Table 2.  Characteristics of Participant Hospitals (Approximate Figures)
Hospital A Hospital B Hospital C Hospital D Hospital E Hospital F Hospital G

No. ofbeds 300 390 510 520 690 880 1100
Intensive care unit’ 10 5 10 10 10 25 50
No. of inpatient-days 101,000 114,000 153,000 142,000 299,000 262,000 397,000
Average LOS! 12 14 14 12 15 16 15
No. of doctors 80 110 120 100 130 240 290
No. of nurses 240 370 450 470 510 570 960
No. of pharmacists 20 20 20 30 20 50 60
No. of other medical staff* 90 270 110 160 90 310 290
No. of administrative staff 80 100 50 160 40 330 410
No. of others 50 30 40 180 80 190 160

*Presented is the total number including intensive care unit, coronary care unit, high care unit, neonatal intensive
care unit, and maternal-fetal intensive care unit.

Presented is average length of stay limited acute beds.

*Presented is the total number of co-medicals without pharmacists.
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The subjective incremental cost of informed consent and documentation in
hospital care: a multi-centre questionnaire survey in Japan
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Abstract

Objective: To reveal the amount of time and financial cost required to obtain informed
consent and to preserve documentation.

Methods: The questionnaire was delivered to all staff in six acute care public hospitals in
Japan.  We examined healthcare staff perceptions of the time they spent obtaining informed
consent and documenting information.  All data were collected in 2006 and estimates in the
past week in 2006 were compared to estimates of time spent in a week in 1999. We also
calculated the economic costs of incremental amounts of time spent in these procedures.
Results: In 2006, healthcare staff took about 3.89 hours (95% Confidence Interval (CI)
3.71-4.07) per week to obtain informed consent and 6.64 hours (95% CI 6.40-6.88) per week
to write documentation on average. Between 1999 and 2006, the average amount of time for
conducting informed consent was increased to 0.67 (P < 0.001) hours per person-week, and
the average amount of time for documentation was increased to 0.70 (P < 0.001) hours per
person-week. The annual economic cost of activities for informed consent and
documentation in a 100-beds hospital increased from 117,755 to 449,402 US dollars.
Conclusions: We found a considerable increase in time spent on informed consent and
documentation, and associated cost over a seven year time period. Although greater
attention to the informed consent process should be paid to ensure the notions of patient
autonomy and self-determination, the increased resources devoted to these practices must be

considered in light of current cost containment policies.
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Table3. The Volume and Proportion of Manpower Activities for Patient Safety and Infection Control

A B C D E F G Avg.
Total activities (person-hour/year) 27,787 44,472 43,685 48247 19,414 26,753 78,540 417271
Activity domain (%)
Meetings and conferences 4.5 89 8.6 25.0 144 10.1 7.8 113
Internal audit 60.9 0.8 23 1.5 14.8 12.1 4.7 10.0
Internal education 42 9.8 14.5 58 8.0 283 79 10.4
External education 0.7 7.6 0.9 3.0 43 6.6 1.1 3.1
Incident reporting 50 24.5 20 54 19.0 84 11.3 10.6
Infection surveillance 2.7 0.5 1.8 49 1.6 85 0.9 25
Development of standardized manuals 4.8 1.2 29 0.6 3.6 2.0 04 1.7
External audit 0.0 3.8 04 03 0.0 32 0.0 1.0
Maintenance of medical equipments 12.3 4.7 13.7 12.8 12.9 0.0 9.9 9.7
Management of medications 0.0 31.7 334 344 203 0.0 52.8 314
Other activities 4.8 6.6 19.5 6.3 1.0 20.7 3.2 0.0
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Table 4. One-Year Incremental Costs of Hospital-Wide Activities for Patient Safety and Infection

