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9.11 ABSTRACT 

Backgroundd Patients on long-term oral anticoagulant therapy need frequent laboratory 

controlss and visits to specialized anticoagulation clinics (in the Netherlands executed by the 

Thrombosiss Service) to achieve and maintain a stable therapeutic level of anticoagulation. 

Thee awareness of the risk of thromboembolic and hemorrhagic complications in combination 

withh the prospect of life-long medication with anticoagulants may render the treatment a 

relativelyy heavy burden and may possibly influence patients' perception of quality of life in a 

negativee fashion. The development of portable capillary whole-blood prothrombin time 

analyzers,, combined with an effective self-management program for patients, could 

theoreticallyy reduce the morbidity of therapy and result in improvements in quality of life. 

Thee aim of this study was to investigate the effect of patient self-management of oral 

anticoagulantt therapy on patients' perception of quality of life. 

Methodss 48 patients on self-management of oral anticoagulant therapy were invited to report 

theirr opinion on their current quality of life. A group of 48 patients on Thrombosis Service-

guidedd anticoagulation, matched for age, sex, type of agent they were using (either 

phenprocoumonn or acenocoumarol) and indication for anticoagulation, formed the control 

group.. The questionnaire contained 32 items, covering 5 treatment-related categories: general 

treatmentt satisfaction, self-efficacy, daily frictions/worries, (psychological) distress and social 

network. . 

Resultss The quality of care questionnaire was completed by 45 patients (94%) of the self-

managementt group and 43 patients (90%) of the Thrombosis Service-guided group. The 

internall  reliability of the questionnaire was acceptable as indicated by the Cronbach-a values. 

Theree was statistically significant difference in all 5 categories of the questionnaire in favor of 

thee self-management group. 

Conclusionn In conclusion, self-management was well accepted and appreciated by the 

participatingg patients. Patients who are on patient self-management using a portable PT time 

monitorr seem to have a better treatment-related quality of life compared to patients on 

conventionall  management. This would make patient self-management a good and friendly 

alternativee for management at a specialized anticoagulation clinic. 
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9.22 INTRODUCTION 

Inn the Netherlands, about 270.000 patients are on oral anticoagulant therapy for prevention 

andd treatment of thromboembolic events in various clinical circumstances. The antithrombotic 

effectt of coumarin derivatives on the one hand and the incidence of anticoagulant-related 

hemorrhagicc complications on the other hand are closely correlated with the intensity of 

treatment.. Frequent laboratory controls by means of the prothrombin time (PT), expressed as 

Internationall  Normalized Ratio (INR), are required to achieve and maintain a stable 

therapeuticc level. In the Netherlands, these activities are coordinated by the Thrombosis 

Service,, an organisation specialized in antithrombotic therapy. Standard anticoagulation 

therapyy includes frequent lab control and patients' visits to the Thrombosis Service, which 

interferess with the patient's lifestyle. The venous punctures, the fluctuating prothrombin 

times,, the lack of opportunity for monitoring therapy at weekends or public holidays or when 

travelingg abroad are feared by the patient and restrict their freedom of movement. Added to 

thee awareness of the risk of thromboembolic and hemorrhagic complications, the prospect of 

life-longg medication with anticoagulants makes the treatment a heavy burden and may 

possiblyy influence their perception of quality of life in a negative fashion. 

Thee recent development of a portable capillary whole-blood analyzer (The CoaguChek® 

System,, manufactured by Roche Diagnostics, Almere, the Netherlands), combined with an 

effectivee self-management program for patients, could reduce the morbidity of therapy and 

resultt in an improvement in quality of life. The current study was designed to assess the 

impactt of patient self-management on patients' quality of life. 

