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Dear Members of the Commission, 

Thank you for your efforts in drafting this proposed rule and for working with us and other stakeholders.  
We appreciate the opportunity to be able to provide comment and input.   

When I travel the state and meet with pharmacy staff – whether in small or large hospitals, independent 
pharmacies or multi-state chain pharmacies, even closed-door pharmacies serving patients in long-term 
residential care facilities, the top issue that is raised over and over again is the lack of transparency and 
fairness on the part of pharmacy benefit managers. 

PBMs were historically created to administer the pharmacy benefit of health plans and in doing so play 
an important and needed role in the health insurance space.  But with the rise of vertical integration 
between health plans, PBMs and PBM-owned pharmacies, and consolidation of the market into a 
handful of multi-billion dollar businesses, there has come decreased reimbursements, opaqueness, and 
take-it-or-leave it contracting.  The result has been truly detrimental to pharmacies and patients.   

What is at stake is the very future viability of pharmacies to serve their communities.  Lack of 
transparency and fairness creates unsustainable reimbursement models which leads to pharmacy 
closures and reduced hours.  

The regulation and oversight of PBMs to ensure that they comply with state laws passed in 2020 and 
2021 and these rules is of the most urgent and prime importance. 

We are pleased to see the Commission seek disclosure of a PBM’s activities and relationships in the 
marketplace, creating standardized audit procedures, providing protections from overly-burdensome 
audit requirements and establishing audit appeal procedures, as well as establishing requirements 
surrounding MAC pricing.  

We do however, for the record, want to reiterate some provisions that we believe should be in the final 
rule and would request the Commission amend this proposed rule to incorporate these provisions.   

760 IAC 5-3-2(b) 

We have significant concerns about the carve-out from the audit rules applying to pharmacy benefits 
administered under the State Medicaid program, federal Medicare program, children’s health insurance 
program and worker’s compensation insurance.  All the attendant concerns about transparency, fairness 
in the conduct of an audit and appeal rights and processes apply just as equally with claims submitted 
under these programs.   

IC 27-1-24.5 applies to “any plan or program that provides payment, reimbursement, or indemnification 
to a covered individual for the cost of prescription drugs.”  There is no exception made for the 
aforementioned programs. The legislative authority to adopt rules given to the Commissioner under IC 
27-1-24.5-20 also does not limit the applicability of these rules to all plans or programs except the ones 
aforementioned.  As such, we believe it is inappropriate for the Commissioner to carve out these plans 



from these rules when that is not consistent with the applicability and intent of the statutory 
requirements.  

760 IAC 5-3-3 

We raise two issues with this section which we ask for further clarification in the rule on.  

First, what is meant by “material noncompliance” such that a PBM or independent auditor can conduct 
additional onsite or remote audits?  This is an improvement over prior drafts that said “particular 
problems” but still leaves the interpretation primarily up to the PBM.  This can be used as an exception 
that swallows the rule limiting audits to once per year.   

Audits are burdensome on pharmacies.  Previously, PBMs used their own staff to conduct onsite audits, 
pull records, review claims, etc.  However, the trend now is for PBMs to request information directly 
from pharmacies rather than going onsite themselves.  In a time when pharmacies are struggling with 
maintaining sufficient staff, this additional burden of gathering hundreds, if not thousands, of 
documents causes great strain in terms of labor, time and financial resources to comply with just one 
audit.   

This is no hypothetical issue either.  Pharmacies often have thin margins, or below-cost reimbursement 
on drugs to begin with.  Having to spend upwards of $5,000 in time and labor to compile information for 
an audit can, and does, result in net losses to defend those claims.  This leads to pharmacies dropping 
particular health plans or not stocking expensive brand name medication as the time and money 
involved in audit of those products is greater than the actual reimbursement itself.  

The purpose of this section was to recognize the need for a limit on how often an audit is conducted, 
barring some evidence of fraud or other illegal conduct. We would suggest that language be included 
that requires the PBM or independent auditor to specifically state in contracts with pharmacies, PSAOs 
or plans what constitutes “material noncompliance”, and that any additional follow-up audits be limited 
to those areas only, barring evidence of fraud or other illegal conduct. 

