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Why is this Important? 

• Awareness of the many barriers to control healthcare 

costs 

• There are drugs that work just as well as other, more 

expensive, drugs. 

• Not every drug is available to us. 

• Awareness of the process of Step Therapy; it may affect 

our treatment options 

• We need to work closely with our healthcare providers 

and follow up on the process to make sure we get the 

medications we need.  

 



Medicare Part D – A Quick Overview 

• Enacted as part of the Medicare Modernization Act of 

2003 

• US federal government program to subsidize costs of 

prescription drugs and prescription drug insurance 

premiums for Medicare beneficiaries  

• Individuals are eligible for prescription drug coverage 

under a Part D plan if they are signed up for benefits 

under Medicare Part A and/or Part B  

• Step therapy as it pertains to Medicare Part D is outlined 

and created by P&T Committees assigned by CMS 



Step Therapy – Definition 

• Definition per the Centers for Medicare and Medicaid 

(CMS):  

• “In some cases, plans require you to first try one drug before they 

will cover another drug for that condition. For example, if Drug A 

and Drug B both treat your medical condition, a plan may require 

your doctor to prescribe Drug A first. If Drug A does not work for 

you, then the plan will cover Drug B.” (source: Medicare.gov) 

• A type of prior authorization 

• Enhanced drug utilization management process or a set 

of drug use protocols that promote the safe and cost-

effective use of a drug based on nationally accepted 

standards of care and well-documented clinical drug 

studies 



Step Therapy – Principles 

• The goal of step therapy is to reduce cost while 

providing appropriate clinical care 

• The patient must first try less expensive drugs that have proven 

effective for the particular condition before he/she may move up a 

“step” to a more expensive drug 

• Eg: generic drug  less expensive brand name drug  more 

expensive brand name drug  

 

• Two Main Concepts – need both 

• Clinical Approach: based on appropriate clinical guidelines 

• Related to formulary 

• Financial Approach: want to use the cheaper drug before the 

more expensive one 



Step Therapy – the Process  

Step 1:  

• First- line drug is used before a claim can be processed for 
a second-line drug. 

• If one or more Step 1 drugs exist in claims history, and/or 
valid clinical exceptions are documented, Step 2 drug claim 
will process automatically. 

Step 2: 

• Information needs to be provided to determine if Step 2 drug 
meets established use criteria (i.e. medical diagnosis) 

• May need prior authorization (to be completed by physician) 

• Treatment Authorization Request 

• Look Back Period 



Step Therapy – Issues? 

• No-Medication Outcome 

• A portion of members with a claim rejection at the point-

of-service do not receive a medication in that class 

• Two methods used by PBMs to decrease rate of no-

medication outcome 

• Retrospective Drug Utilization Review (RetroDUR) 

• Providers notified of patients with step therapy rejection and have not 

yet obtained medication 

• Medical & Pharmacy Claims Integrated Smart Edit 

• Real-time integration of member’s medical diagnosis at POS transaction 

• Patients with high-risk diagnoses may bypass the edit 



Step Therapy – Common Programs 



Examples of Step Therapy Criteria 
Type of Health Plan  ADHD Allergy Cholesterol Depression  GI Hypertension Pain RA 

Health Net  

(Medicare-Medicaid Plan, 

HMO, PPO) 

X X X 

Express Scripts 

(Value & Choice Plan) 

X X X X X X X X 

BlueCross BlueShield of 

North Carolina  

(Blue Medicare HMO 

Standard, Blue Medicare 

HMO Enhanced and Blue 

Medicare PPO) 

 

X X X 

Medi-Cal 

 

X X 

Group Health Medicare 

Advantage HMO & PPO 

- Antidiabetic Agents (Metformin, Januvia, Sulfonylureas) 

- Antispasmodics, Urinary 

- Asthma Medications  



Step Therapy – Health Net (Medicare-

Medicaid Plan, HMO, PPO) 

 



Step Therapy – Health Net (continued) 



Express Scripts Medicare – Value Plan 

- Look back period not designated 

- Applies only to new utilizers  

- One Step 1 drug needs to be tried prior to Step 

2 drug  



Express Scripts Medicare – Choice Plan  

- Lunesta 1, 2, and 3 mg 

tablets included in Step 2 

drug list 



Group Health Medicare Advantage 

HMO & PPO 

Drug Name Step Therapy Criteria  

SYMBICORT 

(BUDESONIDE-

FORMOTEROL ) 

A TRIAL MOMETASONE/FORMOTEROL 

(DULERA) AND 

FLUTICASONE/SALMETEROL (ADVAIR) 

WITHIN THE PAST 180 DAYS. 

ADVAIR DISKUS | ADVAIR 

HFA (FLUTICASONE-

SALMETEROL ) 

A TRIAL OF 

MOMETASONE/FORMOTEROL 

(DULERA) WITHIN THE PAST 180 

DAYS. 

DIABETA | GLUCOVANCE | 

GLYBURIDE | GLYBURIDE 

MICRONIZED | 

GLYBURIDE-METFORMIN 

HCL | GLYNASE 

(GLYBURIDE ) 

A TRIAL OF GLIPIZIDE OR 

GLIMEPIRIDE WITHIN THE PAST 180 

DAYS. 