9.33 PATIENTS AND METHODS 

9.3.11 Patients and inclusion criteria 

Thee study group existed of 48 patients who were on self-management of anticoagulant 

therapyy with the CoaguChek® capillary blood PT monitor for at least six months. The control 

groupp consisted of patients who were also receiving long term oral anticoagulant therapy, but 

whoo had never been brought into contact with the CoaguChek® System. Their therapy was 

managedd by the Thrombosis Service solely. Patients were matched for age, sex, type of agent 

theyy were using (either phenprocoumon or acenocoumarol) and indication-category. The 

indicationss for long-term anticoagulant therapy were divided into three categories: heart valve 

disease,, cardiac arrhythmias or cardiac dysfunction and thrombophilic disorders. 
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9.3.22 The questionnaire 

Sawickii  and coworkers developed with the help of the national self-help group of patients 

receivingg oral anticoagulation a questionnaire regarding anticoagulation treatment-related 

qualityy of life(2\ The questionnaire was used and validated in the comparison study between 

self-managementt and conventional management by family physicians. We wanted to 

investigatee the difference in quality of life between self-management and Thrombosis 

Service-managementt and decided to use a translated version of the questionnaire Sawicki 

developedd and made some minor modifications to make it compatible with the Dutch 

situation.. A translation was made by three different people and the modifications consisted of 

changingg the phrase 'doctors office' into ' the anticoagulation clinic'. The structure and the 

orderr in which the questions were put remained the same, in order to be able to make a 

comparisonn between the results and to make sure that the internal reliability of the 

questionnairee was kept the same. 

Itemss were selected on the basis of the 'impact method', that selects items that are most 

frequentlyy perceived as important by patients(7). The questionnaire contained 32 items, which 

coveredd 5 treatment-related topics: general treatment satisfaction, self-efficacy, strained social 

network,, daily hassles and distress. Patients estimated the impact of every item on their self-

perceivedd treatment-related quality of life by a graded scale ranging from a minimum of 1 

(totall  disagreement) to a maximum of 6 (total agreement). Graded scales with only 2 or 3 

optionss are not suitable because patients cannot give their complete opinion. More than 9 

optionss is confusing and does not yield more information* . 

Forr every topic the total score was divided by the number of items included, resulting in a 

minimumm score of 1 and a maximum score of 6 for every topic. The internal reliability of the 

questionnairee was assessed by using Cronbach a. 

9.44 RESULTS 

Forty-fivee patients (94%) on patient self-management of anticoagulant therapy and forty-three 

patientss (90%) of the control group returned the questionnaire. The relevant patient 

characteristicss of both groups are shown in table 1. 

Inn 23 of the 32 questions we found a significant difference (p<0.05) between the self-

managementt group and the conventional care group. No significant difference we found in 

questionn 4, 10, 12, 13, 19, 21, 28, 29 and 31 (see appendix B). Table 2 shows the five 

treatmentt related topics and the mean score of the study group and the control group on every 

topic.. The Cronbach a varies from 0.70 to 0.83. The results of every single item are shown in 

tablee 3. 
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TableTable 1: Patient characteristics. 

Age e 

M/FF ratio 

Indicationn for anticoagulation 

-- artificial heart valve 

-- arterial thromboembolism 

-- venous thromboembolism 

Targett INR 
-- 2.0-3.0 

-- 2.5-3.5 

-- 3.0-4.0 

-- 3.5-4.5 

Highestt school education 
-- university/advanced education 

-- intermediate education 

-- primary education 

self-management t 

groupp (n=45) 

422 2 

27:18 8 

222 (48,9%) 

122 (26,7%) 

11(24,4%) ) 

22 (4,4%) 

133 (28,9%) 

244 (53,3%) 

6(13,3%) ) 

200 (44,4%) 

211 (46,7%) 

44 (8,9%) 

conventionall  care 
groupp (n=43) 

411 2 

24:19 9 

19(44,2%) ) 

111 (25,6%) 

133 (30,2%) 

22 (4,7%) 

16(37,2%) ) 

211 (48,8%) 

44 (9,3%) 

18(41,8%) ) 

211 (48,8%) 

44 (9,3%) 

