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Executive Summary

U

The system development of clinical study for conditional
coverage with evidence generation
Dong Ah Park?, Jeonghoon Ahn", Ji Eun Yun”, Jinnie Rhee”,

Na Rae Lee”, Soo Kyung Son?, Sungwon Lim", Min Jin Lee”,
Seon Heui Lee”, Eun Hwan Oh®”

1 National Evidence-based Healthcare Collaborating Agency
2 Gacheon University

3 Hyupsung University

Background

The government has introduced 'selective reimbursement system' by targeting

O

the entry with the social demands though uncertain effectiveness. If it is
determined as a selective reimbursement item, that technology is covered
under national health insurance with differentiated patient payment. There
has been a demand for a review system that can support clinical research
and research process management even for health technologies covered by
health insurance and in cases requiring evidence development for medical
treatments that determine that there are uncertainties in evidence for
treatment effectiveness. Therefore, this study was to examine the general
system that supports clinical research on health technologies that require
evidence development as one of the ways for conditional coverage and as a
target for selective reimbursement. Finally, we developed process
management modes and detailed procedures for clinical research processes
appropriate to domestic conditions.

Objective

The aim of this study was to suggest a general model and related detailed

viii

procedures for clinical research support for evidence generation for
domestic conditional coverage as well as policy support measures.



(J Methods

First, criteria were analyzed for conducting domestically approved clinical
research and for conducting clinical research on the temporary approval of
new health technology. The Guideline for Good Clinical Practice by
International Conference on Harmonization (ICH-GCP), the Nuremberg
Charter, the Helsinki Declaration, and the Belmont Report were reviewed.

Second, data were collected by visiting foreign organizations and searching
related web-sites for detailed case studies on operating methods for
conditional coverage in major developed countries (USA Coverage with
Evidence Development, Canada Field Evaluation, UK only in research, Japan
advanced health service system) and on the current state of clinical
research support relating to conditional coverage. Rapid reviews were
conducted to obtain additional data relating to the system and to deliver
policy suggestions in depth.

Third, an in-depth interview was conducted synthetically to collect various
healthcare expert opinions on criteria and procedures to consider when
building a system to generate corresponding evidence through clinical
research.

Finally, of the criteria in the selective reimbursement system, a general model
and related detailed procedures for clinical research support for evidence
generation and policy support measures were suggested as a conditional
coverage based on previous reports and data relating to conditional
coverage in foreign countries and surveys of expert opinions.

J Results

Several health technologies are uncovered under national health insurance
scheme even after they satisfy the health technology assessment criteria due to
the lack of clarity in evidence for clinical safety and effectiveness. Therefore,
criteria for selecting target technology, process administration, and funding
criteria needs to be developed in determining conditional coverage for evidence
generation through clinical research.

* Criteria for selecting target technology: The technologies that need additional
evidence due to the lack of evidence for safety and effectiveness, health




technologies with high potential to obtain evidence within a short period,
those that were generalized due to lack of evidence for safety and
effectiveness, those in need of studies on relative effectiveness, those whose
interest in evidence generation is low due to small business profit but is
clinically needed, those that can only be provided by a high-tech healthcare
provider in appropriate medical organs, and those with high potential for
therapeutic changes in patients may be considered.

* Process administration: The National Evidence-based Healthcare Collaborating
Agency as an independent and professional agency manages clinical research
processes, provides scientific advice and requires activities to provide
methodological guidance. It is necessary to construct related infrastructure and
provide a performance system. Specifically, 'Steering Committee' for clinical
research aimed at evidence generation is responsible for deliberating research
proposals and assuming a scientific advisory role for related research.
'Research Sub-Committee and Research Support Centers examine research
proposals, verify and analyze data, conduct studies on cost-effectiveness,
provide methodological guidance, and examine reports, thereby supervising the
general process of clinical research for evidence generation.

* Funding: To smoothly operate a clinical research support system for
conditional coverage, funding issues are key factors to consider. Principally, it
is reasonable that the government should fund the study as it is in
accordance with government policy support. Public research funding might be
desirable but the scale of clinical research expenses may be large. Therefore,
various funding sources are necessary in terms of system sustainability. Also,
various stakeholders need to participate in decision process.

I. Current state of conditional coverage in major countries

In major developed countries, various forms of conditional coverage systems are
implemented according to each country’s healthcare conditions. The objective of
the conditional coverage system being implemented in developed countries is to
verify whether the health technology can bring benefits to the applied population
group through evidence generation for doubts about the health technology.

Looking at the conditional coverage and the current state of operating



administration in major countries, criteria for selecting technology relating to
conditional coverage with evidence development targets health technology that
has insufficient evidence for 'safety and effectiveness,’ which is mutually
required for determining cost. In Canada and the UK, factors for
'cost-effectiveness' are also considered, and even when evidence for
cost-effectiveness is insufficient, the technology is recommended as conditional
coverage. On the other hand, Canada, the USA, and Japan assess not only
safety, effectiveness, and cost-effectiveness but also usefulness, uncertainties in
technology quality, and uncertainties in benefits to the applied population.
Technology predicted to have a significant influence on the applied population
has been selected as the target conditional coverage technology.

There were country-specific differences in performance methods for clinical

In

research and evaluation methods. Especially in terms of research performance
methods , researchers in the USA autonomously conduct studies, and in Japan's
advanced health service system, researchers can autonomously conduct studies in
corresponding authorizing institutions. The UK has been conducting an advisory
mode of research performance, and Canada has been leading research in
academia and research institutions. Relating to evaluation methods, both Canada
and the UK conduct clinical research on the process of conditional coverage
and cost-effectiveness.

terms of funding methods, Canada and the UK are also conducting research
through public aids, whereas the USA and Japan receive clinical funds from
manufacturing  enterprises, medical institutes, and academic institutions.
Additionally, in other countries, healthcare expenses are guaranteed as conditional
coverage, but under Japan's advanced health service B, technological expenses for
corresponding advanced health technology are paid for out of pocket.

I. Interviews with experts

Reflecting on the opinions of domestic healthcare sector experts, content

analysis of criteria and factors to consider for primary application in each
stage were conducted, and the following results were found:

(Target technology selection stage: criteria for selection and factors to consider)

Of concern were cases in which additional clinical research is needed
because target technology based on evidence generation for conditional

xi



coverage lacks evidence for safety and effectiveness, additional evidence for
diseases specific to Koreans is needed, disease burden is large, the technology
is invasive, and the health technology is developed domestically. It was also
noted that it is reasonable not to select technology performed by clinical
research in foreign countries, technology developed by foreign countries,
when cost for evidence generation is greater than transaction cost, technology
with a narrow accommodation range, and high-cost technology as target
technology. Main factors to consider during the selection process are
inclusion of evaluation of cost-effectiveness, suggestion of a logical and
transparent settlement process, and collaboration with an expert healthcare
committee.

(Performance stage: agency and instruction for conducting the clinical research process)

In the clinical research stage, process administration is important, and an
agency that can professionally administer this is needed. The NECA, an
independent research organization, plays an important role in administrating
clinical research processes and manages half of the research process,
including advice and reviews for research protocol and management of data
quality. Matters to be attended to during process administration are providing
regulations for punishing clinical research malpractice, providing mechanisms
to obtain reliable research results, systemizing processes to write consent for
participation, and strengthening the function of independent data monitoring
committees.

(Other overall opinions and funding) The first alternative for funding is using

Xii

government funding by default. Since the actual high material cost is
responsible for manufacturer applicants as well as evidence generation, plans
to pay for funding can be considered. Another alternative is to classify
healthcare instruments by their characteristics and to request plans for
differential support and other public funding (as funding from the national
foundation R&D support and national funding, Health Technology Portal
Service, Korea Centers for Disease Control and Prevention, and Korea Health
Promotion Foundation support the Ministries of Finance and Economy,
Science and Technology, Health and Welfare, and others). Some opinions
highlighted the need for a funding mechanism from the National Health
Insurance Service, which manages healthcare foundations.



II. Development of clinical research support system for conditional
coverage with evidence generating

The key performance agencies of the performance system for clinical research
support for evidence generation are healthcare organizations, healthcare
evaluation committees, the NECA, and the Ministry of Health and Welfare. The
performance stage is largely separated into three stages: selecting target
technology and implementation organizations, performing clinical research and
administrating processes, and publishing results. Specifically, the performance
stage was separated into five stages: target technology selection, clinical
research initiation, process management during clinical research, clinical
research completion, and result publication.

Doctors in the healthcare organization responsible for implementation are obligated
to submit a clinical research application, gather patients, obtain consent forms,
input case records, follow procedures and proposals, and write mid/final reports.
When conducting research studies, doctors responsible for implementation and
participating research staff may receive scientific advice and reviews from the
NECA and respond to demands for procedural inspection and data.

The evaluation for selective reimbursement and medical practice evaluation
committees from the healthcare evaluation committee make final reviews of
the accepted target technology and play roles in verifying required documents
for clinical research performance, notifying final reception, and reporting
review results of acceptance from implementation organizations. When
publishing results once clinical research is completed, the evaluation for
selective Reimbursement and medical practice evaluation committees from the
healthcare evaluation committee reconsider the reception of conditional
coverage, review and decide on maintenance and transition for required
payments, selective Reimbursement, coverage, and termination; report them to
the Ministry of Health and Welfare; and finalize the decision at the National
Health Insurance Policy Deliberation Committee.

Insurance benefits from the Ministry of Health and Welfare are agencies for
publishing requirements for target technology, organizations, and operators; for
announcing recruitment of prospective clinical research organizations; and for
notifying selection of implementation organizations. Additionally, after the
acceptance period for clinical research is terminated, extension of an additional
acceptance period must be announced in the result publication stage (Fig.1).
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The NECA is the agency tasked with examining clinical research proposals for
evidence generation, inspecting clinical research implementation procedures, and
reporting mid-inspection results (once a year) and a final inspection report (within
six months after clinical research is terminated). Especially, the NECA scientifically
supports researchers clinical research performance and systematically manages
the process by establishing steering committees and subcommittees as well as
research support centers. The steering committee reviews research proposals.
Sub-

written by researchers and, being responsible for monitoring, inspecting, and

committees and research support centers examine research proposals

analyzing clinical research data, also inspect mid-reports and final reports
submitted by researchers. If it is a necessary technology, studies on its cost and
effectiveness are conducted. Furthermore, research support centers provide
methodological guidance to help understand research performance of clinical

researchers and research methods for decision-makers (Fig. 2).

