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Purpose. A common denial trend that occurs with “outpatient medical benefit drugs” is 

payers not requiring or permitting prior authorization (PA) proactively, yet denying the drug 

after administration for medical necessity. In this situation, a preemptive strategy of 

complying with payer-mandated requirements is critical for revenue protection. To address 

this need, our institution incorporated a medical necessity review into its existing closed-

loop, pharmacy-managed precertification and denials management program. 

Summary. Referrals for targeted payers and high-dollar medical benefit drugs not eligible 

for PA and deemed high risk for denial were incorporated into the review. Payer medical 

policies were evaluated and clinical documentation assessed to confirm alignment. This 

descriptive report outlines the medical necessity workflow as a component of the larger 

precertification process, details the decision-making process when performing the review, 

and delineates the roles and responsibilities for involved team members. A total of 526 drug 

orders were evaluated from September 2018 to August 2019, with 146 interventions 

completed. Of the 761 individual claims affected by proactive medical necessity review, 

99.2% resulted in payment and less than 1% resulted in revenue loss, safeguarding more 

than $5.3 million in annual institutional drug reimbursement. At the time of analysis, there 

were only 3 cases of revenue loss. 

Conclusion. Our institution’s pharmacy-managed medical necessity review program for 

high-dollar outpatient drugs safeguards reimbursement for therapies not eligible for payer 

PA. It is a revenue cycle best practice that can be replicated at other institutions.   

 

Keywords: denials, medical necessity, pharmacy, precertification, reimbursement 

mechanisms, revenue 
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Payers have developed multifaceted strategies to control medical benefit drug costs and to 

ensure clinically appropriate medication use in the outpatient environment. Approaches 

most frequently used include necessitating prior plan approval before treatment and 

employing medical policies with criteria outlining coverage parameters. Complying with 

requirements outlined by payers is critical for mitigating revenue loss.1-6  

Historically, the focus of front-end revenue cycle processes was on ensuring that 

accurate insurance information was being collected and that prior authorization (PA) was 

completed before treatment initiation. However, there is a growing trend of claim denial 

based on failure to establish medical necessity, as opposed to lack of authorization. 

According to 2019 Hospital Revenue Cycle Benchmarking data, “medical necessity denials” 

and subsequent revenue loss have increased 2-fold since 2017, which demonstrated a 

critical need for a robust clinical defense infrastructure.7 Given the common scenario of 

payers not requiring or permitting PA for outpatient drugs, institutions are left with the 

quandary of initiating expensive therapy with no reasonable assurance of payer 

reimbursement. A preemptive strategy of conforming to payer-mandated medical necessity 

requirements, before treatment begins, is essential for revenue protection. At our 

institution, the annual net revenue loss due to medical necessity denials was $1.3 million, 

which demonstrated the need for a proactive solution. 

To address this issue, our institution incorporated a medical necessity review into its 

existing comprehensive, closed-loop, pharmacy-managed precertification and denials 

program, which was created in 2014 with a focus on PAs and has steadily grown to include 

comprehensive precertification services as well as postbill denials management for 

outpatient hospital sites of service.8 Figure 1 outlines the general framework of the 
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program, and eFigure 1 outlines the general organizational structure of the team. The 

process begins with provider entry of a new outpatient drug order set, which, in the case of 

high-dollar drugs, generates an automatic electronic health record (EHR) referral to the 

pharmacy precertification team that is composed of advanced pharmacy technicians. The 

logic built into the EHR that drives the referral creation and routing is based on drug class 

groupers. All drugs added to the formulary are reviewed based on drug class, drug 

acquisition cost greater than $100, and payer coverage requirements to determine if 

referral logic should be included in the drug build for outpatient prescribing.  

