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1. Concept and Background of Comparative Effectiveness Research

Comparative Effectiveness Research holds first, the concept of
comparing the benefits and harms between existing alternative
medical technologies and second, the concept that focuses on the
effectiveness, which is the outcome of benefits when exposed to real
environment. This concept of comparative effectiveness was not
established recently. It is a redefined concept with more sense of
purpose that was made by adding political implication to the concept
that has been used from the past.

The background is Ilimitation of regulatory characteristic of
authorized clinical researches. These researches use the surrogate
marker as a measuring indicator for effectiveness rather than the end
health outcome and follow up period is short. They are in the market
but because they do not reflect the clinical field where the medical
technology is actually used, the data for evidence that clinical doctors
or policy makers need have been absent. Especially, researches were
conducted in comparison with placebo or conservative treatment
rather than existing best alternative and additional data production is
limited due to Ilimitation of effectiveness proving clinical studies
because unauthorized concomitant use is restricted by strictly
following the protocol to check the effectiveness of new medical
technology so only single application result is seen even when
concomitant use is anticipated in real clinical setting. As medicine
develops, the medical technologies that have been used are
accumulating. The need for CER is coming to the fore and CER is
becoming a factor that presses the possibility of research
implementation in the aspects of research results that show 20—~30%
of currently used medical technologies lack evidence and about half

of therapeutic medical technologies except medications have
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uncertainty of evidence below the recommended grade c¢ when they

enter the medical market.

2. Background and Strategy in USA & Europe

In the United States of America, 2009 Obama government
introduced the "Comparative Effectiveness Research (CER)" first to
health and medical sector in American Recovery and Reinvestment
Act for recovery of U.S. economy in 2009 and established
Patient-Centered Outcomes Research Institute (PCORI) that
immediately and effectively manages the comparative effectiveness
research through Affordable Care Act in 2010. U.S. developed a
strategic framework for activity and financial support of CER. This
strategic framework divides the comparative effectiveness research
into 4 types. They are research, human & scientific capital for CER,
data infrastructure and dissemination and translation of CER. Also,
the subjects of CER were divided into certain disease, disease
condition, patient group, intervention and framework was made so
that these subjects can be included (cross-cutting). United States
organizes activities and investments of ongoing CER through this
strategic framework and uses it as a strategic and analytic tool to
continuously promote CER at many angles.

There are mainly two organizations to examine in association with
comparative effectiveness research of United States. They are Agency
for Healthcare Research and Quality (abbreviated AHRQ) which is one
of twelve organizations under the Department of Health & Human
Services (abbreviated DHHS or HHS) of United States and non-profit
Patient-Centered Outcomes Research Institute (abbreviated PCORI). In
accordance with 2003 Medicare Prescription Drug, Improvement, and
Article 1013 of Modernization Act, AHRQ established a new Effective
Health Care Program and conducted and supported studies that
compare effectiveness and outcomes of many types of interventions

or clinical approaches. Thus, AHRQ took a pivotal role in promoting
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the quality, effectiveness and efficiency of health and medical service.
Effective Health Care Program supported by AHRQ is composed of
three programs for comparative effectiveness research.
Evidence-based Practice Centers that compose the evidence, network
of Developing Evidence to Inform Decisions about Effectiveness
(DEcIDE) Centers that produce the evidence, network of Centers for
Education and Research in Therapeutics (CERTs), and activities of
John M. Eisenberg Center that proliferates the evidence compose
three programs. PCORI is a non-profit organization and is not a
government organization of United States. It establishes research
priority by composing expert consulting panel. It also establishes
research business subjects and develops methods of comparative
effectiveness research through methodology committee. PCORI is
composed of Board of Governors and Methodology Committee and
Methodology Committee is largely composed of three working groups.
These working groups are patient-centeredness, research prioritization
and research methods. The purpose of patient-centeredness group is
methodology that includes patients’ perspective at all stages of
research; the purpose of research prioritization group is methodology
of prioritizing new researches; and the purpose of research methods
group is developing and providing methodology of data usage,
research design and statistical analysis method for
patient-centeredness research.

United States allocated 1.1 billion USD in CER in accordance with
American Recovery and Reinvestment Act in 2009. It was distributed
to three organizations. 400 million dollars to the National Institutes of
Health (NIH), 300 million dollars to the Agency for Healthcare
Research and Quality (AHRQ) and 400 million dollars to the Office of
the Secretary of the U.S. Department of Health and Human Services
(OS-DHHS) were allocated. U.S. Medicare and all private health
insurance companies must pay taxes in proportion to the number of

insurance beneficiaries from 2013 to raise Patient-Centered Outcomes
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Research Trust Fund (PCORTF).

It is not yet known how the results of CER up to date affected
many aspects including decision of policies and insurance coverage
and clinical treatment. According to the Ilaw that based the
establishment of PCORI, PCORI prohibits making proposal for
insurance coverage decision through CER. Thus, there are skeptical
criticism that CER does not majorly affect health-related policies or
clinical treatment pattern but there are expectation of positive effects
in quality or value of interventions based on cases in U.K. and
Canada. Because CER has not been discussed in earnest, sufficient
research on the effects of high quality evidences in many aspects
including health and medical costs and policies is needed. Also, in
order for CER to settle in successfully, it is very important to
compare the effects of interventions in a variety of population groups
through CER; suggest the best evidence that maximizes the value
and at the same time apply the opinions of the parties interested;
and apply it to the real-world setting.

The European Union(EU) began to pay attention to the value of
relative effectiveness assessment in the early 2000s to facilitate
exchange of health technology-related experience among countries
and improve quality, consistency and speed of reimbursement and
pricing decisions between Member States. G10 Group announced in
May 2002 on the following recommendations; for developing HTA and
increasing its value, the Member States and the EU had to share
national experiences and data while recognising that relative
effectiveness assessment should remain a responsibility of Member
States, to achieve greater certainty and reliability for all stakeholders.
They created the Pharmaceutical Forum which be composed of the
European Commission, the 27 Member States, and key stakeholders.
The High Level Pharmaceutical Forum was held three times from
2006 to 2008, aiming to the overall political driver of the process on

relative effectiveness assessment. Supporting by Working Group on

_iV_

I00Y3|DaH paspg-23uaping |puoiIDN

Joqnjjo) a

fouaby Guip



puUIPIng [ou

-

pasng-

1

S4D2Y3|oaH

pljod

i

busby Buijpioqg

£

QUarol N HREYATY NN Y YK A

Relative Effectiveness, they agreed on the following
recommendations; implementing agreed good practice principles for
relative effectiveness assessments, and promoting the exchange of
information on relative effectiveness assessments in order to improve
the data availability and transferability. According to the agreed
documents, Relative effectiveness can be defined as the extent to
which an intervention does more good than harm compared to one or
more intervention alternatives for achieving the desired results when
provided under the usual circumstances of health care practice.

Work package 5 developed in EUnetHTA JA1 2010-2012 aimed to
development and application of HTA tools and methodology. First,
Guidelines and rapid model and full model on relative effectiveness
assessment were developed. The domains of methodology models
were Health problem and current use of technology, Description and
technical characteristics of the technology, Safety, Effectiveness,
Ethical analysis, Organizational aspects, Social aspects and Legal
aspects. Second, pilot test was performed for application of
methodology model and the result of rapid assessment of Pazopanib
to treat of advanced renal cell carcinoma was presented at ISPOR
(15th Annual European Congress 2012). In conclusion, rapid relative
effectiveness assessment has advantages of shorter timelines and
prevention of duplicated work and is expected to take a very
important role in national HTA process in the future.

In Europe, relative effectiveness assessment has already used
politically in the process of reimbursement and pricing decisions:
many European countries have applied relative effectiveness
assessment as criteria to estimate the clinical added value. And it is
expected that relative effectiveness assessment will be a basic advice

on eligibility to reimbursement, on reimbursement rate.
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3. The definition of comparative effectiveness research in Korean
context

There are a variety of definitions of comparative effectiveness
research but the existing definition has a little difference in items
included, purpose, intervention, range, outcome, and methodology. A
definition of comparative effectiveness research appropriate for
condition of our country is necessary in order to determine the range
of comparative effectiveness research appropriate for our country,
priority in our country and infra or human resources needed for
comparative effectiveness research. In this study, a definition of
comparative effectiveness research appropriate for Korean condition
was drew based on RAND methodology.

The study was conducted based on RAND method. It was proceeded
in order of panel composition, questionnaire preparation, survey,
face-to-face meeting and analysis. Expert panel was composed of
total 10 clinical research field experts. They consist of 4 from
academic (1 clinical doctor, 2 preventive medicine, 1 health
economics), 4 from organizations (Health Insurance Review &
Assessment Service, National Health Insurance Corporation, Korea
Institute for Health and Social Affairs, National Evidence-based
Healthcare Collaborating Agency) and 2 internal researchers. The
questionnaire was prepared based on the existing definition. The first
round of survey was done by distributing the questionnaires with
reference literature to 10 people selected for the panel by mail and
had them responded. In the second round, the items that came to
agreement during the first round were excluded. For the rest, the
outcome table with median values and individual assessment values
was provided to individual panel and resurvey was conducted again
after individual items were discussed. As for the items included in the
definition, only items that were agreed at 7-9 points based on RAND
methodology were included.

