SAMPLE CPA #3 - AC


ANTICOAGULATION PROTOCOL

COLLABORATIVE PRACTICE AGREEMENT

[INSERT CLINIC NAME]
The Pharmacy Practice Act allows pharmacists to practice under a Collaborative Practice Agreement with individual physicians.  Pharmacists may participate in the practice of managing and modifying drug therapy on a according to a written protocol between the specific pharmacist and the individual physician(s) who is/are responsible for the patient’s care and authorized to prescribe drugs.

By signing this document, the named physicians agree that the named pharmacist may enter into a Collaborative Practice with them for the management of anticoagulation in patients receiving warfarin according to the attached protocol for the Anticoagulation Service.  By signing this document, the physician agrees with the anticoagulation management outlined in the attached protocol.  The faculty providers listed supervise resident physicians, therefore, these signatures approve referral of resident physician’s patients to the Anticoagulation Service.

ANTICOAGULATION SERVICE PROTOCOL AND COLLABORATIVE AGREEMENT APPROVED BY:

PHARMACIST CLINICIAN:

________________________________

[INSERT PHARMACIST NAME] R.Ph., Pharm.D. 
. 


PHYSICIANS:

________________________________

________________________________


[INSERT PHYSICIAN NAME, M.D.]

[INSERT PHYSICIAN NAME, M.D.]



________________________________

________________________________


[INSERT PHYSICIAN NAME, M.D.]

[INSERT PHYSICIAN NAME, M.D.]

________________________________

_________________________________


[INSERT PHYSICIAN NAME, M.D.]

[INSERT PHYSICIAN NAME, M.D.]

________________________________

________________________________



[INSERT PHYSICIAN NAME, M.D.]

[INSERT PHYSICIAN NAME, M.D.]



________________________________

________________________________

[INSERT PHYSICIAN NAME, M.D.]

[INSERT PHYSICIAN NAME, M.D.]

.

DATE OF IMPLEMENTATION: ___________

DATES ANNUAL REVIEW COMPLETED:

ANTICOAGULATION SERVICE PROTOCOL

[INSERT CLINIC NAME]
PURPOSE/BACKGROUND:

A formal protocol at [INSERT CLINIC NAME] for management of patients receiving anticoagulation was felt to be necessary.  When INR results were telephoned in, it was often difficult or impossible to contact the patient in a timely manner to make a dosage adjustment.  Doses were often adjusted without talking to the patient to ask information about their dose, diet, other drugs, etc.  A point-of-care testing instrument (Protime®) is being used in the lab, which provides results within minutes.  This provides an opportunity to develop an anticoagulation protocol that is coordinated by the clinical pharmacist.  This provides more consistent care for patients, and allows for an exchange of important information between the patient and the health care provider at the time the INR results are in and the dose is being adjusted.  Data is available that a pharmacist-run anticoagulation service can improve care, reduce complications, reduce hospitalizations and emergency room visits and reduce overall costs.1,2  The most recent American College of Chest Providers (ACCP) consensus conference on antithrombotic therapy (“Chest guidelines”) recommend that clinicians have a systematic process of managing oral anticoagulation dosing that includes a knowledgeable provider, organized system of follow-up, patient communication and education.3
QUALIFICATIONS OF PHARMACIST:

[INSERT BRIEF OVERVIEW OF PHARMACIST QUALIFICATIONS]
POLICY:

The clinical pharmacist will follow this written protocol.  If the primary provider or faculty preceptor is seeing the patient or reviewing the INR, they should also follow the written protocol.  Slight deviations from the dose adjustment protocol may occur per clinical judgment.  Patients seen under this protocol are only those patients under the care of providers at [INSERT CLINIC NAME].

ORGANIZATION:

The clinical pharmacist will coordinate the anticoagulation service and will see patients for INRs, evaluate their warfarin therapy, and make dosage adjustments per protocol if necessary.  When she is not available, the primary provider or the faculty preceptor will see the patient, evaluate the INR, and adjust the warfarin, if necessary. If the INR is drawn when the patient is in the clinic being seen by a provider, then the result will be reported to the provider and the provider will adjust the warfarin dose, if necessary.  