In case of
final report

National Evidence-based Healthcare
Collaborating Agency (HIRA)

Decide on clinical research practice and health HIRA Committee

insurance payment for conditional coverage

HIRA Ci it -
St e Mandatory || Selective Non (De-
reimburse || reimburse ||reimburse || .
listing)
-ment -ment -ment
‘Interim report and final report of
clinical research findings”
National Evidence-based Healthcare Collaborating Agency (NECA)
Clinical research process management for conditional coverage
[ 1
Steering Committee Sub-committee

» Clinical research academy (association) * Proposal review

representative, research methodology * Data collecting and monitoring

expert, public health and medical statistician, * Data audit

public health economist, researcher * Data analysis +—

representative, NECA researcher » Cost-effectiveness research

representative, data management * Report review

representative, etc. « Scientific methodological guidance
« Consideration of research proposal
* Provide scientific advice

[
Investlgators P |
- Responsible physician, pr ional iation, impler felplestl

- Conduct clinical researches
- Submit interim report and final report

agencies, etc. }

/

Fig 2. Process management support system model of clinical research
for conditional coverage with evidence development
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Conclusions and Policy proposal

terms of policies for system operation, there were three main considerations.
First, criteria for selection must be explicit and specific in the target selection
stage, and social impact must also be considered as well as the opinions of
various stakeholders, and a mechanism for participation should be guaranteed.
Second, in order to increase the credibility of evidence obtained through
clinical research, the importance of process management must be
acknowledged, institutions that can assume professional responsibility to provide
'scientific advice' and 'methodological guidance' must be highlighted, and
building related infrastructure and providing performance systems must be
supported. Additionally, it is suggested that funds be used to build not only
support measures for public funds but also research foundations for medical
technology development. Emerging jointly with stakeholders and governments,
public research foundations made possible clinical research funding for that can
contribute to public health promotion and will be a driving force in
maintaining continuous clinical research for evidence generation.

order to increase the credibility of evidence obtained through clinical research,
the importance of process management must be acknowledged. Since the
proposed scheme didn't collect the various opinions, the policy should be
designed through the consultation of stakeholders and agencies related to actual
system performed by authorities and the targeted medical technology.

Key words

selective reimbursement, conditional coverage, evidence development,

clinical research support system, process management
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5. PPN BAHOE egelo} 3k YPABAIAL BHRL A 714510k A,
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BAYAGHA thet Ssolor Tk,

7. HERA ABHE Aok AL AR G EE Anolare] 4Y so] o] 2ojHo}
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8. YHAE 290 okt AFTL 24 ATLYL Yool L EAS B, 4F
2 23 olof it

0. YAPA Fofeh] Aol BE NYRZRE ALHY YYAY Fo] FIAE Wolo}
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10. BE 94AE B3 3ut A B, 4 2 o] A5HES /1S HY BE
ot @k,

11 A BE B #et o mef, medze] dde 3T + e 7159 ¥
42 2Asor g,
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3. ZUFF0 &8 M H At

$e

3.1. 0=
b 27120 EY I8

1) =7120{ZH(National coverage determination, NCD) i

o= 3 EAAAQ A HACE AHAME(Centers for Medicare and
Medicaid Services, °Jst CMS)= =7} @99 Fo 44 =752 4(National
Coverage Determination, ©|3} NCD)& Wg7] Y3to, J=7|&y TAH YAZLA
E Bk, o] o o JEFE d AMHAE Fo] FEOE xYst= o] A% 9
FHE A, AmstAY 76 FEA7= do &40 B4H(reasonable and

H
necessary)®|2tal #oet ket FE3IF Aol AL 9

2) 27H302Y Y

NCD 8% AFL "gAo 24, 354, AE7t g3, BIA € CMS AA| oA
o|FojZtt. NCD 8F41H0] g Al, o& ¥ 2 CMS URIYE AH 24 =<t
o] ARE7|I7HA HE Hd 67/fde] £8HT AAXMY disf 3047t A& F£HEHS A
A, Hd 60¥9 ol% HFZAAA(final decision)’} FXEF T}

CMSE NCD Z2%& A%t WHAE FAN 28F 4, G024 93 (Medicare
Evidence Development & Coverage Advisory Committee, ©]s} MEDCAC), H|=
oa B FA XA (Agency for Healthcare Research and Quality, st AHRQ) &
of 8%stal Fol9 AR tsf = 4 A2 AHRQ % MEDCACY WHHAE
142 A4 3%, 309 A7t F7t2 2290H(3dE 7).

2) digAlel o ZF2 T M FRE olFOA Utk & K= AAFILCD, Local Coverage
Developmen)& #tjAlo] 9] tifio] ¥zt Akxje] o3| LCDE o|FoiAH, & thE sirt =7}
9919 o424 712 (NCD)olH. 7o Z2B(NCD)= A7t 10~124 F= AJlPE.
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1) NCD: National Coverage Determination
2) AHRQ: Agency for Healthcare Research and Quality
3) MEDCAC: Medicare Evidence Development & Coverage Advisory Committee

a8 7. [01=] =750 ZFINCD) 2K (mITA o)

OII

3) 70 AHY(NCD)S 9Tt Lo 2AH HIt

CMSE NCDE W7l o #dd" 94 <AY w54 B71 44& 59, 1) 53
Bt AREL A ggE £ AEA, 2) T T B Auast A 2HE F
AN A2y st 4Es ZAJAE ddett. E9], ‘A% 2HE FHAL A
AA e el CMSE o9 37HA 7|£22 YA EAE B7kstc AA, HEATLY
4, 4, WdAe] sgFA] gz AEAFEARY B A (relevance), A, ol5F} 9
of #A 719 FFA I SAAERY TE2E 4 e $8T AEo|4. Bt 2
3, fe|#oly "ol HHEE H¢ NCDE ZFHH I 8).

r
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oA of =SAH
HEATAE a7 2
et
2AzsH
CES e
TR
7|9 detd
2O ARNCDIS Lf|7] 23t oAt 2AO| HjE B}
g 92728 Sojste Ao| e 3 Ho B TEStn X 2517L 7|sEA 9o
J% 8. [01=] 27/20HZH A4 Z2H It (CMS)
4) 27t HZH(NCD) 2H 9%
NCDE A RAHd] Het 5714 G124 % & A4z A490E 8).
T 8. [0]2] NCD ZHSeY
# NCD ZH |d Li = H|Z
1 20/ s I
1 i ere N %t 20BN B S0 wagis
B2I%0|0 LRSI Z2S W2l|o] 9sts 247}
2 BOEIN ¥S  MESIA %1, 207 HUHO 2K SHLX
o
= AF 3 S2X0|T LQSHCHD
S E UL pi R ol
=2 = o B R B =208 A|.§_|E7gtlu1
o3y 277} HY o2 = ET= MHAJ Off £ section
Bt 71X 01 ABOIAE Bl2IX0|D TSI Z  1862(a)(1)(A)
sy x0l oo o AV AIS
el a. S MEjo| #X E= QRstY EXS Xd B0
Y o i 1% 20
e d;ﬁ;ns) £X J|ZS Z3s= oA EE QY7|BO| KZE 4c)2t 57t
P ol 3o CEDA
c.ﬂ%l X2 M NCD 7I& UoM HBECHs ol g
JS ZWsle £Y NES HEHS KoY S0
QMM =71X01 Section 1862(a)(1)(E)Q 7Haot0| 2= st= E:_'; N| INEILERS
5 HOEZ A%sts  HAJ} 37} Ko A%S 9o AHO| FHE A section

o2t MSE ot 50

1862(a)(1)(E)
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MEE0 2AEE YT XEHA Y A
Lt 0j=9 XAHE F0HZ(CED)
1) 248 FHHEZ(Coverage with Evidence Development, CED) 742
Fhgoi24 BRI A BIAAG 479 A4 S30] ¥ F9, FAY 27
£ Astke MR 9 dmTles YAAHLE Folste ATVt 2AFEFO
(Coverage with Evidence Development, CED)C|t}. &, ZAEF s HHof| 7]4kst
dZEy 24 U] gstel BAR S F449 84T Y YRS YT B
Aol FAAE (registry)tt YA A+ (clinical research)o| #ojste AR g &
AqA £ #F 7€ W goE Achks AL TIHAAY 9, 2013). £
A&q39 7tsAe] oy Be Fo& 2457 EA7 EFSET F4e g=7|e
tistol AgtE 27oA Fojste ZAE AT BRI U AS ol AFAHE 9)
B 9. [0j=] 242 S0HZ 42
4 ZHE ZO0{HE
Mz
24 -
(@22=) BHE(HHS) - CMS
Heggs  MYRIE
METIE oY 7IsY AR FRO| oiEt 27 =R 42
H2HE  HOAY MYAN 2L
APHE  ARXE A O (HTE 3 HE XEF S)
1) CAD (Coverage with Appropriateness Determination)
o m - UBH FT A SZNRE KMEF F0U 20
™ 2) CSP (Coverage with Study Participation)
D UNATE FIINOI HI0|HE +Hots £2CE F0
HPRNY  HAR HH0| A7k 2F 3i—~ 4F
Sirtad XL MEEH APHARYH ZRTE, NIURMNK| ALK FUOE ¥
HTZLE  CMS: QA E1 2F (CADY 22 27| ZLHY)
_ Aot Xl 42
Time Set | - o = C -
sty T SAU OEt GTAL BAGN0E HHS & £ 9l HOIED L2 ma| 1Y )
vizas) XUT 5 FUHEIE oty AT 40| T2t 712t 2EEY 4+ AS(EY E= ASTYILS)
of AHY5H O Z(dH Xt
AEoE 20| EHOJGHX| oW S02 HHX 43
ST (829 BB XY Q0] XeX O Q%)
a72no AX0 = 27 = X7 ES HAESIH XAHEZNH 9
o XEHQl RS otHAl A7 Znof w2t oM, A71EA S MUES XUEZ0 ]X|
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CEDZ H&H7] YsAe ot 2 Yzo] AAAH} sty ol 20149 AFH
AA(CMS, 2014)°] 77k & FAstaL SQItHE 10).