The precertification team completes a benefits investigation and obtains PA, if 

required. In the case of an uninsured patient or a PA denial that cannot be overturned, the 

precertification team enrolls the patient in a manufacturer assistance program. A key 

principle of the program is that drug doses are not dispensed before authorization by the 

precertification team. To accomplish this, the dispensing pharmacy reviews referral 

authorization status at least 48 hours before the scheduled treatment visit and works with 

the precertification and clinical teams, if needed, to rush the referral authorization or 

reschedule the patient visit if the referral is not yet authorized. If claim denials are received, 

the pharmacy denials management team performs denial root-cause analysis, appeals the 

denied claim, and offers continuous feedback to the precertification, dispensing pharmacy, 

and clinical teams to drive process improvement.   

In the new proactive medical necessity review step (highlighted in red in Figure 1), 

payer medical policies and EHR clinical documentation are assessed to confirm alignment 

before initiation of treatment. This report describes the implementation and evaluation of 

the preemptive medical necessity review program, as a component of the larger 

precertification process, to mitigate revenue loss. 
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Medical necessity review program workflow 

This descriptive report outlines the medical necessity review program workflow, the 

decision-making process when performing medical necessity review, and the roles 

and responsibilities of other team members involved in the process.  

The medical necessity specialist role. In 2017, a growing trend of denials based on 

failure to establish medical necessity, as well as observation of payers referring to their 

published policies for coverage guidelines, led to justification of a medical necessity 

specialist position that was intended for a registered nurse. To avoid delays in program 

implementation, a per-diem clinical pharmacist was engaged to launch the medical 

necessity review program, allowing time for recruitment, hiring, and training of the full-time 

medical necessity specialist. When recruiting for this position, the pharmacy leadership 

looked for a registered nurse with experience in outpatient specialty areas, patient care 

coordination, and medication access. Ultimately, an oncology-trained registered nurse with 

nurse navigator experience was hired. Following the program launch and for 6 months 

thereafter, the clinical pharmacist served as a double check in the workflow, evaluating drug 

orders, EHR documentation, clinical resources, and medical policies alongside the medical 

necessity specialist. Over time, the registered nurse gained experience and transitioned to 

function more independently, with the clinical pharmacist and the precertification team 

pharmacist manager assisting with decision-making only for clinically complex cases.  

Routing to the medical necessity specialist. Table 1 displays the targeted high-dollar 

drug/payer combinations internally identified as posing a high risk of denial due to failure to 

establish medical necessity, based on historical denial data. This list was used to establish 

the initial criteria for proactive medical necessity review. Figure 2 depicts the medical 

necessity review process followed by the precertification team. After assessment of prior 
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plan approval requirements, the precertification technician electronically hands off the 

referral to the medical necessity specialist if the following criteria are met: 

1. Medicare:  

a. Drug local coverage article (LCA) or local coverage determination (LCD) available, 

but there are no diagnosis codes (International Classification of Diseases, 10th 

Revision, Clinical Modification) on the LCA/LCD for the precertification technician 

to compare with the drug order diagnosis code(s) 

2. Medicare Advantage: 

a. PA is not required or allowed for a drug and payer combination included in Table 

1 

and 1 of the following: 

i. Drug LCA or LCD available, but there are no diagnosis codes on the LCA/LCD 

for the precertification technician to compare with the drug order diagnosis 

code(s) 

or 

ii. No drug LCA or LCD available  

3. Non-Medicare/Medicare Advantage: 

a. PA is not required or allowed for a drug and payer combination included in Table 

1 

or 

b. Referral is for 1 of 2 payers noted in Table 1 for whom all referrals are routed to 

the medical necessity specialist, regardless of whether the drug is on Table 1  

Upon receiving the referral, the medical necessity specialist reviews the drug orders 

and payer information in the EHR. If there is a history of a paid claim for the same 
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medication (as indicated by Healthcare Common Procedure Coding System code), dosage, 

payer, and diagnosis code, then the referral is authorized.   

