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Abstract

The Methodological Review on the Accuracy Study of Questionnaire for
Sasang Constitution Diagnosis

Sang-Hyuk Kim ™", Eun-Su Jang”, and Byung-Hee Koh"
" Constitutional Medicine & Diagnosis Resesarch Group, Korea Institute of Oriental Medicine
"Dept. of Sasang Constitutional Medicine, College of Oriental Medicine, Kyung Hee University

Objectives
For the methodological review on the accuracy study of questionnaire for Sasang constitution diagnosis, we searched
the various diagnostic accuracy study of the questionnaires for Sasang constitution.

Methods

We searched MEDLINE, the Cochrane Library, KISS, and DBPIA. Additionally, We hand-searched the main oriental
medical journals. All articles were independently reviewed and selected by two evaluators. And selected articles
were assessed by "Quality Assessment of Diagnostic Accuracy Studies Tool"(QUADAS Tool) for the methodological
review.

Results

The twenty eight studies initially identified studies were included in the methodological review. The part of
"Acceptable reference standard", "Uninterpretable results reported" and "Withdrawals explained" was very weak
in the risk of bias. The part of "Representative spectrum", "Acceptable delay between tests", "Incorporation avoided",
"Reference standard results blinded", "Index test results blinded" was unclear in the description.

Conclusions
For the further study on the accuracy study of Sasang constitution diagnosis, we have to improve the aforementioned
errors. Additionally, the checklist for the description of study might be needed.
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Table 1. QUADAS Tool Used on the Study
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©]& Quality Assessment
of Diagnostic Accuracy Studies (013]' QUADAS) Tl
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T AR ES Hss Aol Yekd &
A FIEE ¥ %7 =7 [Risk of bias assessment)
2A Table 13} & U407 o]FoiFTh

QUADAS Tool Irem

Details

1. Representative spectrum? Was the spectrum of patients representative of the patients who will receive the test in practice?

Yes If the characteristics of the spectrum of patients fulfilled the method of recruitment was

consecutive, or random samples were taken from consecutive series

No If the sample does not fit with the method of recruitment was consecutive, or random

samples were taken from consecutive series

Unclear If there is insufficient information available to make a judgement either about the

spectrum or the method of sampling

2. Acceptable reference

Is the reference standard likely to classify the target condition correctly?

standard? Yes

All reference standards used meet the pre-stated criteria ("diagnosis by specialist and

definite drug reaction" or "diagnosis by two specialists independently")
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QUADAS Tool Irem

Details

No diagnosis by only one specialist

Unclear "diagnosis by specialist and unclear drug reaction" or "diagnosis by two specialists dependently”

3. Acceptable delay between
tests?

Is the time period between reference standard and index test short enough to be reasonably sure
that the target condition did not change between the two tests?

Yes If the time between tests was shorter than 6 months

No If the time between tests was longer than 6 months

Unclear If information on timing of tests is not provided

4. Partial verification
avoided?

Did the whole sample or a random selection of the sample, receive verification using the intended
reference standard?

Yes If all patients, or a random selection of patients, who received the index test went on to
receive verification of their status using a reference standard, even if the reference
standard was not the same for all patients

No If some of the patients who received the index test did not receive verification of their

true state, and the selection of patients to receive the reference standard was not random

Unclear If this information is not reported by the study

S. Differential verification
avoided?

Did patients receive the same reference standard irrespective of the index test result?

Yes If the same reference standard was used in all patients

No If the choice of reference standard varied between individuals

Unclear If it is unclear whether different reference standards were used

6. Incorporation avoided?

Was the reference standard independent of the index test (i.e. the index test did not form part of
the reference standard)?

Yes If the index test did not form part of the reference standard

No If the reference standard formally included the result of the index test

Unclear If it is unclear whether the results of the index test were used in the final diagnosis

7. Reference standard results
blinded?

Were the reference standard results interpreted without knowledge of the results of the index test?

Yes If test results (index or reference standard) were interpreted blind to the results of the

other test, or blinding is dictated by the test order

No If it is clear that one set of test results was interpreted with knowledge of the other

Unclear If it is unclear whether blinding took place

8. Index test results Were the index test results interpreted without knowledge of the results of the reference standard?
blinded? Yes If test results (index or reference standard) were interpreted blind to the results of the
other test, or blinding is dictated by the test order

No If it is clear that one set of test results was interpreted with knowledge of the other
Unclear If it is unclear whether blinding took place
9. Relevant clinical Were the same clinical data available when test results were interpreted as would be available
information? when the test is used in practice?

Yes If the clinical data available met the pre-specified criteria (sex, age, hight, weight, BMI)

No If clinical data usually available were withheld, or if more information than is usually

available was provided

Unclear If information about the clinical data available was not stated

10. Uninterpretable results
reported?

Were uninterpretable/ intermediate test results reported?

Yes If the number of uninterpretable test results is stated, or if the number of results reported
agrees with the number of patients recruited (indicating no uninterpretable test results)
No If it states that uninterpretable test results occurred or were excluded and does not report how many

Unclear If it is not possible to work out whether uninterpretable results occurred

11. Withdrawals explained?

Were withdrawals from the study explained?