When outlined by the protocol, or at any time an unusual or unexpected situation arises, the clinical pharmacist may consult the primary provider or faculty preceptor for medical guidance.  If oral vitamin K is necessary, this will only be initiated after discussion with a provider.  If the patient has a critically high INR or serious bleeding, the faculty preceptor or other available provider will see the patient.  If the patient has an unrelated serious complaint during the visit (e.g., chest pain), the patient will be seen by the faculty preceptor or other available provider.

PROCEDURES:

Anticoagulation treatment will be initiated and discontinued only by a provider.  The protocol outlines procedures for monitoring and adjusting warfarin doses.  Slight deviations from the protocol per clinical judgment may be warranted.  

Guidelines for referral

Patients must be referred to the pharmacist on a case-by-case basis.  In order for a patient to be followed in the anticoagulation clinic, the provider will need to make a referral to the anticoagulation clinic.  If a nurse practitioner is making the referral to the anticoagulation clinic, he/she will need to have that request signed by his/her supervising physician.  It will be understood that the Anticoagulation Service will follow patients for the duration they receive warfarin.   If a verbal referral is given to patient, this referral will be confirmed when the first warfarin monitoring sheet is cosigned by the referring provider.  

Appointments

Patients receiving warfarin should make appointments for “lab only” according to the recommendations of the prior visit. After INR labs are drawn upon arrival, the patient will await the result and complete the “Anticoagulation” shingle. The triage nurse, lab personnel, or available medical assistant will obtain the INR result, Anticoagulation shingle, and give the medical chart to the pharmacist, primary physician, or faculty preceptor.

The pharmacist or provider will evaluate the INR. If within goal range, the pharmacist or provider will evaluate. Then they will provide education to the patient by recommending to continue current dose (exceptions Appendix B) and when to schedule follow-up INR.  

If the INR is out of goal, the patient will be roomed. Upon being roomed, the self-administered Anticoagulation shingle will then be discussed with the patient and the dose will be adjusted, if necessary, per protocol.  The patient will be educated on the dose change and when to return for an INR.  Patients will be provided with written instructions via the carbon copy of the Anticoagulation shingle, which will also be used by the patient to make the following INR appointment. Clinic visits will usually be 10 minutes or less in duration, unless extensive education is deemed necessary.  If the patient needs extensive education and he/she is not able to stay, then he/she will be asked to return for a 30-minute appointment for warfarin education with the pharmacist.

If the INR is drawn when the patient is in the clinic being seen by a provider, then the patient will complete the Anticoagulation shingle and the result will be reported to the provider. The provider will adjust the warfarin dose, if necessary, and provide the Anticoagulation shingle carbon copy to the patient per protocol. 

Any INR > 3.5 may not be an accurate reading from the Protime® machine, therefore a venous sample will be drawn from the patient and will be sent out for confirmation.


Clinical activities provided by the clinical pharmacist:

· Under this protocol, the clinical pharmacist is authorized to make warfarin dosage adjustments without prior provider consultation as long as the dosage adjustment follows the protocol.  Slight alterations to the protocol may be warranted as seen fit by clinical judgment.  

· The protocol also authorizes the clinical pharmacist to order an INR lab test and hemoglobin, if necessary. The names of both the referring physician and clinical pharmacist will be used, as authorized by this protocol.

· This protocol also authorizes the clinical pharmacist to write or call in new prescriptions for warfarin if the adjusted dose requires a new strength.  The clinical pharmacist is also authorized to write or call in refill prescriptions if the patient needs refills.  The names of both the referring physician and the clinical pharmacist will be used, as authorized by this protocol.

Documentation

The patient visit and dosage change will be documented in the medical progress notes and flow sheet of the patient’s chart.  If the clinical pharmacist or faculty provider sees the patient, the information will be communicated to the primary provider by placing the chart with progress note and updated flow sheet in the primary provider’s box for review and co-signature.

Billing

When the clinical pharmacist sees a roomed patient, a level one visit will be billed as an “incident to” service.  When the primary provider or faculty provider sees the patient, the visit will be billed as deemed appropriate by the provider.

If the patient is in an alternate environment such as a nursing home, or the labs are drawn outside the clinic, the patient will be managed phone call and will not be billed.  If the patient is in the clinic for a visit with his/her provider, the patient will not be billed extra for the INR, however, the level of the visit may be higher.