E 10. [0]7] ZASF0(CED) HE 2A

Mg 4zl

|1o
= (public comment)0il Z7H%/0{0F SHCY,
',

=

# CED
CED= NCD 2ty QtofM Z2FEH, FHotd S

1
2 58 277t U2 20 R¥2 o HIsE mols #ald + eich
3 CEDE ¥4Ho=z £3XEg ol 9=7|a9 H4g Srisict.
4 CEDz ¥&ote 2ofd 20| HIE & U= 2AHE MA6H0F &t
CEDE %X, M 14, 85, B H(security)2 Rtk FDAY EdtS OhA

. 28R M 2 9z7)79 b
S7AL B=aHK eert.

6 CED= NIHY doirol g4, #e,
7 CEDE oy, 74, 8%t 5 At

NHO| date A8HGHR| =L

Lcl_

2) 248 20NEZ(CED) 3%

CEDE A+ A EH A=E AEPS W Fo(Coverage with Appropriateness
Determination, CAD)'¢®t "dFAFolA 7140l dolgE +4ste A2 272% &
of(Coverage with Study Participation, CSP)'st= 2 55 E3SH(IH 9).

@® ‘7 Al E™XIZ HEA 20(Coverage with Appropriateness Determination, CAD)’
CADE ¥4% 272 33M7= FaAdA AdsA ASHA=AE Fdst7] Ast
o Z7 Al NCDIA AF" 54 ARE A=PS Wt S48 CMSe AmFEo|ut
Al A7 NCDOJA AAIRE dlz AEsHA ASEHA=AE BIstr|o] FF HAoA X
ofd Ag7t EFET A0E fE A CADE ZATcH dRES 3%, NCDOA
dlole] 42 flaf sl 4AT dolgwo]a ke HAAED M ARE A&

@ 'YHAR0 o5 fE Ag X192 Z0j(Coverage with Study Participation, CSP)

CSP= NCDE Ast7|ol= A7 EF5&Eshd 71 dolg 40| iAo +%
AdA F= FFS BEHA T = UZ Aol ‘
Aol 0}7\11\6] ‘9 ]. 1] A

1,-;
W,
=
=
>
1o
Fu
~N
i)
o)
3
of
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A A $3A% BAE0l A 43
¢ A% U AZ B JAAHS T 4IRS FI 94 AT 9% E 4 Ak 2
A QA Aojth AT ATE B2 AAY e ARE W, NCD AHYA
Az Agdt,

37120 2% (NCD)

w8

1 20 2EE J0Z 7%
(No change in coverage)

SO0 BS

(Non-coverage)

Aeo|23H
N 22120/ 39 =7 49 87} £ o078 25g
(@)(L)A) —  (Coverage without special _ A ERAT 20
conditions) {Only for patients with specific clinical or
demographic characteristics)
S 2 22002 20 SHI|1zE 55 M EE
— (Coverage with special == QOF7| 0l 20T 3
conditions) (Only when provided by physicians and/or facilities
that meet specific criteria)
CED (20063~
N olaAHN g 7ol fojele L F7HARS +EE 9] Ao g
M3 EZE +7ol g THOZ Fof a1 A28 ol 20
(Section (Coverage with providing i tzt?l:;:;“ T LT
1862(6){1)(E)) additional data within a
} ' / setting and in clinical trials)
YHERUA 59 HolElE 374 8928
X3t A2 EZHOE 20 HEde i 29
(CSP, Coverage with Study Participation) (CAD , Coverage with Appropriateness Determination)
J™ 9. [0]2] ZHEZ0(CED) 357
Ch. 228 AT =3 FH L X7/, &8 Z2JH

AHRQ, MEDCAC, CMTP, PCORI 59 7]3#o] CED AZ9 A4 4 A4 9
< #3IHIE 10).

ack
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«CMS: 2| 27|20 Thet ofC]
A0 £3%0) 3t 37430 ( CED 2AMA Y £ 3
BH(NCD) 7t «CMS: 8|27 |=0]
*AHRQ: CMS2| L 22| 2 EHA| Ozt 2720 R R 49|,
UM, 2FA 22720 of3 ERHMEHES Y
FIE HALHHS): GRA 2E 3D Y HE 02 AFTCILE YU
“MEDCAC: CMS9| Lj= 2|2 2272 CMSH EM B 2AEE 9
CHAOIM, REA| 28722 AZHHE B7EH, 2oL, HE
LECEREE ) 4
. . uf o= m 7 ] A NCD
2op20) R PCORL: I3, PCORNet 7 =712 0] EE(NCD)
(NCD) TR £ £ 22 H O Aol/zjlo
+AHRQ?| CERTs Program
CMS: Centers for Medicare & Medicaid Services
HHS: Department of Health & Human Services \ /

CMTP: Center for Medical Technology Pelicy

AHRQ: Agency for Healthcare Research and Quality

MEDCAC: Medicare Evidence Development & Coverage Advisory Committes
PCORL Patient-Centered Outcomes Research Institute

CERTs: The Centers for Education and Research on Therapeutics

J8 10. [O1=] 2% S0ME #3718 4

1) AHRQ(http://www.ahrg.gov/)

AHRQ (Agency for Healthcare Reseasrch and Quality)= B HAEXE 127 7]
T F SuE, JdrAGAAY E4, 53, A, AR 5= MAds] o8 Rt 2 F
37189 e BEY A% $Pshe Aot CMSY 97 e Al AHRQE
9 71&97HE £, ol EYE CMSe F97I&& viidth. AHRQE Effective
Health Care (oI5t EHC) Z2IHZ &3] dA, LHAL A AHAE A 34 %
H Ry A4S Bitslr] 9t Ao pE A4, A+ 71, g 94 5ol Ae
Al gttt AHRQ7F A|¥ote EHC ZEIHLE IAFA, ZARA, 2ASM 9 2% 53
7HNE FAE Qo olE AAHoZ Helole= XZAo] COE (Center for Outcomes
and Evidence)olth. COES A2 o4, F54 ¥ A ZAAAE0A of" &HA +
oA T AETA] Ht FERE AFste] e olg9 A% BA9E AHE P4

}\’é‘
A71E AL = § Qlth COE: HAYE ZAMY obdA 9 anyo] digh 2A4E 3
7botal Sot7] gt AFE Jfdota AFHIE AP, =] ARG F AAATF
A Q3 #HE= AL EHC T2 F AN B402 285+ CERTs Z2IHo|t},

29



HEEW ZAYE YdeT NEAA g aF

(@ Center for Outcomes and Evidence (COE)3)

AHRQY COE+ B9z AR, 7%, 34 2 AAH Big g7 A+ 3 2 A
9 dge SHE 11).
1. [0]=] COE ¥&
# COE9| &t
BHOE AR J|S, I U AAHO oMM A &I HE-FIH U J|E T3 SN OfEt 7)1,

2 HRE N2 Y 2 AW/SA/EN U TR S SRED BRI,
AT GiRo] 48T 24, B 21 24 U AAN 2HIEY 9R7IE WIS U YHEW SYE3
SN0 0l 24 HUIAR HBSE MEIZHO 4ES 4B
4o Y B ZHNSS A BHOIR MR Y A2Y, IS0 HE D YE Y £7E IS
o UONS BANZ 3 RS oy Zass A2¥ Bt ol2ilacl HEH A Ol %78 N=st
2 et
SR M HUS FHAIID AT AS S B X4TKsE IR WS 95t B0
° 2 33m wEn 29N % AHNSY HEUES AyEC
[ STUR 9 DIl GAUN TR TR H0l Al Agency® UESDAL Ol2iE R0 TS &
o8 I

@ 2HYY Z2I1H(Center for education and research on therapeutics, CERTs)4)
CERTs T218e 2A4Y Z21dos, 94 A=d9 A8 o|Sd g 293
g JAEAE ot o 28T FEE ALY YUY (National Steering
Committee, NSC), 67§ H+AlE, CERTs Scientific Forum, 181 o8 &3 9 A

@713 e R F4HE

® 292¢¥3|(National Steering Committee, NSC)
S9AY3+= ZF CERTs d+AIES #AE(Coordinating Center) HEAS E

atd, AE7]THAHRQ, FDA, NIH 5), 34 € Az BAQS AR} 92 A4HY 9]
EAE FAEHE 12). 29Y¥Ls)E= CERTs Z21#9 ATAlEd #atd.-H 3

qe Agd

3) ‘http://www.ahrq.gov/cpi/centers/coe oA <1-&3}
4) ‘http://certs.hhs.gov/about/about.htm’ o4 Q1-&35}93S
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E 12. [0|2] CERTs Z213 £ 2YQI3|9 st
u 299I915|9| A
1 I8t& Z&(Scientific Forum)zt CERTs 7L AIE{0] 710|E2t01S FIA|SHLY,

2 CERTs D2IU0| (3t 2SS 2afsicy
3 CERTO DRIUO| T&X HUK X&S M,

4 CERTs #2/MH(Coordinating Center)2&

CERTs ZMEl 29is 202 T3 D202 259 §8 U 25 NY A2 42 Al g2 o
¥ Y oEet 29| H,

=

el

@ CERTs H3¢3 67H ’.‘ﬂE15)
FIHIHALS Z*ﬂﬂﬂ

sy O (e}

H 13. [0]=] CERTs AH

# CERTs ME

Brigham and Women's Hospital
Principal investigator: David Bates, M.D., M.Sc.

