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III Current Analysis of Medical Near-miss/Adverse Event Information

2. Collection of Follow-Up Information on Medical Adverse 
Events

When an Expert Analysis Group determines that more detailed information from the medical institution 
is required for analysis, it makes written inquiries to the reporting medical institution or, if the institution 
agrees to cooperate, conducts an on-site visit. The details of additional information provided are utilized in 
considering medical safety measures.

[1] Collection of Follow-Up Information in Writing
In 2017, 135 written inquiries concerning medical adverse events were made to medical institutions and 131 
responses were received. The breakdown of these is shown in Fig. III-2-1.

Fig. III-2-1   Breakdown of Written Requests for Follow-up Information
Overview of the event Number of events

Drugs 58
Blood transfusions 0
Treatment/procedure 21
Medical device, etc. 9
Drainage tubes or other tubes 7
Examination 6
Nursing care 21
Others 13

Total 135

[2] Collection of Follow-Up Information via On-site Visits
Medical institutions where nine medical adverse events occurred were asked to cooperate in conducting on-
site visits, and they all did so. A list of on-site visits conducted in 2017 is provided in Fig. III-2-2, while details 
of a few of these visits are provided in Fig. III-2-3.

Fig. III-2-2   List of On-site Visits

Visit The type of 
event Summary of event

1

Drugs

Event in which Sandimmun Oral Solution was dispensed and administered in error instead of Neoral 
Oral Solution

2 Event in which drugs were over-prescribed when the prescription ordering system was switched from 
prescribing on the basis of amount per day to amount per time

3 Event in which the drug name was entered as free text instead of being selected from the list when 
entering allergy information and an alert was therefore not generated when the drug was prescribed

4 Blood 
transfusions Event in which the wrong blood type was transfused due to an error in determining the blood type

5

Treatment/
procedure

Events in Which Nor-Adrenalin Was Administered Instead of Adrenaline During Resuscitation

6 Event in which the person involved intended to check the outpatient’s blood test results a few days 
later, but forgot to do so

7 Event in which the physician checked the image from a CT examination, but failed to look at the 
diagnostic imaging report

8
Event in which the physician continued the patient’s treatment with oral anticancer drugs without 
checking the laboratory data at the time of the outpatient consultation, resulting in the patient being 
affected

9 Drainage tubes 
or other tubes

Event in which the nasogastric feeding tube was inserted into the lung in error and oral medication 
injected into it

*The type of event is based on the item selected by the medical institution in its report.
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2. Collection of Follow-Up Information on Medical Adverse Events

Fig. III-2-3   Overview of On-site Visits

Visit 6   Event in which the person involved intended to check the outpatient’s blood test results a few 
days later, but forgot to do so

Event as reported

Summary of event Background and causal factors Improvement measures

The patient had been on anti-hepatitis B virus 
drugs for 6 years 8 months due to chronic 
hepatitis B and underwent an abdominal 
ultrasound and blood tests once every three 
months. The physician had many similar 
patients under their care and usually set a 
date for another outpatient consultation after 
the blood tests and abdominal ultrasound 
examination had been carried out, once the 
results were known. As the patient had to travel 
a long way to the hospital, the physician carried 
out the examinations and consultation on the 
same day, with the intention of reducing the 
burden on the patient. Any results not available 
on the day of the consultation were checked 
about a week later by the attending physician 
and reported to the patient by telephone only if 
there were any abnormal findings. The AFP and 
HBV-DNA results were not available in time 
for the previous consultation, so the physician 
explained only that there were no abnormalities 
in the portion of the blood test results that were 
available at that point or in the findings from 
the abdominal ultrasound, and then booked the 
next consultation in for a date three months 
later. The physician was in the habit of using 
their smartphone’s memo function to make 
a note of patients whose examination results 
needed to be checked, but in this patient’s 
case, the physician forgot to check the results, 
possibly due to having forgotten to make a 
note to do so. At the consultation three months 
later, a liver carcinoma measuring about 4 
cm was found by the abdominal ultrasound 
examination and the patient’s AFP had risen 
markedly to 33,879, so the physician reviewed 
the AFP from three months earlier and noticed 
that it had already been elevated then, at 544. 
An emergency CT examination was performed 
and a single liver carcinoma was confirmed in 
the S4 segment of the liver. If the AFP result 
from three months earlier had been noticed at 
an early stage, an emergency CT examination 
would have been carried out immediately at 
that point to thoroughly investigate the cause. 
Even if the liver carcinoma had not shown up on 
the image at that stage, the patient would likely 
have been followed up at shorter intervals and 
the diagnosis could possibly have been made a 
month or two earlier.

The physician arranged examinations 
and consultations on the same day 
for patients who had to travel a long 
way. Where results were not available 
on the day of the consultation, the 
physician made a note and relied on 
it as a reminder to check the results 
later on and contact the patient if 
there were any abnormalities. On this 
occasion, the physician was unable 
to check the AFP result at the time of 
the consultation (it is likely that the 
result would have been ready if they 
had waited about another 30 minutes), 
but because the result for HBV-DNA 
was going to take about another two 
weeks, the physician decided that it 
would be fine to check the AFP result 
later as well. However, because the 
physician did not make a note of this, 
they forgot to check the test result. The 
physician had forgotten to check test 
results before the next consultation on 
two or three other occasions (although 
in those instances, the results were not 
crucial) and was therefore aware of the 
risk of using this method, but had not 
changed it.

•  Systems reliant upon the memory 
of a single physician as in this case 
should no longer be used.

•  The following ideas have been 
suggested and are currently under 
consideration.

○  Examinations and consultations 
should not take place on the same 
day; consultation dates should 
be set once all the examination 
results are available.

○  If examination results will be 
available on the day, the patient 
should be asked to wait until the 
results are available, so that the 
results can be explained to them 
face to face.

○  If examination results will 
be available on the day, the 
patient’s record should be held in 
“consultation suspended” mode.

○  If it is absolutely impossible for a 
patient to return for a consultation 
at a later date to be briefed on the 
results of the examination, the 
patient should make inquiries 
by telephone or other means, or 
a dummy consultation booking 
should be made the following 
week in preparation.

○  A system should be created to 
ensure that abnormally elevated 
laboratory data are reported to 
the physician by the laboratory as 
panic values.
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Details of the On-site Visit
Attendees from the Medical Institution

Deputy Hospital Director & Director of the Medical Safety Management Division, Medical Safety Manager (nurse), Pharmaceutical 
Safety Management Officer and Deputy Director of Pharmacy (pharmacist), clerical staff

Findings
1. Lead-up to the event: Explained by the medical institution (set of documents provided by the medical institution)

•  The patient had to travel 2 hours to reach the hospital from their home.
•  Patient’s AFP levels

6 months earlier: 2
3 months earlier: 544 H ← Physician forgot to look at the result.
Now: 33,879 H ← Physician noticed that it was high.

2. Background and causal factors
○ Physicians

•  The examination results were copied and pasted into the electronic medical record for the date of the consultation three 
months earlier, along with the note “AFP  To be confirmed.”

•  The physician usually set one date for the blood test, abdominal ultrasound, and any other examinations required, and then 
booked a consultation on another day once the results were known. However, the physician arranged examinations and 
consultations on the same day for patients who had to travel a long way.

•  If any results were not going to be available on the day, the physician made a note on their smartphone and contacted the 
patient by telephone if it was urgent.

•  The physician had forgotten to make a note two or three times in the past, but in those cases, the examination results were 
not crucial. The physician was aware of the risk of forgetting, but continued to use the same method.

○ Response to panic values
•  The medical institution has specified that the indicators and criteria needing to be reported as panic values include figures 

for hepatic and renal function, blood glucose, electrolytes, and hemoglobin indicative of an emergency.
•  Separate panic value reporting processes have been established for inpatients and outpatients.
•  Panic values have not been set for tumor markers, as these are difficult to determine.

