a pharmacy benefits
manager that is not at least the actual cost to the pharmacy for a prescription drug or device.

(e) “Majority wholesaler” means the wholesaler from whom a pharmacy purchased the majority of its
prescription pharmaceutical products for resale in the calendar year preceding the calendar year during
which the claim that is the subject of an initial appeal is processed.

(f) “PBM” means a pharmacy benefits manager as defined in T.C.A. § 56-7-3102.
(g) “Pharmacy” means a pharmacy as defined in T.C.A. § 56-7-3102 and includes an agent acting on behalf

of a pharmacy, including but not limited to a pharmacy services administrative organization.
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.03 Approval of Initial Appeal Process is a new rule. All subsequent rules, and references thereto, are
renumbered accordingly.
(1) No PBM may utilize an initial appeal process until it has received approval from the Commissioner stating the

PBM’s initial appeal process meets the requirements of T.C.A. § 56-7-3206(c)(2) and this chapter. A PBM shall
utilize only one appeal process for all initial appeals filed with the PBM.

(2) PBMs must submit the following to the Commissioner as part of an application for approval of an initial appeal
process, along with the application fee required under Rule 0780-01-95-.07(1):
(a) The name of the PBM;
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(b) The contact information, including phone number and email address, for the primary individual
responsible for managing the application for the PBM;

(c) The contact information, including phone number and email address, for the primary individual who will
manage the PBM’s appeal process. This may be the same individual designated in subparagraph (b);

(d) Certification the PBM will accept from a pharmacy the standard appeal form created by the Department to
file an initial appeal;

(e) The appeal form the PBM will accept from a pharmacy to file an initial appeal, if the PBM intends to offer
its own appeal form in addition to the standard appeal form created by the Department;

(f) A comprehensive list of all information and documents requested from a pharmacy at the initiation of an
initial appeal in addition to the standard appeal form provided by the Department or the PBM’s appeal
form submitted to the Department pursuant to subparagraph (e) of this paragraph, including any forms
used to request such information;

(g) A list of the position(s) responsible for reviewing initial appeals received from a pharmacy, along with the
training, experience, and education required of the position(s);

(h) A summary, sufficient to the Commissioner, of how the PBM will comply with the timing and notice
requirements under T.C.A. § 56-7-3206(c)(2)(B)(ii) and Rule 0780-01-95-.05;

(i) Certification the PBM will not assess any costs to the pharmacy for any services provided in connection
with the initial appeal;

(j) The email address to which the Commissioner shall send notice to the PBM of an external appeal to the
Commissioner pursuant to T.C.A. § 56-7-3206(g)(2);

(k) Certification the PBM will require the name of a pharmacy’s wholesaler or manufacturer, as applicable,
from which the pharmacy purchased the drug or medical product or device at issue as part of its
processing of claims for reimbursement from pharmacies. A PBM shall request this information as part of
its processing of claims for reimbursement;

(l) A description, sufficient to the Commissioner, of how the PBM will track initial appeals such that it can
reasonably determine, upon being provided the wholesaler or manufacturer in a claim, if an adjusted rate
of reimbursement applies; and

(m) Any other documentation or information requested by the Commissioner regarding an initial appeal
process.

(3)
(a) Within 60 days of receipt of a complete application for approval of an initial appeal process containing all

information required and requested under paragraph (2) of this rule and the required application fee, the
Commissioner may:
1. Approve the initial appeal process upon determining that, in the Commissioner’s discretion, the

initial appeal process:
(i) Meets the requirements of paragraph (2) of this rule; and
(ii) Is reasonable and efficient;

2. Deny an initial appeal process for failure to meet, in the Commissioner’s discretion, the
requirements of subparts (3)(a)1.(i) or (ii) of this rule. The Commissioner shall provide the reason
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for denial in writing to the applicant; or
3. Extend the timeline for rendering a decision by providing the parties with written notice that

includes a good-faith estimate of the additional time needed to make a decision. The
Commissioner may subsequently further extend any such extended timeline by providing
additional written notice to the parties of an updated good-faith estimate of the additional time
needed to make a decision prior to the expiration of the previous extension.

(b) If the Commissioner does not take one of the actions listed in subparagraph (3)(a) of this rule within 60
days of receipt of a complete application, or within the extended timeline if extended pursuant to part
(3)(a)3. of this rule, the application shall be deemed approved.

(4) Denial under part (3)(a)2. of this rule shall not preclude a PBM from submitting a new application for approval of
an initial appeal process, accompanied by a new application fee, upon correcting any defects that caused the
previous denial.