Yes If it is clear what happened to all patients who entered the study, for example if a flow
diagram of study participants is reported explaining any withdrawals or exclusions, or the
numbers recruited match those in the analysis

No If it appears that some of the patients who entered the study did not complete the

study, ie. did not receive both the index test and reference standard, and these patients
were not accounted for

Unclear If it is unclear how many patients entered and hence whether there were any withdrawals
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Flgure 1. Study flow diagram: result of the search
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Table 2. Summary of Studies in Review

éj’}'}f Table 337’]' 71:_]'_9_&], O]—% QUADAS sl 30]_%%
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Partial verification, Differential verification, Relevant
clinical information 5 Al 7F4] &) thal A= vl
B AellA] 2 7o) W HIEY 93 Holy
gjct vk Acceptable reference standard, Uninterpretable
results reported, Withdrawals explained 5 A 7FA] 35

ArME 71eHA 2 vleol Fol Ay oz g

Study Participants size Questionnaire Type *Training/Test  Reference Standard(s)
Beum SG. 2008 2532 SSCQ Training Definite drug reaction
Choi KJ et al.. 2006 587 QSCCII + Test Definite drug reaction
Jang DM. 2003 344 QscCl + Training Others
Jang ES et al.. 2007 255 Qsccll Test Orhers
Jang ES. 2010 958 + KIOM CRF Training Definite drug reaction
Jung HJ et al.. 2000 53 Qsccll Test Definite drug reaction
Jung SI. 2008 2223 SSCQ Training Others
Kim DL. 1994 65 ¥ Song's Test Orhers
Kim JW et al.. 2006 259 SSCQ Training Definite drug reaction
Kim JW et al..1991 44 Unknown Training Orxhers
Kim KK et al.. 2004 629 Qsccll Test Definite drug reaction
Kim SB et al.. 2000 758 Qsccll Training Others
Kim SH et al.. 1993 63 QSCC Training Others
Kim SH et al.. 1995 244 Qsccll Training Others
Kim TG et al.. 2000 105 §Questionnaire( Il Training Others
Kim YW et al.. 1999 75 §Questionnaire( 1) Test Others
Kim YW et al.. 2003 1051 Qsccll Training Definite drug reaction
Kim YW et al.. 2006 151 TS-QSCD Training Orhers
Koh BH. 1993 122 QSCC&16PF Training Orthers
Lee EJ et al.. 1995 328 Survey questionnaire for Sasang identification( 1) Training Orhers
Lee JC et al.. 1993 24 QSCC&16PF Training Orxhers
Lee SG et al.. 2003 508 Qsccll Training Others
Park EK et al.. 2001 200 QSCCII only 16 Training Orhers
Park HS et al.. 2002 217 QSCCII only 7 Training Definite drug reaction
Park SS et al.. 2003 285 QSCCII only 16 Test Others
Ro SH et al.. 1996 601 QscC Training Orhers
Seul YK. 2006 398 SSCQ Training Definite drug reaction
Shin DY et al.. 2009 343 TS-QSCD Training Others

* Training/Test: the value of Training set/the value of Test set (Training set: The data used to construct or discover a predictive relationship /
Test set: a set of data that is independent of the training data, but that follows the same probability distribution as the training data

+ KIOM CRF: CRF of "Construction of Sasang Constitutional Clinical Information collecting system for Scientific Diagnosis" by
Korea Institute of Oriental Medicine (KIOM)

¥ Song's: Questionnaire from "Song Il-Byung. An Introduction to Sasang Constitutional Medicine. Jimoondang, Seoul. 2005"

§ Questionnaire(Ill): New questionnaire for Sasang constitutional classification (Re-constructed questionnaire using Survey
questionnaire for Sasang identification(I) and QSCC II)
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QADAS Tool Item Number

Seudy 1 2 3 4 5 6 7 8 9 10 11

Beum SG. 2008 U Y U Y Y U U U Y Y Y
Choi KJ et al.. 2006 9] Y U Y Y U U U Y Y Y
Jang DM. 2003 9] U 9] Y Y U U U Y Y Y
Jang ES et al.. 2007 9] N 9] N Y 9] U U Y N N
Jang ES. 2010 U Y U Y Y U Y U Y Y N
Jung HJ et al.. 2000 U Y U Y Y Y Y U Y Y Y
Jung SI. 2008 U N U Y N U U U Y Y N
Kim DL. 1994 U N U Y Y U U U U Y Y
Kim JW et al.. 2006 U Y U Y Y U U U Y N N
Kim JW et al..1991 9] U 9] Y Y U U U U Y Y
Kim KK et al.. 2004 U Y U Y Y U U U Y Y Y
Kim SB et al.. 2000 U N U Y Y U U U Y Y Y
Kim SH et al.. 1993 9] N U N Y U U U Y N N
Kim SH et al.. 1995 9] N U Y Y 9] U U Y Y Y
Kim TG et al.. 2000 U U 9] Y Y U U 9] N Y Y
Kim YW et al.. 1999 9] U U Y Y U U 9] N Y Y
Kim YW et al.. 2003 U Y U Y Y U 18] U Y Y Y
Kim YW et al.. 2006 U N U Y Y U U U Y Y Y
Koh BH. 1993 U N U U U U U U Y N N
Lee EJ et al.. 1995 U N U Y U U U U Y Y Y
Lee JC et al.. 1993 U N U N Y U U U Y N N
Lee SG et al.. 2003 U N U Y Y U U U Y N N
Park EK et al.. 2001 U N U Y Y U U U Y Y Y
Park HS et al.. 2002 U Y U Y Y U U U Y N N
Park SS et al.. 2003 U N U Y Y U U U Y Y Y
Ro SH et al.. 1996 9] N 9] Y Y U U U Y Y Y
Seul YK. 2006 9] Y 9] Y Y U U U Y Y Y
Shin DY et al.. 2009 U N U Y Y 9] U U Y N N

*

QADAS Tool Item Number

. Representative spectrum?

. Acceptable reference standard?

. Acceptable delay between tests?
. Partial verification avoided?

N N N N

. Differential verification avoided?
6. Incorporation avoided?
*Y: Yes, N: No, U: Unclea
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10. Uninterpretable results reported?
11. Withdrawals explained?
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Figure 2. Methodological review graph
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