3. Main improvement measures introduced after reporting the event
• The ideas listed in the improvement measures at the time the event was reported are still under consideration.
•  The medical institution decided to adhere to the practice of examinations being carried out on a separate date, with 

consultations taking place once the results were available.
•  The view was expressed that it would be advisable to prohibit contacting patients by telephone, in order to protect personal 

information and prevent errors.

Discussion during the visit, etc. (○: Visitor, ●: Attendees from the Medical Institution)
○  Some medical institutions hand over a sheet of paper with the laboratory data at the time of the outpatient consultation. If a result 

is not available, the relevant space is left blank or the words “To be confirmed” are printed in it, making it easier to tell that the 
patient has not been told the result. Printing off the laboratory data and handing it over to the patient can increase the patient’s 
own interest in the results, which can assist with patient education.

●  Enlisting the patient’s assistance was one idea put forward when the hospital was considering improvements. However, it was 
decided to make the appointments for examinations and consultations on different days.

○  It appears that patients were only contacted about the results in the event of any abnormalities, but patients therefore interpreted 
the physician’s failure to contact them as meaning that everything was fine, so it would be desirable to introduce a system under 
which patients are also contacted if everything is fine.

○  It is usual for panic values to be set at levels requiring treatment to be provided as an emergency. In contrast, tumor markers 
are used to reach a diagnosis promptly. Accordingly, while it is difficult to set panic values for tumor marker levels, it might 
be advisable to adopt an approach in which a report is triggered if a figure in the laboratory data is x times higher than in the 
previous examination.

●  As tumor markers differ according to each patient’s progress, we believe that it is difficult to specify a uniform level. This would 
place a burden on the clinical laboratory, so we are moving forward with discussions focused on making contact only if a figure 
clearly indicates a problem.

○  This particular patient’s PIVKA-II does not seem to have been being measured, but it might be necessary to examine not only 
AFP, but also PIVKA-II and to look at the laboratory data from a more integrated perspective.

○  As stated in the improvement measures, it would be wise to have a system that ensures that someone notices anomalous values, 
rather than individual physicians having to do their best to remember to look.

●  We believe that continued discussion is needed about the figures to be set and methods of communication to be used to ensure 
that the clinical laboratory contacts physicians.

○  It would be helpful to know how staff within the hospital were made aware of this event.
●  We made staff aware of this event at a workshop for all staff.
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Visit 7   Event in which the physician checked the image from a CT examination, but failed to look at the 
diagnostic imaging report

Event as reported

Summary of event Background and causal factors Improvement measures

About a year earlier, the patient had been seen 
by the general medical check-up department. 
An abdominal ultrasound had indicated an 
abdominal aortic aneurysm and the patient’s 
PSA level had also been flagged as being high, 
so the patient was referred to and seen by the 
department of cardiovascular medicine for 
thorough examination of the abdominal aortic 
aneurysm and by the department of urology as 
an outpatient regarding his high PSA level. The 
outpatient attending physician in the department 
of cardiovascular medicine (the same physician 
who carried out the general medical check-
up) performed an abdominal contrast CT 
examination a month later to thoroughly 
examine the abdominal aortic aneurysm. At the 
time of the outpatient consultation seven days 
after the CT examination, the physician wrote 
the finding “Check aortic aneurysm and check 
renal function in six months” on the patient’s 
record and booked a blood test and abdominal 
ultrasound examination. The abdominal 
ultrasound examination carried out in the 
course of an outpatient visit four months later 
resulted in the finding “No significant changes 
in the abdominal aortic aneurysm, no problems 
with the kidneys.” An abdominal ultrasound 
examination carried out during a complete 
medical check-up for lifestyle diseases another 
seven months later resulted in the finding 
“suspected renal cell carcinoma.” When 
another physician conducting health check-ups 
looked back over the past laboratory findings, 
they discovered that the comment “suspected 
renal cancer, for thorough examination” in 
the findings from the abdominal contrast CT 
examination carried out about 11 months earlier 
had been overlooked.

The physician in charge of health 
check-ups was also the attending 
physician in the department of 
cardiovascular medicine who 
requested the examination (holding 
both posts concurrently) and had the 
preconceived notion that, based on the 
results of the abdominal ultrasound 
and urinary cytodiagnosis carried 
out at the time of the health check-up, 
there should be no important renal 
findings. The attending physician 
in the department of cardiovascular 
medicine ordered an abdominal 
contrast CT examination for thorough 
examination of the aortic aneurysm, 
but, being confident in their own 
ability to interpret images in their 
field of specialism, did not look at 
the interpretation of the image by the 
radiology department. The patient was 
referred to the outpatient attending 
physician in the urology department 
by the general medical check-up 
department on the grounds of high 
PSA and underwent a pelvic MRI 
examination and another PSA test 
to thoroughly examine the prostate, 
but the physician did not notice the 
findings from the other examination 
(abdominal contrast CT examination). 
The patient’s renal cancer was found 
to be a type of tumor that is difficult 
to detect by means of an abdominal 
ultrasound examination.

•  It might be possible to build a 
system that sends the attending 
physician a warning of some kind 
from the radiology department 
if an imaging examination leads 
to the discovery of an abnormal 
finding other than the purpose of 
the examination or in a location 
other than the organ on which the 
examination focuses.

•  Some kind of double-check 
mechanism will be put in place 
in outpatient departments for 
checking examination results.

•  The physician in the general 
medical check-up department 
was also the outpatient attending 
physician in the department of 
cardiovascular medicine to which 
the patient was referred for follow-
up of the abdominal aorta and that 
physician did not look at anything 
other than the abdominal aorta, 
due to their own assumptions. 
Accordingly, patients will, in 
future, be referred to a different 
physician, to serve as a double-
check.

2. Collection of Follow-Up Information on Medical Adverse Events
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Details of the On-site Visit
Attendees from the Medical Institution

Deputy Hospital Director & Director of the Medical Safety Management Division, Medical Safety Manager (nurse), Pharmaceutical 
Safety Management Officer and Deputy Director of Pharmacy (pharmacist), clerical staff

Findings
1. Lead-up to the event: Explained by the medical institution (set of documents provided by the medical institution)

•  The department handling complete medical check-ups is separate from the usual clinical departments, so if anything is 
found in a complete medical check-up that requires thorough examination, the patient is referred to the relevant clinical 
department in the medical institution. On this occasion, the physician who noticed the abdominal aortic aneurysm in the 
complete medical check-up was also the physician who saw the patient as an outpatient in the department of cardiovascular 
medicine.

•  The diagnostic imaging report for the abdominal contrast CT examination was prepared on the day of the examination and 
noted the following regarding the patient’s kidneys.

[Findings] Kidneys: A tumor shadow x mm in diameter can be seen on the right kidney. Renal cancer is suspected. For 
thorough examination.
[Diagnosis] Right kidney tumor shadow (with an image indicating the site in question with an arrow)

2. Background and causal factors
○ Cardiologist (medical examiner for the complete medical check-up)

•  Although the diagnostic imaging report was available when the results of the abdominal contrast CT examination were 
explained a week after it had been performed, the cardiologist cannot remember whether or not they looked at the report.

•  There is a possibility that the cardiologist saw the statement “Right kidney tumor shadow” in the diagnosis section of the 
diagnostic imaging report for the abdominal contrast CT examination, but did not check it properly because the cardiologist 
knew that a “benign tumor (renal cyst)” had been pointed out on the kidney during the complete medical check-up a month 
earlier.

○ Urologist
•  As the patient had been referred due to a high PSA reading, the urologist retested the PSA level and carried out a pelvic 

MRI examination. When doing so, the urologist did not look at the diagnostic imaging report for the abdominal contrast 
CT examination requested by the department of cardiovascular medicine. As the MRI examination focused on the pelvis, 
the kidneys were not visible in the image.

