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Sharing Experiences in Selecting Clinical Outcome and Approving Validated
Questionnaires : Insights from an Elderly Registry Study
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Objectives: Underpinned by the context of a Korean traditional medicine cohort study on healthy aging, this research
primarily aims to guide the selection of Clinical Outcome Assessments (COAs) for elderly healthy aging patient
registry research, offering insights into the selection process; and secondly, to streamline the resource-intensive
process of obtaining permissions for validated COAs, benefiting future traditional Korean medicine clinical
researchers.

Methods : In this study, we identified outcomes through a review of previous studies, followed by a process involving
expert consultations to select the final outcomes. Subsequently, for the selected outcomes that were Clinical Outcome
Assessments (COAs) developed tools, we searched in commercial databases to confirm the availability of Korean
versions and the necessity of obtaining permissions. Finally, we obtained permissions for their utilization and, when
needed, acquired the original instrument questionnaire through payment.

Results: Through a literature review of existing observational studies, a total of 57 outcomes were selected, with 19
of them identified as COA instruments. Upon verifying usage permissions for these 19 instruments, it was found that
17 required author-specific permissions, and among these, 2 needed a purchase as they were commercially available.

* Received : 27 September 2023 + Revised : 26 October 2023 + Accepted : 16 February 2024
+ Correspondence to : Jungtae Leem
College of Korean Medicine, Wonkwang University, 460 lksandae-ro, lksan, 54538, Republic of Korea
Tel : +82-63-850-6914, Fax : +82-63-850-7324, E-mail : julcho@naver.com
- Correspondence to : Jeeyoun Jung
Korea Medicine Science Research Division, Korea Institute of Oriental Medicine,
1672 Yuseong-daero, Yuseong—gu, Daejeon, 34054, Republic of Korea
Tel : +82-42-868-9272, Fax : +82-42 -868-9299, E-mail : jjy0918@kiom.re.kr

http://dx.doi.org/10.13048//km.24002 17



(18)  Journal of Korean Medicine 2024;45(1)

Conclusion: This study provides a detailed overview of outcome selection and permission acquisition for elderly
patient registry research. It underscores the importance of Clinical Outcome Assessment (COA) tools and the rigorous
approval process, aiming to enhance research reliability. Continuous verification of COA information is essential, and
future research should explore Core Outcome Set (COS) development through consensus-building approaches like

Delphi studies.
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Review of Preceding Studies' Clinical Outcome

16 Domains extracted from 5 references

v

Selection, Exclusion, and Addition Process

Selecting

Selection of One or More Clinical Outcome per Domains

Research Team's
Consensus Meetings

Clinical

Outcome

Patient Enroliment
Pilot and Subsequent
Feedback

—_

4.

Criteria for Selecting Clinical Outcome
Variable

Original Version vs Short Form

Clinical Significance

Selection of Appropriate Surveys among
Duplicates

Difficulty in Obtaining Usage Permissions

Final Selection of Clinical

Total 57 : 19 COA measurements (18 PROMs + 1 PerfOM)
+ 38 Outcome (PRO, PerfO, ClinRO, biomarkers)

Outcome

v

Verification of COA Information Through a Database
Patient-Reported Outcome and Quality of Life 127 Instruments

Database; PROQOLID

v

Obtaining the Orig

Approving

Through the Platform: Contacting the Primary Authors and Secondary
Authors of Published Papers: Through Purchase

inal COA Measurement Questionnaires

Validated

v

Questionna

(public domain)

Assessing the Necessity of Usage Permission and License Purchase
4 require the permission of both the primary and secondary authors (2
needs to be paid) : 6 require the permission of secondary author : 7
require permission of primary author : 2 do not require the permission

v

- J

Requesting Permission

Fig. 1. Flow diagram of the process of Selecting Clinical Outcome and Approving Validated Questionnaires

A} A} (body composition and imaging
AFASA A H (lab test)E L 4= Qltt 9l
He 57]H FTE REFA A oH,
HAY, §H, 359 £ 5 ISE HF
NA AR SF-12v2, 71, &5, o =49, 2
4 AEe 4 Z2EN FHeH, 7S,
EQ-5D, 94o] Ed|, ADL(Activities of Daily
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Living, LHIBYE 2957, o2, by Wk
MMSE(7Io|H A AL, Mini-mental — State
Examination), g}, ojAjglo] 37] IS EOA 43
5o, w4l B QS THE Q7N Y &
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g} 4= Qlt}. (Supplementary 2)
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2. JHE HIHK|ES| WEHMQ| APt OI%
e 23 AR melkt PR ESS B