TableTable 2: Outcome of the structured questionnaire in the self-management group and the 
groupgroup managed by the Thrombosis Service. 32 items covered the 5 treatment related topics. 
TheThe minimum score was 1 and the maximum score was 6. Cronbach a indicates the internal 
reliabilityreliability of the questionnaire. 

generall  treatment satisfaction 

self-efficacy y 

dailyy frictions/worries 

distress s 

strainedd social network 

Cronbach h 

0.74 4 

0.70 0 

0.83 3 

0.76 6 

0.79 9 

self-management t 

groupp (n=45) 

meann (SD) 

4.76(1.19) ) 

5.388 (0.59) 

1.78(0.54) ) 

2.455 (0.77) 

1.655 (0.55) 

conventionall  care 

groupp (n=42) 

meann (SD) 

4.011 (1.57) 

4.48(1.03) ) 

2.588 (0.90) 

2.92(1.08) ) 

2.688 (0.94) 

p-value e 

0.015 5 

O.001 1 

O.001 1 

0.022 2 

O.001 1 

Thee topic 'general treatment satisfaction' contained five questions. The score of three of the 

questionss were not significantly different. These questions handled about the time the patients 

spentt on the control of the treatment. In the topic 'psychological distress' four of the seven 

itemss were not significantly different. 
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TableTable 3: Mean scores in the 32 items of the quality of life questionnaire in the study and the 
controlcontrol group, and the p-values for every item. 

Item m 

3 3 
6 6 
14 4 
23 3 
26 6 
27 7 
28 8 
29 9 

self-managementt group 
meann (SD) 

daily y 
1.48(0.90) ) 
1.42(0.97) ) 
1.91(1.38) ) 
1.511 (1.14) 
2.16(1.64) ) 
1.82(1.19) ) 
2.47(1.34) ) 
1.44(0.99) ) 

conventionall  care group 
meann (SD) 

frictions/worries s 
2.42(1.33) ) 
2.67(1.57) ) 
2.911 (1.60) 
2.49(1.52) ) 
3.02(1.54) ) 
2.58(1.50) ) 
2.70(1.47) ) 
1.88(1.18) ) 

/7-value e 

O.001 1 
O.001 1 
0.002 2 
0.001 1 
0.012 2 
0.010 0 
0.443 3 
0.061 1 

self-efficacy y 
5 5 
9 9 
18 8 
24 4 

5.444 (0.92) 
5.22(1.06) ) 
5.13(1.38) ) 
5.755 (0.53) 

4.511 (1.47) 
4.35(1.45) ) 
3.811 (1.69) 
5.300 (0.83) 

0.001 1 
0.002 2 

O.001 1 
0.004 4 

generall  treatment satisfaction 
2 2 
4 4 
12 2 
15 5 
21 1 

4.36(2.01) ) 
4.60(1.86) ) 
5.24(1.30) ) 
5.44(1.06) ) 
4.18(1.99) ) 

3.377 (2.09) 
3.811 (1.97) 
4.533 (1.97) 
4.40(1.76) ) 
3.93(1.82) ) 

0.027 7 
0.058 8 
0.051 1 
0.001 1 
0.545 5 

distress s 
1 1 
10 0 
13 3 
19 9 
25 5 
30 0 
31 1 

2.04(1.19) ) 
2.911 (1.28) 
2.02(1.27) ) 
4.044 (1.77) 
1.91(0.95) ) 
1.62(0.96) ) 
2.58(1.44) ) 

2.83(1.67) ) 
3.49(1.59) ) 
2.53(1.56) ) 
3.79(1.88) ) 
2.67(1.36) ) 
2.33(1.61) ) 
2.72(1.69) ) 

0.014 4 
0.065 5 
0.096 6 
0.517 7 
0.003 3 
0.016 6 
0.670 0 

strainedd social network 
7 7 
8 8 
11 1 
16 6 
17 7 
20 0 
22 2 
32 2 

2.11(1.56) ) 
2.16(1.28) ) 
1.82(1.01) ) 
1.11(0.75) ) 
1.311 (0.79) 
1.67(1.26) ) 
1.76(1.30) ) 
1.27(0.54) ) 