○ Systems involving radiologists
•  There were seven radiologists involved in preparing diagnostic imaging reports.
•  The radiologists make 28,000 diagnoses per year for CT examinations alone, preparing and sending out diagnostic imaging 

reports.
•  Other than for emergency examinations, the radiologists prepare and send out diagnostic imaging reports the same day as 

the imaging examination.
•  Any findings requiring an urgent response or emergency treatment (such as a rapid increase in pleural effusion or 

pneumothorax) were communicated to the physician by telephone. However, there was no system for communicating 
findings of cancers other than those that were the focus of the imaging.

○ Electronic medical record functions relating to diagnostic imaging reports
•  The relevant diagnostic imaging report can be searched for by date on the screen listing all the reports and can then be 

opened to view by clicking on the report in question.
•  The electronic medical record at the medical institution did not have the following functions.

◇  A function notifying the requesting physician that the diagnostic imaging report had been prepared and sent
◇  A function enabling the user to determine whether or not the diagnostic imaging report had been opened
◇  A function enabling the fact that the content of the diagnostic imaging report has been checked to be recorded

3. Main improvement measures introduced after reporting the event
•  “Building a system that sends the attending physician a warning of from the radiology department” and “Putting in place a 

double-check function for examination results in outpatient departments,” which were listed in the improvement measures 
at the time the event was reported are still under consideration.

•  The medical information department is trialing a system in which it uses the following procedure to check cases where the 
diagnostic imaging report is suspected to have been overlooked.
1) Select cases where the diagnostic imaging report contains the keywords “thorough examination.”
2) Check whether the required thorough examinations have been carried out as ordered.
3)  Use the electronic medical record e-mail function to warn the attending physician if the required thorough examinations 

have not been carried out as ordered.
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Discussion during the visit, etc. (○: Visitor, ●: Attendees from the Medical Institution)
○  Even if the physician who ordered the examination had looked at the pathologic examination and imaging examination reports, 

it is difficult to spot findings other than those in the physician’s field of interest. It would be helpful to know whether a system 
has been put in place for enabling the radiology or pathology departments to contact the physician.

●  We want to create a system that enables the individual who notices any unexpected findings from pathologic or imaging 
examinations to contact the attending physician, but we have not yet been able to secure cooperation for this, as some have 
expressed the view that it will impose greater responsibility on the radiology and pathology departments. However, we are 
considering instituting a procedure for telephoning the clinical department that ordered the examination in the event of any 
unexpected findings.

○  One option might be to devise some way of drawing attention to the words “thorough examination” on the diagnostic imaging 
report, perhaps by displaying them in a different color.

○  Some medical institutions have approached the issue by changing the order in which findings are displayed on the diagnostic 
imaging report, so that any unexpected findings are given first.

○  The diagnosis section of this particular diagnostic imaging report stated “Right kidney tumor shadow,” but it might be advisable 
to make it clear that the tumor is malignant in such cases.

●  The physicians who order examinations want the reports to show at a glance whether a tumor is malignant, but we wish to 
continue considering this matter as we are still discussing it with the radiologists.

○  Radiologists might report findings more readily if the requesting physician thanked them for reporting any unexpected findings. 
It might also be advisable to count the number of findings identified in areas other than the specific area of interest as an 
indicator of doing a good job.

●  It appears that when the radiology department contacts a clinical department, the response from the person contacted is 
sometimes “I’m busy right now.” We believe that reporting would be easier if there was a mechanism in which reporting 
unexpected findings had a positive effect.

○  At some other medical institutions, radiologists not only prepare reports, but also enter them on the electronic medical record.
○  It is wonderful that the hospital’s system is such that diagnostic imaging reports are provided on the day of the imaging 

examination itself. However, this presumably places a considerable burden on the radiologists, given the size of the hospital. 
It might be wise to consider the size of the workforce in comparison with other institutions based on various documents and 
the like, as well as ascertaining the number of CT and other imaging examinations carried out per year and the number of 
radiologists, and then calculating the number of diagnostic imaging reports prepared per radiologist per day.

●  As well as interpreting images from examinations, the radiologists are involved in such procedures as interventional radiology 
and, given the number of examinations carried out at this hospital, would appear to be very busy. As we did not consider this 
point, we would like to examine it going forward.

○  As this kind of event could occur in various clinical departments, it would appear necessary to make all hospital staff aware of it.
●  We reported it at a meeting of risk managers and a management committee meeting, and considered response measures. In 

addition, we made staff aware of this event at a workshop for all staff.

2. Collection of Follow-Up Information on Medical Adverse Events
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Visit 9   Event in which the nasogastric feeding tube was inserted into the lung in error and oral 
medication injected into it

Event as reported

Summary of event Background and causal factors Improvement measures

The physician inserted a nasogastric feeding 
tube and ordered an X-ray, which was taken 
with a portable machine. The physician 
checked the tube using the display on the 
portable X-ray machine and ordered the nurse 
to inject oral medication. When the nurse 
listened for bubbling sounds in the stomach, 
they were faint, so the nurse asked the lead 
nurse to listen. The lead nurse also found that 
the sounds were faint and was concerned about 
injecting the medication, so they reported the 
situation to the physician. The physician also 
checked the bubbling sounds in the stomach 
and confirmed that they could be heard, albeit 
faintly. Because the physician had also checked 
the X-ray image, they decided that it was fine 
and verbally reissued the order to inject the 
oral medication. As the physician had reissued 
the order, the nurse slowly injected 40 mL of 
liquid, consisting of 20 mL of dissolved oral 
medication and 20 mL of a 1:10 dilution of 
vinegar in water. Immediately afterward, the 
patient’s SpO2 only rose from the upper end 
of the 80% range to the lower end of the 90% 
range. The patient complained of respiratory 
discomfort and their air intake into the right 
lung declined. At about the same time, the 
radiological technologist, who had returned 
to the X-ray room, contacted the physician to 
tell them that the tube had been inserted into 
the lung in error. The physician contacted the 
nurse immediately, but the oral medication had 
already been injected. The nurse immediately 
recovered about 50 mL of stomach contents 
and attempted oxygen inhalation, suction, and 
postural drainage. The physician hurried to the 
patient and removed the nasogastric feeding 
tube. SpO2 soon recovered, but the patient 
then required treatment with antibiotics and 
insertion of a thoracostomy tube.

While providing treatment on the 
ward, the physician needed to deal 
with an emergency outpatient, so 
checked the display on the portable 
X-ray machine, whereas they would 
normally have checked the display on 
the desktop. The physician permitted 
the nasogastric feeding tube to be used 
without adequate checks. In addition, 
the nasogastric feeding tube used was 
thinner than normal, so it was hard to 
check on the portable X-ray machine’s 
display. The manual prohibits checks 
based on bubbling sounds from the 
stomach alone, due to the frequency of 
misidentification, but the nurse did not 
use another method to check, such as 
suction of stomach contents. Although 
the physician checked the X-ray image, 
the nurse did not check it themselves.

•  Thorough awareness of and 
compliance with the manual will 
be ensured and staff will undergo 
retraining based on past events 
involving the incorrect insertion 
of nasogastric feeding tubes.
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Details of the On-site Visit
Attendees from the Medical Institution

Hospital Director, Deputy Hospital Director (in charge of medical safety), Nursing Director, nurse working full-time in the 
Medical Safety Measures Office, head nurse of the ward involved, clerical staff

Findings
1. Lead-up to the event: Explained by the medical institution (set of documents provided by the medical institution)
2. Background and causal factors

○ Manual
•  The chapter of the Medical Safety Manual entitled “1. Ensuring the safety of drains and tubes” has sections covering gastric 

tubes (nasal), and gastrostomies/enterostomies. The Medical Safety Manual is a manual for all staff.
•  The sections on gastric tubes (nasal), and gastrostomies/enterostomies are divided into two: (1) After inserting the gastric 

tube, and (2) Before injecting enteral nutrients through the gastric tube.
(1) After inserting the gastric tube, check points (i)-(iii) in the following order:

(i) Check the oral cavity (ensure that the tube is not twisted)
(ii) Suction stomach contents
(iii) X-ray imaging
The precautions in the manual state “Do not base judgments on listening for bubbling sounds from the stomach, because 
these are frequently misidentified” and “Mark the tube to show how far it should be inserted.”