Second, we would like clarification in this section, that an onsite or remote audit can only be conducted 
once a year, whether that is conducted by a PBM or an independent auditor on behalf of the PBM.  The 
rule could be read that a PBM and an independent auditor could both conduct an audit in a calendar 
year.  

760 IAC 5-3-4 

Regarding (b)(10), we would request that the following clause be deleted: 

“Within twenty-four (24) hours of receiving the notice of an audit.” 

We believe that the parties themselves can decide when and how to reschedule an audit without 
imposing a deadline to request a reschedule. As written, there is no flexibility provided to the pharmacy 
to request an audit be rescheduled for circumstances that may require a rescheduling after 24 hours 
have elapsed.  

Regarding (b)(11), we strongly urge the Commissioner to adopt the following language: 



“A pharmacy or pharmacist must not be required to produce documentation regarding compliance with 
any requirement or contract term that was not in effect at the time a claim was submitted. A PBM or 
independent auditor may not audit a claim based on requirements or contract terms that were not in 
effect at the time a claim was submitted.   

A PBM has the burden of identifying any information or documentation the pharmacy needs to submit 
prior to adjudication of the claim and may not penalize a pharmacy for failure to produce 
documentation or other information that was not requested prior to adjudication of the claim, including 
recoupment of funds.” 

This is necessary as our members have reported that they have been audited for issues based on new 
contract terms or policy changes that were not in place when the claim was submitted. Obviously, it is 
unfair to require compliance with a term that was not known or in effect.  

For example, a member was audited for Nuedexta that had no prior authorization requirement at the 
point of sale, and no diagnosis code was entered prior to adjudication.  Yet, two years later, the PBM 
stated that the claims were invalid because a diagnosis code was not entered. This, despite the fact that 
the PBM received and adjudicated the claim without a diagnosis code.  

Additionally, if a PBM is requesting documentation regarding a claim after the claim has been 
adjudicated, and the pharmacy is unable to produce that documentation due to the death, retirement, 
or unavailability of a patient or provider, the pharmacy should not be penalized for that as the 
documentation was not requested in the claims adjudication process.  

760 IAC 5-3-5 

We would request 45 days for a pharmacy to file a written appeal.  As noted previously, audits are time-
consuming endeavors, and depending on the results of the audit, there may be extensive 
documentation to review and collect to prepare a written appeal.  The PBM has 90 days to deliver a 
preliminary audit report.   

760 IAC 5-3-6 

Subsection (b) seems to suggest that only clerical errors occur with respect to a prescriber’s 
prescription.  Clerical errors could occur in other circumstances, so we would suggest the following 
language: 

“. . . the pharmacy must be allowed to obtain a prescription that corrects the clerical error from the 
prescriber, or an opportunity to correct any other clerical error.” 

760 IAC 5-3-8 

Subsection (b) allows a PBM to remit monies due up to 30 days after the final audit report but can 
recoup funds under $10,000 immediately (subsection a).  In the interest of fairness, if a PBM can have 
up to 30 days to remit money it owes, a pharmacy should be able to have up to 30 days to remit money 
it owes back to the PBM.  Therefore, we would request that “exceeding ten thousand dollars” be 
stricken from subsection (a).  

We would again urge the inclusion of the following language regarding recoupments: 



“An auditor or PBM may not recoup all or part of a claim if, at the time of the adjudication process, the 
information submitted by the pharmacy was substantially accurate and not fraudulently submitted by 
the pharmacy.” 

“Au auditor or PBM may not recoup all or part of a claim due to the pharmacy not validating information 
that was not required to be submitted at the time of the initial claims adjudication”   

760 IAC 5-3-10 

For the reasons stated above in our comment on 760 IAC 5-3-5, we would urge this be changed back to 
45 days, as in the original draft.  

760 IAC 5-4-2 

Regarding (3), we would ask the following language be inserted after “operating in Indiana for”: 

“purchase by the pharmacy being audited at” 

This would address a situation where a drug might be available for purchase at a particular price in 
Indiana, but it is only limited to purchases by certain pharmacies.  There could be a variety of reasons 
why a pharmacy is not able to obtain a drug from a particular distributor, including use by 
manufacturers of exclusive contracts with particular pharmacies or preferential pricing.  

Thank you again for your time and consideration.   

 

Darren R. Covington 

Darren Covington, Executive Vice President 
Indiana Pharmacists Association 

 