(5) A PBM may utilize an approved initial appeal process without the need for additional review by the Commissioner
unless:
(a) The PBM materially changes the structure of, or the steps contained in, its initial appeal process. Material

changes include but are not limited to:
1. Changing deadlines that are not otherwise set out in law or rule;
2. Any change to the information required from pharmacies to participate in any part of an initial

appeal process. Changing or editing the forms on which pharmacies submit information to a
PBM, without changing the type or scope of information required on a form, is not a material
change; or

3. Assessing any cost to a pharmacy for any services provided in connection with an initial appeal;
or

(b) There is a change in the position(s) assigned to review an initial appeal. Staffing turnover for the
position(s) that review initial appeals does not constitute a change under this subparagraph.

(6) No less than 60 days prior to the date on which a PBM plans to implement a change to its initial appeal process
as described in paragraph (5) of this rule, a PBM shall notify the Commissioner and pay the fee required under
Rule 0780-01-95-.07(2). The notice shall contain a detailed explanation of the change and include any supporting
documentation necessary to fully explain the change. The Commissioner shall review the notice and any
supporting documentation and may:
(a) Request additional information;
(b) Require the PBM submit an application under paragraph (2) of this rule, including the required application

fee, that reflects the changed initial appeal process;
(c) Approve the changed initial appeal process contingent on the PBM meeting certain conditions outlined in

writing and sent to the PBM;
(d) Approve the changed initial appeal process; or
(e) Deny the changed initial appeal process.

(7) Notwithstanding paragraph (5) of this rule, the Commissioner may, after notice and hearing, revoke approval of an
initial appeal process that has been previously approved or deemed approved for any violation of this chapter.



SS-7037 (March 2020) 6 RDA 1693

(8) This rule shall not apply to a PBM that meets the requirements of T.C.A. § 56-7-3206(d) by utilizing a
reimbursement methodology that is identical to the methodology provided for in the state plan for medical
assistance approved by the federal Centers for Medicare and Medicaid Services.

(9) Beginning January 1, 2023, a PBM may utilize a temporary appeal process that is deemed temporarily approved
as set out in this paragraph until the PBM’s initial appeal process is approved by the Commissioner pursuant to
paragraph (3) of this rule.
(a) In order to utilize a temporary appeal process to review initial appeals, a PBM must:

1. Prior to January 31, 2023, submit a certification, on a form provided by the Commissioner, that
the PBM’s temporary appeal process complies:
(i) With T.C.A. § 56-7-3206(c)(2)(B)(ii) and (iii); and
(ii) To the greatest extent possible, this chapter;

2. Submit a description of the steps involved in its temporary appeal process, and how that process
differs, if at all, from the requirements of this chapter;

3. Pay the fee required under rule 0780-01-95-.07(3); and
4. Certify that all information submitted pursuant to this subparagraph is true and accurate to the

best of the PBM’s knowledge.
(b) A PBM’s submission of all information required under subparagraph (a) of this paragraph shall constitute

the Commissioner’s approval for purposes of T.C.A. § 56-7-3206(c)(2)(B)(i) and paragraph (1) of this rule.
The Commissioner’s approval under this paragraph constitutes only temporary, terminable permission to
utilize a temporary appeal process. The Commissioner’s temporary approval of a PBM’s initial temporary
appeal process shall expire 60 days after the PBM’s first submission of all information required under
subparagraph (a) of this paragraph, except as provided in subparagraph (c) of this paragraph.
1. Notwithstanding a temporary appeal process being deemed temporarily approved pursuant to

subparagraph (b) of this paragraph, the Commissioner may withdraw approval of a PBM’s
temporary appeal process for any reason in the sole discretion of the Commissioner by providing
the PBM with written notice stating the temporary approval of the PBM’s temporary appeal
process is withdrawn and a statement of deficiencies in the temporary appeal process that must
be addressed. Upon receiving this deficiency notice from the Commissioner, the PBM shall cease
utilizing the temporary appeal process for which temporary approval was withdrawn within five
business days after receipt of the deficiency notice. If the PBM does not submit a corrected
approval process as set out in part 2. of this subparagraph within five business days of receipt of
the Commissioner’s notice, the PBM shall not process initial appeals until a corrected temporary
appeal process is submitted pursuant to part 2. of this subparagraph or an approved appeal
process is otherwise in place.

2. The PBM may resume using a temporary appeal process after receiving a deficiency notice
pursuant to part 1. of this subparagraph, if the PBM’s temporary approval process is not expired
pursuant to subparagraph (c) of this paragraph, by submitting a corrected temporary appeal
process to the Commissioner accompanied by a signed, written statement by the PBM certifying
it has addressed all deficiencies identified by the Commissioner in the deficiency notice. Upon
submission of the corrected temporary appeal process and signed statement, the corrected
temporary appeals process shall be deemed temporarily approved and subject to part 1. of this
subparagraph. The PBM may use its corrected temporary appeal process to review any initial
appeals received between the time it received a denial notice from the Commissioner pursuant to
part 1. of this subparagraph and its corrected temporary appeal process was deemed temporarily
approved. The Commissioner’s approval of a PBM’s corrected temporary appeal process shall
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expire 60 days after the PBM’s submission of the corrected information pursuant to this part,
except as provided in subparagraph (c) of this paragraph.