The first round result showed that 25 items out of total 35 were

_Vi_
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agreed at 7-9 point range thus assessed as necessary items. In the
second round, items that were not agreed during the first round were
discussed and reassessed and items agreed at 7-9 points range for
only 2 item were included. 27 items agreed to be included in the
definition were definition inclusion elements (range of interventions,
setting, purpose of comparative effectiveness research, research
methodology, outcome), range of interventions (new medical
technology, existing technology), purpose of comparative effectiveness
research (provide information to patients, provide information to
healthcare providers, provide information to policy makers, provide
information in medical technology assessment, development of
guideline for clinical medical treatment, provide information to general
public), range of research (effectiveness research, value research
(cost-effectiveness)), outcome level (population-level outcome,
subgroup outcome), stage of outcome (patient report outcome,
health-related outcome), contents of outcome (benefit, harm, cost)
and research methodology (synthesis of evidence, generation of
evidence through clinical study, generation of evidence through
observational study). Expert consultation was received for the
definition of comparative effectiveness research drawn here and
certain contents were applied and changed after discussion with the
researchers. The definition of comparative effectiveness research

determined through this is as below.

“Comparative effectiveness research is comparing the health-related
outcomes of two or more interventions (drugs, medical devices, tests,
surgeries) to prevent, diagnose, treat and monitor a particular
disease or condition in routine care setting in the aspects of benefit,
harm and cost at the level of population level or subgroup level. CER
synthesizes evidence through systematic literature review or
generates evidence through clinical study, observational study and

economic efficiency assessment. CER aim to provide information to

- vii -
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patients, healthcare providers, policy makers and general public and
facilitate health and medical policy decision, health technology

assessment and development of clinical practice guidelines.”

When this definition is compared to the existing definition, whether
healthcare service and healthcare system should be included in the
contents of intervention, whether to include economic efficiency
assessment research and whether to include indirect comparative
research can be issues. The definition of CER appropriate for Korean
condition was deducted based on RAND methodology and this
definition is generally similar to the existing definition but has some
difference in certain points. Efforts to continuously improve the
definition of CER appropriate for our country are needed in future

CER process.

4. Implementation of Comparative Effectiveness Research

In order to develop CER as national research business and
successfully execute it, prioritization subject selection foundation must
be established in reference to strategic framework and trends of U.S.
and Europe and list must be made to continuously check what
research needs to be executed and supported in the future. In
addition, supplementing the existing legislative system and preparing
plans for participation of relevant organizations rather than executing
the research independently by the existing health care
research-related organizations or academic organizations are
necessary to use this research business as policy evidence production
mechanism and optimize the capability of research development and
policy use. The core concept for this is to construct a partnership for
gathering capabilities of principal agents who can participate in CER
execution such as relevant public or private organizations or expert
groups. This is to find a plan to utilize strengths that consider the

function and role of relevant organizations. By connecting strengths of

- viii —
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public part and strengths of private part with appropriate roll sharing
and collaborating system, it can be developed as execution system of
CER. Also, role of establishing and managing a basic plan of research
and systematizing a series of process of project contest, selection,
assessment, research management and support, research execution,
research results proliferation and policy making are necessary for this
private-public  partnership to efficiently operate. For this,
establishment of private-public partnership that smoothly connects the
roles of organizations with experience of existing healthcare research
development, organizations that can take part in resource
procurement, research data procurement and infra-connected support
and private expert organizations with their functions and roles related
to the actual research execution such as project production, research
execution and consultation and establishment and operation of a
organization such as (tentative name) ‘evidence-based CER
Committee’ to combine and adjust the functions and roles of main
agents that participate in the research may be considered.

Meanwhile, there must be a plan to procure spending finance
required for CER not only from government funding (general finance,
health promotion fund) but also from industries like health insurance,
private insurance, automobile insurance, workers’ compensation and
pharmaceutical companies. Investments for research execution,
infrastructure expansion, research management and policy making
must be considered in order to continuously use the research in
policy. It is necessary to adjust investment scale for each business
sector because in the beginning of business proportion for
infrastructure expansion is relatively large but as the research
infrastructure settles in, it is necessary to increase investment
proportion for policies.

CER is comparing the effectiveness of medical technology that has
more than two types of alternatives and its purpose is to help make

more public decision. Thus, it is realistically difficult for industries to

_ix_
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lead and invest or for medical profession to initiatively invest and
conduct researches. Public investment motive for these researches
are needed and it must be helpful in future decision making
according to a clear expectation of benefits and result of research.

In order to use the outcome of CER in policies, which decision
making process of the field needs CER, the demand must be clearly
understood and investment for CER in association with the fields that
really have the needs must be planned. Because the main agents of
research execution are medical profession and researchers,
understanding the groups that will become the main agents of
research and setting up cooperation relationship between them are
also very important.

Information session is needed for policy-related government
branches, relevant organizations and health care field to understand
the demands for CER and help them realize their needs and motivate
them through meeting with core personnel.

The fields in need of CER include decision making process of public
health security system, decision making in national health care
business, decision making in health security system of the ministry of
patriots and veterans affairs and clinical treatment guideline making
through large scale research business supported by the nation like
national strategic coordinating center for clinical research.

First, decision making in public health security system may be
processes that affect the nation such as decision making for insured
benefits of national health insurance, preparation of insured standard,
reassessment of existing insured items and prioritization of benefit
expansion. In the case of new drug, comparative effectiveness is
estimated with data through indirect comparison study because there
are insufficient direct comparative clinical studies that compare the
new drug and the existing alternative drug. When national burden is
large it is necessary to accept insured benefits for certain period and

proceed with the CER. The government is actively considering
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conditional insured benefits under the risk sharing scheme and if the
conditions are met this clinical study must be preceded as CER.

In addition, because about half of new medical technologies
associated with action of a doctor excluding medications fall in low
evidence level such as recommended grade C or D, if they are
accepted as insured or uninsured and there are no support for future
clinical studies these medical technologies will spread with insufficient
evidence. Especially when national burden of medical cost is large
and the disease is serious, prospective data collection for certain
period through conditional coverage decision and relevant coverage
decision system are needed. In such a case, CER must be conducted.

CER can be used in decision making process in the case of
expansion of benefits of the NHI and reassessment of insured items.

These researches may be needed in decision making process of
national health care business. For example, maintenance of system
that introduces businesses based on the assessment of anticipated
benefits and harms of compared alternative for use of certain medical
technology and provision of healthcare service is needed in many
fields such as decision making of national screening policy,
introduction of dementia screening method by national dementia
management, system introduction by emergency medicine. Also,
benefit expansion may be needed for the items that were not
covered in decision making process of health security system of the
ministry of patriots and veterans affairs to provide healthcare to
patriots and veterans. The case of making clinical treatment guideline
based on the results of nationally supported clinical studies is also

where activation of CER is needed.
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HugfH1E= Comparative Effectiveness Research? ¥& ©|E°| 9
ofl Ml XY JHES WHEAT. RW2E JI1EA EXots & oY UHZ = U= 9
27|1&9 OIS AME HluS= Ao Ol U%%S EYUTH UARI[&0] AP MU
1 % HeolY HIX|=et YWt 3l O|S9 ZitE HISHZ it XY fE= H
o, £ HM=EE= X 1 T A=|&0 ArgEHE YL & HUZS W YUEHT
O[S mIY(effectiveness)E FAOIE HOIH. Ol YA H¥S HluH FU
IH717] Ao AAHY X, HiHIPIES FO OiS WO, ¥R LZEEEO| TEt
FHE YUY ZAAYM 0152 HE R%(efficacy)ﬂré ‘goIgt Jgelt. opxjgie=
‘Aets T2 Merd Lo AN MEE WESH 1 %ol GE WHEX Aot ¢
£ A2 O3 Ao WHEH Fgto] I U HY EIHYUZS AArH.

O[3t HlmmIol JfF2 AIZO| YEH MEL NEOIHI|HY HAHEE ArGEO 2
MES 220 BMH UAE For BEH FHOYMS X1 MEEHE §of= & = UG

17534 James Linde “A Treatise of the Scurvy in Three Parts”o|2t&
H=9 AFHUE oM &=t TA YYY(scurvy)d Xe2 ZIRA AME, AFA
T2 HuY 29 ZERY F8o| YUY FHE AYor=H =3O HHE AFE Yl
WAL JES T HYU IGAHA A7 ¥ + AH(Concato, 2010).
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9 FUS AUHOHS ARTIX] 7|0 AT BXE YEEYUC I YAL SFHOY
ASUE 24 AWOIAQl Lind WAts MBI 1 sige T 1 o
2 olofo] BEGH AIRE F O AL BFY U Y=LK HDX OFYH Ho[ck. of
YPyo| HIEHN CO| RFOF J|QYCH: HO| OX|I| 2000 W He| Lol

E9t thalidomide®l T2 TXIFO|L THE 4 Al J|gol BIEO| T2 oo ol
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1.2, HREDAT AN WY YIS

Ol2{¢t N YSARZREH UYL YFAEZ R 1K FollM M2 FF/d°l 22
SH E|UG.