Reviewing medical policies. In situations where a payer does not permit PA, payers 

often default to published policies to determine coverage. If there is no recent history of a 

paid claim, payer websites are reviewed to determine whether there is a relevant medical 

policy, LCA, or LCD. If a policy is available, the EHR documentation, clinical documentation, 

and drug orders are reviewed to ensure alignment with policy criteria. Particular emphasis is 

placed on evaluating the drug regimen (including dosing, frequency, and route of 

administration), diagnosis codes, laboratory test results, procedure reports, previously tried 

or failed therapies, contraindications, and documentation supporting drug use. If the policy 

criteria are met and documented, then the referral is authorized. Table 2 outlines steps 

taken if more information, clarification, or documentation is needed from the prescriber. 

Reviewing clinical resources. For instances in which no medical policy, LCA, or LCD is 

identified, the specialist reviews clinical resources to determine medication 

appropriateness. Some of the common resources reviewed include IBM Micromedex 

DrugDex (IBM, Armonk, NY), Lexi-Drugs (Wolters Kluwer, Alphen aan den Rijn, the 

Netherlands), and the National Library of Medicine’s DailyMed and PubMed databases  as 

well as National Comprehensive Cancer Network Drugs and Biologics Compendium (NCCN 

Compendium) and society guidelines. Referrals for drug regimens that are consistent with 

Food and Drug Administration (FDA) labeling are authorized.   

The decision-making is not as straightforward when evaluating off-label indications. 

According to the Medicare Benefit Policy Manual,9 indications are considered medically 

acceptable if  

 DrugDex lists them as class I, class IIa, or class IIb  
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 Lexi-Drugs lists them as FDA approved or off-label with evidence level A  

 NCCN Compendium lists them as category 2b or above 

For non-Medicare payers, the medical necessity specialist authorizes referrals for drug 

regimens that are listed as category 2b or above in the NCCN Drugs and Biologics 

Compendium, have off-label indications published in Lexi-Drugs, or are recommended by 

reputable society guidelines (eg, American College of Rheumatology or American College of 

Obstetricians and Gynecologists). If medication usage meets the clinical criteria outlined by 

these resources and is supported by the EHR documentation, the drug order is deemed 

medically necessary and clinically supported; therefore, the referral is authorized.  

Requesting a predetermination. In some situations, a payer will allow for a “pre-

determination” (pre-d), which is a proactive review of a patient’s benefits and medical 

records performed by the payer when a PA is not an offered option. For drug orders with no 

relevant medical policy, if the drug is being used for an off-label indication or drug use does 

not clearly align with clinical resource guidance, then a pre-d is requested from the payer. 

For orders that have a pertinent medical policy, a pre-d is requested if the policy criteria are 

not clearly met, coverage is unclear, or the indication is deemed clinically appropriate by the 

medical necessity specialist but it is not included in the policy.   

If the pre-d is authorized by the payer, the referral is authorized. If the pre-d is 

denied by the payer, the prescriber can request that manufacturer assistance support be 

investigated, conduct a peer-to-peer review in an attempt to overturn the pre-d denial, or 

change therapies. If a pre-d is not allowed by the payer, a discussion ensues between the 

medical necessity specialist and clinical pharmacist, and a decision is made whether to 

authorize therapy to proceed, incorporating considerations such as approved off-label uses, 
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the existence of strong primary literature to support use, and robust EHR documentation 

detailing the prescriber’s decision-making process and justification for drug choice.   

Denying a referral. If drug usage is not deemed medically necessary because it does 

not meet the aforementioned clinical decision reasoning, the requested EHR modifications 

described in Table 2 are not completed, or the policy criteria are not met based on EHR 

review, the prescriber has 3 options: change the therapy, request that the precertification 

technician investigate manufacturer assistance, or continue with the prescribed therapy, 

but have the patient sign a waiver assuming financial responsibility. If the provider does not 

respond to precertification team inquiries after 3 attempts over 7 to 10 business days or 

decides to switch therapies (in which case a new order is entered), the referral is denied and 

drug is not dispensed.  