Duke University Medical Center

2
Principal investigator: Eric Peterson, M.D., M.P.H.
3 Rutgers, The State University of New Jersey
Principal investigator: Stephen Crystal, Ph.D.
A University of Alabama at Birmingham
Principal investigator: Kenneth G. Saag, M.D., M.Sc.
5 Cincinnati Children's Hospital Medical Center
Principal investigator: Carole Lannon, M.D., M.P.H.
6 Northwestern University

Principal investigator: Bruce L. Lambert, Ph.D.

A7 ZH
Health information technology

Therapies for heart and blood vessel
disorders

Mental health therapeutics

Musculoskeletal disorders

Pediatric therapeutics

Tools for optimizing medication safety

5) ‘http://certs.hhs.gov/centers/centers.htm o4 Q1-85+9S
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2) CMTP (http://www.cmtpnet.org/)

CMTP (Center for Medical Technology Policy)= E%¥2 H|gg] ZZojth(20084
19 A%). A9492%4 B4 (Local coverage determinations, LCD)A Q7%+ CED
£ 3 ALY Ve AAStY, A7 8 A A T ALY +FAAE A=
d B7t 7to]dA(Effectiveness Guidance Document, ©]3f

™ .—§.
EGD)E Alsdte & 9T HAALE Aoste dAE Lstel 2 #E ALt

MSRE (Technical working Group, TWG)

CMTPY AFI1FE $A®H A4 7% w=t 107] 7€
2189 94e AEA 9dozA AZHUA Uz A
Ade 71es AR old A dstoldoly BEHHY
998 §o 92 ARYL Losty 189 IA U =g 24t A CED 7]
&9 3P0l 4T B F ANZHAEY JES 23] U ATALAE A,

E
o
ok
oo
S
i)
o
—{Olt
j_‘o_{r‘
ox

@ ALEMME(Research coordinating center, RCC)

AT ARl CMTPE Elolg 44 HgtS AFSAAE Hdste AFSAAE
Ae AZAQ A1E S5ty A7+29E FRIUY. &9 RB 5Ue 25 i
A7 WA WO g3t AT £29 720 et 9% RBE AT FUL A}

® HUHEXM X|F(Effectiveness Guidance Documents, EGDs)

EGD= AFA Aol digt F+A2< A1 AAsH, A+ “74101] 2382 €
9wl AHoIthCMTP, 2012). 49 FFHH AAE AT B4 A9 Y4 fad
g7t B9 A1, AAlE AR HraddtE A WHEd d1, HARA A= o

H B I

L

rlr

wzase? W¥ed du 52 Eget wHEd 499 Ay 97 solda
ARYES B Ho] ANEATH014d 92 FHolA| 7%, EGD 92)

3) PCORI(http://www.pcori.org/)

® ¢ XA

PCORI (Patient-Centered Outcomes Research Institute)x Bl W &IATF9} o}
of A7 9 SASA DALY AFHE AP 20149 7%, 279719 ZRAE
% § 464.2 million(&et o 51279 )9 AFHIE A3k UTHPCORI FH 0]A])0).
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X
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@ PCORI 22X ZF(Methodology Standards)

PCORIS WHE HF2 117} ®, 4770 EF02 FAE O Qo PCORIQ] e 2
4 BE22 03 22 EA4E 7HA PCORI HHE BE #Hd AL (25 5)
o A5k

- HZaRdFE $357] A% a9 7|Eolt

- A3A 4 AFAY LA =go] He AFE Agstr] s Aol
- dutg o2 QAH Best practices HHY3tch
- Z2AE DEEE 9 A% Y 2R it A
- AFHAY 489 et AAGE Brtshet AMett
- A7 92 BE2E AHESHES dfof gt

® PCORNet

PCORNet2 A gAA 9 He& Pt PCORNet YAARE AT YEYIE ¥
A2 22 AAd 78S EYGARE 11749 YEYAZ 9o & § 76.8 million
(33} oF 848%49) dfato] v =it SAAFAH AT LﬂEﬂﬂh 4d 4% MA@
A4 A2 A" YEYIE 1849 YEYIAZ e F § 16.8million (33} <F
18699) dito] wiAEAT. FHyoly AlE= %"H%(Steermg Committee)2
PCORI 2§ #= st 7]1&4, B4 A4E AFIHCMTP SHolA)7.

@ 9M29 A79 o3}

PCORIE a/AH/AE &4 W7k dRAuA A9 $4, 25 § 34 A7, 3
#9 94, PCOR FHE AT B 742 SALIZ . o5 S4e9 742 2
7 oAsste BAL (3¥ 1D 2o w3 2A%F9 Y4AFI PCORI 474
9 71z dgstel 429 AT 942 AYHY ATHE AALS 2 et

6) PCORI funding opportunities. ‘http://www.pcori.org/funding/opportunities olA <N-&5tHS

7) CMTP. PCORnet. ‘http://www.cmtpnet.org/featured-projects/pcornet 9|4 U-&5}FS
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L= PCORI 7| =

R S7hel U BE AT Oy g
2 =
=S4 Jé?l- {Impact on health of individuals and
(Assessment of aptians for population
k|JrE\nEn’c>0n_.dlagr'o\;ls.and treatment) .O7E B3 SATHSH
s ~ {Improvability via research)
N - Ch2 QIO 22y
Q|2 AMH| A AJAH S (Inclusiveness O?d'rfferent p?pulaﬁom}
{Improving health care systems) N _?_.I;g_gl.alml EHE._} Iléuj_—d twﬂ

CiEt Szat= FA 3 E

(Addresses current gaps in

" N N knowledge fvariation in care)
289 34 17 - E7AZZALEY e g2
(Communication and dissemination (impact on health care system
research) performance) 5
- SAEFY O]K= FHE F
s ™\ {Potential to influence decision making)
[ - BTEY
‘Add-éi‘ ?:J.d‘?" ;;'t' [Patient-centeredness)
(Addressing disparities) . olzisl st
[Rigorous research methods)
‘ N - PRE 58Y AS
PCOR, HHEE Ol 1713 (Efficient use of research resources)

{Acezlerating PCOR and
methodological research)

I8 11. [0]7] PCORI S4a AT RIS Y

ot 71 480 24712 13

1) HaTlE SEIE

FH 71ERYE CMSY FFIAY HYNH, 94T ARANY A5HE 9o

2018 2Yele] DA BEEstel ATE 2AA Fojdke] 2TAS AN
a7t 9k 9R714€ CEDZ AR

A

an4ol dd TAZ BEFE A% 1 B3 T FAT 08 P AYsE A
9o CEDZ AHET 948 AT 4ol Yo BY Foig Y 2
At B3R, ATE 2ANH Foldke] TAZ AT Bt Ut Y=HAY 3
S 4R UAITE W) S WaZ o AN £ 204 %

s

o
EE AT 43 A ALE(registry) Y4 AT (clinical trial)ol Foish=
A& WEsh=RA Brkete], CED “41%01 Hr},

@® CAD MH 7|2
CADE 8dte B4 ZAS WA He 4714 242 (& 1499 2o
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B 14. [0]=] CAD M¥ 7|Z

T M2 BEZEs 9

=3

oar

= 3 MHIATH §F 241 J1gE B0l #AEE MEHE 39

O

M2 23HE oz &5 & MHlA7 §F uSS OleotAl AHE 7t A=AHA HSAZ Hote
2 L 7o
- oT
3 Y A% Y= & AHAZ HEE Ot s A=MHIA MBI 27t = B2
EILO:IEQ ZYO= st =N~ HSKS0| MER 2= &5 & MHIAS ANSHOZM, 2R H2|0
A 32 7
=

tHRE 3%

@ CSP M¥ x4

o0 (& 159 F5 1-5= Y4 Ao Fojste myAo] SAAT Fol== CSPY
ZHolt. R AoAE, ARS|EAM(Social Security Act) Section 1862(a)(1)(A~E)o]
e, 29 9]5171%8 A7 YR ulgste] muA o] B AA0A gejHoli B4Z o]
gty 249 4 AT & 6-89 7|0 WEEW CSP7F ARETE THE 15).

B 15, [0]=2] CSP MY 7|&

# CSP My 7|F

HEet St A SA o st F7tol ZWMS0INY HOAY +oAte HEy Q= Bt 2t

kg3 g A7t AS, MEMA, MHlA ZE 7179 D15 AE E= VB G| 2 A0 Of

s o

2 8 Medicare +3I10] T3t /% 2 ajEie =3 GRsH Al 29

| 718E 9 870 57 B0 B8 T AA AT MUY S HHGS B8 S48 70 8
xS0 TEER g A2

, O NZO BNE FE AMA % BMO HE MZS 8% ESHTE, NCD 28 A
Medicare SR0| T3 B3I TAROE ZHS SMAY A7 SH20) o S H9E 29
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AZ 93] st #Esety] st 2w #4 F4(data collection form)¥ A& A
AM(data dictionary)g AlZattt.

38



® HOolE =
CMSe Hlojg¥lo]2 ke HALEHE A AU #
=]

|y

3t gt CMSe

U0/ BIE a8 CADY A9 E/¥e wUHUe S99 CMst 4T
o ol $1e Fuslt /122 AFoEH AT $9 FAHL kot /WL v

st QUThHE 21).