Termination of care

A patient will be discontinued from the anticoagulation service if they are no longer receiving warfarin, or if the primary providers wish to manage the anticoagulation themselves.  If the patient repeatedly fails to come in for INR visits, the issue will be discussed with the primary provider.

Quality improvement

The protocol will be reviewed yearly by the clinical pharmacist and faculty providers, and revised as necessary.

ANTICOAGULATION CLINIC FLOW DIAGRAM














APPENDIX A  -Anticoagulation Shingle

Date:








Patient Label:

INR:

Goal:


Patient directions:

Next INR:



1.   Current dose of Coumadin® (warfarin) 

2. Strengths of Coumadin® (warfarin) at home?

3. Currently taking the brand of Coumadin® or a generic warfarin?

4. Missed any doses in the last week? 
Yes 
No 
If yes, when? 

5. Taken any extra doses in the last week? 
Yes
No
If yes, when?  

6. Eaten more or less green leafy vegetables (i.e. spinach, lettuce, broccoli, etc.) than usual in the last week? 
Yes
No
If yes, please describe: 

7. Started or stopped any medications in the last 2 weeks?  
Yes 
No 
If yes, which ones? 

8. Been sick with diarrhea or vomited in the last week? 
Yes
No

9. Drank any more or less alcohol than usual in the last week? 
Yes
No

If yes, please describe:  

10. Any signs or symptoms of bleeding, such as easy bruising, nosebleeds, bleeding gums or blood in the urine or stool? 
Yes
No
If yes, please describe:

Pharmacist/Faculty Provider:

Primary Provider:

APPENDIX B: Exceptions to Adjustments

If INR is “out of range”, the dose will be adjusted UNLESS any of the following apply:

1) The INR is within 0.1 of the goal INR

2) The patient missed one or more doses in the last week

3) The patient took one or more extra doses in the last week

4) The patient took an interacting drug that has now been discontinued

5) The patient recently started an interacting drug and the INR is expected to change

6) The patient had a significant change in dietary vitamin K intake.

7) The patient had a significant change in alcohol intake (if concurrent liver disease)

8) The patient has had a significant amount of diarrhea in the last week.

9) The INR is being checked prior to a procedure and is currently being held

10) The warfarin was started or adjusted less than 5 days ago

11) Any other reason based on clinical judgment of the clinical pharmacist or provider

APPENDIX C


Protocol for “out of range” INR visits
The clinical pharmacist ([INSERT PHARMACIST NAME]) will see the patients when available. After s/he has seen the patient, s/he will adjust the dose of warfarin, if necessary, according to the protocol below and complete a progress note in the medical record and update the flow sheet.  If s/he is not available, the primary provider (if available), the faculty preceptor or other available provider will see the patient.  This protocol addresses what procedure will be followed regardless of who sees the patient, with information added on how [INSERT PHARMACIST NAME] should handle certain situations.

If the INR is drawn when the patient is in the clinic being seen by a provider, then the result will be reported to the provider from the lab.  The patient will be asked to fill in the INR questionnaire, and the provider should address the answers, discuss them with the patient, adjust the warfarin dose, if necessary per the protocol, and inform the patient of their new dose and return INR, and give the patient written instructions for any changes made (See Appendix A). 

If patients are in alternative environments (home care, nursing home, hospice) that normally have their INR drawn elsewhere, the triage nurse will take the phone call and ask the nurse or the patient the questions on the INR questionnaire and mark the answers on this sheet.  The triage nurse will give the chart and questionnaire to either [INSERT PHARMACIST NAME, the primary provider, the faculty preceptor, or other available provider (in that order), who will make the dosage adjustment (if necessary) and record it in the progress notes.   The dose instructions will be provided back to the nurse or patient via a phone call, either from the triage nurse or the clinician who adjusted the warfarin dose.

1) The INR, goal INR and the anticoagulation questions (Appendix A) will be reviewed with the patient.

· The goal INR will be determined by the indication for warfarin and the goal stated in the ACCP (“Chest”) guidelines.3 (Table 1)
2) Drug interactions will be evaluated.