Control
Activity Domain A B C D E F G Average
Material & other costs
Sub total (US Million §)? 0.456 0.336 0.635 0.691 0.503 0.406 0.297 0.475
Materials for patient safety 4.0% 19.2% 16.8% 3.5% 12.3% 3.3% 0.0% 8.7%
Materials for infection control 79.4% 37.2% 26.6% 39.6% 31.7% N/A N/A 45.8%
Equipments for patient safety 4.9% 12.0% 14.2% 2.1% 4.7% 0.6% 1.2% 5.9%
Vaccination 1.8% 0.5% 10.9% 3.5% 0.0% 4.4% 19.7% 5.4%
Spaces for conference or training 4.8% 9.7% 7.4% 15.9% 13.1% 11.6% 23.7% 11.9%
Handouts 0.9% 3.3% 0.5% 3.5% 1.3% 2.5% 6.6% 2.4%
Disposal cost 2.4% 7.4% 21.6% 26.5% 32.3% 57.0% 42.7% 26.4%
Others® 1.9% 10.7% 2.0% 5.3% 4.6% 20.7% 6.1% 6.6%
Human resource costs
Sub total (US Million $)* 0.823 1.144 1.168 1.409 0.591 0.783 2.206 1.161
Meetings and conferences 5.0% 11.2% 11.1% 28.8% 18.8% 11.7% 11.1% 14.2%
Internal audits 62.5% 0.9% 2.7% 1.7% 14.3% 12.2% 5.9% 11.0%
Internal education 4.2% 10.8% 15.7% 6.0% 7.4% 34.8% 9.6% 11.7%
External education 0.7% 4.2% 1.2% 2.8% 3.8% 5.0% 1.2% 2.4%
Incident reporting 5.0% 29.9% 2.7% 5.4% 20.3% 8.4% 11.3% 11.4%
Infection surveillance 2.8% 0.9% 2.1% 4.7% 1.6% 7.9% 1.2% 2.7%
Development of standardized manual 5.8% 1.2% 4.0% 0.5% 43% 2.1% 0.5% 2.1%
External audits 0.0% 3.6% 0.5% 0.1% 0.0% 3.3% 0.0% 0.9%
Maintenance of medical equipment 8.6% 5.1% 14.4% 12.3% 12.0% 0.0% 9.9% 9.4%
Management of medications 0.0% 28.5% 21.0% 30.9% 16.0% 0.0% 46.0% 26.0%
Other activities 5.6% 3.7% 24.6% 6.8% 1.4% 14.7% 32% 8.2%
Total costs (US Million §)°
For patient safety 0.793 1.109 1.175 1.341 0.615 0.550 2.104 1.098
For infection control 0.486 0.371 0.629 0.759 0.479 0.638 0.400 0.538
Total 1.279 1.480 1.804 2.101 1.094 1.188 2.504 1.636

N/A - not available.
# JPN¥100 = US$0.85 (April 2007).
® Includes fees for participation in each training session and external reviews.
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Table 5.

Indicators Based on Total Incremental Cost for Patient Safety and Infection Control

Indicators Hospital A Hospital B Hospital C Hospital D Hospital E Hospital F Hospital G Average
Total cost
Ad]ﬁfl?of sf)(io beds (US 423 378 352 403 160 135 226 297
Eq“;ﬂ;“;“:;‘;g y‘:;i‘aff that 99 2% 29 33 17 19 40 26
Ra“;sef:::‘i% total medical ;¢ 1.53 2.01 2.57 0.94 0.55 N/A 1.62
Total cost per unit
Per bed (USS$)* 4,234 3,785 3516 4,032 1,597 1,355 2,264 2,969
Per paticnt-day (USS)" 12.61 12.94 11.80 14.79 478 453 6.31 9.68
N/A = not available.

* JPN¥100 = US$0.85 (April 2007)

® Based on the average total income of all healthcare staff.

¢ Since we could not obtain the data of total revenue in hospital G we did not indicate the value.
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The subjective incremental cost of informed consent and documentation in
hospital care: a multi-centre questionnaire survey in Japan
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A T7F—L K- arty NOBREE, BURBRERORES. EAHE BEOM
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% FEHi3 5 shared decision making {2 EMIZB VW THBD TEEREHTH D, BEMND
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1T 3.89 (95% (EEXM : 3.71~4.07) BB ThH o7z, MEERNFEHO 1 BE STV FE
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LSRRI T 6.64 (95%ISHXM : 640~6.88) R TH V. FEFRBIOHFRIL 588~
9.04 BRI TH o 72,

AV T7r—b K arky hBIUREERDO D DEROHHERANERE S EIT.
4,968~5,349 T A - BRRE] (100 BREFEHAE - 5,080~10,776 F A - Kifdl) Toho72, 1999
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Introduction

Informed consent is a critical element in the provision of appropriate treatment
information and shared decision making [1]. There is no doubt that obtaining a patient’s
informed consent is now widely accepted as one of the key duties of any good health
professional [2, 3]. The importance of informed consent has been asserted by the American
Medical Association and the British Medical Association [4, 5]. In Japan, all healthcare staff
were encouraged to obtain informed consent after the revision of the 1997 Medical Service
Law [6]. The Japanese Ministry of Health, Labour and Welfare declared that the
establishment of patient-centred medicine is one of the most important issues in delivering
health care services [7]. Because of this, they began to encourage the enhancement of
clinical informed consent.