(c) A PBM that utilizes a temporary appeal process must submit a complete application pursuant to
paragraph (2) of this rule prior to the expiration of the Commissioner’s approval of its temporary appeal
process. Notwithstanding subparagraph (b) of this paragraph, if a PBM submits a complete application
pursuant to paragraph (2) of this rule, the PBM may, upon notice from the Commissioner that a complete
application has been received, continue to utilize a temporary appeal process that has been deemed
temporarily approved until the Commissioner approves its application pursuant to paragraph (3) of this
rule unless the Commissioner withdraws approval of the temporary appeal process pursuant to part (b)1.
of this paragraph.

Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.04 Actions during and after an Initial Appeal is a new rule. All subsequent rules, and references thereto,
are renumbered accordingly.
(1) Upon filing an initial appeal with a PBM, the pharmacy shall provide the PBM with a copy of the invoice(s)

demonstrating the pharmacy’s actual cost as of the date of the filing of the initial appeal by the pharmacy. If the
pharmacy receives any additional discounts, price concessions, rebates, or other reductions, excluding cash
discounts, during the pendency of an initial appeal, the pharmacy shall inform the PBM of the additional discount,
price concession, rebate, or other reduction, excluding a cash discount. The PBM may consider the additional
discount, price concession, rebate, or other reduction, excluding a cash discount, when calculating the
pharmacy’s actual cost. Additional discounts, price concessions, rebates, or other reductions received after the
resolution of an initial appeal shall not be grounds for reconsideration of any initial appeal previously considered
and resolved.

(2) A PBM shall request from each pharmacy filing an initial appeal the name and contact information of the
wholesaler or manufacturer from which it purchased the prescription drug or device at issue. Failure of a
pharmacy to provide this information shall not constitute grounds to deny an initial appeal; provided, however, if a
PBM denies an initial appeal as otherwise allowed by law or this chapter and the pharmacy fails to provide this
information or the PBM does not already have this information on file pursuant to Rule 0780-01-95-.03(2)(k), a
PBM may presume the prescription drug or device at issue is available at a lower cost from the wholesaler or
manufacturer from which the pharmacy purchased the prescription drug or device at issue.

(3) If a pharmacy’s initial appeal is resolved in favor of the appealing pharmacy, the PBM shall comply with the
provisions of T.C.A. § 56-7-3206(c)(3) and, further, provide the pharmacy the following in writing:
(a) A statement the initial appeal is granted, along with a summary outlining the basis for its decision;
(b) Notification the PBM has adjusted the challenged rate of reimbursement; and
(c) Detailed instructions for how to reverse and rebill the claim upon which the initial appeal is based.

(4)
(a) When applying the findings from an initial appeal that was resolved in favor of a pharmacy to other

similarly situated pharmacies as to the rate of reimbursement and actual cost for the particular drug or
medical product or device that was at issue in the initial appeal, a PBM shall, within seven business days
of resolution of an initial appeal, apply the findings retroactively as set out in subparagraph (b) of this
paragraph to all similarly situated pharmacies that received the challenged rate of reimbursement for the
particular drug or medical product or device that was at issue in the initial appeal, including any appeals
pending with a PBM where the challenged rate of reimbursement is the subject of the pending appeal, by:
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1. Notifying all similarly situated pharmacies of the adjusted rate of reimbursement in writing. The
notice shall contain the applicable national drug code number or the unique device identifier at
issue, as appropriate, and the rate of reimbursement to which the similarly situated pharmacy is
now entitled for the drug or medical product or device; and

2. Paying all similarly situated pharmacies the difference in the original rate of reimbursement the
similarly situated pharmacy received and the adjusted rate of reimbursement that resulted from
the initial appeal resolved in favor of a pharmacy. The PBM shall not charge any fees or require
any additional documentation from similarly situated pharmacies to pay the difference required
under this part.

(b) The findings from an initial appeal resolved in favor of a pharmacy shall be applied retroactively under
subparagraph (a) of this paragraph by applying the adjusted rate to all similarly situated pharmacies
beginning on the date of service of the claim that was the subject of the initial appeal and continuing to
apply that rate going forward until the appealing pharmacy and the similarly situated pharmacy or
pharmacies were no longer entitled to the same rate of reimbursement for the drug or medical product or
device at issue.

(c) A PBM shall track initial appeals such that it can reasonably determine if an adjusted rate of
reimbursement applies.

(5) If a pharmacy’s initial appeal is resolved against the appealing pharmacy, the PBM shall comply with the
provisions of T.C.A. § 56-7-3206(c)(4).
(a)

1. The PBM shall determine whether the product associated with the national drug code number or
unique device identifier is available at a cost that is less than the challenged rate of
reimbursement from a pharmaceutical wholesaler in this state as of the date the initial appeal was
received from the appealing pharmacy. The PBM shall make a reasonable effort to identify such
information and must provide to the pharmacy any information complying with, and as set out in,
T.C.A. § 56-7-3206(c)(4)(A).