A, 4MN A4 A (regulatory trial)@] SHHOICE, FA AFo FHIH dAHol o
Bt FF MYE, HIBMUNE U Z2 HF UY ZU(end health

S &%WY XE=E Argopr|HY FUY X (surrogate marker)E
1 |1t WE Wo|tk, FEor MY 1 9gI|&0| AMEE YHUHTY AN
B8 UG Roto] NG o APl SOIRXTU A YA FHAYXS
Az Ao WAZ o= FHEHIM BAOITHE EHT AT, £ ¥2 FL IIEY 3
Mo GiQrt HlWStY ARIL TYEI| BO= HAO|Y H{X|gef HlWItE FIF TFUL
O, g M=Ro|s9 HsS H4 HY DZZEEZ AAHY Z019 MY TAsH FPH

of xgigoll XIgto| QA EIYUCE. AE SO TREIO| HHAIES KGOIX| QOH, Ut
Ay BROIM HEAISS MU HCh OrY AN AN £ A H8o| AR

ZQOIE, TZESURZ YYAIHS 290l o] WO FEAE U2 @JI29 @
U 4 QYTE B, UNAUS FUE ORT|&9 TUT GOl Ui T @
HS I ek,
I AN YN WFOIME FIHOZ 1 ATl MSU FX oM A4l
50| HMEEX 2D 4D Mg
248 LIP| Hoj ot K| YBI|SE g
o WQE LAY S o) tiYt ¥ HPY YNATIL Mot By FYoly WH 4zl
We BEAT Fo| 2oL ALgOl YU ETh FH BH HIACIME o o
oI WUXO| Tl SAIZFS W W, 2HXEI BE oI AoIRo|
ZRIIM WS 0 HCH YHY NUE MU @AY oY Yk ZS
XAOP) D OF TR| QO] HFOIT B AN WD ¢S 2E Yk =T
Arg UTiE BH MYQ BWRY ADSL WX NT9| M Hop: ABE XY
2 oigo] mRRS LI Yot 030N 9B HO| ULOS HBmH L
FO TSt CHHHOl EXIE AIKSH UE O[2ot WMo J|oIStcy. AN o2 FUOH
Lol e 0122 o0l Xtg4o| FXED, NS Mo Gt TSET}
DIte| METI&0 APl B3, TF, HUTH 59 o3 QA MNFWC 21
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Lo YA FHF G YFH A

% X JPXE SHEXo| Yt TME ZH Hoh E9H of SXIRJ|&9 AgFOl X|
GUS WO} OO oYt Moo FE QOIS ooty INo| TSt FHO BX mRo|
0 ol UAHTE Sof A 4 UCHs 90| Institute of Medicine(°lot 10M)
O HI|EQUCE. Of2Y 10MO| M| I|x0t0] DJZNE LEgo| Yot H]m

BIAYATUE SXOPA HCH(Eden, 2008).
SN, ool WHo| Wap J|Eo| AFSEO 2 BI|& FH ESH O HMuBA
Fo| AT Aol A% JI5HS WHoHe 2910 Tt oS SO UMY Tiyuwy

o X|g° UH busulfangd FHLE = X8I} FE CIFU2YH(Hehlmann,
2000), interferon-alpha®} citarabin HgX|g2 Loz 1 XFE YoiFH =
A JTEX MR ™I SH| it o[s7t ZOIX|HXM tyrosine kinase inhibitors
QA imatinibZ A& U1 1 2 Xg9 Zao| HUY PSS N U
(Schiffer, 2007). 1 ©|F {Aet AHS2M HUAOZE nilotinibZ} dasatinib®l H
welo] EUEHEAM I[EQ imatiniblt OIS SHE HmY TWRIF A EHY
(Baccarani, 2012). M¥2 9g=° National Institute of for Health and
Clinical Excellence (°I8t NICE)?IX= © Ml 7t1X] 24N E H|udtd IIX|E HHOIY

National Health Service(®I8t NHS)%IM &% et M HLE WA =S

(NICE, 2012).

A, WEED A7 WRAHO| YEEE E CE olg: 39 guuyott, I|Eo|
MEMOZ AGELE 92I|SE 20~30%71F0| AT LEVITHE AR Y1 (W
W3, 2009), 20079 7¥oM 20109d 12¥ WX| ot g H AHE HYS X=X
°|27|$9| 50%7 HIASE C, DOl 40t ZoIM ¥ £ Y= Y Zo| Y 2F

O £X| e JSEE THY BUMNS XY M FA| ABAF| WYUK FLIF T
ot

250N FAKIBE F2 ARIOICE. 259 ¥R £& 20084 7 XEE Il
o 2120 FEOIDN, YFH IARY FAKZUSS QFUK YFRH|Y 3.1%0)
OIFEE 2009 Y FEUC MMM U DUAD of ootH QFoIM YTl FAtx]
BIL FIINOZ £ U oMYt FYL FEXO| LSt AT YurSrD, IWHOR MY
WE ROl ol XBAWMBOIM Kot UTUD TY 2 PYUCHATHAYBATY,
2009). © @7 Zo U MFAL, VST, MyooL, FYAL MBS
ANO[O] olot I MBUS B A4, MBI A 25 A FARWO| Uy ny U
AL A% OfSo| Tl O|AO| FUX|X| ROIUCE O|F HIYOPE FA| A FJYM FAf

o

X|2Q AFGECl X% 2t Ul HjO| X[o|S Ho|N UATHYURELAYBATY, 2009).

d



HDBHAT AT v

oje 2T} UMD 0|2 ot MEILY ¢S THW 4 YD ol WAL AH§
ol WO EXfote 9t ARl ¥ 4 UTH X AQH| °|27|&WIHAU(Jonsson,
2010) ©f Q¥ 2T Y= HOB WIEDIT OIUTL. oY F MM X2Y o)
40|
—

HDENRATE LYOLs Ho| TN POl B 4 YTt

=

Z ABED Y& QRIISS U9 I A0Y BUMYS D A
D Q& OE 92 J|29 G2M BCHBEF NWIILS 2
(ABEUYAEIY, 2012)00 o

ojpugol Mg AL WM oot LTH(E 1).

=
=2
% I B4EF M

1 SUSE TEIIEel dU He 7

TITHZARH e 20124 Q|IZ(H)
182 449.33 30779
OH:C|>|-A AI_-| fernfu | %IA
STA Sdx Al 2o 531.08 36379
M FAtst oS ZYEZAF QCT, PQCT  470.05 32198
HIAPM SE%7| HiAl 176.33 12079
|E} giH(z2nt BUCEH 5) 284.00 19454
QA ZUE A} x2of ZUL XXo| H[ZO| s F U Xto]7F Y £ Us
g BAHEXE

dA H2012-139% 9] §%97|F0 TGEH FEAH 22U HA(DXA)E
UL £ AofE T-score?t -2.500804 Fo{ott X330} 2 Aget &t
TThe| FQE -3.0010000 FoUTtD FHESIYC. ol AT 52 o83 TLhyel
BYTIF "ox7| yi3o HAM® VES MG Ao= g

Afet xgup HAfe At o] -2.59 -3.571 ME 43¢ 2
2 Nayak 5O YHAIMZULAA(DXA)E HEIIZQZE fo(Nayak, 2006) %:&
MEITHY|7|o ZITReol tist HH SHNMe HuE W Ot He PU(E 2).

H 2 ZMt BOES 2T7|719) = ol O &=

AM2kN x2nt T-score threshold QIZe (%) E0|=(%)
00 90-94 15-32
-0.5 84-89 32-45
-1.0 76-82 56-60
-15 58-70 72-77
-2.0 37-57 81-90
-25 21-45 88-96
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| ZOR JOOPH EW AN X WO ¢ Be AZESO| LA =D 1 2 |
HO2 BM wWAo| FI10tL olo| UE wxjel 49| Mol Moot oZH|§o| FIIIF oy

= =
HY. Nayak §2 Z2MHAMZE= DXAZ UHE ZHFFOl igh TTo Xoto|Lf by

Mg otoE| BUAMOl] BUEFY AWl ofF NS W 4 US| BAMOP| [
2o FItHOl YHATIL WROICFD ZE WD YTk I WY Fols £ AN O
QYOIT T UGS Y XWH T-score® BE S HACIL Uo| UHZHE AM
o gorIE =

Xy
JYOIE 27011 L& Olgt UAY NEHY 2 DAY Ao SXE oFX| Y1 U

E Hittol glol UYEH U= SUY MR ForAH. oo HitiME H|w RakAHA-AIf
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QaN R EUAPY FWL P YYHA

P L =X

Qa|Late] JuolRH|, AFHUITOH] Y IPILY U TAEZ IO FA
of QITt. QaLU oZH] X|FL 20094 HX| 73.7E UCE GDPY 6.9%S X%t
I oY BX|POF OECD BRI 9.6%M02 I OZ o|ZHCI(OECD
2011). 94| IFOZ U HUYWY I|E MAMOR UED Y HAO|
SiZot7| giotel FMAY| UH YA WA HENNY BLYS YN