With an increased drive to provide informed consent among hospitals, the resulting
increased burden on healthcare workers has been acknowledged as a problem. Doctors were
unhappy because they feel overworked and undersupported [8]. However, this phenomenon
was not limited to hospitals in the UK. A recent questionnaire found that most (2,219,
response rate: 67.7%) Japanese doctors suffered from increased burdens compared to the
situation three years ago because of four major reasons: increased time consumption from
non-medical practices such as committees and conferences, increased time required to spend
with patients, the enforcement of increased time and attention needed for informed consent
and patient safety, and increased documentation [9]. If the activity involved in obtaining
informed consent causes heavy burdens on health workers, such activities, even if
theoretically expected to improve patient-physician relationships and therefore to have a
beneficial impact on health outcomes, could instead ultimately contribute to the deterioration
of the healthcare system. Despite these concerns, there has been little evidence to
quantitatively associate resource consumption with obtaining informed consent.

Given the purpose of informed consent, it seems to be an outrageous idea to lump
together the process of getting patient consent and the cost issue attributable to the practice.
Health care staff may question the necessity of demonstrating a cost of informed consent,
arguing that the imperative for consent is a matter of professional ethics, not burden.
Unfortunately, however, it is true that healthcare staff suffered from increased burdens, and
the burdens could cause the issue of sustainability of desirable health care delivery.
Therefore, this study was conducted to reveal the amount of time (in terms of manpower

hours) required to obtain clinical informed consent and its associated documentation, and to
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investigate the increase in time consumption for these activities since 1999, when medical
accidents were not yet as widely covered by the media. In addition, using conversion rates
to monetary value by type of profession and years in practice, we also estimated the resulting

increase in economic cost, for use in formulating sustainable health delivery systems.

Methods

Subject

In February 2006, we sent a questionnaire to all full-time staff (3,304 in total) in six
public hospitals in western Japan. With assistance from supportive staff members in each
hospital, the questionnaires were distributed, answered, and returned.  This study was
approved by the Institutional Review Board at the Graduate School of Medicine of Kyoto

University.

Questionnaire

The questionnaire consisted of the following questions:

e How much time did you spend obtaining informed consent from patients and their
families in the past week? (“Informed consent” includes all associated activities.)

e How much time did you spend obtaining informed consent from patients and their
families in a week in 1999, when the media coverage of medical accidents was not yet
as intense?

e How much time did you spend preserving medical records and writing documents in
the past week?

e How much time did you spend preserving medical records and writing documents in a
week in 1999?
In addition, we also included questions about the specific type of profession and years

in practice in order to obtain the characteristics of the responders.

Data Analysis

There were three exclusion criteria in this study: responders whose answers involved
amounts of time that were over the 95th percentile (outliers), data where either the type of
profession or years in practice was missing (excluded only when performing subgroup

analysis), and responders who had practiced for less than ten years (excluded only when
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comparing the amount of activity time between 1999 and 2006).

Because the incremental analysis compared situations with a seven-year span and
because most healthcare staff spend much of the beginning portions of their careers in training
programs, we focused on individuals who had more than ten years of experience. In
addition to this “direct comparison”, we conducted an “indirect comparison” by targeting
individuals who had less than ten years in practice, who did not assess the amount of time
spent (missing data), who were judged as outliers, and who did not respond to the
questionnaire. To predict their incremental hours of activity for informed consent and
documentation, we investigated the relationship between the amount of time spent and years
in practice. 'We also examined whether the reasons for the missing data were random or not.

