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1. Assess and establish internal (your medical group) and local provider market need for this service

2. Determine a cost-benefit analysis for a  lipid clinic service (first determine cost/benefit of a service within internal system referrals based on clinical setting and case-mix, i.e., projected # of patients who require a dedicated lipid clinic service) 

3. Assess and establish internal administrative (eg. CEO, CFO) support

4. Designate physician medical director (with existing or eventual NLA ABCLS board certification) and the role the physician medical director will serve in the lipid clinic service

5. Select competent and dedicated nonphysician lipid clinic coordinator/provider/lead person           (MOST IMPORTANT STEP) – unless in small or solo physician practice.

6. Strongly consider having your lead nonphysician lipid specialist qualify and sit for the NLA ACCL CLS board exam to become a credentialed certified clinical lipid specialist (lipidspecialist.org).

7. Develop your support staff which may include nurses, dietitians, pharmacists, clinical exercise specialists, CDE’s, etc.  Know that in many cases billing for such support staff may be restricted by Medicare “incident to” regulations.

8. Determine what level of dyslipidemia management services you want to offer, i.e., what level lipid clinic (level of diagnostic and therapeutic service – this will determine your entry criteria).  Note: the vast majority of inaugural lipid clinics begin as level I clinics and many over time graduate to level II referral clinics which specialize in more complex lipid disorders requiring more advanced laboratory assessment.

9. Inaugurate phased program planning process (meet weekly with team members to discuss
pilot/beta program and payment/billing mode, initial therapeutic plan, new forms, and patient visit schedule)

10. Determine inaugural program delivery format  (individual office-based follow-up, telephonic support/education, internet-based, group support)

10.	Assure sufficient assessment and educational physical space to counsel patients

11.	Develop clinical pathways including written policy and procedures to include:

· entry and referral criteria (ensure that these at least meet NCEP/NLA targets & goals, be concise,  clear, and selective – note that criteria for more complex forms of dyslipidemia is strongly recommended)
· clinical chemistry criteria and proficiency management for laboratory services
· risk assessment protocol for triaging to multi-level follow-up
· pharmacologic and nonpharmacologic treatment plan/algorithm
· referral policy and pathway for in-house and outside referrals
· note the consensus guidelines which are relevant to your therapeutic plans,
 e.g., NLA, ACC/AHA, NCEP, NHLBI (lab and obesity guidelines), NCQA/HEDIS, ADA
· pricing for labs, procedures, visits
· fee-for-service schedule (CMS “incident to” guidelines, MCM 2050)                                    current medicare allowables for your region, see Medicare website – 
                    cms.hhs.gov/physicians/mpfsapp/step1.asp
· compute discounted fee-for-service rate for contracted employer groups, ACO’s (if applicable)
· billing and collections policy (CMS “incident to” guidelines)
· operational budget and performa
· outcomes measures (e.g. NCEP ATP III/NLA 2014/ADA lipid/lipoprotein goals)
· outsourcing protocol (e.g. smoking cessation, weight management, diabetes education, cardiac rehab.)
· understand statin-benefit groups as published by the 2013 ACC/AHA Cholesterol Guidelines

12.	Develop standard forms

· new and return visit forms (med hx, lipid hx, and lifestyle)
· flow sheet for patient lipid, pharmacotherapy, and lifestyle outcomes
· drug descriptions and administration instructions
· individualized lifestyle counseling prescription form – but keep SIMPLE
                          (dietary, exercise, body weight/anthropometry, behavior change)
· dietary assessment form (mailed to patient before first visit)
· patient laboratory lipid report form
· physician patient-referral form (in house and outside referral)
· EMR compliance with above forms

       13.	 Develop laboratory parameters and quality control

· which chemistry laboratory will be your standard reference lab (there may be several but you will need to utilize the same lab throughout the course of care for each patient – ideal world)
· develop lipid/lipoprotein parameters for diagnosis and patient entry to lipid clinic,
e.g. what lipoprotein and other lab assays will suit your level of lipid clinic services?
· develop laboratory information pathway to referring physician or lipid specialist
· develop and implement procedure for quality lipid data for lab staff in accordance  with NHLBI Laboratory Assessment Guidelines for Lipoprotein Assessment
· understand which laboratory parameters are targets of therapy versus just risk predictors          

      14. 	Develop standardized lipid clinic in-house patient referral procedure

· ensure “lipid clinic” is a clear written choice on your practice’s clinical service request form for easy in-house referral procedure
· essentially there are two levels of lipid clinic services:  level I (majority of LC’s) deals mostly with straight-forward lipid disorder cases with a small % of complex cases;  level II deals nearly entirely with complex lipid/lipoprotein disorders and is often specialized, e.g., FH, complex genetic disorders, etc..  
· ensure clear and distinct referral criteria (e.g. statin intolerance, heterzygous FH, familial hypertriglyceridemia, familial combined hyperlipidemia, etc.)
· consider an automated order for new patient lipid clinic visit for all patients put on statins

      15. Determine sequence and pathway of patient flow

· lipidologist physician should see all new outside referral patients on initial visit
· lipid practitioner schedule for new and return patients (overall ratio of ¼ or 1/5  new/return visit slots on appointment schedule)
· MD role and availability during each return visit -  a requirement for “incident to” billing
· other team member referral considerations (dietitian, exercise physiologist)

      
      16. Develop patient data trend tracking and information storage protocol

· develop and/or integrate your service parameters in with existing electronic medical records or other planned or existing patient tracking software
· if not EMR-based consider a basic spread sheet database format, e.g. EXCEL 2015 (MS Office)
· determine and measure relevant data/outcomes performance measures  (NCQA, HEDIS, or NLA goals/targets)

      17. Acquire and maintain patient educational and assessment materials

· lipid and lipoprotein descriptions
· lab report information that are adapted to patient understanding
· pharmacologic information, e.g. drug description cards
· food models
· pedometers (simple but well-engineered step-only devices) and pedometer instructions
· Lange or Harpenden calipers for skinfold total body adiposity assessment and serial changes in adiposity (not for predicting % body fat)
	
      18. Promotion/business development plan

· internal medical and ancillary staff
· patients
· outside referring physicians and local benefits managers
· organizations, e.g. public service, businesses with at-risk employees
· consider your own hospital or clinic employees as an inaugural program
        
      19. Develop lipid clinic phase-in time-line (e.g. developmental, pilot, operational,
maintenance phases)

      20. Provide lipid clinic program in-service for clinical staff including referral criteria

      21. Inaugurate 6-9 month pilot program (10-20 patients) then phase in full-operational model;      - start program at part-time level, e.g., two or three half-day weeks.
       
      22. Develop continuing education schedule for professional staff

· NLA membership for all staff
· CME updates in clinical lipidology and ACCL education for nonphysicians
· new drugs for dyslipidemia
· 2014 NLA Pathient Centered Recommendations, 2013 ACC/AHA guidelines, 2015 ADA guidelines 
· new laboratory technologies and lipoprotein assays
· compliance and patient counseling methods
· reimbursement and recent legislation (e.g., CMS nonphyscian billing/coding legislation) – see Medicare Learning Network news (MLN) on CMS website
· NCQA rules and regulations for quality outcomes reporting
· PQRS enrollees follow 2015 performance measures (eg. LDL <100 mg/dL diabetes, IVD)
· Working with Accountable Care Organizations and Patient-centered Medical Homes regarding patient referral criteria and providing CME

23.  After 18-24 months, consider re-engineering your program to offer a more comprehensive cardiometabolic risk management program with essential focus on the metabolic syndrome and metabolic disease prevention
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