B 21, [0=] Y47 & 7IE(CMS)

YKAED) el
- DIGUZENCOMA AVl W20 BEE oE - N4 52 152 A0 97 Z2ES|
(27t ARASZSE HEE 29 S,

- J1E NCD 2% 0180 o27l20 BN O O £ - GTEE 0159l B0 BEE NCD &
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=29l CED Fzx A+ HE&H74A4%(Lung volume reduction surgery)®]™, 1995
AEE AlFsto] 7d0] 44 FAAUHAULAFATLE ALE &7 AZstgohErA
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Health. 2010 Jun:;13 Suppl 1:S8-11.
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* HTAP: Health Technology Assessment Program, TEMMP: Trial and Economic Modelling
Methodology Program, SHARP: St. Joseph's Healthcare Hamilton (SJHH) Health Technology
Assessment Appraisal & Review Program (SHARP)
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2) Goeree R, Chandra K, Tarride JE, O'Reilly D, Xie F, Bowen J, et al. Conditionally funded field evaluations:
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HEEW ZAYE YdeT NEAA g aF

7. L

=Y Jdu7leq/te A9 u b Jr7|eB/HAE 7L =t England
9} Wales 2|92 =7tH A7 AU A(National Health Service, NHS)9| F==HYAH
A+ Y (National Institute for Health and Clinical Excellence, NICE)JE1E w2
I ok NICE:= 19999 A9 ol 94 4 35 B AME Adsty &9 rddxt
g B Eut ofyzt, d4A Ay HEH Ao et 7hsrt 2A 7]utet
Jz7leAtdol tet AMe ATt Sl sHARE ¥s] wdety] ofFHe e &
S@7|Eol AT ZAVt FEoHA b Ffole 1 FAE 24 F A" d+Y
o8 AT Ag dXSHY ot o] Ak Wl Yes = No7t obd diete
‘Ao Mat AHE(Only in Research, OIR)'C.2 EZFQit}. of&7kz] NICE, A+
A1971%, NHSAtolo] Z7hAQl A Ao digt 34 2e AA7L o]FojA A=
U, A2 &4 Agd Ut kAT f84 7hej=gele] 50% ol4e] OIR
E9FekaL ItHBriggs et al., 2010). 20009 3¥1YFE AARA G=7|&B7F F 2
o] OIR AxEglon A&Ho s FUAR S YHO|EstL Qi

olr
|

do 2. ol
ol
ofr L

r

roh
M

=k

| )

(@)Y

e 2
Y oo [o

L}, OIR H1 Z2MA
OIRL 9=7]&, YA7tol=eql, 54, &5EA 7tol=etdl SolA o3 (& 36)T
Zro] thoFobA FE= 2 itk (Dhalla, 2009).

B 36. [Z=] OIR =5 (NICE)

CES = OR 12
HUEES 559 YXot0|H XA QU0IA St XEH=E
z7|=E%t FHCX] 2oL, H HAH A9 of FROZE AE Vs
(Technology L =510|0 (Memantine is not recommended as a treatment option for
appraisal) people with moderately severe to severe Alzheimer’'s disease
except as part of well designed clinical studies.)
AL 7H0|E2t0! H@ENese AF0[Q0 UMM 2440 LEHO=2 HZEHHM= &
(Clinical NE&EMNE (Caesarian section should not routinely be offered [in preterm
guidelines) birth] outside a research context.)
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CES = OR #12
S50 UE 271k 9% M2 HXZALTO| JUstER, 0 AsHe
Az ZMAE He ZE00 X 949 o REo=0t +AOMOF ¢

(Interventional T8t Soft palate  (Evidence on efficacy is based on small case series only...
procedures) implants Therefore, this procedure should only be used in the context
of research.)

g9l A0l

=l
=20
A 2tg =2loy| ?{5t0] & dAE A7

ror

SR

. AR
(Public health)

O

(Practitioners, policy makers and commissioners should only
endorse pedometers and walking and cycling schemes to
promote physical activity that are part of a properly designed
and controlled research study to determine effectiveness.)

Z4): Dhalla IA, Garner S, Chalkidou K, Littlejohns P. Perspectives on the National Institute for Health and
Clinical Excellence's recommendations to use health technologies only in research. Int J Technol
Assess Health Care. 2009;25(03):272-80.

1) 9&7|2"7HTechnology appraisal)(NICE ZMH0|X[)9)

NICEY 9=7]& B7MYY3](Appraisal Committee)Es Jm7]&9 YAZA A Fto]
gt 2AL FFYol mHsHAY EEAT Aol Y Jr7lES 04 A7 #Hgo
Z% ARESHAY AE 7hsE 34§ SHHE A% EHe 5% dFE S¥cte AS d1
g 4 ok olEg HY ARFE Aty Ao Y9l F7HEQd ZAY A Tt
A%, Mz dFZ3 IE o5, SAEYLE et HE, A+ o|FY HAVEA,

oI5t
NHS 324 9] o] 5& zs}o] 1“45’4*}5&% é’ﬁ‘le’«}.
ORE HIA&= 87 HAF7t & &
718454 A4Z2TdEs0] i NICE 7}°1Edi9¥ @R JEE £ 5 A=A
T2 1oy, 33 Ex MUY Aol AYS T AJA o
Ae %t g&zrled tid ek oot Zo] 4717t Yt

9) NICE &9Ho|x]. Guide to the methods of technology appraisal 2013. Process and methods

guides. Published: 04 April 2013. available from: URL: http://publications.nice.org.uk/pmg9°ll
Al Q85I
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HEEW ZAYE YdeT NEAA g aF

FH&(Recommended)

T Azt #4072 FNEHE H9= Furopean Medicines Agency (EMA) E
+ Medicine and Healthcare Products Regulatory Agency (MHRA)9 ujsi7} &
+ AA NHSot Qd@golAe A&} #-o] Sl

J3

@ Z|tfst MststH A2 (Optimised)
o E= YE7|E AR RAZol TAT 4 e Afode 710 vt §7tE
HAED o e Aol A st HadelA AT AoE Favt "o ojgA AX

g A9 gutdoz AAoA AREE uf AGAEZFY 2o wet AR&Eojof gt
£ gidolMTt FE = g7t HEadde o HYde st AgotA A
£o07 Hagict,

® 2% AJLHAMY A2 (Only in research)

Az drrlgol BUEe A719 AT 437154 AT SER
ABIE o5t ALALS Y= 2AY} BE A0 Br9Yds 2B
A o S NHSIA A48T AS A ek o o A3 e
g-aB4o] o3t FelM AW, FT NICE rtolrd FuAZ, AdH5H =
Zsto] Aot

@® =M ot & (Not recommended)
N2 957le9 94 2z gst 27t EFEotAY @4 NHSoH dAd4o]
A9 AREF}E vlasto] H]E-aIJo] REZsirty WHEHE HF FAEHA e

2) 92ETAIE (Interventional procedures)(NICE M O0]X])10)
@S A&l TSt AEYUS|(Advisory Committee)= SHH o] uh
T 95 IE, 993 999 =9 52 B9 ot 22 dIANT F T 7HA

47, A

249

rj

i

10) NICE &H/°]A]. Interventional procedures programme: process guide. Issue date: January 2009. URL:
https://www.nice.org.uk/Media/Default/About/what-we-do/NICE-guidance/NICE-interventional-procedu

res/Interventional-procedures-programme-process-guide.pdfol A 9183133
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© 245 22, ene Sel, SLIHGA U2 Yt ZAON 48

A 92FAY DA FESD, Gt dod, EFAY vliLstel $AgEY
Sol WAL, 54§ wao] FUgE olojo] WA 2 A9lE AW EA]H A§
g Ao Axdn

@ UMy #2|, &@xte 59, ZUEHY ¥ AF0 M2 EY XXM A2
Aty 22 A 9] AL Aol &2 H EFRAA Y Atgo] AHTt HiA
Z NHSOM A2 =& A%(emerging practice)o|Tt.

©® AFHMT ME

g A7 oA e AdHolAY, I FAS ARgol FAA T 2 olde &
F AT a5 Al diF 2A7 52T B, A $AY AeH A £
A

940] FA9 A8 FRAT B HsT ) AT 48T AoE Pt

3) UA7L0|E2QI (Clinical guidelines)(NICE ZmH0[X])11)
gt gt ZA EE4AY FEH2 228 YErld Y& ot F%, stoj=et

A7H¥ & (Guideline Development Groups: GDG)2 &4 347l 22 A9 9
FogT AHEEH= ZAORE 41T £ Ut gu7le, JesAAed WA R
41

e PSR Hg-TRAH PHOR BRAA oldL AFT & Ak T
qol Ay, AFASH, 49 4TS B¢ 2T JuATR So| Lear,

2,
o

4) 3ZHZA (Public health)(NICE £H|0|X])12)

11) NICE &®o|A]. The guidelines manual. Process and methods guides. Published: 30 November

2012. available from: URL: http://publications.nice.org.uk/pmg6oA <1-8-5}%-S
12) NICE &#°]A]. Methods for the development of NICE public health guidance (third edition).

Process and methods guides. Published: 26 September 2012. available from: URL:
http://www.nice.org.uk/aboutnice/howwework/developingnicepublichealthguidance/publichealthguid

anceprocessandmethodguides/public_health guidance process and method guides.ispollA 21831593
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F24 Jloldad AnE 5302 rolAAE gAw dAnete] Fa4e o
A7t ofdleh o] /1= HT. F8AY soldAt &, 94, A 2B %
4ol BAST 2L e $4T 2U5T WA Lefs ool et

oE ol

ool

(@) HIEA| $83510F & (Actions that must be taken)

WAl ddjor Aty V|EEE ASe 24 Hiucto] MM (enforceable
legislation)dt 9Z2HAE W E= HiQko] 3 % Spdg),

=
| P2 vty Alzksl ggfo] WAy
§ ARgE. g vt YelAe Bee 29T A7 A

g e ojstol 4 AR

Al ofoF 3t 5 CPHE

@ 758t £35H0kEt (Actions that should be taken)

7bs Fyof o 7|EEE A9e AT FA7F sjET ool A1 HEATLH
ol ZAfolnt. mheF o Hilgto]l HE TAY ARoA sigHHH FA A A
(always do this)” o2t 7]FsjoF dth. T8y ZA7F @ Asta EAFH JYotd
BRI AZ AR FAE £ 4 Utk WoF AT BT vlE-aTA 0|
OE AEgE: H&E 83 B HERRAYS 7HE o, B o] P99 AEo] 1749
7 Be Aoko] 9ESle 9w IEctq Ad A'er V|EHY. ofd Age Al

oty g2 Aol teto] A9 E 1§S OR" A1E 1Y

OF E (Actions that should not be taken)
PojA ¢ "Hohal 7|EE= AS$e A AY vlE-2HoA] g2 Ffolt