3) The duration of anticoagulation will be reviewed per the ACCP (“Chest”) guidelines (Table 1), and if the duration of therapy is complete, discontinuation of warfarin may be discussed with the primary provider.

4) If INR is high, patient will be asked more specifically about any bleeding symptoms.

5) If INR is low, patient will be asked about symptoms of VTE, depending on their indication.

6) If the INR is >5 or bleeding is present (excluding minor bleeding), the ACCP guidelines in Table 2 will be followed.  Because these recommendations are only grade 2C (unclear clarity of risk/benefit, observational studies only very weak recommendations; other alternatives may be equally reasonable), some alterations to these guidelines are allowed as seen fit by clinical judgment.

7) If the INR is out of the goal range but < 5, the dosage of warfarin will be adjusted as follows:

· The weekly dose will be calculated

· The weekly dose will be adjusted by 5 – 15%4,5, 6 

· If INR is very high, (e.g., > 9-10), the dose may be lowered by > 20%

· One or two doses of warfarin may be held depending on bleeding risk of patient and VTE risk

· Every effort will be made to maintain a simple regimen for the patient (preferably same dose every day), utilizing the available warfarin strengths and what they have at home (Table 3).  However, new dosage strengths may need to be started.

8) The patient will be informed what their new warfarin dose is and when to return for their next INR.  The patient will receive written information.  This protocol allows the clinical pharmacist to order the INR.  The names of both the clinical pharmacist and the referring physician will be provided, as authorized by this protocol.

· The new dose and date of return INR will be provided for them in writing.

9) Frequency of INR monitoring will depend on INR stability on current dose of warfarin (Table 4).

10) Hemoglobin should be checked once yearly while on warfarin; the chart will be checked to make sure this has been checked in the last year.  If not, hemoglobin will be ordered.

11) If a new strength or refills of warfarin are needed, a written prescription will be given or it will be called in to their pharmacy.  The clinical pharmacist is authorized to write or call in these prescriptions, and both the names of the referring provider and the clinical pharmacist will be provided.

12) The information will be recorded on the INR shingle and on the Anticoagulation flow sheet in the patient’s medical record.

13) In the case of any questionable indication, contraindication, need for temporary discontinuation (e.g., surgery or dental procedure) or issue that arises,  [INSERT PHARMACIST NAME] will consult the primary provider or faculty preceptor.

14) In the case of a critical value (e.g., INR is >9) or if the patient has bleeding (other than minor bleeding), or if anything unusual or complicated arises,  [INSERT PHARMACIST NAME] will consult the faculty preceptor or available provider.  The faculty preceptor or available provider will see the patient if necessary.

15) If the patient appears to have not previously received education about their anticoagulation therapy or they are a new patient, they will be educated one-on-one concerning the following and written materials will be provided:

a) indication for warfarin

b) complications and management of complications

c) need for blood tests (monitoring)

d) drug interactions (especially over-the-counter medications and herbals)

e) dosing and importance of compliance

f) dietary considerations

g) special precautions (e.g., aggressive contact sports, caution when using knives or machinery)

h) their goal INR

i) duration of therapy for them

16) The chart will be placed in the primary provider’s box for review and signature.

APPENDIX D

GOAL OF THERAPY (circle below):







          





Date initiated:_____________
          High intensity: INR 2.5 - 3.5






                                Mechanical heart valve
Prosthetic heart valve 


Duration:_________________     
                                     (mitral)

plus risk factor
   
 

          Low intensity: INR 2 - 3       





Anticoagulant:     
                      A.Fib      DVT       PE       Acute MI plus      TIA/CVA  plus  


Warfarin    Coumadin®       
            Other intensity:_________________

Primary physician: __________________________

 



Circle tablet strength patient has at home: 







1 mg (pink)
2mg (lavender)
2.5mg (light green)




3mg (beige)
4mg (blue)
5mg (peach/orange)




6mg (green)
7.5mg (yellow)
10mg (white)





LITERACY CHECK     Outcome:____________

ANTICOAGULATION FLOW SHEET

                        [INSERT CLINIC NAME]

               

Table 1.  Recommendations for long-term warfarin therapy3,7
	

	Thromboembolic disorder
	INR

Range
	Duration
	Evidence
	Comments

	Venous Thromboembolism (VTE): DVT or PE

	DVT/PE with reversible or time-

limited risk factor
	2 – 3
	At least 3 mo.
	Strong
	Time-limited risk factors: surgery, immobilization, and estrogen.