FX 2to] WIS MUMO|D HHMOEZ HDOtAE ;O ofF Lpoq LEHLT
L ORYr LB HIBBATAL A SHMUL. QAUAE FFote oM X|
Myopotl LRSI 9ot Wore DA QULh|, Of2st were] Usoz ofzy
29| mME M HIDOHE 2HE WO WHSHE MAEA FME osyota of
Qr30| HGAF|DX ot O] WROICE oo W3t & oML o Ay £
of 2t3o| HMBUATY HAY SHUL Morornx} Yt

lo
-E'-hﬂ

fllo

lo mu o m¥ 32
=

of

2.2. =2 U2 HAPE HjH o} FTHHE
oz UgtolM IJPEE E& HYATH FUL SMOR Yt HMBUYATLY HLY

Efjo] AHE AI| 9I3to] Medline, Google, %2 2827|277 |¢% ZTHOX|E Y2
ofo] HlwIardd A JfFol ofFAH MM UsX] HESIA. 1x HEE 20124
5¢ 1Y 5§ 20129 6% 30YTNX| O|FO|HeH, 2X FIIHMZ FO19 20124
128 31UNX|Q UHO|EE X2 E UGS, HMO|E “comparative”, “relative
effectiveness’52 E8oI¥1 A 2HUEQ XMUIBUELE £7| HESIYUCE HAME

TUS HESY I E2 GAE

mln

Wat M2 (strategic framework), =X, ¢, At
a Ko
=2

Mo[nxt SpCt,

I'-|II

2.2.1. 0=
2.2.1.1. 9NN W=

0|20 HZo|gH| X|Z FRL SjOjC JHMEH ArAstD 900 20094 GDP2
17.6%HMES X{X|3IQICt O|R2o|AQ] SHot HZO|E X|ZL Wt Ate] o|E7|&
of WM, H¥ HAl SOl I EEOrRXAU, PAEGE CF9 AFXTUAAM o= o=
J|259| oMo U3t X =o IAHo| X US| UKXXIE HEO] T X{o|I} UHAHBIH
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1, Zxo= BUYTMAY 'FHIE 14U AOE UEHTH(Robert, 2009). °l9
Oep x4 ZNE J1HME THXQ FHYUSS HEY XS Hgote BEAUYsH
SEHAIE AF=Ot= AOl BASHE AC| YEEHUD, MY HAHM CpFer AXEHTA
oM A QeI |&aS2 HIWSHq W FHHA HFH 2IXIE OPHsts Aol MEE
Of ott= FE2°| QOtX Y (Deloitte, 2011). ©l°f T2 HlWIMAHL J{FO| XA A
Ct. 2009 QHIIPYRE= O[3FH gAyPdMS g

and Reinvestment Act(°l3t ARRA)E &l H22a £3o HuUINRALAE ¥Z2
2 EUSIEOH 20109 Affordable Care ActE T8 HluaNWALE ZZHO|L 1
Moz Gt E Patient-Centered Outcomes Research Institute(°lst

PCORI)E MYSIUCH(Sox, 2010).

ool American Recovery

2.2.1.2. ™ (Strategic framework)

HIBTATO SHLS AHIX, QUAFOIA, FUXE, YA} Y
O AZOIM HASBE YAAL MWL ¥ 4+ Y FEE K
2009).

0ol HdaotA19 Hojet 2M&Ao Uit 2|E2 B H

o
ST WYRIUO| WO AN S2 NWOHCHAY 1). ©f MY SL HDEHATY

re
4>
Eh
Jla
rlo
re
-
12l

oH
-
T
>y
o
o
=
O
=<

WY WES BRI 27 UI(gap) YALH LUAT £ WA TRt 2
2 YT UG SHOR of1 YTL o WY £ FU HDEAAT FOIM QM2
Wt 2 FHE MFoID, ; Sp| gle MAOPH MFXIH 2

Ho A= 7S 1 o
E% & X 9 Y2 HuWuaAAI H
FHOl e AMoAXMESH 3ot ®Xf, 2Ar, 2y HA9
FUH FAXSO| YAER S UE U =2 FOX St HOIH(US DHHS, 2009).
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QRN HDBHAT X

[l

M U YA

= os atux 2 | aaxtz 7u3s | a7z w0
= (Human & (Data Dissemination and
Scientific Capital) Infrastructure) Translation)

o
4z
= Ay

40

4o

rx

i

d0

1o

nA

riok

EX: modified from US DHHS, 2009
28 1 vmEniTe] MY S(ER FH)

N E2 HuuNA &FZ I Y IXE L0t U=H B (research),
o st&X™ XtE(human & scientific capital for CER), ®3Xtg 7|4t 3%
(data infrastructure), GZY I o[ (dissemination and translation
of CER)®| 13o|t}.

R OHW Ads UXALY HIEEMY 2 LFOIH £XE Oethy. 9§ SH §F
ool Oigh X|2HES YWt HUUEC X FE= TAOtE AoIH. OFe ¢F
oY FXto HYE ZXS2 ALY Uigt MPYXHZ SPHY IS0 XY AFE U}

—
HAY A7 d&HE BHEOE Hol =22 & = UH.
X

S oW AN ohaX XHO HDARATE YU I AFS YAAIIE TFOIU
£XE Uit S ST HDAUATE LU0 Yot M2 AFXEL DOP
U HDANAT YHEL et oI oY YSOIU SXjo| AMEH XMSL 1)
o1z opyolLt WO MWHOR OB, 2) MZS HDANAT YHEL Taropy
U MDA RS EFHS AFOPIU, 3) HIREYATY ErFY WIuHo of
of AUXIS O|TLEM| YT,

o

ARXZ JJgt FHL APKE MY JJ4, AlAW, EISE Jjworn o
= 2 X2 YEYI T,
HUNT AR S WA APV JIZ XNEBE YIINOE A, WX HNAEY I3

So| Q. oj2{gt wHoIU X 1) MEL WP XEE IAOAY, 2) WESHS of

_10_



0=t fo HuanALY FAY HfFof FXHEE

i
Rl
1]
o fn
fllo
11
R
N
x
Nt
o
=]
A
=
o
r
|
1]
un
fllo
HE
1=
o
rir
=
Hu
r-lo
-Ll
fl
=E
_oE
N
_l:

Sfe WSOILU SXE UYL oS SO YA URIEO| HREYAT B
I WMo HrgYr & Q| ot EPOt WHES JHWots HOITh. o3t YFO|Y X
£y 2 L %

SOl HAYRY YOI YA, BAYTAAWE M
X3 HDENAT Y| K| WSS MYorHct.

Xeg, EY FNot MAUE UFO|L EXp= QFk

HE 1

St Ee 1O oM YUY £ UAY. & FHS2 I 2YE s
H2E fAE¥ > UEH, %S FF TAUM U= =2 FHISO| HluanAHL

Pt Y.

S 2EolY HY SHO it AHIE FAOtL X|HtE A2 LUEHQI AXA
BEIOIH. % e of &oly dE™)° oigh Yl X F Hugniyg ¢F
2 1 HY FoM AXp T FAUE HHME = U=Hl, oMU HumHAEL &
FY A2 FEUY SOrQ LAY HWBMAF X[, AYX|gO| Cjer HuFIAL 2
2 Uzt ofgy Mo AHAAS Y AME

—h

i
min

o =2, Oa = y
ofo| @at S| k.
URPHTS AE 5O LUFOIL A47F, OFF, WOl 2 ojustr), wursel o
AAUHTE o UKol i FEE HFOXT 1 A Al tyro] ofd Spuu
of ot HEL MOSTE U|Zo| ALMZEEOIN KUSHs UAATE Lo, ALUF, of

ol

Yal
=
re
fllo
H
os

P21 ot J3{Yy 0] PR AYU(the National Institutes of
Health, °I8t NIH)2 2E ZXHQI X| U YIS HEY o APy L
g A2 Qe O mEp ojFet QAURFTY PHE €It ALEFoIY

ojoj Tjgt £Xf= @E O]FOISO| HDABATRLE Lo W A WYY £ Y
=

e
fllo
T

FHEO FRIS oS, 9B, $200U A&, Y5O W, MUY, YBHY
A Mo BYEL|, ol Aol e wRAZATL Yl I ¥F FHY A7, o
N oraN XE, AFXE T4 PF, AP YA Ojgy | Yt LFOIY EXPE

POttt £I1Z, o, WY, XF, B2 59 e SF WAL FAHol Ut F
M2 HDERAT YFS ¥ & Uk

OjZME HREHAT HHAN SO T} WML WAL FEo| AT Yt XYoL
U5S SEopo] A& QoL AO| HIMANAT XU U SAIHNOl UM FL

ful
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Q@ D

BIATY RTHF U HYH A

EI-
D 3 230 et B2y
=]
(=]

=
rir
ic]
o
rIo
JH

Of S5 HuTHAFY| Tjet AHLEUMO F29%
(gap analysis)= o1 ¥¥ X|
40[ofoF giTt,

Aojct, AL

oo} P Q4

[

ojof gt YL off 1Y ZcH

SENEREE

‘ J\E @R V| she] 25/8%t

1 ot AHE29
==/87 s =59 CER01| izt
2ad H7|
OiEelzio] grE =l Flgt
CER ZHEE 7l Sy e FHE
T
S}/ 4-H| A} £Hoj =2 Fdes, €05
ahglo| e SELX #= CRR =H =

o748

- UYET HERS
« Y E|AEE|, ZHA(surveillance) FIE
E dFEEe gEdT AN2E

o7 A

- HIRZ, JIE ©E A2AE
- SlBFRpIIE, 2 YENTS

. § aeresresacYesssssesanes D s2odgez
g ouEee 1 EEETTTTTTTTTTTITTTT iR
A ASU W L L zi3e xgor) ot w2 A b 1 E2 Rdm9(E s mgEAy

SAMEME DL mocRRoj oy muxe i o HlEASd O Meraraegesaseast

l\ S < 1 - /
# SssssEEEgEEEEEEEN
RA QI X} 7|2

uzglo] AT (Of: 2H299| AT, 22, o el SyEse Tt e

guaelo] WM (0 +&, WEo| Wey, A ZHHH)

BRI AR E, A, B2 A2 78S
44 =l CERS |3t JVERSS 4 &l CER CER Zato] =

olE ses A2 Y| IET @Rtz 7| Eri

| CER S X 213

E=X: mod

XI5

o
M e
g™o|D &

2.2.1.38.

uj2e| H|

ified from US DHHS, 2009

a3 2 HlmENNTO| Y B2 S 221 £Xt Z

9m o2 22 H|D

N¥ol 32 §

zal

801 Ar-gdt

BYAT 442 X|A4HMOZ FHoID

ITHUS DHHS, 2009).