(2) Before injecting enteral nutrients through the gastric tube, check points (i)-(iii):
(i) Check the oral cavity (ensure that the tube is not twisted)
(ii) Check the site of the marking
(iii) Suction stomach contents
The manual also states “Check points (i)-(iii), because bubbling sounds from the stomach are frequently misidentified” 
and “If you cannot check these  points, use an abdominal X-ray to check the position.”

•  The physician and nurses on the ward had not been adequately informed of the content of the Medical Safety Manual.
○ Compliance with the manual

•  The nurses on the ward were often unable to suction stomach contents, so routinely checked by listening for bubbling 
sounds from the stomach.

○ Check using the display
•  There was an awareness that the display on the portable imaging machine was for checking the quality of the image.
•  The desktop screen is usually used to check the image when checking the position of nasogastric feeding tubes, but the 

attending physician needed to deal with an outpatient and so used the display on the portable imaging machine, because 
they were able to view the image immediately after taking it.

•  The display screen was not saved, so it is unclear what the image looked like.
○ Attending physician

•  The patient had suffered a cerebral infarction and dysphagia, but was lucid and was thought to be at little risk of accidental 
aspiration, so a thinner nasogastric feeding tube than usual was chosen. The 8Fr tube was inserted to a length of 47 cm. 
When inserting the nasogastric feeding tube, the physician felt that it was hard to insert, because the shape of the patient’s 
stomach was distorted.

•  When the physician checked the bubbling sounds from the stomach because the nurse reported that they could hear different 
sounds from usual, they felt that the sound was faint.

•  The physician did not use any other method to check, such as suctioning stomach contents.
•  Even after the physician was able to take a break from dealing with the outpatient, they did not use the desktop screen to 

check the position of the nasogastric feeding tube.
○ Nurse

•  After the X-ray was taken, the physician, the nurse, and the radiological technologist looked at the image on the display 
of the portable imaging machine together, so they thought that they had confirmed the position of the nasogastric feeding 
tube. They felt that the tip of the nasogastric feeding tube was over toward the right-hand side of the abdomen, but the 
physician replied, “It’s because the patient’s stomach is distorted,” so the nurse assumed that the tube had been inserted 
into the stomach.

•  When listening for bubbling sounds in the stomach, the nurse felt that they were not as audible as usual, but did not check 
the X-ray image on the desktop screen, because they had checked the position of the nasogastric feeding tube on the display 
of the portable imaging machine.

•  After receiving the order from the physician that the nasogastric feeding tube could be used, the nurse dissolved Bayaspirin 
in 20 mL of water and injected it, and then injected 20 mL of a 1:10 dilution of vinegar in water. When the nurse carried out 
suction because the patient had produced a large quantity of saliva after the medication was injected, the nurse could see a 
pale yellowish fluid in the nasogastric feeding tube around the nasal cavity, but thought it was gastric fluid.

○ Radiological technologist
•  After the X-ray was taken, the radiological technologist checked the image on the display of the portable imaging machine, 

but did not see the position of the nasogastric feeding tube.
3. Main improvement measures introduced after reporting the event

•  The event was shared as a sentinel event at a meeting of the Medical Safety Measures Committee.
•  Strenuous efforts were made to ensure full awareness of the Medical Safety Manual among physicians.
•  Strenuous efforts were made to ensure full awareness of the Medical Safety Manual and warnings among nurses via 

meetings of section chiefs, who serve as risk managers on each ward.

2. Collection of Follow-Up Information on Medical Adverse Events
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Discussion during the visit, etc. (○: Visitor, ●: Attendees from the Medical Institution)
○  There is literature stating that, as a rough guide, the length of nasogastric feeding tube that should be inserted is about the 

patient’s height × 0.3 + 10 cm. It might be advisable to refer to this as a guide for the length of tube that should be inserted. This 
patient was about 150 cm tall, so that would make the length to be inserted approximately 55 cm.

○  As small capnometers and other devices for measuring CO2 in exhaled air are available, it might be wise to purchase and use 
these.

○  When choosing nasogastric feeding tubes, it might be wise to choose items which ensure that the whole length of the tube can 
easily be seen in the X-ray image.

○  Some physicians do not know that one of the procedures for checking that the nasogastric feeding tube has been inserted into 
the stomach is “Suction stomach contents,” so it would seem necessary to ensure that physicians are fully aware of the method 
of checking insertion of the tube by suctioning stomach contents.

○  When checking X-ray images, it is advisable to check that the tip of the nasogastric feeding tube is lower than the diaphragm; 
that the nasogastric feeding tube passes close to the median line of the thorax; that the nasogastric feeding tube transects the 
tracheal carina or bronchi (does not pass through the airway); and that the nasogastric feeding tube passes close to the median 
line of the diaphragm.

○  When checking the position of a nasogastric feeding tube on the desktop screen, it should be possible to change the screen 
display conditions, etc. to check it if the position of the tube is hard to identify.

●  The instruction manual for the portable imaging machine states that the quality of images shown on the portable imaging 
machine’s display cannot be guaranteed. We are currently considering how to notify staff of the details.

○  It might be wise to revise the Medical Safety Manual and stipulate that the image should not be checked using the display on 
the portable imaging machine. It might also be advisable to use various opportunities to communicate this information, such as 
meetings of the Medical Equipment Safety Management Committee, rather than merely placing the issue on the agenda of the 
Medical Safety Measures Committee.

○  20 mL of vinegar diluted in water was being injected 1 time/day, but there is no clear evidence that this prevents drugs from 
adhering to the inside of the nasogastric feeding tube. There have been cases in the past at other hospitals of acetic acid being 
wrongly injected instead of vinegar. It might be advisable to consider the purpose of injecting diluted vinegar.

○  No report was made by the attending physician. It might be advisable to consider the reporting system.
○  No method can guarantee that a nasogastric feeding tube will not be wrongly inserted and there are cases in which it is difficult 

to do everything in the clinical environment. It is probably most important to comply with the method specified by the hospital.
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3. Themes Analyzed
[1] Selection of Themes for Information to be Analyzed
This project endeavors to use the data reported to provide information that will help to prevent medical adverse 
events and ensure that they do not recur. Accordingly, themes are selected for information to be analyzed and 
events associated with that theme are analyzed and examined. The themes have been selected based on expert 
opinions and in light of 1) generality/universality, 2) event frequency, 3) effect on patients, 4) preventability, 
and 5) ability to serve as an object lesson.

This project’s Quarterly Reports analyze two types of theme: (1) themes selected for comprehensive analysis 
of both medical adverse event information and medical near-miss event information relevant to the theme 
collected over a six-month period; and (2) themes selected from medical adverse event information reported 
during the period under analysis in the quarterly report, which are then used in analyzing past events.

[2] Themes Analyzed in 2017
Fig. III-3-1 lists the themes analyzed in the 49th to 52nd Quarterly Reports, which were published in 2017. 
Clicking on the [Analysis Themes] (http://www.med-safe.jp/contents/report/analysis.html) button on the 
project website brings up a list of themes taken up for analysis in each quarterly report, enabling users to 
browse through the relevant PDFs.