Program impact 

A total of 526 drug orders were evaluated for medical necessity from September 1, 

2018, to August 31, 2019. For 55% (n = 287) of the 526 orders, there was a medical policy on 

the payer website related to the ordered medication (including commercial payer policies 

and LCAs/LCDs), 25% (n = 132) did not have a related medical policy, and 20% (n = 107) were 

authorized due to a history of paid claims. Ninety-one ordered outpatient doses were not 

given (referral denied [n = 14]; therapy never started [(n = 66]; dose given inpatient [n = 

11]), while 435 initial outpatient doses were given. Table 3 outlines the most common drug 

orders reviewed through the medical necessity process. 

Interventions. During the completion of the medical necessity review, 146 

interventions were made by the medical necessity specialist (Figure 3), the most frequent of 

which was working directly with the prescriber to clarify utilization, expand upon written 

clinical justification, and share payer requirements for coverage to confirm patient 



Acc
ep

ted
 M

an
us

cri
pt

 

 

alignment with payer policy (n = 69). The second most frequent intervention was to request 

a pre-d from payers (n = 59), of which 27 were not allowed by the payer, 25 were 

authorized, and 7 were denied. Less common interventions included assisting with a change 

in treatment (n = 9), enrolling the patient into manufacturer assistance programs (n = 5), 

and organizing peer-to-peer calls between the prescriber and payer representative (n = 4).  

Outcomes. Financial impact of the program is displayed in Figure 4. All doses 

administered within 6 weeks of the initial dose were included in the reimbursement 

analysis. This was a conservative estimate of financial impact assuming that a denied claim 

would have been remitted by the payer within 6 weeks, offering the precertification team 

time to intervene before additional doses were given. Of the 761 qualifying drug charges, 

93% (n = 708) were paid and 7% (n = 53) were initially denied. Of the initially denied claims, 

89% were clinically appealed or retroactive manufacturer drug assistance was obtained. The 

remaining 11% were evenly split between the denial being upheld upon appeal and the 

payer decision remaining as pending at the time of analysis.  

When compared with historical data, drug orders processed through medical 

necessity review had a similar initial rate of denial compared with those not undergoing this 

review. Before the launch of medical necessity intervention, the estimated initial denial rate 

in this problem drug/payer group was 7%, which remained consistent during the program 

implementation period. However, the baseline rate of net revenue loss was 1.85%, 

equivalent to $1.3 million in annual write-off, compared with the postintervention rate of 

0.4%, equivalent to $32,233. As a result of the proactive medical necessity review, payment 

for 99.2% of the drug charges was received, representing $5.3 million in reimbursement. At 

the time of analysis, 0.4% of charges were still pending payer decision. 
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Institution experience. For our institution, proactive medical necessity review 

safeguarded $5.3 million in annual net revenue by targeting precertification referrals with 

high-dollar drug/payer combinations posing a high risk of denial due to medical necessity. 

Although ensuring completion of a PA is common practice at US institutions, our institution 

proactively identified the need for the additional front-end, proactive, pharmacy-managed 

medical necessity review as a vital aspect of the precertification process.  

Beyond the reduction in initial denial rate following program implementation, the 

medical necessity review program encourages best practices for prescriber documentation 

justifying clinical appropriateness of drug choices in an era where there is a need to balance 

innovative care with industry expectations for clinical documentation, billing, and coding 

practices. Optimizing EHR documentation and drug order–associated diagnosis codes to 

align with clinical resources and medical policies reduces initial denial rates and ensures 

that, should a denial occur, supporting documentation from the medical record is complete 

and available to the team submitting an appeal. The greater than 99% final reimbursement 

rate suggests that ensuring consistency between drug orders and medical policies, or clinical 

resources in the absence of a policy, prevents overall revenue loss for high-dollar drugs.  