YK 52 U0 ojF AWYHOY
ALK B ARRAY O3t SXf
usote M

RAESY HAHE XX
X| 8 (the U.S. Department of

_12_
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otof] Ue 1271 =X F oSiH=E HUALUEUEY (Agency for Healthcare
Research and Quality, ©I3F AHRQ)2} H|F2SEHUQYU €XtFH doydLY
(Patient-Centered Outcomes Research Institute, °|5t PCORI)Zf 13|t}

2.2.1.3.1. AHRQ

AHRQE 198941 12¥% 19¥ Omnibus Budget Reconciliation Act of 1989
ol 28f Agency for Health Care Policy and Research® M#E1 19994
12¥ 6% Healthcare Research and Quality Act of 1999° 28 quality
researchE %ot FEXQ AY XXO0= Agency for Healthcare Research
and Quality2s ©|E2& XQU7} WATH(AHRQ, 2012). 200319 Medicare
Prescription Drug, Improvement, and Modernization Act® 1013Z°| T2}
AHRQE Effective Health Care Program2 MZ 414310 o3| FH2 FXHO|
U A8 HIYAS et JutE Hluots AFE %ot X|U5t0] HAogo H,

2 FUNIE FFHU Y2 YA =HUH. Effective Health Care
ProgramZ 2005'd% MZC2 M Quiar &2l 79| oiitS Uiy Wop ¢ J7d X
gof| ek Xz GorS9 HluWmato Gor R A4 ZAtE YUY, 20091 2¥ 19
U, the American Recovery and Reinvestment Act (ARRA)°| 2|8t QHfO}
HEel $787 billion economic stimulus package % 11% g3&
comparative effectiveness research (CER)°II B EIRA=H  AHRQ2
Effective Health Care Program®| 3% €% & +YUAUTH(EHC, 2012).

AHRQ?l X|Y3t= Effective Health Care Program2 H|WZBAJRE 93t A
& Z2MOoZ Mo £of UG, olF Tl 2HY UF2 &AL MEL 2
ot O 4totl ofeysty 9tT(Sox, 2010).

Rownf x2#W2 2HE WPSHE Evidence-based Practice Centers(°l3t
EPC)E ZEUSI=HI, Ole 19974 MZLE FHHUN. oI5 MHSZ HAIY oL
2 oI BHAUA YAAFYO| U =20 He 2HE HIEotL 229 U3S
st ATk, &} EPCY M| X EF =HZ 0|59 Centers for Medicare &
Medicaid Services?l HMIgdt?| ¥ A=RI|=HIIE +Yotl, U.S. Preventive
Services Task Force? YFE XY, Effective Health Care Program2Z ¢
3t Hwud FHDE(comparative effectiveness review)? HEHE X|H HHH
SUIEZ otz Aol 20129 8 Y WHME 5W H¥Z 1190 MEQF WALt
(EPC, 2012).

H

(=]
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QLo HDEYATY FUHF U YK A

T oMM D=7#2 200549 ¥ME Developing Evidence to Inform
Decisions about Effectiveness (DEcIDE) ME{E9 Y EQIE EHUSY. o|59
TH AR 2 48, AMBPAS 270 e oo EXidts XfESS 24519
HEE AIZE WOl olof Tigt 2HE HTES SHO=Z o £3F FAE W MEL X
MO YHE SHOIY o, map, XGat {820l Hitt ZUE HIFAT. A 1171
ME{7} DECIDE YIEYIAE /40t U F WM Z2 ol ZHE A4ste
Centers for Education and Research in Therapeutics (°I8t CERTs) YIE$
AE ZEE =G, o0 EXfots E= M2 FHUSCIY g8l et oIS Kot
03t HRE ot Y52 w2 MO Ly, EIE JHE ARXO| gt ARHIE X
YotAHY ZXo|Y JQle] WIH[E Xt Utk ®X 6712 MEP} CERTs HESI
g 8% ULl O3 A2 HuwA Y, FUuAY, ZFA EY Y FHAUY
X|gey FHo| FUAM™E F1 UY(EHC, 2012; Sox, 2010).

N o Z2382 AHE L4SHE John M. Eisenberg Centerg Z@SHL. o7
Mg HuIotARo] HZME AH|X;, Q7L FMAPXSOI T2 & O] Ao
AT EY Q%2Z HFotl =FE NI HlumaAfo AME YL ZHE Hit
1 oJgyste BXMOF YIH(EHC, 2012).

X| 20X HEst AHRQ?Z| X|¥3t= Effective Health Care Programe Al 7f &

% DRJAL oY Y Zo| Y £ AT 3).

2718 ) 2484 2AHSU LS

(EPC HIES 2) i (John M. Eisenberg AIE])
ST a0l el = || - 2H 222 Bolo1 9 || =E BEEd=0l
Msts 2HES M StMEe 2He M A
SR AE, FA UL ) _

-dgxol s x| - ZMIWX, AK, 22

« 2HO| 2H2(gap)2 = Ol S XS AHS0IIA| 2ot
ol X0l HHE oot =7

aAde

EPC = Evidence-based Practice Centers
DEcIDE = Developing Evidence to Inform Decisions about Effectivenass
CERTs = Centers for Education and Research in Therapeutics

a2 3 AHRQSQ| Effective Health Care Programe| 1A

2.2.1.3.2. PCORI

_14_
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20109 3% 23Y%, Obamacare®flk: =2 2& the Patient Protection and
Affordable Care Act (PPACA)?l QaH¥ HEHZ WX Zop= AfFQ £ F°o|1
HAoYE H[EZ AAAZ SHOZ NP TEHAY. ° FIM 6301 =& =xUSO| ¥
Hojl 23t AFHA AAEHS UHEEE =232 T FHYUY Yo BA=X|FO|
g > AT 22 FI| YU ZXHO=E PCORIE HHsts Ugol AN UH.
PCORIE #d%t= F M 2% A/ U=, ZA2(Board of Governors)et
=22 % (Methodology Committee)?t 13io|y. o] & uges 0OF
Government Accountability Office (GAO)Q #7Ql ZAfI%gof| 2|oto] U EICE

2010 o¥of FH A= o oget MEIF 21U(AHRQEY Director, 9t
YL AUYUY Director, ©Xt AH|XF HE 391, oAt 191Z ZEESH OAf 491, 2t
TAF1Q, F HOIF U= FUA=THITXA 12, FH WE 19, AHY GE 39U, U4Y
A HE 3QA, HAMHA AJX 100, AYHYEY FHE UHE 2Q)0=2 FHEY(NPC,
2010).

M

of
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rhu
do
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rir

170102 Fg5o] A WHEH JES d
2 Lot YoXoz YUMo NE FHO=Z UL, YHE 9
A MR AR /30| ==Hl, ¥XFH(patient-centeredness), A

H&(research prioritization), A+ W (research methods) 2927t
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APESOIZ HIASLO) PCORIS A7 9429 HIWAQl ofoiS
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MUSIDIAT
JUIPIN:

=

pasng-

1

pjjo) 24DdY3|PaH
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Lo YA FHF G YFH A

£ E3E PCORI ZHAtIY ATH] 26Xjo|f| XIFoto] AFQ| QM| et Hug
FOLIA BHCE U WA XA $2 HELE PCORIPH 52 AE HHS OFA [xfel
OFD BIIOID] XIAHOZ JWMAIFOF SH=X|o| TSt HHE Fi XEE MFUCEM
Y AUUE T2 N TN &
R owN, AFFHREE A CXAY NS EFY 4 Y& oY H(translation
table) E& EFE et £ wny, M
2 HEOIS PCORI U7 4% SECE A WH, UAHAIY +NE X2Z2EEH o
UAE YFY 4+ UES ot J|EQ XE MIS HESD, ©f EopIMe PCORIY
USLCH(PCORI, 2012).