Fig. III-3-1   Themes Analyzed in 2017
Themes Analyzed Quarterly Report

(1)  Themes selected for comprehensive analysis of both medical adverse event information and medical 
near-miss event information relevant to the theme collected over a six-month period

[1] Events Related to Inquiries About Prescriptions (1) 50th
[2] Events Related to Inquiries About Prescriptions (2) 51st
[3] Events Related to Intensive Care Unit Computer Systems (1) 52nd
(2)  Themes selected from medical adverse event information reported during the period under analysis in 

the quarterly report and used in analyzing past events
[1] Events Involving Erroneous Use of a Drug in a Container in the Sterilized Area

49th[2] Events Related to Anesthesia Machines
[3]  Events Involving the Erroneous Administration to a Patient of a Drug Used in Drug-induced 

Lymphocyte Stimulation Tests
[4] Events Related to Management of Chest Drainage Bags

50th
[5] Events Related to Falls From an Examination Table
[6] Events Related to the Administration of Drugs Affected by Food Allergies

51st
[7] Events Related to Implants for Orthopedic Surgery
[8]  Events Related to the Dosage of Drugs for Patients with Impaired Renal Function

52nd
[9] Events Related to Migration of Open Drainage Tubes Within the Body

Discussion during the visit, etc. (○: Visitor, ●: Attendees from the Medical Institution)
○  There is literature stating that, as a rough guide, the length of nasogastric feeding tube that should be inserted is about the 

patient’s height × 0.3 + 10 cm. It might be advisable to refer to this as a guide for the length of tube that should be inserted. This 
patient was about 150 cm tall, so that would make the length to be inserted approximately 55 cm.

○  As small capnometers and other devices for measuring CO2 in exhaled air are available, it might be wise to purchase and use 
these.

○  When choosing nasogastric feeding tubes, it might be wise to choose items which ensure that the whole length of the tube can 
easily be seen in the X-ray image.

○  Some physicians do not know that one of the procedures for checking that the nasogastric feeding tube has been inserted into 
the stomach is “Suction stomach contents,” so it would seem necessary to ensure that physicians are fully aware of the method 
of checking insertion of the tube by suctioning stomach contents.

○  When checking X-ray images, it is advisable to check that the tip of the nasogastric feeding tube is lower than the diaphragm; 
that the nasogastric feeding tube passes close to the median line of the thorax; that the nasogastric feeding tube transects the 
tracheal carina or bronchi (does not pass through the airway); and that the nasogastric feeding tube passes close to the median 
line of the diaphragm.

○  When checking the position of a nasogastric feeding tube on the desktop screen, it should be possible to change the screen 
display conditions, etc. to check it if the position of the tube is hard to identify.

●  The instruction manual for the portable imaging machine states that the quality of images shown on the portable imaging 
machine’s display cannot be guaranteed. We are currently considering how to notify staff of the details.

○  It might be wise to revise the Medical Safety Manual and stipulate that the image should not be checked using the display on 
the portable imaging machine. It might also be advisable to use various opportunities to communicate this information, such as 
meetings of the Medical Equipment Safety Management Committee, rather than merely placing the issue on the agenda of the 
Medical Safety Measures Committee.

○  20 mL of vinegar diluted in water was being injected 1 time/day, but there is no clear evidence that this prevents drugs from 
adhering to the inside of the nasogastric feeding tube. There have been cases in the past at other hospitals of acetic acid being 
wrongly injected instead of vinegar. It might be advisable to consider the purpose of injecting diluted vinegar.

○  No report was made by the attending physician. It might be advisable to consider the reporting system.
○  No method can guarantee that a nasogastric feeding tube will not be wrongly inserted and there are cases in which it is difficult 

to do everything in the clinical environment. It is probably most important to comply with the method specified by the hospital.

3. Themes Analyzed
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4. Analysis of Recurrent and Similar Events
The 3rd to 17th Quarterly Reports featured a section entitled Medical Adverse Event Information to Be Shared, 
which provided a summary of events that the Expert Analysis Groups thought should be shared with a wider 
audience after consideration of individual medical adverse event information reports. In addition, a section 
entitled Individual Theme Review appeared in the 1st to 49th Quarterly Reports and was renamed Themes 
Analyzed from the 50th Quarterly Report. Highlighting a specific theme, this section analyzes and examines 
events related to that theme. Based on events previously profiled in the Medical Adverse Event Information to 
Be Shared or Individual Theme Review sections, the project also publishes Medical Safety Information, which 
provides information that should be common knowledge.

This section summarizes the number of recurrent and similar events relating to themes profiled in the Quarterly 
Reports and content highlighted in Medical Safety Information. It also lists the themes highlighted in 2017.

[1] Recurrent and Similar Events Highlighted in 2017
The Analysis of Recurrent and Similar Events section of the 49th to 52nd Quarterly Reports, which were 
published in 2017, highlighted major events about which reports had been received again, looking at trends in 
the number of recurrent or similar events that occurred between the provision of information and the period 
under analysis in the quarterly report in question, and also detailing specific improvement measures reported 
by the medical institutions concerned. Fig. III-4-1 lists the contents of each quarterly report. Clicking on the 
[Analysis of Recurrent and Similar Events] (http://www.med-safe.jp/contents/report/similar.html) button on 
the project website brings up the titles of the analyses of recurrent and similar events in each quarterly report, 
enabling users to browse through the relevant PDFs.

Fig. III-4-1   Themes Highlighted in Analysis of Recurrent and Similar Events in 2017
Quarterly 

Report Title

49th
Burns Due to Incorrect Handling of an Electrosurgical Pencil (Medical Safety Information No.59)
Contraindicated Combined Administration of Drugs (Medical Safety Information No.61)

50th
Magnetic Material (e.g. Metal Products) Taken in the MRI Room (Medical Safety Information No.10, 1st 
Follow-up Report: No.94)
Failure to release "standby" mode when resuming ventilation (Medical Safety Information No.37)

51st
Inadequate Checks Concerning Diagnostic Imaging Reports (Medical Safety Information No.63)
Dead Battery in a Central Monitor Transmitter (Medical Safety Information No.95)

52nd
Use of Unsterilized Medical Devices (Medical Safety Information No.19: Use of unsterile medical supplies)
Events Related to the Management of Milk Formula and Breastfeeding (38th Quarterly Report)
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IV Medical Safety Information
In December 2006, the Project to Collect Medical Near-miss/Adverse Event Information began to prepare 
Medical Safety Information bulletins for both medical institutions participating in the project and the wider 
public, to provide information about which knowledge should be particularly widespread. This Medical Safety 
Information is provided by fax and also via the project website.

1. Summary
[1] Objective
The objective of this service is to provide participating medical institutions with information that ought to be 
made common knowledge, based on the information reported to the Project to Collect Medical Near-Miss/
Adverse Event Information, to assist in preventing the occurrence/recurrence of medical adverse events.

[2] Medical Institutions Receiving Information by Fax
Medical Safety Information is provided to about 6,000 medical institutions:

1)  Medical institutions subject to reporting requirements as well as voluntarily participating medical institutions 
in the Project to Collect, Analyze, and Provide Medical Adverse Event Information

2)  Participating medical institutions in the Project to Collect, Analyze, and Provide Medical Near-miss Event 
Information

3)  Medical institutions that have requested that information be provided by fax
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2. Content of the Information Provided

2. Content of the Information Provided
Medical Safety Information bulletins No.122 to No.133 were issued between January and December 2017 (Fig. 
IV-2-1). 