AB7} 302 B3 £ 33]9 &4 FHLS AHrk
o] A9=EA0E W7 BSS Ted] AL
P agste 3 ol9ell, A7 A FB7HA

E 55 FHO| T A8 9 WA olfe tF
Z

1) SHEY £7 M
HAE T8 5] 24 dole] 4 Alzke] Hop

Bt SF-12v23}+ SF-36v2
(36-item Short Form Survey)9] ZHO|A SF-12v2

£ AZ AAFoH, L&A L(GDS; Geriatric
Depression Scale)?} <3 =91-2-& 4 £ (GDS-SF;
Geriatric Depression Scale Short Form) of @&
P2 AEE TS AU o@HSEEA=
ZHolHEAZ WA

2) QIAMKO| o|o|2 Na{Et E MEH

ERI517] Y8l CCl(Charlson comorbidity
index), ECM(Ehxhauser et al. comorbidity measure),
SCQ(Self-Administered Comorbidity Questionnaire)
s, 7M S5l AR E= CCrE #F AgEd
ot HEE B7leb7] 93k Z4tQl CAS(Constipation
Assessment Scale), PAC-SYM(Psychometric validation
of a constipation symptom assessment questionnaire),
PAC-QOL(Patient Assessment of Constipation
Quahty of Life questionnaire)&o] 7} &3a}A %

= 79 CASE HF AAI;. PAC-SYM ¥
PAC-QOL% Mg 37F g ofEzer s Al
AolA AL, 3, ST Ed 4 242 37t
571 flsiA eSS BT 47HK (MFS
(Morse Fall Scale), Huhn®] YA E HrieL,
JHFRAT(The Johns Hopkins Fall Risk Assessment
Tool), FAS-k(Adult Fall Assessment Scale Korean
version))E, 24 B7} £F AE I7H], G2

SIS

i
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A% 27}A] (FES-I(Falls Efficacy Scale-International),
ABC-scale(activities-specific balance confidence
scale))?] £ 7714 FEL sHZ HAFh Tl
g4 UARTE o B8] AAREE FEST @A
o FWHOR Wiz AYAT ABHA
2 Wl 9o FAABAYRANN Bl

AEgEL ]%7}74]}_/\} AZobAN HE DS
7o THEol dstolw éxgr:; TM% ;a_
2

A Wt QAN olu]7} o} -r7}1] pE Hz%oﬂ
A ALt AA4 AARE 98] TUG(time up
and go) HIAES} FRT(functional reach test) E|A
E 712]11 SPPB(Short Physical Performance Battery)
HAES A4 %52‘% SPPB HIAELRS -8olo]
B A5 B & Aok ved

3) S5&= IR M

Hopd 282 WA 9 HHY o= Jy
7|12 27}A] (AGS Beers criteria, STOPP criteria)S
g oRgRolE wael FEEDE WS
A7gollA ALt

4) 42X =7 ME7t E =59 022

Wpug FES 2457 95 ADLI IADL
(Instrumental Activities of Daily Living)& XEI3}
Ouf, ADLY| 7% =1 A& Al, W=7t 2
Al GolA A7gollA APt TADLY] gh=o] ¥

B2 Gl /IRt 108F =7 12 3ol
M HEF =770 AL, A7 d=5A4E A

T 5 ol 99 B9 AT AT5T
2 WY SO FUAFIRRAN BB A

kAL 3123 DEBQ(Dutch Behavior Questionnaire),
TFEQ(Three-Factor Eating Questionnaire)gs TH
2 A4, DEBQ, TFEQ: ¥ wejio] 7t
g Zo| g1, gold Y5 A Biiste] A9
5H9ith QA7) B71e] AL, MMSE(Mini-mental



State Examination), MMSE-2(Mini-mental State
Examination-2" edition), MoCA, CDT(Clock-drawing
Test) M= 47K =75 AP, MMSE
% MMSE-2¢= 2% MoCA =19 SEEH= &5
o] wou oA B5Z HoMe A dEAE
Fofsior stk Y] 7itEeez Qs Agd
A AR CDTAHEF EF MoCA =79 5
550] A7olA A2t (Table 2, Supplementary
1Y)