3.422 (1.88) 
3.19(1.72) ) 
3.07(1.58) ) 
1.70(1.12) ) 
2.233 (1.44) 
2.57(1.56) ) 
2.933 (1.74) 
2.19(1.31) ) 

0.001 1 
0.002 2 

O.001 1 
0.005 5 

<0.001 1 
0.004 4 
0.001 1 

O.001 1 
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Thee patients in both groups were concerned about their health, future and adverse events. But 

inn the self-management group patients feel they have less worries about the treatment and 

otherr people's reaction on it. In the 'daily frictions' patients in the conventional care group 

havee more problems on their jobs or other activities probably because they have to spend 

moree of their working time on the treatment. The largest difference we found in the 'strained 

sociall  network'. On all eight items the self-management group had a significant lower score. 

Thee same for the topic 'self-efficacy', which had the highest mean score (5.38) in the self-

managementt group. 

9.55 DISCUSSION 

AA large number of patients are for several reasons on chronic anticoagulant therapy. To 

achievee and maintain a stable therapeutical anticoagulation level is important to minimize the 

riskk of anticoagulant therapy related complications. This requires frequent, time-consuming 

laboratoryy controls. The treatment is an interference in lifestyle. Together with the awareness 

off  the risk of thromboembolic and hemorrhagic complications and the prospect of life-long 

medicationn with anticoagulants it can be a heavy burden and possibly affects the compliance 

off  the patients. However, the perception of treatment will also be affected by worries about 

underlyingg disease. 

Walterr et al state that 'questions must be clearly defined to enable arrival at justifiable 

conclusions,, each aspect of quality of life must be separately covered, and questionnaires 

mustt be standardized to enable meaningful comparison'. Quality of life includes social and 

medicall  status, psychological and practical aspects. These items were all included in the five 

topicss of Sawicki's questionnaire, listed in table 2. The questionnaire was already validated 

forr the same purpose as we used it for. In addition, using the same questionnaire gives the 

opportunityy to compare results. 

Thee fluctuating prothrombin times and the risk of adverse events are feared by the patient. In 

thee management of diabetes, studies have shown that increased knowledge leads to better 

adherencee to treatment regimens(9,0). The background information in the educational program 

aboutt the coagulation system, anticoagulants and their side-effects could be one of the reasons 

forr the significant lower score in daily worries and psychological distress in the self-

managementt group. 

Patients'' general satisfaction regarding the management of anticoagulation was significantly 

largerr in the self-management group as compared with a group receiving conventional care. 

Patient-independencee of the clinics increased the self-efficacy and considerably improved 

patientt satisfaction with their anticoagulant treatment, which confirms identical findings in 

onee of the previous studies(2). The less time-consuming self-monitoring is also an important 
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factorr of the general treatment satisfaction in the patient self-management group. In addition, 

thee opportunity for monitoring therapy at weekends or public holidays or when traveling 

abroadd is affecting patients' social life in a positive way and enlarge their freedom of 

movement. . 

However,, the treatment satisfaction is also quite high in the conventional care group. The 

controll  patients at the thrombosis service did not know about the alternative control strategies. 

Itt may be interesting to investigate whether this difference in quality of life remains if the 

patientss on conventional care would be informed about patient self-management. The other 

possibilityy to investigate improvements of quality of life is the strategy Sawicki et al used in 

hiss study(2). He assessed the quality of life of the study group and the control group at baseline 

andd after six month. Quality of life improved significantly in the self-management group 

comparedd to the control group. 

Inn conclusion, self-management was well accepted and appreciated by the participating 

patients.. Patients who are on patient self-management using a portable PT time monitor seem 

too have a better treatment-related quality of life compared to patients managed by the 

Thrombosiss Service. This would make patient self-management a good and friendly 

alternativee to management at a specialized anticoagulation clinic. 
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