We converted the volume of activities into monetary values through the use of
conversion rates based on national statistical data [10-12]. The estimates were also
converted to US dollars using the Purchasing Power Parities of JPN¥100 = US$0.85 (April
2007) [13]. The conversion rates of 1-hour activity (in US dollars) by years in practice for
10-19 years and for 20+ years were, respectively: doctors, 46.5 and 55.8; nurses, 27.4 and
32.3; co-medicals, 26.3 and 33.0; others, 25.7 and 32.3. In addition, since the annual amount
of resources consumed per hospital depended on the number of beds, we adjusted each
hospital to a bed-size of one hundred.

Differences in activities for informed consent and documentation between 1999 and
2006 were compared using the non-parametric Wilcoxon matched-pairs signed-test.
Subgroup analyses were also calculated using suitable tests. SPSS version 14.0 (released

14.0.1; SPSS, Chicago) was used to perform the statistical analysis.

Results

Of the 3,304 questionnaires sent, we received 2,924 replies (response rate of 88.5%,
range 74.1-97.4%) (Table 1). The overall distribution of years in practice in the six hospitals
was as follows: less than 5 years, 33%; 5 to 9 years, 21%; 10 to 19 years, 21%; 20 years and

over, 23%. Data was similar in each hospital.
Volume of Manpower Resources

Excluding the outliers and the responses with missing data, we analysed 2,172

responders for informed consent and 2,079 responders for documentation. Overall, in 2006,
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the distribution of weekly time consumed to obtain informed consent by type of profession in
each hospital was similar when compared to the other hospitals (P = 0.130, Kruskal-Wallis
rank test) (Table 2). All staff took about 3.89 hours per week (95% confidence interval (CI)
3.71 to 4.07) on average to obtain informed consent. The average time in each hospital
ranged from 3.45 to 4.21 hours per week. The greatest amount of time for informed consent
was reported as 6.38 hours per week (95% CI 5.78 to 6.98). The average time taken weekly
to write documentation per staff was 6.64 hours (95% CI 6.40 to 6.88) with a range from 5.88
to 9.04 hours.

Table 3 shows the average amounts of time in 1999 and 2006 with respect to years in
practice in 2006. Though the activity for informed consent and documentation increased
from 1999 to 2006 as a general trend, a Kruskal-Wallis rank test indicated that the amount of

time did not significantly change with years in practice.

Incremental Analysis

A total of 830 responders for informed consent and 810 responders for
documentation were eligible for our incremental analysis. Table 4 compares the averages
and 95% CI for informed consent and documentation between 1999 and 2006. Overall, the
mean amount of time consumed to obtain informed consent was significantly increased to
0.67 hours per week (95% CI 0.47 to 0.88; P < 0.001, Wilcoxon matched-pairs signed-test).
In each hospital, the activities associated with obtaining informed consent resulted in a
signiﬁcaﬁt increase in time consumption except for hospital B (P <0.001). In addition to the
activities associated with informed consent, time consumption associated with documentation
was increased to an average of 0.70 hours (95% CI 0.42 to0 0.97; P <0.001). In five of the
hospitals, this value was found to be significantly different from the time spent seven years
ago (P <0.05). Overall, doctors showed the highest increase in time consumption from
activities for informed consent (1.18 hours/week), followed by co-medicals (0.72 hours/week),

others (0.64 hours/week), and nurses (0.55 hours/week).

Hospitals' increased volume of activities and costs

For the individuals with less than ten years in practice, missing data, outliers, and
non-responders, we estimated the incremental hours using estimates of direct comparison
derived from the eligible group in the incremental analysis. There was no observed

association between increased years in practice and the amount of time needed to obtain
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informed consent and complete documentation procedures (Table 3). In addition, there was
no statistically significant difference in years in practice between eligible and ineligible
(because of missing data) responders (47.5% vs. 48.9% had practiced 10-19 years; P =
0.637, chi-squared test). There was also no significant difference between eligible and
ineligible responders in terms of time spent performing documentation (45.7% vs. 49.8%; P
= 0.174, chi-squared test). Since the distribution of years in practice for both the eligible and
ineligible groups was almost identical, we concluded that the missing data was due to random
effects. The outlier responses were also independent of the type of profession and years in
practice. Thus, despite not having information regarding the distribution of years in practice
in all subjects to which we sent questionnaires, we assumed the distribution to be similar to
that of the missing data.