Ct A A

NICE9 OIR 2% Al A+3A9H, Aldze, 4747, #d 48 92, A+
2 Y5t QYR 5o digt AL WEolA] Yti(Dhalla, 2009). stA% OIRZE ZA4H
0|3 A+ Yi(Research recommendation) 3 59 FAeHd wet 7]FE 7]
of At oFfE FAtete] A7t S/ oo AFAL AL AFHIL A4
F719 & FREoE Hue AYEAEAY 2and ¢ FAL ZE Aol EgA
ol £AE gelgt =94

7434 B9 Aneke A4, 947 49 5 1A
4
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HAHH a7
Jto|EA > | EHETL h
AN ded ’
R
- » =24

J& 14 [¥2] HRED(research recommendations)?| &t

AL FAHLZ (E 3D 2ol 8FA =R o]FoA .

| SHUNS JHN X O (AN SHIE, ZNALI S)
2 2EANO| 2H £ sA BT 8ol (R29/23)

3 EOISH A0 CHS 27 MF(PICO) ZA(HIOIEHIO|AN +2)

4 CO[EHO|AY +2E xS FHOlolK 2T HIAE L3

5 AT AUAHS 2T LHGI0! NICE UAOIE HTHIAE BlOJE H{0]A0 %7t

6 ABTNS Y3t LAY 4

7 RUEL0NA ZHE EXHEM TS0 NIHR, MRC, UK research council S &3
8 QU=H0M ZHE A7t O|ROREXNE BUZMNE Sl &

NICE 9+ & Hage ¥7td HF A+ d2 AS 25 T o] NICE YA|EY
A7 d2 AR HlojEHjojAd] gttt A4 FHE & AH|A Jlo]dA, Y4 TholE
2o, Adk 7hojd A, FA A& 7toldA, B 97 7|& JtoldA, FFEA JtojdA,
7% B7F JtoldAoA AR FuE RE AYS EFST ojd Al #wd 7|E
g, AT YoiA9 £84, NICE 7tol=abolate] a4 NHSHY #
, A7HE LAY, EA 2ASE, 394, 3714 T otk $AeY 22 A
5], NICE 7to]dA AZAE, NETSCCS NICEY g9 59 3ol 9o A
g (X 38)3 Ztt.

A

_(')4

W}

O

r{o
ol

b Mo (% orlo

s

el
rlo
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H 38. [Z=] H7#@ET #E M=% 2N
A = Rk
G7 AT AR NICEQ JJ0[A - Ofi NICEOJN 473t 67 A7 AgS E@Mo2 &
e HA HE - JH0|HAT} SRHER] 1 AHOIH 9T 48 ME

- 2t JH0IHA HF MEFS IS0
o7 # Aol NICEQ J0MA D AH0| 2% 438 228 soy

et =9 HE ME - 2t 710|HA MERS NICE $i7 & i &t =9I517| H,
HUON RUNOZ HES 23
T HI A NICEQ| 7t0|HA - 2} JH0[HA MEFE2 EMH 7|E0 2Aa) NICE 7 #1
Q= 2 H& ME Ao eM=9E 253
NICE-NETSCC NICE 217t & i - RM=f2 ZFE AFHEDAMLO TSt =2
e M= 8 NETSCC NICE - Z} MEHSE8H 92 2422 ATHIMNLE0 Hoto]
28 29 JlojEHA HE ME  2AZAS S8 NICE 3HZ 33
M2} - RMEY AFI0IM »E8F stHle =S 2o HTA
A5E ¢ #Y e & of ROE ML RME AN IECE HY
Ao HE M=

SAeSNA 2FE BAES A AEL7] ffeto] FE=HEAATLA(National
Institute for Health Research, NIHR)Y 9=7|&¥7} 213 NIHRY BH7}, dAH
+ %9 AFLZAHAE(NIHR Evaluations, Trials and Studies Coordinating Centre,
NETSCC) 5o ®ufzch Eg NICEE MRCY 7 shed], NIHR A9ole 53
HTA Z2I#3 #ds] €% stk NIHR HTA Z2I32 NETSCC7F #este 5744
A7 Z2IHE F syt NIHR HTA T2 NICES A7 A A glofg#o]A
of & A+ AL AL Aoy, HTAY NIHR 24 A5 (PHR) T3} NIHR A
A Ag @ XZ(NIHR Service Delivery and Organization, SDO)E &3f 0|23t U
&o] AF 7152 L]0 AgeA| ARE FARITE

7holdA HAEFV|Y) dREA AFdALE Z2A4H A fste 2ARAE S5
<A @A AFFAAE Flsty, A7 +FEHUGHE NICE A+
& N gof oldf dis) AR A A0l wt EolEHo] oA s AL AR



2t. OIR #1 HE(NICE statistics)!3)

20009 3¥14EH 20149 7¥ 319714 NICEA+= T 9=7]«%87 1524,

Fw7]&eB7t 380740 diet HItE LA HA JrIIE F 327741(62%)°]

Ao HIHoH, 977(18%)0] Hiet HdstA AHET A, 827(15%)°] FH
& A(OIR)E 26701%len olF EFE7|&0|

At OIR &2 (FE )9 AAstitt. OIRE H1H 9

2

HIER oz gt 271z 4% A
g 84 (65%) 243 (64%) 327 (62%)
Hopst mEro AE % 26 (17%) 71 (19%) 97 (18%)
AT2% AgE A(OIR) 4 (3%) 22 (6%) 26 (5%)
FHoret 38 (25%) 44 (11%) 82 (15%)
A 152 (100%) 380 (100%) 532 (100%)

A2 Fuge IAE 1349 9d87]& F 34A(TAS, TA17, TAl11)S 7+
A BARCT, non-RCT T)ol @&t 7]& OIRAAN FHTLE WAHAG. 14
(TA37)2 F7H4Q 2A= fldou & A8 49 HsR <lste] AR4o] 7te
g A 7 Zactga oo wet AzLo]l Eibsote g V&2 FHTFL

HAHAHE 40).

fitl

B 40. [3=2] OIR HIAE & YHOIE 22

OR %Hg5¢°

& bz CHA 7|& ~ G
I uH i 5 2712 pAFRS
Ol AL M| I 7| HHEI T ) .
TAb TA69 AN3deYy (LBO) MER 2A dg7|lse FHg
AHH0|ES & o=
TA16  TA89 TEEE APEES Sl ;th AHEECT 21 78<||Ri‘*EIL
L T'_‘ = o
(defective) (ACT) = .

Non- RCT ZIt Q&9 Z77t TQ)

13) NICE statistics. https://www.nice.org.uk/news/nice-statisticsol|A] 21-8-5}5-2
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T KHMA Y AP

OR 252

= A 2 SIS
I|IE ks | o4 = 2713 HSEAL
5445 M2 2A
TA17  TA105 AR (Laparoscopic (RCT, UK MRC  di¥7|a2 X%
surgery) CLASICC Trial )
AU ZE|EUN= A4 OIRE F1=
N2Ze a7 J
TAOSS — TA%S (advanced) (Raltitrexed) =t 21 F12A 22)
. EENR
2 Ox
Ta37  TAtg7  Boedollicular (Ritsimab,  MEL 2A ¢S aPIee 2Hd
non-Hodgkin's) DERIZEALR)
A58 QX HSXE  MER 2 — I
E 7|X
6o A7 98 mw (CCBT): Beating  (RCT, Ge o ot
= the Blues non-RCT) et
, MZ2 2A 2
TA72  CG79 ROEABEH OtLt712k(Anakinra) (RCTs) A% ORE HIE
Azt SRt =
ZFH
TAT11  TA217 U=510|0 HOlE(Memantine) 3¢S =39 SAXOIME
TSt Xl
A8E oz Hi
UL OIR A}E’Il

(Murray et al., 2006)
Ht. OIR TZHItH|
2 BEqANE 9= 9r7ley7td SlojA OIR AHE Hog AWEYT
MEGA ] gt OIRZ TYe Fe= o]FojA L QoL 4517]501] A3t OIR9 A
Al Al Eag vz B o2 As FAsksih AEAY Ff NICE 7toldAE
&3l MRCOA dAAIREolEE )‘7‘10}04 FA o 7HABIHE $BFAY, OIRS oY
g BAReE Aors|At 2R =u F7NE ot Y H¥
NEE &3 Pt Qe At Jdoe 2213 299 Y4, AL1s
ojsj&A T At AHEHL J &, 2714
£ &% qAEHY 24 59

Bolo ok N



ZA2 £|F (2000)
NICE 7k0| 2t0l M E

v

“Onlyin Research” 2 31 (20004 128)
-0|% Research recommended Z2 T2 0 2429 2H
-NIHRHTA Z2J%02 N&d

v v |

UK MRC CLASSIC Trial -
n o - NIHRHTA Z2 13
- 7| = A ol olALA M E-3 7L AHAH =}
Orl._ﬂ“llaﬁ;i‘ﬂﬂ aeaanaies sl - @74487/7}:20054 52~20064 6 2
e os s e - UM B kA (Systematic review) , H2
- ft487|7H 1996/7~2009/12 -F|HE %—WSE% Sot EHE F2 §'ﬂ%¥é"t° Gy ). H

- 8 FH: St James's University Hospital A (RCT) 2Ol
Leeds

v v Y

® Recommend 2 79 W (200614 8%)
-S4Z 422 E4ET 20| DY 4 U option & SHLIZ AET 2 ALY

J3 15, [S=] I WA HE A 5LE+E

3 ORE +3% 2oz d3d Y2 ARs & ez WAH A=V B4 &
AL A= 94 dF EFOZ o|&(0IR)ste Ao digh oAt 2L AE B
Z AT Yok T A Atk ol2E HlTo] tisto] ojtdAL
= Aol HE AHA AR #Hste] AAEAF Y E(framework)
= ¥E A3 ZRHEO Agg AYstt. o AN E dmrI&9 £ v