b) ZE MH HIIK|E

o ¥l e AR AF AN FHE= A
HAFAE AQsta, HoloutA, AEB7HAIR %
7Iek 7R £ E2AHA F ST (Table 3)
o] FollA dEAl FEi ] =2 JEE YFHIIA
= £ 197§o|th. PROMs:= 18702, Sh=ojt
SF-12v2%%, gi=to|2 Woks HH|H7FE = (CAS)™,
EQ-5D-5L 9 VAS?", g=tojmt GDS-short form™*?,
ghtoldt IADL™Y, ghatol2 ke AlA| 3B et
A, gEolt 2R W 55 A
(KFES-)'¥9] 877} glom, A7 (health
behavior)oA]  SF=oj@t  PSQI(Pittsburgh  Sleep
Quality Index)™*”, gF+ojm [PAQ-Short form
(International Physical Activity Questionnaire-Short
form)**?, MNA-SF(Nutritional risk - short form)*,
Sk=2oj® SNAQ(Simplified Nutritional Appetite
Questionnaire)***, Paving Wheel AJE&TAEA|
9 gltojmt MOS-SSS(Medical Outcomes Study
Social Support Survey)*9] 67, gte]st A&
A Q7 GHBAEAY, 7ho] ofFHITHAEAY,
A SRR, AR AT G50 4 A7
A7t olo] sttt PerfOE SHY 4 e &F
9l PerfOME 3H=ojmt MoCA™™? AEA|7} o]9]
S,

Yol 397 WA EE e w9t oE 24
3}4] = PRO, PerfO, ClinRO 7121 Hlo] 9}

=

A

AR A Y R ASE ARt oA A¥Y I ()

2 U % Sk op7lo] Sak) kol Jle} B
e 2530 AEE =771 §l=PROYE BHAE,
44, R, 159, o8, HolugA %
8 718, FAATY, o4, FUd, 85, 4
A, 7h 9leH, ClinROol= 75 ROMA
A, 312 ROMAA, Hesh Ag7A, Habaa, o
DAY, Aol A, SEEAAY, AVSERAHAL
2H4% B7P} itk Perfool= o2, SPPB™,
McGil’s core endurance test®®, H7|5AA} 9t}
MBS EE Wy o] oY weol AEE
S3E= A%, 71, BML, $5718Y, olEY,
wsp, 729 AL vl oo ik T|e B
7R o= Hlolagel EAS TS fs 4
Sk A, ARIFEA AR A, A%, 9,
NEBA, T13E50T, 27pa g8 At

3. S YHTIIKE =72 AES7H B

AFret BREE Y5t e TE 197
o) SUFAMIE E771 2 A A8 sb B
Q31 F7IX #L} (Table 4)

AR RS BE St BT A9
L SF-12v2, IADL, FES-I, Paving Wheel 49|
47} 90, 1 Fof SF-12v2, IADLY] 3% 485
2 AlgHe] FukE AAF Pk s7HE A HlE
o] Q%A Q| of¥ = (Table 4)9] Requires purchase
of original work &of 7|Aj=]o] It}

13242 20] 23 L=H|Ql(public domain)o] At}
Hlgd 2 sk 249 A48 s7pF 984 ¢o
], 22220 tisiAlet o7kt Bagt He= 6
7}Ao]tt. CAS, GDS-SF, PSQI, IPAQ-SF, SNAQ,
MOS-SSS7} df st

1A EO] g0l HolAY, EHEES F
A 57 55 Al MQEAA] AlFol= B¢
£ 24AZE ] gojg WYo] | A gl 9l
© PAPAZEC] Ot s7 AP § 7=,
EQ-5D-5L, EQ-5D-5L VAS, AlA|3EetgdArL,

e

=

1%,
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Table 3. Final Outcomes and Classification According to FDA?

Outcome Domain

Individual Clinical Outcome Variable

Clinical Outcome Assessments/
Biomarkers/ Other Outcomes
(Classification According to FDA)

Demographics Sex Other outcomes
Date of birth; age Other outcomes
Education attainment Other outcomes
Family relationship Other outcomes
Anthropometry Body weight; Height; Body Mass Index Biomarker
Health Assessment Vital Signs ~ Blood Pressure : Systolic blood pressure; Diastolic blood Biomarker
pressure
Pulse rate Biomarker
Body temperature Biomarker
Health Status Medical history; Surgical history; Drug history(polypharmacy);  PRO

Family history

Health Behavior Korean 12-item Short Form Survey PROs instrument
Comorbidity as Charlson comorbidity index PRO
Dietary supplement PRO
Constipation - Constipation Assessment Scale PROs instrument
Quality of life - EQ-5D-5L, EQ-5D-5L visual Analogue PROs instrument
Geriatric Depression Scale Short Form Korea Version PROs instrument
Korean instrumental activities of daily living scale. PROs instrument
Physical resilience scale PROs instrument
Fear of falling - Korean Version of Falls Efficacy PROs instrument
Scale-International
Oral health PRO
Women's health PRO
Smoking; drinking PRO
Sleep - Korean version of the Pittsburgh Sleep Quality Index PROs instrument
Physical activity - Korean Version of International Physical PROs instrument
Activity Questionnaire Short Form
Nutritional risk - short form PROs instrument
Eating behavior PRO
Korean Version of Simplified Nutritional Appetite PROs instrument
Questionnaire
Paving Wheel Questionnaire PROs instrument
Social network - Korean translation of the Medical Outcomes PROs instrument
Study Social Support Survey scale