Fig. IV-2-1 Medical Safety Information released in 2017
Month of 

information 
supply

No. Title

January No.122 Error in Measuring Body Weight Before Dialysis
February No.123 Film Dressing Affixed to Permanent Tracheostomy

March No.124 Medical Safety Information released in 2016

April No.125 Insufficient Understanding of Drugs to be Halted Pre-operatively —Oral 
Contraceptives—

May No.126 Blood Sample Taken from Limb During an Infusion in the Same Limb
June No.127 Medical Safety Information released from 2013 to 2015
July No.128 Wrong Site Surgery(Right/Left) —Neurosurgical Procedures—

August No.129 Contraindicated Combined Administration of Drugs (1st Follow-up Report)
September No.130 Air Embolism Due to a Central Venous Line Left Open

October No.131 Misunderstanding of Insulin Units (1st Follow-up Report)
November No.132 Patient Falls While Using the Overbed Table for Support
December No.133 Chest Drain Left Open to Air



IV

IV Medical Safety Information

- 42 -



- 42 -

V
Current Status of the Project



- 45 -- 44 -

V Current Status of the Project

V

V Current Status of the Project

1. Dissemination of Information about the Project
Based on the project plan, the project prepares and publishes Quarterly Reports, the Annual Report, and monthly 
Medical Safety Information bulletins, as well as providing a database of events and holding workshops. The 
pamphlet “Project Activities and How to Participate” (http://www.med-safe.jp/pdf/business_pamphlet.pdf) 
provides a user-friendly introduction to the project and the information provided on the website (available in 
Japanese only).

2. Project Website
1) Website Redesign

The project’s website provides a variety of information, including a list of registered medical institutions, 
quarterly and annual reports, analyses of themes, analyses of recurrent and similar events, and Medical Safety 
Information, as well as a searchable database of events. As the project has continued, the volume of its output 
has grown, with website users forced to click multiple buttons to reach the content that they are looking for. 
Accordingly, at the end of March 2017, we redesigned the website to make it more convenient to use, by such 
means as enabling one-click access to key information. The website is now also compatible with smartphone 
screens, so that users can access project output from various handheld devices.

Fig. V-1   Statistics Menu Page (available in Japanese only)
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2) Website Access Frequency by Year 

The project compiles figures for the number of times each part of the website is accessed each year. We have 
compiled figures for the number of times that visitors clicked on the Homepage, Event Search, Medical Safety 
Information, and Quarterly and Annual Reports buttons on the website between January and December 2017.

The homepage was accessed 401,528 times in 2017 (Fig. V-2). Event Search was accessed 64,700 times, 
Medical Safety Information 144,853 times, and Quarterly and Annual Reports 35,723 times (Fig. V-3). Access 
to the website has been increasing year by year, and we saw a substantial rise in the figures in 2017. Factors 
likely to have contributed to this increase include the revamp of the website at the end of March, the change in 
the screen design, and the fact that the site has become smartphone-compatible.

Fig. V-2   Homepage Access Frequency
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We also investigated how many times each Medical Safety Information issued between January and December 
2017 was accessed. Fig. V-4 shows which of those issues had the highest access fi gures. The number of times 
an issue is accessed often increases over the course of the month of publication and the following month, and 
then gradually declines from the third month after publication. Accordingly, fi gures for the Medical Safety 
Information bulletins issued in November and December 2017 are lower. Consequently, it is necessary to bear 
in mind that these results do not necessarily signify that they were the Medical Safety Information bulletins 
most frequently viewed in 2017. The issues with the highest access fi gures in 2017 were No.126 “Blood Sample 
Taken from Limb During an Infusion in the Same Limb” (May), No.125 “Insuffi cient Understanding of Drugs 
to be Halted Pre-operatively —Oral Contraceptives—” (April), and No.129 “Contraindicated Combined 
Administration of Drugs (1st Follow-up Report)” (August).

Fig. V-4   Medical Safety Information Accessed the Most in 2017

No.
Month of 

information 
supply

Title Access 
Frequency

No.126 May, 2017 Blood Sample Taken from Limb During an Infusion in the Same Limb 23,825

No.125 April, 2017 Insuffi cient Understanding of Drugs to be Halted Pre-operatively —Oral 
Contraceptives— 22,190

No.129 August, 2017 Contraindicated Combined Administration of Drugs (1st Follow-up Report) 22,110
No.122 January, 2017 Error in Measuring Body Weight Before Dialysis 19,006
No.124 March, 2017 Medical Safety Information released in 2016 18,588
No.127 June, 2017 Medical Safety Information released from 2013 to 2015 16,861
No.123 February, 2017 Film Dressing Affi xed to Permanent Tracheostomy 16,860
No.131 October, 2017 Misunderstanding of Insulin Units (1st Follow-up Report) 16,326
No.130 September, 2017 Air Embolism Due to a Central Venous Line Left Open 15,845
No.128 July, 2017 Wrong Site Surgery (Right/Left) —Neurosurgical Procedures— 15,185

Fig. V-5    Medical Safety Information Accessed the Most in 2017: Medical Safety Information 
No.126 “Blood Sample Taken from Limb During an Infusion in the Same Limb”

Japan Council for Quality Health Care

Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Medical Safety Information, Project to Collect Medical Near-Miss/Adverse Event Information; No.126, May 2017

No.126, May 2017

Three cases have been reported in which a blood sample was taken from a limb while the patient 
was receiving an infusion via a peripheral venous line in the same limb, affecting the laboratory 
data (information collection period: from January 1, 2013 to March 31, 2017). The information is 
compiled based on “Individual Theme Review” (p.136) in the 10th Quarterly Report.

Blood Sample Taken from 
Limb During an Infusion 
in the Same Limb

Image of case 1Treatment 
Ordered or 
Carried Out

Right arm

Administration 
of Humulin R 

10 units

Site of 
Sample 

Collection

The patient had undergone 
breast cancer surgery and a 
sign stating “Do not use the 
right arm to take blood 
samples or measure blood 
pressure” was at the head 
of the patient’s bed

The staff member was 
concentrating on taking the 
blood sample and did not 
notice that the patient was 
receiving an infusion

The patient had a PIC 
catheter indwelling in the left 
arm

Excessive 
insulin therapy

Administration 
of Calcicol

/
GI therapy

Not 
specified

Left arm

Examination 
Result Background

Blood glucose 
level 

656mg/dL

Rise in blood
glucose level

Potassium 
7.8mEq/L

Sodium 
110mEq/L The staff members did not 

know that taking a blood 
sample from a limb during 
an infusion could affect the 
examination results

Cases have been reported in which a blood sample was taken 
from a limb while the patient was receiving an infusion via a 
peripheral venous line in the same limb, affecting the 
laboratory data and resulting in treatment that the patient did 
not actually need being ordered or carried out.

No.126, May 2017Medical Safety
Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Project to Collect Medical Near-Miss/
Adverse Event Information

Blood Sample Taken from Limb
During an Infusion in the Same Limb

* As part of the Project to Collect Medical Near-Miss/Adverse Event Information (a Ministry of Health, Labour and Welfare grant project), this 
medical safety information was prepared based on the cases collected in the Project as well as on opinions of the “Comprehensive Evaluation 
Panel” to prevent the occurrence and recurrence of medical adverse events. See quarterly reports and annual reports posted on the Japan 
Council for Quality Health Care website for details of the Project.
http://www.med-safe.jp/

* Accuracy of information was ensured at the time of preparation but cannot be guaranteed in the future.
* This information is intended neither to limit the discretion of healthcare providers nor to impose certain obligations or responsibilities on them.

Department of Adverse Event Prevention
Japan Council for Quality Health Care
1-4-17 Kandamisaki-cho, Chiyoda-ku, Tokyo 101-0061 JAPAN
Direct Tel: +81-3-5217-0252  Direct Fax: +81-3-5217-0253
http://www.med-safe.jp/

When taking a blood sample, Night Nurse A avoided the left arm, in which the patient had an indwelling PIC catheter, 
and instead took the blood sample from the right arm, in which the patient was receiving an infusion via a peripheral 
venous line. The physician ordered a re-examination after being informed by the clinical laboratory department that 
the patient’s results showed panic values of 110mEq/L for sodium and 7.8mEq/L for potassium. Nurse B, who 
received the order, again took the blood sample from the patient’s right arm. As the results of the second examination 
also showed panic values, the physician administered Calcicol and GI (glucose-insulin) therapy. Subsequently, the 
physician noticed that a padded adhesive bandage of the kind applied after taking a blood sample was attached to 
the patient’s right arm and realized that the blood sample had been collected from the right arm while the patient was 
receiving an infusion in the same arm. Nurses A and B did not know that taking a blood sample from a limb during an 
infusion could affect the examination results.