2. For purposes of this subparagraph (a), the product associated with the national drug code
number or unique device identifier at issue shall be deemed available if, at the time the initial
appeal was received by the PBM, the product was in stock with a wholesaler operating in this
state.

3. If, after a reasonable effort to identify the information needed to make the determination required
under part 1. of this subparagraph, the PBM is unable to make the determination solely because
the wholesalers contacted by the PBM failed to provide the information needed by the PBM within
the timeframe within which the PBM must resolve initial appeals, the PBM shall presume that the
product associated with the national drug code number or unique device identifier at issue was
not available at a cost that is less than the challenged rate of reimbursement from a
pharmaceutical wholesaler in this state as of the date the initial appeal was received from the
appealing pharmacy.

4. If a PBM fails to provide the information required under T.C.A. § 56-7-3206(c)(4)(A) within the
required timeframe, it shall be deemed to have determined there is no pharmaceutical wholesaler
operating in this state that offered the product associated with the national drug code number or
unique device identifier at issue at a cost that is less than the challenged rate of reimbursement
as of the date the initial appeal was received from the appealing pharmacy.

(b)
1. The pharmacy shall provide the PBM with the name of its majority wholesaler for the purpose of
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allowing the PBM to accurately fulfill its obligations under T.C.A. § 56-7-3206(c)(4)(B). The PBM
shall then determine whether the prescription drug or device at issue is available from the
pharmaceutical wholesaler at a cost that is less than the challenged rate of reimbursement as of
the date the initial appeal was received from the appealing pharmacy. If the pharmacy fails to
provide the name of its majority wholesaler within two business days of a request by the PBM to
provide that name, the PBM may presume the prescription drug or device at issue is available at
a cost that is less than the challenged rate of reimbursement from the pharmacy’s majority
wholesaler and take no further action pursuant to T.C.A. § 56-7-3206(c)(4) or this subparagraph
(b).

2. For purposes of this subparagraph (b), the product associated with the national drug code
number or unique device identifier at issue shall be deemed available if, at the time the initial
appeal was received by the PBM, the product was in stock from the pharmacy’s majority
wholesaler.

3. If, after contacting the pharmacy’s majority wholesaler to identify the information needed to make
the determination required under part 1. of this subparagraph, the PBM is unable to make the
determination solely because the wholesaler failed to provide the information needed by the PBM
within the timeframe within which the PBM must resolve initial appeals, the PBM shall presume
that the product associated with the national drug code number or unique device identifier at
issue was not available at a cost that is less than the challenged rate of reimbursement from the
wholesaler as of the date the initial appeal was received from the appealing pharmacy.

(c) The pharmacy shall cooperate with the PBM to assist in its search under subparagraphs (a) and (b) of
this paragraph; provided, however, that, except as provided in part (b)1. of this paragraph, neither the
pharmacy’s nor a wholesaler’s failure to cooperate or provide the PBM information shall be grounds for
the PBM to fail to meet its obligations under T.C.A. § 56-7-3206(c)(4) or this paragraph.

(d) Even if the PBM determines it has a basis to deny an initial appeal for a reason other than that the
pharmacy was reimbursed actual cost, the PBM shall follow the requirements set out in T.C.A. § 56-7-
3206(c)(4).

(e) If a pharmacy’s initial appeal is resolved against the appealing pharmacy and the PBM is required to
adjust the challenged rate of reimbursement pursuant to T.C.A. § 56-7-3206(c)(4)(B), the PBM shall, to
effectuate adjustment of the challenged rate, apply the findings from the appeal as to the rate of
reimbursement for the drug or medical product or device at issue to other similarly situated pharmacies in
the same manner as set forth in paragraph (4) of this rule.

(6) If a pharmacy’s initial appeal is resolved against the appealing pharmacy, the PBM shall provide the pharmacy
the following in writing:
(a) A statement the initial appeal is denied, along with a summary outlining the basis for its decision;
(b) If applicable, evidence the PBM has adjusted the challenged rate of reimbursement;
(c) If applicable, detailed instructions for how to reverse and rebill the claim upon which the initial appeal is

based; and
(d) Instructions on how to make an external appeal of the PBM’s decision to the Commissioner by:

1. Explaining how to submit an appeal, including the appropriate phone number or website address
for the Department where appeals are accepted. Each PBM shall be responsible for ensuring the
information provided to pharmacies pursuant to this part 1. is accurate; and

2. Including the following statement:
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Pursuant to T.C.A. § 56-7-3206(g)(2), you have the right to appeal this decision to the
Commissioner of the Tennessee Department of Commerce and Insurance.

(7) If a PBM is required to pay a pharmacy any additional money upon resolution of an initial appeal, including a
payment to a similarly situated pharmacy under part (4)(a)2. of this rule, the PBM shall make such payment within
seven business days after notice of the initial appeal is received by the PBM.