PCORIE MM XAIZH WHE Y] # Ol YA, GHTY, 1 o BRo|
me PYE MBI WLIHE X2 w2 L& Y

X|27X| AHE PCORIQ TXo AHRQ § 1 99 7|HIfe] A= of Iy 2
CH(NPC, 2010)(1d 4).

oE
filo
ol
=
ok
o
rhu

N J|Ze HYORAR gt
o

r-||:|
m
°
=
=
<
rir
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=
o
=
=
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%
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PCORI

(Hl B2l #e)

AHRQ2tNIH2] HE

= Institute of Medicine Ho| o I TS
s BRI =

o] i

CEL

AHRQ®| 472t I5*

@ Patient Protection and Affordable Care Act 2010
® PCORI = Patient-Centered Outcomes Research Institute
® AHRQ = Agency for Healthcare Research and Quality

@ NIH = National Institutes of Health

* NIHZte| Ap=

Z£x: modified from NPC, 2010

1% 4 PCORIQ| 41} Ch

i
>
A
H
10
H
)

CHAl %2OIXIM PCORIE |92 HOIOZ 0] Y2 XXo| ofyct, WE7
2 YOO AT QMAYE FYOD AT AY FHISS
97t RS0 HREUATY WHS HWOLD IMAT|E
oLt QIZH T B HGS WOIM AT LU} WHWAS T

PCORIQ F2 7|52 Ot ZTH(Sox, 2010).

R, 2o Wit HEES JHMAH WX, YA, PR, FPYHYRIEO| FHo 2

+ UEE & oI
SN, A7 MO QMAS WG HOITL.

xy
U, 2oIEl QMAQ AT XX el HPALY SZ(inventory) YLD %

Yn, MY 2| Uxt A HAK SHDAES Eeroit
t 3

MO ZAFOIN

[

oF SRl WY MDY, A
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ORI, o Gt ATTIMY FHES TAE MY + U= A

CixtoIgt

SN, LXAFY oM EHEEof YHEH J|Fo FUSts HE=E B0 Aot
Ao| 4ist FEUE(peer review) AFY S I
&

Yot
W, FARHIES YATH, WA, YD Y FOP AR FIF E5Y ¥ 90

—_

fllo

il

Orx|are =2 oo fiFYolM AHELME HIEAH.

2.2.1.4. }j¥

0|Fo M= 20099 %% American Recovery and Reinvestment Actoll 2|2
02t 11%9 EHE HumfApo| HFYSIACt. Ol M JHY I[UC=2 HiFE U=,
NIHOl 49 €28, AHRQOI 3% Y3, OS-DHHSO 49 227t %= AUk,

0|79 & American Recovery and Reinvestment Act?l HJE 20094 1
g 8¢l 20109 %% Patient Protection and Affordable Care Act (PPACA)
b = O HuIASLE XU et U H|FE =YY PCORIPH HEEHAU
C. 20139=5H 0|22 Medicare?t 2E U AFEY oASZ HE Y%
HFote] M2 EROOF O, ©°l PCORIE X¥ot7] gt MHEIIZQA
Patient-Centered Outcomes Research Trust Fund (PCORTF)Z X/JECf.
ol mef PCORIC High XYUZ oo ottt A% YoM =22F =X ¥S Aol
(Sox, 2010). PCORIE 201949 9¥ 30¥U7X| PCORTFE 3% % 359 2YE
WA 2 HeE FYHY. PCORIC tiet X%P2 PPACA 1183 ZXof 9511 ZOf XpA|
o] J1&5o UsH UUS| HHEH CpZ0 2T ALY YHYPFEE HH 20104 1
MO G, 2011499 5HU B, 201239 1Y S5HT G2It I} LYY Y
BEAY. 2013490 A7 YR IFON 19 5HA LRI} HiPE|D, Medicare?t &
© U AFEYH YAS I1UX 1A & A2 1939 FIEO F 39 2HU Y
NWEAESE 712 AR FHEY. 201498E 2019@MX|z =7 LUUXHPOIM 149 5
MO G2 WD, HY gAS IR 10T A Migol 28R E MEO FIt
oy, ETH HA9w X|£9 FIIE HAO| %t WHEEY 1T MaH(2013E=
1€9, 2014|9%E 201997X| 2g3)o 1AW HAUAEX|E FYMH(projected
per capita amount of National health Expenditures)°ll i3t 7t W&g
¢ NS FIret, oY E|H 2014ERE 2019ENHX| W F 6% S5HU Y

E

of WYHFWE I UOF AWEC PPACAE SOt PCORTF MA2 20 HAl
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Department of Health and Human Services®l ©|H%fo| HZAnt ehitnf AR
|Ur XS XUSEE ot Y. o] FOl 80% <= L =RHOE AHRQE O™EL
(PCORI, 2012). PCORI2} AHRQQ| HluWzatdy XF2 of2f IJJut ZTH(NPC,
2010)(1% 5).

1000 PCORI and CER Funding

900 |
800
700
600
500
400
300
200

"
-

2008 2009 2010 2011 2012 2013 2014

® AHRQ* ARRA** @ PCORI Trust Fund @ PCORI Plan Contributions***

@ *AHRQ Funding FY2008-2010.
**American Recovery and Reirvestment Act: $1.1 Billion over 2009-2010; FY2009 HHS Report;
@ *¥PCORI Trust Fund; $1/Covered Life in 2013; $2/Covered Life in 2014 with enhancement adjusted for inflation

Funding in Millions USD

Z£x: modified from NPC, 2010

T3 5 PCORIZH CERS| MH w2

dl

1

Afgt B, 2 A FHUY, u&EY UF, Ael, dLdd, A%t
AT et 52 TUY. FMM HPYROl =9 HWBHALY Q&0 Tigh MY
20099E0 ©[u] oMYA 1 x9to| BIEEIYTH(IOM, 2009). AHRQQ| Effective
Health Care programZ % EPC, CERTs YIE9¥3, DEcIDE HIE®{I F°o| o
TE %ot UACH oo Gier AU, ALY, AL LU = AHRQOIM Tyt
0 U, HuFNALAS FEHOZ 20 & PCORI= 1 ArU+Y2XPIL ofF £3
SHAl HIMEX] %0 1 BXE FEOtE A UH.
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PICORIY MY 3 HXjz= OfX PASHX| oy 2ot Z2 ALY EXo| gt
=07} ZIgY FO|CF(NPC, 2010).

R OB, ZAYO| AUE THOLE AUSS YWY ¥ AT I A7 9
M98 WATL PCORIE AT AlY S22 ¥YOID 58 AE HYS w00
ANHI GHTY SOl Uor MBI HEe Pk

IIIIo
2 -4
o4
&
0

T MpYE FTIH AT QMAY, AT AW B2, $2 HE YL worsoln
PCORIE 97 AlY S20| GE DAL ATE +orD XYY H2or7| ool Aot
O OmH-

ct
Ml B, PCORIE 1 &3 4ot A3l BUME Lot YAIZAE LW T
YE2 oSS B5F HESY TRA UWHAL o,

4l HTH, PCORIY ZHAPIH 4 °olF YHEHHU= E2 Al I0M, %3 %99
IE2S UEH. YHE HUYs YHUEHYU JIZ9 Hiorq T dAS +-% F O
YWHOI 2MAOIf ArG Y O] E(translation table)E YWEIL.

Ol I, HE Ao YHEH JIZH o)y BE HEoI| H2A0 60Y Mo °f
of GishM 45 2t tiF 2AS W2 FOf| A= YHEH JIZY oY BE EorS
L.

oy BN, 54 0L ZAYE2 PCORIY A7 fu&Het AFAY
Human and Health Services? &4t W&, AFXE J|4F A= gk A WE
L AEUT. o0 ZAYE2 PCORI 39 mip 9 Hiddr HAYRE FHOf| 0¥

¥S HEUY.

OIX[9f2 2 8 Xfol= AAIYECl PCORIY XiYS HELNH.

oX

2.2.1.6. 8 ANY

0= 200990 HHE American Recovery and Reinvestment Acte
A M 7| g2 EUUCE M, 119 YE YW AR it FEQU AAH|
2 HFote A =W, HdadARE ot AP FH LMEHE IOMOAM BRSt=

X, 121 OXLOR UMM HT MY Wt HDAMUATLE Lgu & Qe 2%}
Mol 917 JJNHS WAAIIE oIt ol MUY FQ AYUL HF(research), A

]

t&X Xt2(human & scientific capital for CER), ¥|3X& |4 X (data

infrastructure), H1AD L4t o (dissemination and translation of CER)
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03 LY 4 JUCHUS DHHS, 2009).

119 @27t 4 74| I|Z, AHRQ, NIH, OS-DHHSOIM Ar8E Ay Yi8e wm
CHSI ZTh. AHRQOI HIE 39 YL ofFf 77pX| Aty 41§02 Molm Uri(Sox,
2010).

