
INTRODUCTION

The Need for Anticoagulation
• Long-term anticoagulation maintenance is appropriate for patients exposed to

chronic thrombotic potentiating conditions.
• The objective of long-term oral anticoagulant therapy is to maintain the INR in

a narrow therapeutic window to:
• Prevent the formation of thrombus 
• Prevent major bleeding  

• Maintenance of the INR within this range is challenging since the INR is
affected by many extraneous factors in addition to dosage including:

• Dietary level of Vitamin K •  Travel
• Illness •  Concomitant medications.

• Frequent monitoring has been shown to improve patient maintenance within
the recommended therapeutic range. Increased monitoring frequency has
become more feasible with patient self-testing (PST).

Anticoagulation Management
• Over the past eight years the US has slowly adopted PST, often using the

ProTime Microcoagulation System, as an effective anticoagulation management
scheme.

• Without question, Germany has been the world-wide leader in embracing and
promoting PST and the logical extension, patient-self management (PSM).

• Since 1986, thousands of German patients requiring anticoagulation drugs have
been monitored and managed using PST and patient self-management (PSM).

• The key to the success of the program is a well-developed patient training
program, which gives the patient specific guidelines and instruction.

This report provides the results of a multi-center trial to evaluate a Patient
Training Program developed for use with the ProTime System for INR testing.

OBJECTIVES

• Apply a new Patient Training Program in a clinical program of PSM
• Determine the efficacy of training when using the ProTime Microcoagulation

Analyzer.
• The following parameters are reported below:

• Qualitative Assessment of the patient’s ability to learn about
anticoagulation management and the ProTime system.

• Endpoint: Increase in, and Retention of, knowledge using
a self-assessment test.

• Evaluation of the ProTime System for self-testing of INR
• Endpoint:Time In therapeutic Range (TIR), measured by

using the method of Rosendaal et al.

PATIENT TRAINING PROGRAM

INSTRUCTIONAL PROGRAM COMPONENTS

The instruction session is divided into two half-day trainings including:
• General information about anticoagulant therapy (OAT)
• Basics of blood coagulation, anticoagulation theory, and indications for

treatment

• Potential interactions with prescription medications, foods and common drugs

• Early recognition of bleeding/thrombotic complications

• Explanation of INR testing using product instructions as guide
• Testing demonstration while explaining each step
• Patient practice
session(s) with coaching
• Patient practice without
coaching
• Patient proficiency 
• Review of INR testing

requirements, desired
target INR range,
reporting results:

ILLUSTRATIONS AND EXAMPLES

Example:
Patient history:
• Mrs.Tina Tupfer a 50 year old housewife with three active children and a very

busy schedule.
• Six years ago she experienced a clot, and was put on long term warfarin

therapy.
• Individual target range of 2.0 – 3.0 INR.
This chart shows her INR tests and her dose of warfarin for a sample month.

Questions and Answers:
• At the beginning of the month, one tablet each day. INR = 3.5.

ASK: Is this in her target range?  (Answer - No).
ASK:What should she do?  (Lower her dose of Marcumar)

Yes, since 3.5 is higher than her target range, she reduced her dose.
ASK: How might she do this?  (Answer – take 1/2 tablets one or two days

each week) She took half a tablet one day, a full tablet for 2 days,
another half tablet for one day and then a whole tablet for each of the
last three days of the week. This reduced her total dose to 6 tablets
per week instead of 7.When she tested her INR (week 2) it was 2.6.

Effectiveness of Training:

Patient Self-Assessment Performance
• Prior to the formal training session, the patients exhibited a baseline

understanding of their disease management that significantly exceeded that
observed in prior published reports.

• Despite this high baseline, there was a significant increase in patient
knowledge (p<<0.001) at sites 1 and 2 and when evaluating all sites combined
(N=102).

• In the subset of patients completing the 6 month trial to date (N= 28), there is
no significant difference in their knowledge from the post-training assessment
to the 6 month assessment.

Time in Therapeutic Range:

Time in therapeutic range was evaluated for patients completing at least 3
months of the trial (N= 40).

% Time in Therapeutic Range

Mean + 1 SD shown for % time in range.

DISCUSSION

• Patients and training center personnel responded favorably to the ProTime
Training Program (data not shown).

• Use of unique pictures and graphics as well as a large number of examples of
real-life situations aided the patients’ understanding of the logistics of INR
management.

• Implementation of this unique training program allowed patients to properly
maintain their INRs in the therapeutic range.

CONCLUSION

• The use of point of care system specific training materials can assist in the
implementation of a patient self management program.

• This new program has been used successfully in a German population of
diverse educational and economic backgrounds.
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• Instructional Display; a large
flipchart for use in group
training sessions.

• Instructor’s Notes which direct the
instructor through the “Instructional
Display” and includes a number of
examples which the instructor can
employ as a teaching aid.

• Patient’s Education Manual,
which contains the same
graphics, and descriptive
text as found on the
“Instructional Display”

• Patient’s Diary to maintain
records of INR testing
results, dose regimens and
changes in diet, medications
or lifestyle.