As with any new process, it is vital to prioritize continuous workflow assessment 

improvement with a focus on communication and real-time feedback. A weekly meeting, in 

which representatives from the precertification and denials teams meet and discuss active 

issues, was established as part of this continuous quality improvement initiative. These 

weekly meetings focus on tracking denials to determine changes in payer trends, assessing 

ways to optimize the medical necessity process, and discussing challenging clinical 

scenarios. Targeted education and process optimization occurs as a result of identifying 

trends in (1) referrals that should have routed through the medical necessity step but did 
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not and (2) referrals that routed through the medical necessity specialist but for which the 

completed interpretation was not accurate.  

Outside of the weekly meetings, there is constant communication in which the 

medical necessity specialist proactively alerts the denials team about cases in which 

coverage is uncertain (eg, when a pre-d is not allowed by the payer, but the medical 

necessity specialist decided to authorize therapy to proceed). Given that it takes an average 

of 6 weeks for the denials management team to be alerted of a denial, notification by the 

specialist encourages proactive claim tracking and early intervention.   

Sharing information routinely between the precertification and denials teams has 

encouraged multiple modifications to the medical necessity review process. For example, it 

was determined that 1 payer was requiring postbill medical record reviews, leading to a 6- 

to 9-month delay in payment for some cases. To reduce the lag time and improve cash flow, 

the precertification process was modified to request a pre-d for all new, nonurgent drug 

referrals for this particular payer, resulting in fewer postclaim, prepayment requests for 

medical records and faster reimbursement. Additionally, the denials team learned that 

many Medicare Advantage plans were using the local Medicare administrative contractor 

LCDs or LCAs to determine medical necessity, rather than using their internal payer-specific 

medical policies. As a result, the medical necessity review process was modified to align 

with this finding so that, for all Medicare Advantage plans, the LCA and LCD are checked to 

ensure alignment between diagnosis codes and drug orders. Similarly, when a new LCA with 

expanded medical necessity criteria took effect in this jurisdiction, the precertification and 

denials teams collaborated regarding anticipated impact of the new LCA structure on 

Medicare denials. This collaboration resulted in adjustment to the medical necessity review 

process to route affected referrals to the medical necessity specialist for review.   
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Though the medical necessity review process was developed and implemented by a 

clinical pharmacist and managed closely by pharmacist leaders, the daily responsibilities 

primarily lie with the medical necessity specialist, a registered nurse. The precertification 

program exemplifies how different healthcare professionals can successfully integrate and 

innovate new areas of practice. Future studies could incorporate other healthcare 

professionals, such as pharmacy technicians, and evaluate program outcomes. 

Although not specifically measured, the medical necessity review has been well 

received by prescribers and clinical teams throughout the institution. Resistance was likely 

minimized by carefully framed messages outlining the reason for intervention and 

highlighting the correlation between meeting payer coverage parameters and mitigating 

patient financial problems. Standard EHR message templates were developed by the clinical 

pharmacist during the pilot period for common interventions to ensure efficient and 

effective communication. eFigure 2 includes examples of message templates. Care was 

taken to ensure that the addition of the medical necessity review step did not affect the 

precertification turnaround time beyond our internal operational expectation, so as to not 

delay therapy initiation. 

The proactive medical necessity review program has limitations. Payer policies 

change over time and targeted high-risk drugs and payers may vary across different entities 

and geographic regions. In addition, the program was conducted at 1 academic health 

system, and results need to be confirmed at other entities.   

Top 5 tips. This proactive medical necessity review for high-dollar outpatient drugs 

safeguards revenue and is a practice that can be modeled at other institutions. We have 

provided 5 recommendations for institutions looking to incorporate this step into their 

precertification workflows:  
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1. Use denial data to justify the employee resources to perform proactive medical 

necessity review. 

2.  Initially target high-dollar drug/payer combinations in which  PA is not offered. 

3.  Develop standard work for documentation, drug order, and medical policy review. 

4.  Ensure interventions for medical necessity are comprehensive, timely, and clearly 

communicated and do not introduce unnecessary delays to patient care. 