Helol weh gwr]ed A Ad, & 7HE9%, OIR (only in
research), OWR (only with research)@ E53tch Walker 5 A2 YAZEA
o HAE ATTLEHN ZAZ FEFNE 94 Jr7]&Y A2 H HEAES
7bsotA di& o 9loH, OIRE A1 fe 1 7|e9 7|dE< 7k & oty H]d
of H&% #dE JAEAZ HAT 4 AU g7t 2 4 UE ALSE VdHe &
B 7)dto g Aests Ao] asithy 71&stAtH(Walker et al., 2012).
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7t H2(RY=SY 21 o0|X])14)

YELZ 20008 F49 EH2YH ALE BHRYH AH_FeE EEote ﬂ% 2
H ALl FHEA. ©of F Y AAT And aEH AFo

A 54 A=Y FA9FE B71ohe A2 il 2oHE 35 44 dﬂ 2
P& T 712AA FEo M EdEEe AEetal, F7F vlEo A

7b BESIES otof gate] AEe] £ HIkF st n(IY 10).

i 0 =t -

| Oz uarlo By dzle|=of chet W27t 29|
- : HEIo|2 2 S2E 0|2E 2N
Hghol BRot 27 8 (M2 71D

N|

B M2 oz 3olg))
o|2715W7t 39 Tl
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AFETS, Spanish National Health Technologies Assessment Agency; AETSA, Andalusian Health Technologies
Assessment Agency: AIFA, Italian Medicine Agency: Avalia-t, Galician Health Technologies Assessment
Agency: CMS, American Center for Medicare/Medicaid services; CVZ, Dutch Health care insurance board;
ELK, Swiss Federal Commission for general health insurance benefits; G-BA, German Federal-joint
Committee; HAS, French High Authority for health; INAMI, Belgian National Heath Insurance; KCE, Belgian
Healthcare Knowledge Center; MAS, Medical Advisory Secretariat (Ontario); MRC, British Medical Research
Council; MSAC, Australian Medical Services Advisory Committee; NHS, British National Health Services:
NICE, National Institute for Health and Clinical Excellence; OHTAC, Ontario Health Technology Advisory
Committee; Osteba, Basque Office for Health Technology Assessment; PATH, Program for the Assessment of
Technologies in Health (Ontario); THETA, Toronto Health Economics and Technology Assessment
Collaborative; TLV, Swedish Dental and Pharmaceutical Benefits Agency; UNCAM, French National Heath
Insurance; ZonMW, Netherlands organization for Health Research and Development.
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4. CMTP: &1t ™7} 710|AA(Effectiveness
Guidance Documents, EGDs)
EGD= %A Ao digt £AAQd AIARS AAske £A4°H, o
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(topic selection/development) =

«2 M52 MAE(priority setting = W

p = (topic
X|2(nomination} (fopic)

T|EHEIETWE), 2 =2l
HE O|sHTAH =
M ls n =8| 74 BV ER]
. pad B 2N ET
(ESAG) (topic refinement) — (conditions/intgrvention)
L AR Y ) FOAE
(recommendation development) (recommendation)
|
EEHEE EGDAZ N 'EGD =%t
Writing team) (EGD development) (draft EGD)
|
TWG, EGDHE ) EGD T8t
ESAG (EGD review) (final EGD)
|
v
EkM

(dissemination)

EEHEE T
(feedback/updats)

22 72 1. Effectiveness Guidance Document (EGD) W™ &M

1"&741 FA A 9 AA, 297 olsjEAA A, 39A FA A R AL, 424

01

I digt AFfE2 (5 & 49 2.

A i, 59A EGD A, 69A EGD R, 79A A 8TA MM

28 B 4. g4 Bt Jt0|HA(EGDs) WYy
£ Ty MRS
EGD X Het2 E, £ AY, Ue d=9 Y Hit S22 20Tt
Step 1 A NE L HF U BE2 WHLRYYRT|S(emerging medical technologies)f 2 L 2
P (M2 FH) E0tRAN HFE RF LSIGHH, £3 EHAT7|ZH(horizon-scanning agencies)t

9|2 7|2H7}7|2(health technology assessment organizations) S2 X0
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MEZ0 2ARE AMNHT XFHA HY A7
oAl iy HELE
D FH HE2 EX e AN M-S MEHoH| Aot
OlHAAXNSE FQH AqE ¥ IE AMOION HoiXlz T8 2 S9 Hofd
7|&(criteria) MES AtE3t0] 0I$—01I|Et.
- ABEo| PALS
- HI Z1Hcost impact)
- HZ&ole 2/ A2 5
CMTP= EGD 7% DM A MU 24X OAXS CHUst MEX|AY HHs
M2 7|242I5(TWGE)E Y4 AE ¥ o7 &d 20F 8 ~ 129 MEJIZ
TAE0] QICHEIAY, Aolet BAL &), TWG Y9 EE2 0|HYdy M=z
A O|E{EQ} 5|0 g=)
ORI Al TODEID:I, .:|Ejv9f 2I—EIIE HEHCH _
Step 2 e ME7t O|ahBAX A2 IS(ESAG, The Expert Stakeholder Advisory
2 Olgiﬂmm) Group)2 30~60H9 sl¥CZ LYt ESAGE HLALE Chst FAHQI
= mcg KZsn HEMYOR EGDE HESCH EGDY 2lHE 0HYUR
HSX|X|ZE HIALS0| S DEWE HtMOo= 3|90Af HAFELC ESAGE o
YA 2HY 7H=3(gap)dt BHs Fur SF e YHo| et 29
Al HEE YHEN UHSS idots| o EGD MY x7|0| AFEC
CMTP X2 A4oi710f] st LetxQl XA HMSotl #E 2 7|t
710|211t MAN SO0 st 2tefst ZES it OIga 22 AAE
MHs| Hefott] £ RO st =92 SUH AYES ol= HIEXRA 2LE
SINEIs
Oggr A7 710[=2fl
- FDA 7I0|=2[2I 2N
- AHRQ 2778t M&ME|(Evidence-based Practice Centers and DeCIDE
centers)?| HHEX J10|=
ZH JHd 2 gt - CONSORT, REMARK 59 E11
(4=
S 3 mwxaw: #x OFABE Jojcael
Z2HY 2F) - HAN 20E: I3 2AT|E ASME
- 24718 K& NGC, GIN
- 2LHY 30| 30 U YT
- HTA: NICE, CADTH, INHTHA, BBSATEC
TWG 2 FQ 0|#2 7|&(technology)at 2+2i5t0] EH“OI He #Y 0%E
AE5L0] oY FHE Jtefdlict. Mek AHFY 2} N30, EE= IHEIOE Sl
HEE SHoM. TWG @2 §F 7120[Lt 2 2, 02 A0l st
THEO HYAEE =9ot7| st o) ”*EJ Ch. O HAOIMY Hut=0!
YL AEY, J20 ZHY HE'E EGD EQUNY HAOA sttt
TIARY CMTP= HiZ 719t TWGRY =Q(QIES, DIE)E 7|Ho2 HIAE X045
Step 4 IH(ELE: HESHT HIARIE YEtMoz EX AR et XA M3ot= Hatotn
HIAEY A7t 20T,
NS ) _ _
Step 5 TCD MEENE sopyor somo) waize Agefol CMTPS EGD Zote sl

1
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EHA TRy HEUHE
EGD Z90t2 2 YE (writing team), TWG, CMTP S 2E FAH0|
Exoz D1I1 ZESH, WEAEES 7|82 EGDE 483 & QEHES df
aqe. EGDE HESACH EGD =02 98 HEES ffof TWGS ESAGH HIEEH,
St EGD elf(datz: L 251 FDABS E3 S0I= 0|5 oI5t BES AF
ep 6 EGD %Z) ESAGE w_‘?_'l I HIMEE Soff EQlEE OlcHAHERS HHLG =55 ST
e HEY Ad FH%UCH, 1 SHS LYotk EGD zots HAOIEN HASHY.
CMTP= EGDE 7H¥otl L2 & QR mEMS HH 3f01 2% EGDE
MBI
_ ES = DE O|cH2tAR L ZAXSO|A H HAO|E
Step 7 st 71|JiHE“:ErGD 2E O[cH2AX 2 HAKNSHA D, CMTP #AOIEO
[419] EGDOY| Dot 98 HMAE £ U

Step 8 IEHT AGIO[E CMTP= EGDO| Cist oS

=2 CMTP HAIEE Edf
1S UE50 M2 EGDS Hsin EGDS
M O[EA|IZLX 1042 MAS X AN

L. 2& EGD= 240ttt HEHL

22 I 5 &Y B} J0[HA MY 22
J|&: CMTP ZH0|X|
# = Sl
4ol BYSHH AME flot At THO AdN fREd Tt
1 (Evaluation of Clinical Validity and Clinical Utility of Actionable Molecular Diagnostic 2013
Tests in Adult Oncology)
9 LXGIO|HEN het A2|eH XzH YATLEA 2013
(Design of Clinical Studies of Pharmacologic Therapies for Alzheimer’s Disease)
ot A (chronic wound)?| XE0| CiSt HIWEHATLE 95t UHEN AN
3 (Methodological Recommendations for Comparative Effectiveness Research on the 2012
Treatment of Chronic Wounds)
M7 4% B 9 2A
4  (Effectiveness guidance document (EGD) for acupuncture research - a consensus 2012
document for conducting trials)
NHHS X200 (3t BIRUATS A3t YR ¥D
5 (Methodological Recommendations for Comparative Effectiveness Research on the 2012

Treatment of Atrial Fibrillation)
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HEEW ZAYE YdeT NEAA g aF

# H= HE
HOI ZYEHY Hlwa AR 5t 2Rt T4 PROs) SEO| et HIAKE
6 (Recommendations for Incorporating Patient-Reported Outcomes (PROs) into Clinical 2012

Comparative Effectiveness Research (CER) in Adult Oncology)
3¢ M MY St Uy, HEMA S ANALLA HE HIAY