- R B YHALAI} HRO0F & MED TR FHE HMOI: WFS XE&H2E XA

- 82| EPCE X|gote] 2HE Yot 229 U3 (gap)S LAUSH: ARE A&
Sl Ot AHRQQ ArgAILel 2ot FEE HF
- Hu oA ZatE YGEH BrFotI| AT MEE et AFOIe ArdE X
WeHYU "FAE HWItE ZHE P21 /Y AHRQOIM= Clinical and
Health Outcomes Initiative in Comparative Effectiveness (CHOICE) A+
HIE 5. U @8 {22 ALHIE 1070 ArHell M5t AHRQSE 1491 SH&=H
Y F AL o JHo] Mo Gigh iR 2 HBH UYALE XY
x

. SRWHS TP WX EE SN YNMHIAS HBWS wRO| Hor A4 e

T = |

i

NIHOI SIS 49 Zojs U4x M=o o) X¥HOZ 2AZ HFY 4+ o

rir

DHHSOll HIHE 49 Y2t HREYAIE XS] Yot AU T5E FopI)|
2 AHOl XGARYOIMO| X|Zof Tior A

.
K2
ATUT X2E HMBY & WH ¥ M

ARE Lo 4 U YEY U e £
Xpotil QITH DHHSO MY W82 Theel 47| 92 F otol 4%Th & s o
U2 Y YIXE HOEMOIA, XIE YEYD, YR YNAEY HY 252 Yt
X2 APIIY AQOIT, £ WM HDARATE Sof MAY 2HE YN HAo| Mg
o 4 Qe ST oo A{IO|CH N| WBS of2f Crogt o FXHESC UMY P
B CPYE WOIOH: 7 ANYOITh ORX|IIOR HmEIATO| FNHOR £Xt HE U
2 £Mop| Qoto] HDHANT YU API|UALS SZot ot HIF Aol UL

(Sox, 2010).
ol MHE 2t J|F W AY WSS T2 YB(ATR(research), AN &N X

(human & scientific capital for CER), 9HY3X& 2|4 IAZH(data

_21_
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infrastructure), A1Z1} &40t o8 (dissemination and translation of CER)
HE 2A st offf HE HABICH(Sox, 2010)(E 3). ¥1E PCORIE %A
M OHAISH 2 WX PHE HYUYE YT 2 AYYUYYM oHF 2ol YWHEZ O

g Folh.

o
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# 3 0| EA=XR| MEXIH

fjo
1S
rir

o2

=

P N=S
719k 2=

==
gt

AHRQ

© CME, 3t CIEIUY, 7IEt
Matsg 6t CERQ| 24t
. AHRQY HEYISE AIS

B A 2

—

- Y= HEA|AOf et CER
dSS A7) HfaH

g HSEEM LI

= CER Z1E z[tist 0|8

- CER2 7+s5tAl st
= o3 E2XE2
CRRNESE

- CME, st& ClHIY
2l JEt Mase £
&t CERQ| &fAt
HEHAE S§t
CER ZXZnt =hto|
7145t
MedicaidoilAl X
MEE X200 Ao
CER9| MZ JiM

Yal

b &

—

fotit2(oil CH

0.
ol

7|=1t
CER9| =22
- HEHTL

Blatel=

7|e} J|HE
CMS:  CERE &gt

medicare Xt2# AtE2| JHM,
Medicaid2t SCHIPZ X|&3l7|
2lst medicaid A28 =

- HRSA: X|9AtE| 74ZE 2lst
T UER3, Aot #2| WE
23

- CDC: CEREZ st & #x|A
Eg| Xl=2 &AL 74M

- CMS: UiE0| A8tz XiE,
CER Xlzd L2 <st ©
= A=l

- NIH: ¥&S HstA717] oH
HHFE MSECEM Lieks
CER ZIIE Z|ChSt 0|2
CDC: otMzstotts @lst
UyEo|m HAXMQl FHd
SX|
- Office of Minority Health,
NIH: A 2Z5S HYC=E ot

= CER #&lish= MES

AHRQ = Agency for Healthcare Research and Quality
CDC = Centers for Disease Control and Prevention
CER = Comparative Effectiveness Research

CMS = Centers for Medicare & Medicaid Services
CME = continuing medical education
HRSA = Health Resources and Services Administration
NIH = National Institutes of Health
SCHIP = State Children's Health Insurance Program

*Zx|: Sox HC. Comparative effectiveness research: a progress report. Annals of internal
medicine. 2010;153(7):469-72.

2.2.1.7. 9% (Impact)

HIBHATI HAIZH X|FO| O FFL M X
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Lo YA FHF G YFH A

| oFXT XJNK| UL ofzf APSS HW HUM Y2 F& HOE wolT
20070 AHRQ Ui°ll CER MIEIS MUSHXHE #X|o UMM tsh U] o8] ofjdr

Mol A9t Hio| MEM HWINARE YUY YUY FEo FE2 UKL, 109
A BRY HAr XES HAAPIXT O s 1 HUE o512 DjojY HO=Z o4
E|Utt(Deloitte, 2011). RANDE PPACA°l 2sto] HY HE2 WA &He AEY
=2 R X&= T 93 X FHAYMY FFZ FHOIl /%9 COMPARE
(Comprehensive Assessment of Reform Efforts) microsimulation model
= NYSIA=l, °IF 520 FCHEYOL, IYWE3, U0, ZEILY, EATA)O| MGt
2y, 20164%= Y MG W AMTSOl HY 97%0 SUY HOZ UELL T
¢ BA2%lg X|&EZ 3~10 HME RHL ForY o=z FPEAL(RAND, 2011). 1
Y Ol H|WRIALAO XH[of Tt FHOl ofd PPACA TM| o ot Ao Wig
of sHMell =27 2aotY.

HlugatAel AFD HAos X|EO gt FE2 B0 st g dodEol
gt Medicaid?] X|&2 ¢ Aol otH, HlWaatAo| ot g9l o[ X|
A8 & ofYst X|E EOF ForY WOE UEHFH. ol BE #@XpIr FUS X HAE
= HH| oroflM YLEH ZRct. WY $XtE 20| X|g Rt LK o
BT Ao HlWa A7 Zao| ofFH| Qr3otLLpo Ifef Hua A= X[&S
JHZ & orYE AFOIM ¢ F2 ¥ TVE L US N2 YGEJYY. IEy
TS YT GASIE YA AHF U CF St=X[ol tih ©I%Hot7| M FEe A+
2F HeYE[OfoF St1l olof TEpM S HXAF AIFOIM Y= T Argol R =00 o
O At (Basu, 2010).

XSPX| Y2 Huniaol Zujr Moy HEUFZAHAY, Y¥TUE § o3 X
FHAM oA FF2 U0 "M e orF LM AX| ¥ IZHY PPACAC
o5 dYE PCORIE & Z¥oll 2ot A/get 2o 2[8ote g8Xoly 2 89
2730l tigh HOArgS H|QrstH T PASED AT, EF QAAERZ Ao HEH
MZEASL(QALY, quality adjusted life year)E A8t A X5t UH. F,
PCORI2| 82 FXHZ AP AYS 552 ZHOIY woHA IHE HASH= Ao
HEo FMolYy BHEAHEY, YT 50 HNYHOZ FgE2 F< A2 HUStL YUY
(Sox, 2010). 1 FHXQ Xg2 PPACA 1182 %

OIH HiFS9 2AS dtYsts F9 YrEXo|l FYot 1y S T HuuaHy Hof

HY Al AgY
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2.2.1.8.

8

il Mol g0 s 1
R, 20| JJuret Bt ofo]

L XA
—

PCORI

=
—_

slist

oy g2t Aoz g (Deloitte, 2011).
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2.2.2. 99 U= "yt
2.2.2.1. FXHH

20009 12¢¥, European Commission(°l3t {EAT M ULH2 HAH AN
F29 XHo|d X|£IIFOIH EHMQ golets N ZH o
E OHofAY Zopof XY FHSZ M=z Aoz HEHIXI High Level Group
on Innovation and Provision of Medicines(®l3t G10 Medicines Group)=
HoIRY. SEHAY YIS A7 2 Y=I|sn HHS FHY wHZ FOISHH ot
, §8%4Y FIIE 9EAY U=RE U Y AIrAY oM H, YUY, £EE
WHAIZE 4+ UE Relative Effectiveness Assessment(©I3t JUA Nl 7t
Xof F2917] AMEUT. SEAM AMEEE oYU HUE aoPos HiNl X2t b
wWoHZ W EX FHY X2H WY 4t JHE HAYRHMEII}, ©X;, AARX}
oIl MEdte A& SEHOZE oY, U|=xQ HWuIAHL} OPMIIX|Z2 A FHE &

o

xy
ol O UNIHQl A HA|N FHO UMM 2HOIG IOt Aol XHE

=

=1

282 (Kleijnen, 2011) UIZ9| §0{9 HREYAZLL I QAR P02 & 4

Cf. G10 Group2 20024 5, QUAL YUZSO| AHH I tiot
=

S 2D FUL ATE FQUCIN, BUNYS FO|D BE OHHGAKSY

re
W ge
rr me oy 2 9

ml

=YU2ZM  HTAE EHAP|L IXE =9°F oo UH&S
recommendation(®l8t #1%)E LHOIHULG(G10 Medicines Group, 2002).
A=28E 39 2O 20054, MUY FHOM HAARY FHIFH| Hiote MY

A, Mol %
BT Bop DABAL XATSHS EYOIHEM MO SjZMS KD, oY UL

e
o

S
o

%
o

--

o ;HBEo] 20| UYe =9/ XISt IX} Pharmaceutical Forum©| 2HE0{% Lt 9]
X2 MUA mutgoro| gigh HA|IHQI =olf TIgHuHZ FMMO=Z o|FoItI|

High Level Pharmaceutical Forum®|2f= ZNE {43t °|F 2006-2008
H SO 399 ZN 2 IHESFAUL.
High Level Pharmaceutical Forum® SX2 MM w@ordg A5t X

= |

T

flo

FE 29|, Relative effectiveness working group(®Ist U™ matgo}

= o
L 2/4Y)E A0= AOIH. HUHHRUFIF H2IF 2UYes =S FHIYOL
D Ut YUE W+ YEE YLE NYCIHUCE 1SS =9 To| HF UNACE 4

X aBEoe| Uote] SojE EELWUAS F4w A X2 AT OFISH
AAIZI7| YOIl YR BAWTOl Yt YEO| WS FTAYL H2 EBOIUL. E

5
MUE mItel oM YMOE MU HIYIE LYo St X=o IIgH

re o
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(Availability of data to conduct relative effectiveness assessments ), Y
EQ% 0 ¢=l WH(Development of networking and collaboration)®l2t= X
F9| UoYF S WHIf(High Level Pharmaceutical Forum, 2008).