5. Prioritize routine, frequent communication between those managing denial data and 

the front-end precertification team for workflow optimization. 

Conclusion  

In conclusion, the study institution’s pharmacy-managed, proactive medical necessity 

review represents an innovative approach to mitigating institutional revenue risk associated 

with high-dollar outpatient administered drugs. 
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Key Points 

 “Medical necessity denial” data were used to identify high-dollar drug/payer 

combinations posing a high claim risk for targeted, proactive intervention.  

 Proactive medical necessity review was incorporated into the established 

precertification process to ensure alignment among electronic health record 

documentation, drug orders, payer policies, and validated clinical resources.  

 Program implementation resulted in 99.2% of administrations being reimbursed, 

safeguarding more than $5.3 million in annual net revenue. 
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Figure Legends 

Figure 1. Existing closed-loop, pharmacy-managed precertification and denials management 

framework. EHR indicates electronic health record; LCA, local coverage article; LCD, local 

coverage determination; PA, prior authorization.  

Figure 2. Medical necessity review workflow. EHR indicates electronic health record; FDA, 

Food and Drug Administration; LCA, local coverage article; LCD, local coverage 

determination; PA, prior authorization. 

Figure 3. Medical necessity review interventions. 

Figure 4. Medical necessity program financial impact. 
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Table 1. Inclusion Criteria 

Payers 

 

Targeted Drugs 

Generic (Brand) [HCPCS Code] 

Aetna Ado-trastuzumab (Kadcyla) [J9354] Leuprolide (Lupron, Eligard ) [J9217, 

J1950] 

Aetna 

Medicare 

Belimumab (Benlysta) [J0490] Nivolumab (Opdivo) [J9299] 

BCBS Federal 

Employeesa 

Bendamustine (Bendeka, Treanda) 

[J9034, J9033] 

Ocrelizumab (Ocrevus) [J2350] 

BCBS 

Medicare 

Bevacizumab (Avastin) [J9035] Octreotide (Sandostatin LAR, 

Sandostatin) [J2353, J2354] 

BCBS North 

Carolina 

Bevacizumab-awwb (Mvsai) [Q5107] Olaratumab (Lartruvo) [J9285] 

BCBS Out-of-

State Plan 

Brentuximab (Adcetris) [J9042] Panitumumab (Vectibix) [J9303] 

Humana Daratumumab (Darzalex) [J9145] Pembrolizumab (Keytruda) [J9271] 

Humana 

Medicare 

Denosumab (Prolia, Xgeva) [J0897] Pertuzumab (Perjeta) [J9306] 

Tricare Eculizumab (Soliris) [J1300] Rituximab (Rituxan) [J9312] 

United 

Healthcare 

Infliximab (Remicade) [J1745] Rituximab/hyaluronidase (Rituxan 

Hycela) [J9311] 

United 

Healthcare 

Medicare 

Infliximab-abda (Renflexis) [Q5104] Trastuzumab (Herceptin) [J9355] 

UMRa Ipilimumab (Yervoy) [J9228] Trastuzumab-anns (Kanjinti) [Q5117] 

 IVIG (Privigen, Gammagard) [J1459, 

J1566] 

 

Abbreviations: BCBS, Blue Cross Blue Shield; IVIG, intravenous immune globulin; UMR, 

United Medical Resources, a third-party administrator for United Healthcare. 
aAll drugs for this payer are included in the proactive medical necessity review process.  
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Table 2. Action Steps for Requesting Information, Clarification, or Documentation From the 

Prescriber 

 Action Taken By:   

Scenario Medical 

Necessity 

Specialist 

Prescriber Referral 

Outcome 

Example 

Plan diagnosis is 

not included on 

payer’s policy as 

a covered 

diagnosis 

Message sent to 

prescriber 

including policy 

link with covered 

diagnosis list 

Modifies plan to 

include clinically 

appropriate 

covered 

diagnosis, with 

support in 

clinical 

documentation 

Treatment 

authorized 

to proceed 

Scenario: Patient’s 

infliximab policy 

does not cover 

inflammatory 

arthritis (ICD-10-CM 

code M19.90). 