(8) A PBM shall retain all records related to an initial appeal for the greater of five years or until the PBM is audited by
the Department. A PBM shall provide the Department access to all records upon request and comply with
requests for information regardless of whether the request is part of a departmental audit.

(9) A PBM shall not assess any costs to a pharmacy for any services provided by the PBM in connection with an
initial appeal.

(10) An initial appeal shall not result in a pharmacy, whether the appealing pharmacy or a similarly situated pharmacy,
being required to reimburse or refund a PBM any portion of a payment previously received by the pharmacy.

(11) On or before July 1 of each year, each PBM shall provide the Commissioner with a written report that contains the
following aggregated information for the preceding calendar year:
(a) The number of initial appeals filed with the PBM;
(b) The number of initial appeals resolved in favor of pharmacies;
(c) The number of initial appeals resolved against pharmacies;
(d) The total amount of money paid to appealing pharmacies as a result of initial appeals resolved in favor of

pharmacies;
(e) The total amount of money paid to similarly situated pharmacies as a result of initial appeals resolved in

favor of pharmacies;
(f) The number of initial appeals that were appealed to the Commissioner of which the PBM received notice;

and
(g) Any other information requested by the Commissioner.

(12) This rule applies only to initial appeals submitted to a PBM under the PBM’s initial appeal process established in
accordance with T.C.A. § 56-7-3206(c)(2)(A) and approved pursuant to Rule 0780-01-95-.03.

Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.05 Timing and Notice Requirements for Initial Appeal Process is a new rule. All subsequent rules, and
references thereto, are renumbered accordingly.
(1) A PBM’s initial appeal process, or a pharmacy’s participation in an initial appeal, must meet the following

requirements:
(a) The pharmacy must file its initial appeal within seven business days of its submission of the initial claim

for reimbursement for the drug or medical product or device;
(b) The PBM or covered entity must make a final determination resolving the pharmacy's initial appeal within

seven business days of the PBM’s or covered entity's receipt of an initial appeal that includes all
information required by paragraph (2) of this rule; and
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(c) A PBM or covered entity shall make available on its secure website information about the initial appeal
process, including, but not limited to, a telephone number, email address, web portal, or any other
process that a pharmacy may use to submit initial appeals. The website shall clearly state that the PBM’s
initial appeal process is available for all prescription drugs or devices in Tennessee for which a pharmacy
alleges it did not receive its actual cost.

(2) The timeline for making a final determination resolving an initial appeal under T.C.A. § 56-7-3206(c)(2)(B)(ii) shall
not begin until the PBM has received all required information sufficient to allow the PBM to conduct a complete
analysis of the initial appeal. A PBM shall be deemed to have received all required information sufficient to allow
the PBM to conduct a complete analysis of the initial appeal upon receipt of:
(a) A complete version of either an initial appeal form provided by the Commissioner to be used by a

pharmacy to file an initial appeal or the PBM’s appeal form submitted and approved pursuant to Rule
0780-01-95-.03(2)(d); and

(b) Certification from the pharmacy it has provided the PBM with all invoices or other records demonstrating
the pharmacy’s actual cost for the drug or medical product or device at issue, which shall take into
account all discounts, price concessions, rebates, or other reductions received as of the date the
pharmacy filed its initial appeal.

(3) If a PBM receives an initial appeal from a pharmacy that does not contain all information required under
paragraph (2) of this rule, the PBM shall accept the incomplete initial appeal and hold it open pending receipt of
additional information from the pharmacy. Within five business days of receipt of an incomplete initial appeal, the
PBM shall notify the pharmacy of the information needed to complete the initial appeal and initiate the PBM’s
review. The pharmacy may respond within five business days of receipt of the PBM’s notice outlining the
requested information. If the pharmacy provides the requested information, the timeline for making a final
determination outlined in subparagraph (1)(b) of this rule shall start. If the pharmacy fails to provide the requested
information within five business days of receipt of the PBM’s notice, the PBM may deny the initial appeal pursuant
to T.C.A. § 56-7-3206(c)(4).

(4) A PBM may not delay the start of its review of an initial appeal by:
(a) Requiring additional or different information from a pharmacy beyond what is required to be submitted to

the PBM under its initial appeal process approved by the Commissioner pursuant to Rule 0780-01-
95-.03(3)(a)1.; or

(b) Basing the delay on administrative or non-substantive errors or omissions in any of the filings that do not
affect the overall validity of the initial appeal.

(5) If a PBM fails to comply with the timing and notice requirements under T.C.A. § 56-7-3206(c)(2)(B)(ii) and this
rule, the pharmacy’s initial appeal shall be resolved by the PBM in favor of the pharmacy. If a pharmacy fails to
comply with the timing requirements under T.C.A. § 56-7-3206(c)(2)(B)(ii) and this rule, the PBM may deny the
initial appeal pursuant to T.C.A. § 56-7-3206(c)(4).

