LIPID MANAGEMENT PROTOCOL

(put name of clinic/pharmacy here)
EFFECTIVE DATE: (put date here) 
APPROVED BY : (put names and titles of physicians here) 
SUPERSEDES:   (date of previous protocol if any)
REVIEW DATE: (date protocol to be reviewed, recommended yearly)
PATIENT POPULATION: 

Patients referred by a provider with a diagnosis of coronary artery disease (CAD), diabetes (DM) or risk equivalent regardless of LDL levels will be co-managed by the clinical pharmacist or pharmacy resident following this protocol.  
MEDICATION ORDERING: 

Clinical pharmacist or pharmacy resident may make changes up to 2 lipid lowering medications (see Appendix). The clinical pharmacist and pharmacy resident, under this protocol, are authorized to initiate therapy, adjust dosages, change medication and authorize refills to the listed medications.  All modifications to therapy must follow the detailed protocol and will be documented in the medical record.

LAB MONITORING: 

Under this protocol, the clinical pharmacist or pharmacy resident will have the authority to order labs to assess treatment and to monitor for adverse events from the drug therapy. 

WHAT THIS PROTOCOL DOES NOT COVER: 

· Three or more lipid lowering medications

· Management of any other condition other than cholesterol treatment

· Diet and exercise counseling (patients will be referred to the clinic dietitian or PBP Phone Line as necessary)

· Co-management of the patients after they have reached and maintained their LDL goal for at least 6 months
CLINICAL PHARMACIST AND PHARMACY RESIDENT RESPONSIBILITIES FOR PATIENTS WHO FALL OUTSIDE THIS PROTOCOL:

· If only labs are needed prior to a treatment decision, the pharmacist may order the labs.

· The referring or primary provider will be consulted before making changes to the medications.  

· The clinical pharmacist or pharmacy resident will make medication changes as directed by provider and follow up with the patient as necessary until patient is at goal for at least 6 months.

· The clinical pharmacist or pharmacy resident will refer patient back to primary physician with recommendation for specialist referral.

· The patient will see the primary provider at least yearly and more frequently if other acute problems arise.  
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Treatment Initiation Protocol
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**Pharmacist may utilize other statins in equivalent doses to Lipitor and Zocor

*Pharmacist will refer to manufacturer package dosing instructions based on concomitant medications and/or conditions. 
Adapted from the ICSI  Health Care Guidelines: Lipid Management for Adults
Treatment Modification Protocol
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**Pharmacist may utilize other statins in equivalent doses to Lipitor and Zocor.
 +
Pharmacist will refer to manufacturer package dosing instructions based on concomitant medications and/or conditions.

Adapted from the ICSI  Health Care Guidelines: Lipid Management for Adults
APPENDIX
Daily Dosages for Lipid Lowering Agents
	STATINS
	Starting dose
	Maximum Dose
	Dose limitations

	Atrovastatin (Lipitor)
	10mg or 20mg daily; if >45% reduction in LDL needed start with 40mg daily
	80mg daily
	

	Fluvastatin (Lescol)
	20mg daily; if ( 25% reduction in LDL needed start with 40mg or 80mg XL daily or 40mg twice daily
	80mg daily
	Severe renal impairment: doses above 40mg daily has not been studied

	Lovastatin (Mevacor)
	20mg daily
	80mg daily
	Severe renal impairment: doses above 20mg daily should be used cautiously

Cyclosporine: 10mg daily to start; not to exceed 20mg daily

Fibrates or Niacin (( 1gm/day): not to exceed 20mg daily

Verapamil or amiodarone: not to exceed 40mg daily

	Lovastatin SR (Mevacor SR)
	20mg, 40mg or 60mg daily
	60mg daily
	Severe renal impairment: doses above 20mg daily should be used cautiously

Cyclosporine: 10mg daily to start; NTE  20mg daily

Fibrates or Niacin (( 1gm/day): NTE 20mg daily

Verapamil or amiodarone: NTE 20mg daily

	Pravastatin (Pravachol)
	40mg daily
	80mg daily
	Severe hepatic or renal impairment: 10mg daily

Cyclosporine: 10mg to start; >20mg with caution

	Rosuvastatin (Crestor)
	10mg daily; 5mg if patient predisposed to myopathy, Asian descent, on Cyclosporine, or severe renal impairment; if >50% reduction in LDL is needed may start with 20mg
	40mg daily
	Severe renal impairment: 5mg to start; NTE 10mg daily

Cyclosporine: 5mg daily

Gemfibrozil: 10mg daily

Japanese or Asian Ancestry: 5mg to start, caution exceeding 20mg daily

	Simvastatin (Zocor)
	20mg daily; if >45% reduction in LDL is needed start with 40mg daily
	80mg daily
	Severe renal impairment: 5mg daily and increase cautiously

Cyclosporine: 5mg daily to start; NTE 10mg daily

Gemfibrozil: not to exceed 10mg daily

Verapamil or amiodarone: NTE 20mg daily

	FIBRIC ACIDS
	
	
	

	Gemfibrozil (Lopid)
	600mg twice daily 30 min before meals
	1600mg/day in separated doses
	Renal impairment: moderate impairment GFR<50ml/min use 50% of usual dose; severe impairment use 25% of usual dose