Healthcare Unmet needs Other outcomes

Healthcare costs

Other outcomes

Cognitive Function

Korean Version of the Montreal Cognitive Assessment

PerfO instrument

Physical Function

Hand-grip

SPPB score

Range Of Motion (knee; lumbar)

Hearing, vision test
Electroencephalography(EEG)

Heart Rate Variability test (pulse wave test)
McGil's core endurance test

Biological age measurement

Pulmonary function test

PerfO
PerfO
ClinRO
ClinRO
ClinRO
ClinRO
PerfO
ClinRO
PerfO

hitp://dx.doi.org/10.13048/jkm.24002 29
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Table 3. Final Outcomes and Classification According to FDA® (Continued)

Clinical Outcome Assessments/

Outcome Domain Individual Clinical Outcome Variable Biomarkers/ Other Outcomes
(Classification According to FDA)
Body Composition DEXA ClinRO
Inbody ; assessment of Sarcopenia ClinRO

Korean Medicine Questionnaire  Instrument of Korean Medical Pattern Identification and
Functional Evaluation for Five Organ

Blood Stasis Questionnaires on metabolic syndrome
Kidney deficiency pattern screening assessment questionnaire
Core Seven-Emotions Inventory - short form

PROs instrument

PROs instrument
PROs instrument
PROs instrument

Clinical Laboratory Tests

Biomarker

Biochemistry Albumin, aspartate aminotransferase, Total Protein, Total
bilirubin, Calcium, Chlorine, Phosphorus, Sodium, Alkaline
phosphatase isoenzymes, Amylase, creatine kinase, Aspartate
Aminotransferase, Lactate dehydrogenase, y- Gamma-glutamyl
transpeptidase, Blood Urea Nitrogen, Creatinine, Uric Acid,
Total cholesterol, High-density lipoprotein cholesterol,
Triglyceride, Ferritin, total iron binding capacity, C-Reactive
Protein, Low-density lipoprotein cholesterol

Immunology 25-OH Vitamin D- Osteocalcin, Cortisol, Free Thyroxine 4,
Thyroid Stimulating Hormone, Dehydroepiandrosterone-sulfate
- Vitamin B12, Insulin

Male Hormone Testosterone, prostate-specific antigen
Female Hormone Follicle stimulating hormone, Luteinizing Hormone, Estradiol
Hematology, HbAlc White Blood Cell, Red Blood Cell, Hemoglobin, hematocrit,

Platelet, Mean corpuscular volume, Mean Corpuscular
Hemoglobin, Mean Corpuscular Hemoglobin Concentration,
White Blood Cell differential (Neutrophil, Lymphocyte,
Monocyte, Eosinophil, Basophil), Hemoglobin Alc

Glucose Glucose

Urinalysis Urine White Blood Cell, Specific gravity, pH, Protein, Glucose,
Occult blood, Ketones, Urobilinogen, Bilirubin, Nitrite, Urine
Sediment (White Blood Cell, Red Blood Cell, Epithelial cell,
Bacteria, Casts, Crystal, Others)

Omics analysis Metabolomic metrics, Plasma proteomics

EQ-5D-5L; EuroQOL 5-Dimension 5-level, PRO; Patient-reported outcomes, PerfO; performance outcome, SPPB; Short Physical Performance

Battery, ClinRO; clinician-reported outcome, DEXA; Dual-energy X-ray absorptiometry

QAHZNHEZ| 71o] ofEHZ HEX|, WAZAAA “[Korean] PROQOLID database Korean version
T ©=5g AEA, AlSHSAHRA7} ol sfggitt. availability”, “[Korean] Authorization required for

o]7]4 EQ-5D-5L, EQ-5D-5L VAS & ZEoA4 use of Translation author”, “[Korean] Questionnaire

Ao wet S5 Al o3 AR QlojE MY acquisition methods:

availability of Translation

5 S olojo] HEx] =7o} XHAM7HA] 3 author contacts / platform link” oA &I 4

A2} Uz MoCASH MNA-SF] Ao Y 9}3}

29 ¥R 2R FF 5008, X BB B G7H 97 © HRASH} 9SoIN ge
A oF Az AN e Sk B Aue uwr Zo| HyHor FRIATA Uk
2317 et Wto] BiAo] Thet FHE Table 4°]  EQSD-SL, EQ-SD-SL VASE 9] 2 54 A%
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