Group Health Medicare Advantage 

HMO & PPO (continued) 

DETROL | DETROL LA | 

DITROPAN XL | 

ENABLEX | GELNIQUE | 

MYRBETRIQ | OXYTROL 

| SANCTURA | TOVIAZ | 

VESICARE (PREFERRED 

ANTISPASMODICS ) 

A TRIAL OF TWO OF THE 

FOLLOWING URINARY 

ANTISPASMODICS 

(OXYBUTYNIN, 

TOLTERODINE, AND 

TROSPIUM) IN THE PAST 

180 DAYS. 

JANUMET | JANUMET XR 

| JANUVIA | KAZANO | 

KOMBIGLYZE XR | 

NESINA | ONGLYZA | 

OSENI (PREFERRED 

DPP-4) 

A TRIAL OF LINAGLIPTIN 

(TRADJENTA) OR 

LINAGLIPTIN/METFORMI

N (JENTADUETO) WITHIN 

THE PAST 180 DAYS. 

- Look Back Period = 180   

     days  



Medi-Cal – Step Therapy Drugs  

- Look back period = 

120 days 

 

- Two Step 1 drugs 

need to be used prior 

to receiving a Step 2 

drug  



BlueCross BlueShield of North Carolina 
- Look Back Period = 90 days, 365 days  

- Differences in Age (Muscle relaxant ≥65 yo VS Topical NSAID ≥75 yo)  

Step Therapy Group Drug Name Criteria 

ATOPIC 

DERMATITIS ST 

ELIDEL 

Tacrolimus 

Ointment 

Criteria for approval require ONE of the following: 

1. Patient’s medication history includes evidence of a claim within the past 365 days 

for any topical corticosteroid or topical corticosteroid combination preparation OR 

2. Patient has a documented intolerance, ineffective treatment response, FDA labeled 

contraindication, or hypersensitivity to topical corticosteroids or topical corticosteroid 

combination preparations 

MUSCLE RELAXANT 

ST 

Cyclobenzaprine 5 

mg, 7.5 mg, 10 mg 

tablet 

 

Methocarbamol 

500 mg, 750 mg 

tablet 

Step Therapy does NOT apply to patients less than 65 yrs of age. 

Criteria for approval require ONE of the following: 

1. Patient’s medication history includes evidence of a claim within the past 90 days 

for generic tizanidine, generic baclofen, or prescription generic oral NSAID (non-

steroidal anti-inflammatory drug) product OR 

2. Patient has a documented intolerance, ineffective treatment response, FDA labeled 

contraindication, or hypersensitivity to generic tizanidine, generic baclofen, or 

prescription generic oral NSAID product 

TOPICAL NSAID ST VOLTAREN GEL Criteria for approval require ANY ONE of the following: 

1. Patient is 75 years of age or older OR 

2. Patient’s medication history includes evidence of a claim within the past 90 days 

for a prescription generic oral NSAID (non-steroidal anti-inflammatory drug) OR 

3. Patient has a documented intolerance, ineffective treatment response, FDA labeled 

contraindication, or hypersensitivity to a prescription generic oral NSAID 



Drug Request Form - Definition 

• A type of appeal in which a physician submits a form 

requesting that a Step 2 drug be used for the patient 

• Scenarios in which a Drug Request Form is completed? 

• Patient has tried a Step 1 drug and therapy was not effective 

• Physician feels that Step 1 drug will not benefit patient and wants 

to start the patient directly on Step 2 drug 

• The patient has an FDA-labeled contraindication, intolerance, 

and/or hypersensitivity to the Step 1 drug 

• Usually includes patient information (diagnosis), physician 

information, and physician’s rationale  

• May be submitted electronically  



Example of Drug Request Form 

BlueCross BlueShield of 

North Carolina 



Application to Pharmacy 

Doctor 
prescribes 

medication that 
requires Step 

Therapy 

Message is 
sent to 

pharmacy’s 
computer 

Pharmacist is 
informed that 

the patient 
must try a 
different, 

similar, first-
line 

medication 
covered by 

the plan 

Pharmacist 
calls doctor 
to get Rx for 

new drug 

Doctor may 
approve OR 
disapprove 

order for new 
drug 

If doctor 
disapproves, 

doctor 
completes PA 
and submits to 

insurance 
company 

seeking the 
use of original 

drug 

If PA is denied, 
there’s an 

appeal process 
available if 

needed   



Summary 

• Step Therapy is a multi-step, type of prior 

authorization procedure in which a cheaper drug is used 

prior to a more expensive alternative, provided that the 

former drug possesses the same clinical benefit to the 

patient as the more expensive drug. 

• Common Step Therapy criteria include medications in 

the following areas: ADHD, Allergy, Gastrointestinal, 

Depression, Hypertension, and Pain Management.  

• Physicians often complete Drug Request Forms when 

they would like a Step 2 drug to be covered by the 

insurance company. 
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Thank You for Your Attention 

 

Any Questions? 