Case 2

All staff at the hospital will be made fully aware of the possibility that taking 
a blood sample from a limb in which a patient is receiving an infusion could 
affect the laboratory data.

Preventive measures taken at the medical institutions in which the events occurred

If examination results show abnormal values, staff will determine the need 
for treatment based on an assessment of the patient’s condition.

When taking a blood sample from a patient who had undergone breast cancer surgery, Nurse A saw that there was a 
sign stating “Do not use the right arm to take blood samples or measure blood pressure” at the head of the patient’s 
bed, so Nurse A took the blood sample from the left arm, in which the patient was receiving an infusion via a peripheral 
venous line. One hours later, Nurse B received a report from the clinical laboratory department that the patient’s blood 
glucose level had risen to 656mg/dL. Nurse B reported this to the attending physician and, having received an order to 
administer Humulin R 10 units, prepared the drug and went to the patient’s room. When Nurse B explained to the 
patient that insulin was to be administered, the patient asked why their blood glucose had risen and the nurse noticed 
that the blood sample had been taken from the left arm, in which the patient was receiving an infusion.

Case 1
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3) Use of Information

(i) Use of Events in Pharmaceutical Company Initiatives

Previous Quarterly and Annual Reports have highlighted the fact that pharmaceutical companies have used the 
Event Search functions of this project and the Project to Collect and Analyze Pharmaceutical Near-Miss Event 
Information when issuing warnings about mix-ups between drugs with similar names, such as Norvasc and 
Nolvadex. Thus, reports of events to this project continue to be a catalyst for companies and relevant groups 
other than the JQ to provide specific warnings aimed at preventing medical adverse events. We highlight 
initiatives by such companies in the lectures that we give about this project overseas and these voluntary safety 
measures by Japanese companies are consequently attracting attention.

The following provides a summary of warnings issued by pharmaceutical companies that were highlighted in 
Quarterly Reports in 2017. Please refer to the relevant Quarterly Report for details.

Fig. V-6   Warnings Issued by Pharmaceutical Companies in 2017
Quarterly 

Report Warning Date of Issue Company Name

50th Caution Regarding Mix-ups Due to the Similarity in 
Brand Names Between Nolvadex® and Norvasc® May, 2017 AstraZeneca K.K.

Pfizer Japan Inc.

51st Caution Regarding Mix-ups Due to the Similarity in 
Brand Names Between Zytiga® Tablets and Zalutia® October, 2017

Janssen Pharmaceutical K.K.
AstraZeneca K.K.
Eli Lilly Japan K.K.
Nippon Shinyaku Co., Ltd.

52nd Caution Regarding Mix-ups Due to the Similarity in 
Brand Names Between Theodur® and Tegretol®* November, 2017

Mitsubishi Tanabe Pharma 
Corporation
Sun Pharma Japan Ltd.

*An event reported to the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information was used.

(ii) Use of Quarterly Reports in Initiatives by Medical Device Manufacturers and Distributors

In the 43rd Quarterly Report, this project highlighted Events Related to Central Venous Catheter Procedures 
on Patients in a Sitting Position and analyzed cases of air embolism when handling a central venous catheter 
(http://www.med-safe.jp/pdf/report_2015_3_T002.pdf). Content from this Quarterly Report was subsequently 
cited in package inserts for some central venous catheters.

The following provides a summary of package inserts for medical devices that were highlighted in Quarterly 
Reports in 2017. Please refer to the relevant Quarterly Report for details.

Fig. V-7   Package Inserts for Medical Devices Highlighted in Quarterly Reports
Quarterly 

Report
Name of 

Medical Device Company Name Company Name

49th BardPort Ti
Medicon, Inc.

[Precautions for Use]
1. Important Basic Precautions
(7) Ensure that the patient is in a supine position when 
removing this product.
[There is a risk of causing an air embolism if it is 
removed while the patient is in a sitting position.]

[References]
Project to Collect Medical Near-miss/Adverse Event 
Information, Japan Council for Quality Health Care  
43rd Quarterly Report; December 22, 201550th Power-Trialysis
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(iii) Use of the Event Database in Academic Activities

The database of medical near-miss/adverse event information published by this project has been used as a 
source of information for books, academic papers, articles, and materials used in awareness-raising activities. 
Searching the database of medical near-miss/adverse event information for events relevant to a particular 
specialty can also yield information that is useful for educating specialist physicians and other medical 
personnel. We will continue to raise awareness of this precious database of medical near-miss/adverse event 
information that we have amassed concerning various clinical fields in Japan, to ensure that it is even more 
widely used for educational purposes in various academic activities associated with the promotion of medical 
safety.

The 52nd Quarterly Report highlights an example of the use of the project’s event database in a study published 
in an academic journal.

3. Supplement to the 50th Quarterly Report
The quarterly reports that this project has published since 2005 reached a milestone in September 2017 with 
the publication of the 50th Quarterly Report. To mark this occasion, we put together a supplement to the 
50th Quarterly Report, in which we looked back over the Medical Safety Information provided to date and 
examined changes in the number of recurrent and similar events reported. The supplement also highlighted the 
most commonly reported recurrent and similar events previously the subject of Medical Safety Information 
and recurrent and similar events reported in 2016.

We hope that medical institutions will take advantage of this opportunity and make use of this publication in 
their initiatives focused on preventing medical adverse events and near-miss events, as well as in staff training 
on the theme of events repeatedly reported across the country.

Fig. V-8 
Number of Reports of Recurrent and 
Similar Events Previously the Subject 
of Medical Safety Information (by 
Year) (Partial Extract)

Fig. V-9 
Most Commonly Reported Recurrent 
and Similar Events Previously the 
Subject of Medical Safety Information
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Fig. V-10    Example of a Medical Safety Information Bulletin Regarding Which Many Reports of 
Recurrent and Similar Events Were Subsequently Received

4. Publication of the English-language Editions of the 2016 
Annual Report and Medical Safety Information No.120-131

An English-language edition of the Annual Report has been compiled and published on the website every year 
since the 2005 Annual Report. At the end of March 2018, we published the English translation of this project’s 
2016 Annual Report, entitled “Project to Collect Medical Near-miss/Adverse Event Information 2016 Annual 
Report.” It can be viewed and downloaded from our website.

We also publish English-language versions of the Medical Safety Information for readers overseas. They are 
made available worldwide via the Canadian Patient Safety Institute’s Global Patient Safety Alerts project. The 
English editions of Medical Safety Information No.120 to No.131 were published at the end of March 2018 
(Fig. V-11) and can be found on the project website’s English page. We hope that you will make use of them.