Warfarin: anticoagulant effects may be potentiated; Monitor INR closely

	Fenofibrate (Tricor)
	145mg daily with a meal
	145mg daily with a meal
	Renal impairment and elderly: 48mg daily and increase cautiously

Warfarin: anticoagulant effects may be potentiated; Monitor INR closely

	Fenofibrate micronized (Lofribra)
	200mg daily
	200mg daily
	Renal impairment and elderly: 67mg daily and increase cautiously

	NICOTINIC ACID
	
	
	

	Crystalline niacin
	100mg twice daily with meals
	4.5 grams daily in divided doses
	

	SR niacin
	125mg to 250mg twice daily
	2 grams daily in divided doses
	

	ER niacin (Niaspan)
	500mg at bedtime
	2 grams daily
	

	SELECTIVE CHOLESTEROL ABSORPTION INHIBITORS
	
	
	

	Ezetimibe (Zetia)
	10mg daily
	10mg daily
	Hepatic impairment: not recommended in moderate to severe hepatic insufficiency

	BILE ACID SEQUESTRANTS
	
	
	

	Cholestyramine powder (Questran, Questran Lite, Prevalite)
	½ scoop daily with largest meal
	24 grams/day
	Take other medications 1 hour before or 4 hours after the sequestrant

Warfarin: absorption decreased with use of cholestyramine

	Colestipol powder/tabs

(Colestid)
	½ scoop or 1-2 tablets daily
	30 grams/day powder

16 tablets/day
	Take other medications 1 hour before or 4 hours after the sequestrant

	Colesevelam tabs (Welchol)
	3 tabs twice daily with meals or 6 tablets daily with a meal
	4.5 grams/day (7 tablets)
	Take other medications 1 hour before or 4 hours after the sequestrant

	COMBONATION PRODUCTS
	
	
	

	Vytorin (ezetimbide/simvastatin)
	Ezetimbide 10mg/simvastatin 10mg
	Ezetimbide 10mg/simvastatin 80mg
	See information for ezetimibe and simvastatin


Adapted from the ICSI  Health Care Guidelines: Lipid Management for Adults
Approval for use as a Population Based Standing Order:

____________________________________________________


Date _____________

(List names signatures of all physicians and pharmacists here)
____________________________________________________


Date_____________

(same)
____________________________________________________


Date______________

(same)
____________________________________________________


Date______________

(same)
Referred patients with coronary artery disease (CAD), diabetes (DM) or risk equivalent regardless of LDL


levels





Are current labs available? (Have fasting lipid panel (FLP) and liver function tests (LFT) been checked in the past year?  Or if lipid lowering medication has been changed recently have these labs been checked at 6 weeks, 3 months, or at 6 months whichever applies?








No





Yes





Patient falls outside of this protocol (see p. 1).  Pharmacist will not manage this patient’s cholesterol until their labs are current.  





Is the patient currently taking a lipid lowering medication (statin, fibrate, BAR, niacin, etc)?





Yes – Is the patient currently on  > 3 lipid lowering medications?








No – Go to treatment initiation protocol (see p.3)





Yes – patient falls outside of this protocol (see p.1)





No – Go to treatment modification protocol (see p.4)





Patient needs medication treatment to reach appropriate LDL goal and/or patient not on statin.








Are their other medical conditions that affect lipids (TSH, blood sugars) in control?














Yes - Determine % decrease needed in order to reach appropriate LDL goal 





( 30% reduction in LDL needed *





31 - 49% reduction in LDL needed *





( 50% reduction in LDL needed *





Start patient on Zocor 20 mg or Lipitor 10 mg **+





Start patient on Zocor 40 mg or Lipitor 20 mg **+








Start patient on Zocor 40 mg or Lipitor 40 mg **+








Yes – patient falls outside of this protocol (see p.1).








No - Are the patient’s other lipid parameters (HDL, TG) at goal?














Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.








Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.








Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.








Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.





Patient needs a change in their current statin monotherapy to reach appropriate LDL goal.





Are their other medical conditions that affect lipids (TSH, blood sugars) in control?





No – patient falls outside of this protocol (see p.1).








Yes - Are the patient’s other lipid parameters (HDL, TG) at goal?








Yes - Determine % decrease needed in order to reach appropriate LDL goal 





( 30% reduction in LDL needed *





31 - 49% reduction in LDL needed *





( 50% reduction in LDL needed *





Increase statin dose to a minimum of Zocor 20 mg or Lipitor 10 mg or


by one tablet strength (i.e. 10 mg to 20 mg) **+





Increase statin dose to a minimum of Zocor 40 mg or Lipitor 20 mg by one tablet strength (i.e. 10 mg to 20 mg) **+





Increase statin dose to a minimum of Zocor 40 mg or Lipitor 40 mg or by one tablet strength (i.e. 10 mg to 20 mg) **+








No –Will statin therapy alone adequately treat these parameters?





No – Add another lipid lowering agent








Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.








Follow-up labs will be completed at 6 weeks – 3 months, 6 months, and yearly thereafter.  Repeat protocol if patient is still not at goal.  Request patient to follow-up with physician every 3-6 months.








Workflow Algorithm





No - Is the patient tolerating their current therapy?





Yes – patient falls outside of this protocol (see p.1).
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