(6) Each PBM must make its initial appeal process available on its secure website. The PBM’s secure website must
include all deadlines applicable to its initial appeal process, a description of the steps contained within its initial
appeal process, and clearly state that its initial appeal process is available for all prescription drugs or devices in
Tennessee for which a pharmacy alleges it did not receive its actual cost.

(7) Each PBM must submit the initial appeal process it will use for approval by the Commissioner regardless of
whether it outsources the administration of its initial appeal process to a third-party administrator or a different
PBM. Each PBM will retain ultimate responsibility for ensuring it complies with this paragraph regardless of
whether the PBM conducts its own initial appeal process or utilizes another PBM or a third-party administrator.

(8) On or before July 1 of each calendar year, each PBM shall provide the Commissioner with a written statement
certifying it meets the requirements of paragraph (6) of this rule along with timestamped screenshots of the PBM’s
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website showing the required information is on the PBM’s website and is readily accessible by pharmacies.
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.06 External Appeal Process is a new rule. All subsequent rules, and references thereto, are
renumbered accordingly.
(1) A pharmacy that alleges it did not receive at least its actual cost for a prescription drug or device after resolution

of an initial appeal filed with a PBM shall have the right to appeal the decision of the PBM to the Commissioner.
The Commissioner may delegate the review and resolution of a pharmacy’s appeal under this paragraph, and any
decision by the third-party reviewer shall have the same force and effect as a decision by the Commissioner. Any
reference to the Commissioner in this rule shall also include a third-party reviewer properly designated by the
Commissioner to review and resolve appeals.

(2) An appeal filed pursuant to paragraph (1) of this rule must:
(a) Be filed with the Commissioner, in such manner as the Commissioner may require, within 30 days of the

pharmacy’s receipt of the PBM’s final determination resolving the pharmacy’s initial appeal, unless a
different timeframe is approved in writing pursuant to paragraph (3) of this rule;

(b) Contain a summary of:
1. The grounds of the appeal to the Commissioner;
2. The relief requested by the pharmacy; and
3. The basis on which the pharmacy believes it is due the relief;

(c) Include a copy of the written decision rendered by the PBM;
(d) Contain a copy of the invoice(s) showing the pharmacy’s purchase price for the drug or medical product

or device at issue;
(e) Contain a list of all discounts, price concessions, rebates, or other reductions, excluding cash discounts,

that were, or should have been, reported to the PBM pursuant to Rule 0780-01-95-.04(1), including
supporting documentation for each discount, price concession, rebate, or other reduction;

(f) Be submitted on a form or through an electronic process made available by the Department;
(g) Contain a certification that all information submitted pursuant to paragraph (1) of this rule is true and

accurate to the best of the pharmacy’s knowledge; and
(h) Provide any other documentation or information requested by the Commissioner regarding the

pharmacy’s appeal.
(3) The Commissioner will not consider any information or documentation received from the pharmacy more than 30

days after the pharmacy’s receipt of the PBM’s final determination resolving the pharmacy’s initial appeal filed
with the PBM unless the information reasonably should have been submitted and the withholding of information
prevented the Commissioner from reviewing relevant or necessary information as part of the appeal. Prior to the
expiration of the 30-day timeframe, the pharmacy may request in writing additional time to investigate and compile
the information needed to submit an appeal pursuant to paragraph (1) of this rule. Upon receipt of the pharmacy’s
written request, or upon the Commissioner’s own determination, the Commissioner may, in the Commissioner’s
discretion, grant the pharmacy an additional period of time determined to be necessary by the Commissioner for
good cause shown.



SS-7037 (March 2020) 13 RDA 1693

(4) Appeals that do not contain all information required under paragraph (2) of this rule shall be considered
incomplete and will not qualify for review by the Commissioner under paragraph (7) of this rule until all information
has been received. If an appeal is still incomplete more than 30 days after the pharmacy’s receipt of the PBM’s
final determination resolving the pharmacy’s initial appeal, or such other timeframe approved in writing pursuant
to paragraph (3) of this rule, the pharmacy’s appeal shall be automatically denied.

(5) The pharmacy whose appeal was denied pursuant to paragraph (4) of this rule may petition the Commissioner in
writing for reconsideration and the Commissioner may, in the Commissioner’s discretion, grant the petition for
reconsideration upon showing good cause for failing to meet the required deadline.
(a) When granting a petition for reconsideration, the Commissioner shall establish a new deadline by which

all information must be received, and the pharmacy’s failure to meet that deadline for any reason will
result in an automatic denial of the appeal, which shall be final.

(b) For purposes of this paragraph (5), good cause shall not include reasons or processes that were totally or
mostly within the control of the appealing pharmacy, including but not limited to administrative oversight,
clerical errors, or lack of sufficient personnel.