Outcome: Prescriber 

adds another 

clinically appropriate 

ICD-10 code of 

Rheumatoid Arthritis 

(M06.9), and referral 

is authorized. 

Plan diagnosis is 

included on the 

payer’s policy as 

a covered 

diagnosis, but 

clinical 

documentation 

does not clearly 

support that the 

drug is being 

used for that 

diagnosis 

Message sent to 

prescriber 

requesting that 

clinical 

documentation 

be modified to 

support drug 

being used for 

plan diagnosis, if 

clinically 

appropriate 

Modifies clinical 

documentation 

to clearly 

support that 

drug is being 

used for plan 

diagnosis 

Treatment 

authorized 

to proceed 

Scenario: Patient’s 

pembrolizumab 

policy covers use of 

the drug for 

metastatic cervical 

cancer if tumor 

expresses PD-L1 CPS 

≥1, but progress note 

does not address PD-

L1 status. 

Outcome: Prescriber 

updates progress 

note to include PD-

L1 CPS ≥1, medical 

necessity specialist 

reviews note and 

confirms EHR clinical 

results, and referral 

is authorized. 
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Plan diagnosis is 

included on the 

payer’s policy as 

a covered 

diagnosis, but 

clinical 

documentation 

does not clearly 

address each 

required policy 

criterion 

Message sent to 

prescriber 

requesting that 

clinical 

documentation 

be modified to 

address each 

policy criterion 

Modifies clinical 

documentation 

to address each 

policy criterion 

Treatment 

authorized 

to proceed 

Scenario: Patient’s 

rituximab policy for 

rheumatoid arthritis 

requires 

documentation of 

past methotrexate 

intolerance or 

contraindications, 

but progress notes 

do not address 

methotrexate. 

Outcome: Prescriber 

updates progress 

note with patient’s 

specific 

methotrexate 

intolerance (eg, liver 

aminotransaminase 

elevation), and 

referral is 

authorized. 

In the case of 

payer step 

therapy 

requirements not 

being met, 

message sent to 

prescriber 

requesting either 

(1) clinical 

documentation 

modification to 

address reason 

for not following 

step therapy 

requirements, or 

(2) therapy 

change to align 

with step therapy 

requirements 

Modifies clinical 

documentation 

to address lack 

of alignment 

with step 

therapy 

requirement or 

changes 

therapy 

Treatment 

authorized 

to proceed 

Scenario: Patient’s 

denosumab policy 

requires 

documentation of a 

failure, intolerance, 

or contraindication 

to IV bisphosphonate 

before initiating 

denosumab. 

Outcome: Prescriber 

states that patient 

has not tried an IV 

bisphosphonate; 

referral is denied, 

and patient is 

switched to IV 

zoledronic acid. 
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Abbreviations: CPS, combined positive score; EHR, electronic health record; ICD-10-CM, 

International Classification of Diseases, 10th Revision, Clinical Modification; IV, intravenous; 

PD-L1, programmed death-ligand 1.  
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Table 3. Most Common Drugs Reviewed Through the Medical Necessity Process 

Drug, Generic (Brand) Number of Drug Orders 

Rituximab (Rituxan)  115 

Pembrolizumab (Keytruda)  68 

Denosumab (Prolia, Xgeva) 63 

Infliximab (Remicade)  45 

Leuprolide (Lupron, Eligard)  29 

Trastuzumab (Herceptin)  25 

IVIG (Privigen, Gammagard)  22 

Nivolumab (Opdivo)  19 

Bevacizumab (Avastin)  16 

Ipilimumab (Yervoy)  10 

Abbreviation: IVIG, intravenous immune globulin. 

 

 

 