TTo— Oo

7 (Pragmatic Phase 3 Pharmaceutical Trials: Recommendations for the design of clinical 2010
trials that are more informative for patients, clinicians, and payers)

27| Heto X=E Qlof S00E Yt oS0 et ‘ME2R MZZ & YLALAA 0 it

g =g 2010
(Proposed Recommendations for Designing Clinical Trials for “New Indications” of
Approved Oncology Drugs for Treatment of Late Stage Disease)

9 27| LY ot RTA LW HA 2009

(Gene Expression Profile Tests for Early Stage Breast Cancer)

8) AJ¥2=A4d EGD FIXA8Hrecommendations)

O HAZA A=) diE vz i—‘}
oA @] digt Wlmaddy HHEZ A1(Methodological Recommendations
on the Treatment of Chronic Wounds, 2012)=
WA, B9 sHol 2¢E A 9@ AW AW I A, g ER AL £ 5
of & HuERAL WFAT HAX L AEAAGA EFT AL AT Hot
‘?_“é*c}xﬁ g0 it HZEHAT YA HIARGS 107 FEolH,
o

for Comparative Effectiveness Researc

FAAYLAFRCT)E A&
%‘%ﬁ:ﬁ:’n Al
A7 A F7HA] B4 (blind)AI
- ]OE XiOHOF A 29l Hefsto] FostAY FEst] AF-E AU,
- Az JAAES T AEEE ERAIR.
- %1“4 AH&-5 17%71 LH AA7tolEeE HE ARHEOE ST
3

- J8st= XH Y 1 g} Awsty, ZE Aol 5<
- ﬁ"—&ﬁﬂﬂl Aol Zokd A ddn B

AEHe pT ISkA|7ICH
- @4 8 JAERASAA 9T o AETRT EFA,

ox,
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QAYAE A& HAATFHY
AN E A5 Hradd+E st BHHE4 HFi(Methodological Recommendations

for Comparative Effectiveness Research on the Treatment of Atrial Fibrillation, 2012)&
ANl S(Atrial Fibrillation) &0 tish vl adntd dA9 #ASt EXot FIAYS
AENEAL A ALANA AFot7] A FHoZ HIEHUY. ATAls A=o ot

H]jl_

BT $94 BAGS & FHolw], A% gL e 2o,

AATE AT, FAENRAL, Gy P A ko BAE sy, AP

ol
B ow
[
_l

o AHAE B4 EZFsob et

g7t = 8T 715H RS ZFF Uit JRELS 94 AT 598 A
A gAFol A Aok et

AFAE A AHRE ARAE o e AAY $&A4 AT g A4
o7 HIdfof gt}

e A R $& AL AT G 8 Ha SUES FHBEE AP
g,

AL BE JUHAE QAT ZRAE F M 49 Eolx £I1E ¥4

@ 271 7Y ANAESE WEORA od A7t of@ BRA 2
A9 o BF ATE $WHT AU 2AS

mx}o}oqo]: o}q

wAY e A4ATE AT AR/MANZY o A8 Adtel BAS o

4o 259 Bod AZe AYAE LRAAS AFstolor

AT PAYAAFAFRCTZ $95te] UEF WHB] 128 AT Hold Fou
. _
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230 AYE YYAT X

HHA

M @7

5. PCORI ¢i2 HEZ=

1) HHE 229 M Ae

PCORIY HHE ¢¥€3:= 29 PCORI HHE HIME oA A &3t X
(2012.5.10.) 5497t A2 2877+ AA AA(2012.11.19.)3 AASFATH2012.12.14.).
o|% A3l B FA7IEES /NGt TH2013.11.18.).

2) PHE B9 B4

PCORI "HE £F9 F8 542 &3 2t

- HEaRAFE 2] AT HaRY 7|Eol.

- AR 4 AFEAS FEANA =0l He A2 ATl A% Aol
- URtH o= QI H Best practice®: FHITT

gigh 242 AlSd

A& B7Fet=d ARSI

PCORIY WHE EE2 11/} W3 477 BEo2 F4H . 1174 HFE 9+
AR AAQE I3 EZF, AAF4A I BE, fojg FEA4 2 943 BEAS T ®
Z %2 gojg dx 9 HE I EF, A8 a7 oA dd ®E, Holg
A2ED #E BE A3 4 £2 5 fojg YEYIE Y3 EF ARBA ZE
Hrof digk B&, #o|A9t A AAE Y3t EFE, AAA AFE Y EE, AAF
EvEe 93 #& Solu. 74 WEE UHE 322 (B2 H 6 ¢
B2 g 6 PCOR| &2 EZ

o Mx HHHE T

1 RQ-1 2749| 2zt 2Ol

SAHQ A7 D2EE JHU(AT Z2ES BYMY)
gmxe xy g - BI, ORY, WY o3 T OIM S A4 17K S8
) RO mx - HOJE AAet o A
Q - - go|g BINT T
- 2ito] 5%
- BIHoZ EE MNHMOZ OANE HES HO|EAA 018
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TAO16

TA017
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TA037
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2000

2000

2000

2002

2002

2002

2002

2002

=5 &
MTA  HAMZI|HRIC (LBC)
MTA X7t AZ 0|4 (ACT)
MTA TOeTE
(Laparoscopic surgery)
HEIEHNE
AL (Raltitrexed)
2| SAIH
MTA" (Rituximab, DXI2iAR)
=% i 24 1UEHs
0|85t 18d HH X|&ks
MTA  (Metal on metal (MoM)
hip resurfacing
arthroplasty)
X&gt oK dFX|E
MTA  (CCBT): Beating the
Blues
X&gt oK dFX|E
MTA (CCBT): Calipso

Overcoming Depression
Self-Help Materials
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-7l -
(=] 2 22 A Al HH E
Ws oz =% & oy IHE
JI0|HAE TA2170 2ol WA=t
TAT11 2006 MTA MO (Memantine) ARG A MYH ANATR L85 A
Qe FHEX L=
HAFR27| IAUEHN  7IE AEY U FHEE
TA159 2008 MTA  (Spinal cord M o7Eet  &RIgh| flet AT Yole FHEX|
stimulation) ity &5 Y=h
oL AHE 0|4 ARst=L
TA167 2009 MTA  (Endovascular Heu=@m A o WEo= FHEX 2ed
stent-grafts) %)
2 EAY (ERCH2tE
(AIBREALDEY e Ee
HEoH) ':fiIEQI Elr_)g SSAYS 00| ¥2 BXS Cjyo=
TA193 2010 STA  (Rituximab in ooy O 9F g9l 8 mRoz gy
combination with Twaw X2 Husiolnt.
=20

fludarabine and
cyclophosphamide)
2EAY (ERCH2tI
(AIZREAIDEY

e ML ES NN Filet H2ETNY HEE

=
oo HR9 oY ZAREOE QA= MY Es
TA193 2010 STA (R|tu><{|ma4b n %'E—_rl@,o LR[O] HA BTy e siE
combination with WaE  jAOROH ARE 22 ATBHUCH
fludarabine and
cyclophosphamide)
zx0| oty
ZoolglAE do- o .
TA24 2012 STA o HeRE HHs 97 9 LSUs ZHEX ger
(Roflumilast) s
=21

H3QY XZ2MC

O 22 22 (W ERDIL

HEHL 0 ¥g)

Dapagliflozin in a triple Sy
therapy regimen in
combination with
metformin and a
sulfonylurea

TA288 2013  STA

o
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o
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1 SRR RREES UER L awy e mow 2w 29l 243y 14
=
S a|EFMI i o] E7}
trasPadiael SF U go moj 3= may oo @4MER, =
2 SO HU R WS AREeY o ) el (i 28
wg Qu SZHENTHO o5t S2ATUHTO) 33
oo 4Hd
oOt7SIHAM OZ 0|5t ==0| [H=H
3 ALY OisY Bt 4Ys BResiidos Ad 64 L i
RS EYEAESET 313
=2 2|E4 (Paclitaxel)o| HH
FMEY 13) &
4 a g U= =3 AT LA O Limfo i 9iubd =0t of 48
7}E%E|'E|(Carb0p|atln) gé} LH [e] | =L O, o [ EXe} - o
£0i(3% 13)9 88 24
I-32|E4(Paclitaxel)2] HM FAL,
712 Z21El(Carboplatin)2] A}
=] Aot A X 04
5 = APbFSEevaciumad) BH e ser paet s awy =9 g 14
209 Y& 2#(3F 18)) & '
H|BFAI =2 (Bevacizumab)2 Kot
E0@F 1#)0 23t 2K 2
o 12379 5 89 Heolco| ot 522 234 M2 HANY (docetarel £07} s
UEY o HA o 2715511 HLA-A24 ()2l 39)
YEME 9 TN Y (Y07t UAL,
7 IE2Ed(Paclitaxel) B4 W B8 SZMAEMET FHEUS0|7L, H7| || £ 1
£0 2 NOZA |2 22 Al H3d (21 8cm 04)
T= H 40 ofEh
EJOF HIoty SR (Efole) Het4Tt £ 180
8 ZE{E SR YUH AS2H 04 X&EE dY 25, = MY HIMo| 9
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oy MNEE (UE ¥ HYNE =Hojn
9 Mz A 34m x|z FOA 2 U HY=0|L 2y Y 2320 3
olst X7 022 ZR0 o)
359 Ajgg wNg SUs olsd
10 OEN Yol ofE HA JIEK £33 HEY UNS SHiols 08 OF Yk 6
E= MHR| 7SR Y 04
*E 520Ul s 2728 UM QUo (HAERY +8H K0, 158
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£0{Q%(Epoetin beta) )
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Z7E0] ¥g 2y
14 HYE =4 MI 0JAS 0188t 2 T 4% 28 H(MAMEZS, = KRS '
oY 42 EER RV
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15 NKT MZS 0183 Bej 28 o, E: 42 3 NUH 29 5 dueus we
220 a3t )
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16 U AJAEfEl(cisplatin) B FAtQ]  H2|atY XN 2Mo| MDA HEHE 49
58 o 320 3t3))
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