Table 5 depicts the adjustment index used to apply the direct estimate to the indirect
estimate groups. In an analysis of the amount of activity volume, the index was set as a rate
of samples in the eligible group to samples in the ineligible group. For cost analysis, the
index was based on the distribution of profession type and years in practice in order to reflect
the difference in opportunity cost amongst them.

The annual total increase in the volume of resources used for informed consent and
documentation are summarized in Table 6. In a direct estimation analysis, the incremental
amount of time to obtain informed consent and to preserve documentation increased to an
average of 4,968 and 5,349 thousand person-hours per year, respectively. With the inclusion
of indirect analyses estimates, the annual total amount of increased resources in each hospital
ranged from 18,361 to 72,843 thousand person-hours. After a bed-size adjustment to 100,
the total amount of increased resources amounted to 5,080 to 10,776 thousand person-hours
per year. The incremental cost estimates between 1999 and 2006 are shown in Table 6.

The annual economic cost of activities related to informed consent and documentation in é
hospital with a bed-size of one hundred were calculated as -400 to 181,478 US dollars and
56,172 to 281,574 US dollars, respectively. These incremental costs were equivalent to

employing 2.0 to 7.5 full-time staff dedicated to informed consent and documentation in a

100-beds hospital.

Discussion

This study provides new information about the differences in time and economic cost
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healthcare staff spent obtaining informed consent and documenting medical data between
1999 and 2006. Although hospital employees have suffered from increasingly heavy
burdens in the recent healthcare environment, little to no attention has been paid to measuring
these burdens empirically. In practice, informed consent is intended to ensure that the
ethical principle “respect for persons”, which includes the notions of patient autonomy and
self-determination, is honored. It is a patient right. Nonetheless, the activities related to
and the cost for obtaining informed consent and providing documentation between 1999 and
2006 were a considerable increase. Degrees of increase were the equivalent of the
employment of an extra 2.0 to 7.5 full-time staff members with the dedicated purpose of
obtaining informed consent and providing documentation in a 100-beds hospital.

There are many advantages to this study’s methodology in terms of reliability and
validity. First, the high response rate (88.5%) suggests a high internal validity. Second,
this study was conducted by targeting all staff in six hospitals. The results show that the
distribution of the amounts of time per week by type of profession in each hospital was
similar. This finding suggests that this study has a relatively high external validity. With
these in mind, this is the first study to offer critical insights into the neglected cost issues
associated with obtaining informed consent.

Study findings suggest that activities related to obtaining informed consent and
providing documentation are associated with an increased burden on the healthcare staff.
According to accounting (not economic cost) reports of each hospital [14, 15], adjusted
personnel expenses per person-year (weighted average of number of type of profession, their
annual income, and Japanese consumer price index) decreased between the two periods
examined in this study (109,610 US dollars in 1999 compared with 106,932 US dollars in
2006). Furthermore, due to the decreased average length of stay over these seven years
among all hospitals, the total amount of work time seems to have increased substantially.
This is because as the average length of patient stay decreases, the total patient volume per
year (along with accompanying informed consent and documentation activities) increases.
Furthermore, the growth of national health spending in Japan slowed with figures in the fiscal
years of 2002 and 2006 estimated at 1.30% and 1.36%, respectively. In such an environment,
our results show that over these seven years the time used to obtain informed consent and to
document medical information increased an average of 8,257 thousand person-hours in a
bed-size of one hundred.

One exception to this trend was in hospital B. The incremental amount of activity

volume for informed consent in hospital B was extremely small. Furthermore, the
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incremental cost estimates indicated a negative value for this hospital. However, this was
likely due to the fact that their activity for informed consent in 1999 was already high
compared with other hospitals in that year (0.58 to 1.26 person-years higher, see Table 3).
The same holds true for data in 2006 (0.12 to 0.88 person-years higher, see Table 3).
Therefore, our results are consistent with research suggesting that the demand on doctors’
time is reaching a breaking point [6].

As shown in Table 3, our results are in accordance with societal change. Japanese
hospitals have shunted resources into patient safety-related activities since 1999, when there
was a dramatic rise in social concern and health policy. In a separate study that is currently
under submission, we targeted seven hospitals that invested incremental resources into patient
safety and infection control. In these hospitals, the annual increased economic cost reached
1.1 to 2.5 million US dollars per hospital between 1999 and 2004. This amount was
equivalent to the employment of 17 to 33 full-time staff dedicated to patient safety and
infection control.