(6) Within ten business days of receipt of notice from the Commissioner the PBM’s decision has been appealed, the
PBM may file a response to the pharmacy’s appeal by providing information supporting its decision made during
its internal appeal process.

(7) No more than 90 days after the later of the receipt of a complete appeal containing all information required and
requested under paragraph (2) of this rule or the receipt of the PBM’s response allowed under paragraph (6) of
this rule, the Commissioner may:
(a) Grant the appeal, in whole or in part, and order the PBM to make such portion of the requested payment

to the pharmacy as the Commissioner determines is appropriate to result in the pharmacy receiving at
least its actual cost for the prescription drug or medical product or device at issue;

(b) Deny the appeal, in whole or in part; or
(c) Extend the timeline for rendering a decision by providing the parties with written notice that includes a

good-faith estimate of the additional time needed to make a decision.
(8) Upon granting or denying an appeal pursuant to paragraph (7) of this rule, the Commissioner shall send the

parties a copy of the decision that contains a written justification. The decision of the Commissioner rendered
pursuant to paragraph (7) of this rule is final and is not eligible for additional administrative review.

(9) If a PBM is required to pay a pharmacy any additional money upon resolution of an appeal pursuant to this rule,
the PBM shall make such payment within seven business days of receipt of the Commissioner’s written notice
issued pursuant to paragraph (8) of this rule. The PBM shall also provide the Department with proof the PBM has
reimbursed the pharmacy at least its actual cost for the prescription drug or medical product or device at issue,
including a statement of the additional amount paid to the pharmacy, within seven business days of issuing the
payment to the pharmacy.

(10) If a PBM is required to adjust a challenged rate of reimbursement after an appeal pursuant to this rule is resolved
against the PBM, the PBM shall apply the findings from the appeal as to the rate of reimbursement for the drug or
medical product or device at issue to other similarly situated pharmacies in the same manner as set forth in Rule
0780-01-95-.04(4).

(11) All costs associated with conducting an appeal under this rule, including the expenses of the Department, shall be
paid by the applicable PBM. The Commissioner shall bill the PBM upon the conclusion of the appeal. The PBM
shall pay the bill in full within 30 days of receipt. Failure to pay a bill in full within 30 days of receipt shall, pursuant
to T.C.A. § 56-7-3110, be grounds for the Commissioner to:
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(a) Suspend, revoke, or refuse to renew a PBM’s license issued by the Department; and
(b) Order the PBM to pay additional monetary penalties.

(12) When possible, a pharmacy may aggregate and submit appeals for simultaneous review by the Commissioner, or
the Commissioner may, in the Commissioner’s discretion, aggregate appeals, when the specific reason for denial
of the appeals aggregated involves a dispute regarding a common substantive question of fact or law. The mere
fact that a claim is not paid, or that appeals relate to the same PBM, does not create a common substantive
question of fact or law.

(13) This rule applies only to appeals of a PBM’s decision rendered pursuant to its initial appeal process established in
accordance with T.C.A. § 56-7-3206(c)(2)(A) and approved pursuant to Rule 0780-01-95-.03.

Authority: T.C.A. §§ 56-2-305, 56-7-3101, 56-7-3110, and 56-7-3206.

Rule 0780-01-95-.07 Fees is a new rule. All subsequent rules, and references thereto, are renumbered accordingly.
Fees for services provided by the Department pursuant to this chapter shall be as follows:
(1) Review of an application for approval of an initial appeal process under Rule 0780-01-95-.03(2): $1,000.00
(2) Review of a request to change an initial appeal process under Rule 0780-01-95-.03(6): $1,000.00
(3) Review of an application for a temporary appeal process under Rule 0780-01-95-.03(9): $1,000.00
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.08 Plans Utilizing a Reimbursement Methodology Identical to the Methodology Used by the State Plan
for Medical Assistance Approved by the Federal Centers for Medicare and Medicaid Services is a new rule. All
subsequent rules, and references thereto, are renumbered accordingly.
(1) As used in T.C.A. § 56-7-3206(d)(2), a reimbursement methodology is identical to the methodology provided for in

the state plan for medical assistance approved by the federal Centers for Medicare and Medicaid Services if the
reimbursement methodology is identical in all respects, including, but not limited to, that requests for
reimbursement are submitted to the Division of TennCare as set out in that methodology and the methodology
complies with the Division of TennCare Pharmacy Provider Manual, or a successor manual, as amended or
updated, and all laws and rules of the Division of TennCare related to reimbursement.

(2) A pharmacy that alleges it did not receive at least its actual cost for a prescription drug or device after resolution
of an appeal filed with a PBM pursuant to T.C.A. § 56-7-3206(d)(2) shall appeal the decision to the Division of
TennCare as set out in the applicable laws and rules. Such appeals are not subject to review or appeal under this
chapter.

Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.09 Audits by Pharmacy Benefits Managers is a new rule. All subsequent rules, and references thereto,
are renumbered accordingly.
(1) A PBM’s recoupment of funds from a pharmacy after an audit pursuant to T.C.A. § 56-7-3103 may not reduce the

pharmacy’s compensation for the prescription drug or device at issue to an amount that is less than the
pharmacy’s actual cost for the prescription drug or device as of the date the audit is commenced unless
specifically allowed in law.
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(2) When a PBM’s audit of a pharmacy pursuant to T.C.A. § 56-7-3103 results in a recoupment, in addition to any
other requirement imposed in law or rule, a PBM shall include in the documentation of the audit information that
demonstrates how the recoupment did not result in the pharmacy receiving less than its actual cost for each
affected prescription drug or device at issue, including but not limited to:
(a) The rationale that led the PBM to decide the pharmacy was overpaid for each claim that is subject to

recoupment, along with supporting documentation; and
(b) An itemized breakdown for each claim that is subject to recoupment showing, at least, a comparison of

what the pharmacy actually received and what the pharmacy should have received.
(3) A PBM shall retain all records related to an audit of a pharmacy pursuant to T.C.A. § 56-7-3103 for the greater of

five years or until the PBM is audited by the Department. A PBM shall provide the Department access to all
records upon request and comply with requests for information regardless of whether the request is part of a
departmental audit.

Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.10 Determination of Pharmacy's Professional Dispensing Fee is a new rule. All subsequent rules, and
references thereto, are renumbered accordingly.
(1) To determine whether a pharmacy’s annual prescription volume is at a level that, if the pharmacy were a

TennCare-participating ambulatory pharmacy, would qualify the pharmacy for the enhanced professional
dispensing fee for a low-volume pharmacy, each pharmacy that expects to qualify as a low-volume pharmacy for
the coming calendar year shall, on or before December 1 of each year, file with a PBM from whom the pharmacy
expects to receive a dispensing fee a certification stating the pharmacy expects to qualify as a low-volume
pharmacy for the coming calendar year. Each certification shall contain a statement that the certification is true
and accurate to the best of the knowledge of the individual filing the certification on behalf of the pharmacy.

(2) When submitting a certification pursuant to paragraph (1) of this rule, a pharmacy shall base the determination of
whether its prescription volume for the coming calendar year will qualify the pharmacy for the enhanced
professional dispensing fee on the pharmacy’s prescription volume from July 1 of the prior year to June 30 of the
current year. For example, certifications submitted on or before December 1, 2024, for calendar year 2025 shall
be based on a pharmacy’s annual prescription volume for July 1, 2023, to June 30, 2024.

(3) If a pharmacy fails to timely submit a certification pursuant to paragraph (1) of this rule with a PBM with whom the
pharmacy has an ongoing business relationship, the pharmacy shall be presumed to be a high-volume pharmacy
until seven business days after it submits the certification. If a pharmacy certifies it qualifies for the enhanced
professional dispensing fee for a low-volume pharmacy, the PBM shall pay the certifying pharmacy the enhanced
professional dispensing fee for prescriptions dispensed beginning on the seventh business day after the PBM
receives the certification.

(4) If a pharmacy receives, or expects to receive, a dispensing fee from a PBM with whom the pharmacy did not
anticipate doing business at the time the pharmacy was required to file the certification under paragraph (1) of this
rule, the pharmacy shall file the certification with the PBM simultaneously with the claim for reimbursement or
within one business day of discovering the need to file the certification, whichever is later. The PBM shall pay the
certifying pharmacy the enhanced professional dispensing fee for prescriptions dispensed on or after the day the
PBM receives the certification.

(5) For calendar year 2023, a pharmacy shall file the certification required under paragraph (1) of this rule on or
before January 31, 2023. Until a pharmacy files the certification required under paragraph (1) of this rule, the
pharmacy shall be presumed to be a high-volume pharmacy and shall not qualify for the enhanced professional
dispensing fee for a low-volume pharmacy. If a pharmacy certifies it qualifies for the enhanced professional
dispensing fee for a low-volume pharmacy, the PBM shall pay the certifying pharmacy the enhanced professional
dispensing fee for prescriptions dispensed on or after the seventh business day after the PBM receives the
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certification.
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.

Rule 0780-01-95-.11 Violations is a new rule. All subsequent rules, and references thereto, are renumbered accordingly.
A violation of this chapter may subject a PBM to the sanctions described in T.C.A. § 56-2-305.
Authority: T.C.A. §§ 56-7-3101, 56-7-3206, and 56-7-3210

Rule 0780-01-95-.12 Exclusions is a new rule. All subsequent rules, and references thereto, are renumbered accordingly.
This chapter shall not apply to a health plan that provides coverage only for accidental injury, specified disease, hospital
indemnity, Medicare supplement, disability income, other long-term care, or plans subject to regulation under Medicare
Part D.
Authority: T.C.A. §§ 56-7-3101 and 56-7-3206.
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