	1st idiopathic PE or proximal DVT
	2 – 3
	At least 6 to 

12 months
	Strong
	Some weak data for long-term therapy

	1st DVT or PE with deficiency of antithrombin, protein C or S, factor V Leiden or prothrombin 20210 
	2 – 3


	6 to 12 

months
	Strong
	Some weak data for long-term therapy

	1st DVT or PE with AAS or > 2 thrombophilic conditions (factor V Leiden and prothrombin 20210)
	2 – 3


	12 months
	Fairly 

strong 
	Some weak data for long-term therapy

	Isolated symptomatic calf DVT
	2 – 3
	At least 6-12 

weeks
	Strong
	

	Acute MI

	Alternative to aspirin alone for primary prevention in men at high risk of CV events
	1.5
	
	Strong
	ASA 81 mg/d can be added in 

men at very high risk of CV events

	Patients with acute ST elevation MI
	1.5
	
	Strong
	ASA 325 mg/d, then 81 mg/d 

long-term.

	After acute anterior MI or acute MI 

with severe LV dysfunction, CHF, previous emboli, or evidence of mural thrombosis
	2 – 3
	3 months
	Strong
	Initiate with warfarin plus ASA 

81 mg/d. FDA recommends INR 

of 2.5 – 3.

	Atrial Fibrillation 

	< 65 y/o without risk factors*, **
	
	
	
	Use aspirin 325 mg/d

	Patients with 1 moderate risk factor*
	2 – 3
	Long-term 
	Strong
	Can use either warfarin or ASA 

325 mg/d in patients with one “moderate” risk factor

	Patients with > 1 moderate risk factor*
	2 – 3
	Long-term
	Moderate
	If warfarin is contraindicated or      declined by the patient, offer ASA

	Patients with > 1 high risk factors**
	2 – 3
	Long-term
	Strong
	

	Conversion of Atrial Fibrillation

	Elective DC cardioversion of AF
	2 – 3
	7 weeks
	Fairly 

strong
	3 wk before & at least 4 wk after

	Valvular Heart Disease

	Rheumatic mitral valve disease with history of systemic embolism or AF
	2 – 3
	Long-term
	Fairly 

strong
	If recurrent systemic embolism occurs despite warfarin, should ( target INR to 2.5–3.5 or add ASA 81mg/d

	Rheumatic mitral valve disease in 

sinus rhythm, if left atrial diameter is 

> 5.5 cm
	2 – 3
	Long-term
	Weak
	

	MVP with documented systemic embolism or recurrent TIAs despite aspirin therapy
	2 – 3
	Long-term
	Weak
	

	MAC (mitral annular calcification) with systemic embolism (not calcific embolism)
	2 – 3
	Long-term
	Weak
	

	Mechanical and Bioprosthetic Heart Valves

	Bioprosthetic heart valve 
	2 – 3
	3 months
	Variable
	Alternative for aortic valve: ASA n 81 mg/day. Follow treatment with ASA 81 mg/day long-term. 

	Bioprosthetic heart valve with left 

atrial thrombus at surgery or systemic embolism
	2 – 3
	3-12 months
	Weak
	Duration is for embolism; 

uncertain duration for left atrial thrombus

	Bioprosthetic heart valve with AF
	2 – 3
	Long-term
	Fairly

strong
	

	Mechanical prosthetic heart valve: 

Aortic
	2 – 3
	Long-term
	Variable
	If nl LA size & in sinus rhythm. Valves: St. Jude bileaflet, Carbomedics bileaflet, Medtronic tilting disk. 2.5 – 3.5 if AF 

	Mechanical prosthetic heart valve: 

Mitral
	2.5 – 3.5
	Long-term
	Fairly 

strong
	An alternate is 2-3 plus ASA 81 mg/d

	Mechanical caged ball or caged disk valve or any mechanical valve plus AF, MI, low EF, left atrial enlargement, or endocardial damage 
	2.5 - 3.5
	Long-term
	Weak
	PLUS ASA 81mg/d


* Moderate risk factors: age 65-75, CAD with preserved LV systolic function

** High risk factors: prior stroke/TIA or systemic embolus, HTN, poor LV function, age > 75 years, CHF, DM, mitral stenosis, or prosthetic heart valve. 