Fig.  V-11   English Editions of Medical Safety Information Published at the End of March 2018
No. Title in English

No.120 Administration of the Wrong Drug from a Syringe Not Labeled with the Drug Name
No.121 Wrongly Inserted Nasogastric Feeding Tube
No.122 Error in Measuring Body Weight Before Dialysis
No.123 Film Dressing Affixed to Permanent Tracheostomy
No.124 Medical Safety Information released in 2016
No.125 Insufficient Understanding of Drugs to be Halted Preoperatively －Oral Contraceptives－
No.126 Blood Sample Taken from Limb During an Infusion in the Same Limb
No.127 Medical Safety Information released from 2013 to 2015
No.128 Wrong Site Surgery (Right/Left) －Neurosurgical Procedures－
No.129 Contraindicated Combined Administration of Drugs (1st Follow-up Report)
No.130 Air Embolism Due to a Central Venous Line Left Open
No.131 Misunderstanding of Insulin Units (1st Follow-up Report)
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5. Presentations at the Conference of the Japanese Society for 
Quality and Safety in Healthcare

This project takes advantage of various opportunities to provide information about such matters as the medical 
near-miss/adverse event information reported and the results of its analysis. At the 12th Conference of the 
Japanese Society for Quality and Safety in Healthcare, which was held on November 25 and 26, 2017, we held a 
symposium entitled “Sharing and Using Medical Adverse Event Information: Improving the Quality of Event 
Reports,” with the objective of encouraging the sharing and use of such information. First, a representative 
of the project explained its current status, the process of compiling its output, the information required for 
analysis, and examples of the use of the event search function. Yumi Arai of Kitasato University Hospital then 
gave a presentation focused on initiatives by medical institutions, which looked at the provision of medical 
adverse event information from the perspective of reporting institutions. Next, Junko Ayuzawa of Kyushu 
University Hospital explained the sharing and use of medical adverse event information and the like from the 
perspectives of members of the Expert Analysis Groups and Comprehensive Evaluation Panel. Shigeru Fujita 
from Toho University then presented the findings of a study concerning the use of Medical Safety Information 
at medical institutions and the effects thereof. Finally, a representative of the project explained that accurate 
reporting of the brand names of drugs and medical equipment is particularly important in improving those 
products.

6. Partnership with ISQua (International Society for Quality in 
Health Care)

1) ISQua’s Projects

ISQua (the International Society for Quality in Health Care) (http://www.isqua.org/) is an international 
society dedicated to improving the quality of healthcare, which was established in 1985 and currently has its 
headquarters in Dublin (Ireland). It is funded by the membership fees of individual and institutional members in 
around 70 countries, as well as by contributions from the Irish government. In addition to the JQ’s institutional 
membership of ISQua, a number of JQ executives and staff hold individual membership of the society. ISQua’s 
main activities are as follows:

- The International Accreditation Programme (IAP)

- Publication of the International Journal for Quality in Health Care

- Education programs aimed at improving the quality of health care (ISQua Education)

- Holding the International Conference

The JQ was awarded accreditation under ISQua’s International Accreditation Programme (IAP) in 2013, both 
for its Hospital Standards, which were recognized as Accredited Standards, and as an Accredited Organization. 
In July 2017, the JQ underwent an examination for the purpose of renewing its accreditation. The JQ is therefore 
itself internationally accredited as a third-party organization operating a third-party hospital evaluation 
program and a logo attesting to this fact is printed on its Certificates of Hospital Accreditation.

2) Participation in the 34th ISQua Conference

ISQua held its 2017 conference in partnership with the Health Foundation of the UK at the Queen Elizabeth II 
Center in the Westminster district of London between Sunday, October 1 and Wednesday, October 4, 2017. The 
theme of the 34th conference was “Learning at the System Level to Improve Healthcare Quality and Safety” 
(https://isqua.org/Events/london-2017). Attended by more than 1,500 people from around 80 countries, it was 
the largest ISQua conference yet, with approximately 700 poster presentations. Ten representatives of the JQ 
attended and gave nine presentations, covering this project, the Project to Collect and Analyze Pharmaceutical 
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Near-Miss Event Information, Hospital Accreditation, the management of the Japan Obstetric Compensation 
System for Cerebral Palsy, and the EBM Medical Information Network Distribution Service. As well as events 
relating to dental care, the presentations regarding this project focused on the content of workshops held by 
the project and the results of questionnaires conducted among workshop participants. The following lists the 
presentations about the project given by representatives of this department. Details of the presentations can be 
found in the 51st Quarterly Report.

Fig. V-12   Presentations at the 34th ISQua Conference
Title Speaker Presentation Format

Presentations on the Project to Collect Medical Near-miss/Adverse Event Information
Creation of Preventive Measure of Adverse Event in Dental Care 
Through the Adverse Event Reporting / Learning System in Japan Shin Ushiro Poster

Interprofessional Workshop on Work Process Flow Chart Aimed at 
Improving Patient Safety Misa Sakaguchi Poster

Presentations on the Project to Collect and Analyze Pharmaceutical Near-Miss Event Information
Prevention of Wrong Medication Through Enhanced Clarification 
by Pharmacist on Questionable Prescription Shin Ushiro Speech

7. Dissemination of Information Overseas
Due to growing attention from overseas, the JQ and this project have many opportunities to give lectures and 
moderate conferences. We will continue to participate in shaping international trends in medical safety and 
strive to exert a positive influence through the JQ’s projects focused on the quality and safety of medical care 
and Japanese achievements in the field of medical safety activities.

Fig. V-13 lists the overseas conferences relating to medical safety attended by us in 2017. At the 2nd Ministerial 
Summit on Patient Safety in Bonn, Germany, it was decided that the following fiscal year’s summit would be 
held in Tokyo, so the JQ was subsequently involved in preparing for the meeting as a co-organizer. Details of 
the specific matters covered at each meeting can be found in the relevant Quarterly Report

Fig. V-13   International Conferences Attended in 2017
Quarterly 

Report Conference Schedule City

49th
18th Healthcare Accreditation Thai National Forum 15-17 Mar, 2017 Bangkok, 

Thailand
2nd Ministerial Summit on Patient Safety 29-30 Mar, 2017 Bonn, Germany

51st
5th Anniversary Meeting of the Taiwan Patient Safety Culture 
Club and Meeting to Launch Patient Safety Movement Foundation 
Activities in Taiwan

3 Jun, 2017 Taichung, 
Taiwan

52nd

Sixth Meeting on Health care Quality Improvement in Asia-Pacific 23-24 Nov, 2017 Seoul, Korea
WHO Global Knowledge Sharing Platform for Patient Safety (GKPS) 
- 2017 experts meeting for the collaborative design of the GKPS 27-28 Nov, 2017 Florence, Italy

WHO Global Patient Safety Community (Webinar) 28 Nov, 2017 Florence, Italy
12th Risk Management Forum in Healthcare 29 Nov, 2017 Florence, Italy
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8. Workshops
In FY2017, the project held the 9th Workshop on Process Flows and the Project to Collect Medical Near-miss/
Adverse Event Information in February 2018. Every year, this project holds workshops on the analysis of 
medical adverse events, to promote high-quality reporting. The workshops held to date have focused on the 
use of root cause analysis (RCA) and the preparation of process flows. The FY2017 workshop focused on the 
preparation of process flows. Preparing process flows helps to visualize the processes carried out at medical 
institutions, thereby facilitating consideration of how to minimize the risk of medical adverse events without 
waste or excessive effort. The workshop program and participants’ responses to the questionnaire are shown 
in Appendix 1.

9. Requests for Lectures
In response to requests from medical institutions, pharmacies, and related groups, we give lectures explaining 
the current status of the project and the content of its output, such as the Quarterly Reports, Annual Reports 
and Medical Safety Information. Each year, we give around 50 lectures, both within Japan and overseas. We 
aim to accept as many requests as possible, so if any representatives of medical institutions or related groups 
would like us to give a lecture, please do contact us.

10. Role as a Support Organization in the Medical Adverse 
Event Investigation System and Involvement in the System

The medical adverse event investigation system based on the Medical Care Act began operating in 2015. Like 
this project, this is a publicly funded system operated pursuant to laws and regulations with the objective of 
preventing the recurrence of medical adverse events. The JQ has been officially announced to be a “medical 
accident investigation support organization” as part of the medical adverse event investigation system under 
the Act. Specifically, the JQ has responded to requests for support from medical institutions by giving 
speeches about the system’s achievements and its relationship to this project. The June 2016 revision of the 
system provided for in the Act saw the introduction of central- and local-level support organization liaison 
committees. The JQ participates as a member of the central-level Support Organization Liaison Committee. 
In 2017, the JQ compiled and published two Recommendations for Preventing Recurrence under the medical 
adverse event investigation system. Both recommendations stated that details of events used had been obtained 
from the Event Search section of the project website.
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