Although self-reports are often used in time measurement, long intervals can have a
substantial impact on responders’ report of time used for a task [16]. While this type of
hindsight bias does present a study limitation, there are many reasons which support the
accuracy and validity of our data. In 1999, a wave of devastating medical errors appeared in
the media. This led to growing social concerns for patient safety in Japan, prompting a
series of changes in professional behaviour. These changes included increased
documentation and information provision for patients. The year 1999 marked a turning
point in the struggle for patient safety in Japan. Therefore, the specific citation of the year
1999 in a phrase of the questionnaire was expected to work as a memory anchor and arouse
the responders’ memory of the situation. Also, when assessing data, the amount of time
spent for informed consent and for documentation significantly differed among the various
profession types. This time significantly increased for each profession type from 1999 to
2006. However, the time spent for each profession type was not significantly different
across the hospitals (data not shown). In addition, the amount of time spent between
activities for informed consent and for documentation in each hospital was significantly
different (using the Wilcoxon matched-pairs signed-test; data not shown). These
discriminant and convergent characteristics of the results match theoretical expectations and
can be regarded as supporting evidence for acceptable accuracy and validity of the estimated
time based on the self-reports of groups of people.

Further studies are needed to verify the sustainability of activities for informed
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consent. The issue we suggested in this article is fraught with serious problem. Obtaining
a patient’s informed consent is widely accepted as one of the key duties of any good health
professional [2, 3]. Informed consent is intended to ensure that the ethical principle “respect
for persons”, which includes the notions of patient autonomy and self-determination, is
honored. Itis a patient right. In practice, there is some indication that these activities
contribute to the quality of healthcare services. For example, good adherence to drug
therapy is associated with positive health outcomes [17, 18]. Thus, efforts to improve
patients’ adherence is a critical activity in providing healthcare. We consider obtaining
informed consent a key element of such efforts.  Also, treating patients with respect and
communicating in an honest, forthright, and empathetic attitude is thought to improve the
physician-patient relationship and thereby reduce legal risk [19-22]. Therefore, it seems to
be an outrageous idea to lump together the process of getting patient consent and the cost
issue attributable to the practice.

Notwithstanding the purpose of the informed consent, in fact, activities for informed
consent may also increase fatigue in healthcare staff, since obtaining informed consent
requires the consumption of great amounts of time as revealed in this study. While
controversial [23, 24], considering the current research that suggests a relationship between
extended work duration and medical errors [25, 26], there is some concern that work quality
may spiral downward. Hence, a study designed to reveal the impact of cost and benefits of
obtaining informed consent and to evaluate the extent to which patients are willing to pay for
their informed consent is necessary. Based on these points, further consideration is needed

to develop a sustainable health system.

Conclusion

We have shown for the first time that the amount of time to obtain informed consent
and to preserve proper documentation has increased significantly over the seven years
between 1999 and 2006. These processes involve substantial activities and resources. To
ensure the notions of patient autonomy and self-determination, healthcare staff should pay
greater attention to the informed consent process. Unfortunately, however, these activities
might increase the fatigue of healthcare employees under current cost containment policies,
Together with the results of this study, policy discussions on how to delivery patient-centred

health care services without overworking healthcare employee is necessary.
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Table 1 Characteristics of Hospitals and Questionnaire Responses

Characteristics Hospital Hospital Hospital Hospital Hospital Hospital
A B C D E F
Participant hospital
No. of beds (2006) 560 410 470 680 540 220
Response
No. of questionnaires sent 640 521 549 823 582 189
. . 570 465 491 783 431 184
No. of questionnaires returned (response rate)
(89.1%) (89.3%) (894%) (95.1%) (74.1%) (97.4%)
No. of responders with less than 10 years in 296 230 254 537 167 104
practice (519%) (49.5%) (51.7%) (68.6%) (38.7%) (56.5%)
No. of missing data regarding incremental
time spent for informed consent in 84 97 81 84 75 11
responders with more than 10 years in (14.7%) (209%) (16.5%) (10.7%) (17.4%) (6.0%)
practice
No. of missing data regarding incremental
. . 80 98 79 80 77 13
time spent for documentation in responders
(14.0%) (21.1%) (16.1%) (102%) (17.9%) (7.1%)

with more than 10 years in practice
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