Table 2.  Management of increased INR (grade 2C recommendations; use as general guide only)3, 6 
	
INR
	
	
Patient Situation
	
Action

	> 3 and < 5
	and
	No bleeding or need for rapid reversal 
	Lower dose, OR omit next few warfarin doses and restart at lower dose when INR approaches 3.  If INR is only minimally above the therapeutic range, then no dose reduction may be required at all.

	< 9
	and
	In need of rapid reversal (serious bleeding)                
	Give oral vitamin K1 (2-4 mg) with the expectation that a reduction of the INR will occur within 24 hr.  If the INR remains high at 24 hr, an additional dose of 1-2 mg oral vitamin K1 can be given.  May need to administer FFP or PCC.

	> 5 and < 9
	and
	No bleeding and no risk factors
	Omit 1-2 doses of warfarin, monitor INR more frequently (check next day).  Restart warfarin at a lower dose when the INR falls into the therapeutic range.

	
	
	No bleeding, but at risk of bleeding
	Omit one dose of warfarin and give oral vitamin K1 (1-2.5 mg).

	> 9 and < 20
	and
	No clinically significant bleeding
	Omit next several warfarin doses, and give oral vitamin K1 (3-5 mg), with the expectation that the INR will be reduced substantially by about 24-48 hr.  Monitor INR closely and repeat vitamin K1, if necessary.  Resume warfarin at a lower dose when INR is in the desired range.

	> 9 and < 20 


	 and
	Serious bleeding
	Give oral vitamin K 5 mg, and supplement with FFP or PCC.  Recheck INR in 6-24 hours.

	> 20
	or
	Serious bleeding or warfarin overdosage
	Stop warfarin, give vitamin K1 10 mg by slow IV infusion over 20-30 min., and supplement with FFP or prothrombin complex concentrate (depending on urgency).  If needed, repeat vitamin K1 infusion every 12 hours.  If continuing warfarin therapy is indicated after high doses of vitamin K1, then can give heparin until the patient is responsive to warfarin.






Table 3: Coumadin 

	Available tablet strengths and colors of Coumadin®

1 mg

pink

2 mg

lavender

2.5 mg

light green

3 mg

beige

4 mg

blue

5 mg

peach / orange

6 mg

kelly green

7.5 mg

yellow

10 mg

white


Table 4: Frequency of INR monitoring3
	· Within 1 week of therapeutic INR after warfarin initiated

· Within 2 weeks (1 week preferred, if possible) after change in warfarin dose or potentially interacting drug, or medical status.

· Every 2 weeks until stable (e.g., 2-3 consecutive therapeutic INRs), then every 4 weeks*


*Every attempt will be made to insure that patients do not go beyond 6 weeks without INR monitoring
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Patient presents to lab only appointment for anticoagulation clinic, medical chart is obtained.  Their INR will be drawn using Protime®. If INR > 3.5, the lab will draw a venous puncture to be sent for confirmation. Patient will then be instructed to complete the Anticoagulation shingle and sit in the waiting room. 











Place Label Here





Patient Name:





DOB:





INR “out of goal range”





INR “in goal range”





Patient will be roomed. Per INR result, Anticoagulation shingle, past anticoagulation history, the pharmacist or provider will follow protocol and make appropriate adjustment, if necessary. Pharmacist informs patient of INR result, and instructs patient on the appropriate dosage change and when to recheck INR. Patient will be given written instructions.





The patient will be educated in waiting room to continue current therapy (exceptions see Appendix B) and when to return for INR appointment. Patient will be provided written instructions.   





The INR result, Anticoagulation shingle, medical chart will be given to the pharmacist, primary provider, or faculty provider.








INR progress note and flow sheet are completed or updated, then placed in primary providers box for review and co-signature





Patient instructed to make follow-up appointment prior to leaving.  If patient unable to make follow-up appointment, patient will receive written instructions, which includes date for follow-up INR.  Patient instructed to call and schedule INR at a later time.





Patient leaves.
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