High Level Pharmaceutical Forum® F&% ¥, European Network for
Health Technology Assessment(®l8f EUnetHTA)E %F J1QM0| mfaf gz
2 HEotd HMBHUOZN YU nipgore wHE O|ELX, EUnetHTA Joint
Action 1(°I%f EUnetHTA JA1, 2010-2012)2 %9 JUi™ zogoro| st
Work package 5(°I5t WP5)E IH¥sItt(Kleijnen, 2011). 152 EUnetHTA
Joint Action 2(°I%} EUnetHTA JA2, 2012-2015)8 &M, JHLE WHED} Ito|
Bl MNXOoZ HMPot Y 37 U @HZ T G U X&AIrse =g
EBIE AT 55 WY, AUX, AAIYUS JHUst A} oLt
20004, gAYl HAYSMAUREY X|HO|W X|£IPFoH EHXQU gol=te
SEE 43Ot HoFMY RIOM HTHE mFIre Jpx|of TS I AERE o
20121 12¥ X EUnetHTA JA1 WPS57Z| FHLE|7|7(X|2 9ot Z2 TIojury
ofStH ofaf 1FI EH(AH 6).

AFod
—d

fo
ko
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Lol @B HAT|

[Ral

H

G10 Medicine Group

gh Level Group on Innovation and Provision of
Medicines by European Commission, DEC 2000)

374x| S FHof Cfe G10 GroupQ] AR (MAY2002)
«Information to patients on pharmaceuticals

+Pricing policy

*Relative Effectiveness

Membership

-REHOE UEH T
Pharmaceutical Forum 344, 2005 REE 7 e

High Level Pharmaceutical Forum 713, 2006-2008 RHAEY E

i Bt Iy SRS oS [E
Relative Effectiveness Working Group TEMNTTSOE
Skt e Rkl bl EB2 OHBARNT

A1 HTHA GakEzo fslo] S0|= good practice principles(BE T HA) £
TS 20| sy 9%

202 K20 H2 43t 0SSR HANTP7) 9610 ST aaEzjo) o HEo| as

r
e EE uF

AR SIHELE 28617 93 K2

j g O

84

-

EUnetHTA Work package 5 on Relative Effectiveness Assessment
S5 1 40/ 2WWI ST YLE JjEg SO LN
2 71¢E =79 YYEY FHNED B8

EUnetHTA Joint Action 1 2010-2012

a3 6 Qo] MY FuEt 23y
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2.2.2.2 #HXX
2.2.2.2.1. {EAY HYHHUY(ec.europa.eu)

FUAY YYAUYE SEHAYY WYRE PMZ JjuY J|2XQl AHHZ Hon H
Q2 Mot WS UASO O|UZ £V FMIIAOIL. AL Uy M
UEOFY XEIME0IH EEXQ A2 ot ANE ot UoW, 1 Ao Lt
HOIME ¥t (European Commission, 2012). {EAT TsQelsl= of2{st
g9 Ao FofMAUL HA I[P JAHSIY FFEAY AN HRYS FF
AF|HM "Alnr FWE o|BUX 3t FXO G10 Medicines Group2 /d3I42
0, 182 2002YW 5% U zapgorer U HAQZE WHIIUL(G1O0

Medicines Group, 2002). E3 20053 Pharmaceutical ForumZ HX|o}
1 HHE gutgots MHHOZ RFUSH| ot FUH nipgor MEIr LYUYE 74
o5I%Y. Pharmaceutical Forum2 SEHAY MWL, 270 =, European
Parliament (°I5t GEAY2]) GiE 32U, European Free Trade Association
It FEXNRFFEAY) HE, AEHA TAEHAHO FQ OJSHUA|FAK(AXTZE], &
U WFIL, HHX, HYHA)NZ 32,

2.2.2.2.2. EUnetHTA(www.eunethta.eu)

EUnetHTAE &8 A¥d |EXRR9AY 4152 ZT@o= § 33M= BFI|un
M 2=ls B2l 2100ty ZY W0t H|gE ZX o MEo XYo|He X
le &8 W 3% UEYI ZXo|tt. 20049 JEAY YUY 3= FXH
MEUZE 2RI|&W2IE XIF0t, WE MY Yol XI&2Ise 8 HEQI =X2
g LRI USS AXMCE. 20054 HIOf39 ogI|&WIt €52 Ollle HAUART
=9 FL o1, {¥ MOl X 353 o] EXFES

EUnetHTAE M3t

40 0¢ 5

oX
filo

SO Jpo|CaQIS SO ATHN HUWILS 4£o4017| Yot WPSE YOGS, X|F ¥

X EUnetHTA JA2 2012-20158 +¥3°It(EUnetHTA, 2012).

0.
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2.2.2.2.3. European Medicines Agency(www.ema.europa.eu)
European Medicines Agency (°I8t EMA)E ¥, XY, X|g SXo| Afgy
= AU4FY [FEAMY MUSIIE Aot AotN HILE +¥ote AU FHLH
Lo|t}(Kleijnen, 2011). HXHIX| X TPIrer U HFOE EM ofof
o U™ uYYPIE AT [T IOIESAS  FHLCHAT. Committee for
Medicinal Products for Human Use (°I3t CHMP)= Arg Ui UYE o st
EMAS ZE A% LU|stq HIIE XY oYotd HOME WY o9 ULk ETH
EUnetHTAY ®3 MEHQ EMAE CHMPZI &W.St=
(European public assessment report, EPAR)E JtHH mafgoo| &8o7| ¢

3 I Y Fo|t(Kleijnen, 2011).

P4 ol

>
rir

e

QUBNYIEDA

2.2.2.2.4. Medicine Evaluation Committee(www.esip.org)

Medicine Evaluation Committee (°I%t MEDEV)E &8 W =217 of
IRyl ATHOl Us BAITT U HIFAMH HHXXOIL, 1 U= European
Social Insurance Platform?| AME=0| 23§ XX €t MEDEVY F2 €F2 %=
o1 Bor TYUE, S99 A49r BH, =M AAF M, HHE [ 8y uH
= BEE AMIIHE| NHEOtl WEstE N = . 182 149 589
HIIOYE T Mo UM ne X|g JpX|of| it FEE UL W@ttt E
o3 ueto] WIr Ao gt % HUME ZWOT. EUnetHTAY #3 MEYEZE
M, MEDEVE ®d3HB87IE0M0 T&E XI5 & M50t U (Kleijnen, 2011).

ot

—

o gt
a=

M

x

e 2 0o

2.2.2.2.5. Pharmaceutical Pricing and Reimbursement Information
(whocc.goeg.at)

Pharmaceutical Pricing and Reimbursement Information (°I8t PPPD)E
SEEU M UE PO oo Uigt FHE FHOte @IHIXOIT JEAY
AQA, YT, L29o], ¢t=, HOrZE3}, Ofo|EWE, M=H[of, 3| T TY
60719 FRI|ULy HUXE ez ST U JUH auyorep U YFO=
28 701N g 2%F A, Goeh AEY [M, HAUSH|H |2t o*FHAH

gt TEEQ BN 1N FHE Lot

e H

rir
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03 QU HMDEUATY YA WP WY

2.2.2.3. BUH noYor 2 24¥€YY EF

FOH mOgor HEoF AUYE RFEHAUY FEARKFIEAY AT Y oIHAAIT
APXEEOl Yo vt SO BAUD Hopted v 2 U OIE YASE YUY =
4ot HIAIE Z8otES XAUStE AS SHOR FAEUY. 2006'ERFE 2008EMK]|
JZ® High Level Pharmaceutical Forum2| %F HdQ0z Ry Jix mwat
Bl Hiorq FAH EESYAUNS F2Y W 2 NAOIUL, I SO YUH
HOO| SHMUA’ off oYt woES UYEUeH, M, A& IIgEdU °1Fts¥S ¥
FAPPPL AT STHE mapgore| ot YHo wis FUAE N S UM A
0 ZAPoIE Yo A% Xt 7184 o ‘HIEYZL HHUW olZt= M=o

YRS WHOIHT. 150 HASIA iUt JUH augor LU ©oF(High
Level Pharmaceutical Forum, 2008)2 M&WY{§2 o33k L},

2.2.2.3.1. 4UH HI| WMUNO| U gro|R

AR ZIE MEOH AgIOls NUR HIHROl] tigt EEAYUNS Loty
20 Yool HAsNAPL FoItEE SHI 24&H X[O|E AUt ofH FXiIt
MOZ JIX|7} QULEX| UEH HItY %
BHAIL QUXIQ ZASIO| ZSUSH Xtg WRI|MIF UMM QI HHHOZ ABHSH AMHM T}
Bl tistel Bt 2 W, WHE, 3

MU BIHILE WY O, FIF o|ROIT Ao UK F4ot MHGH A|H,
h
Forum, 2008a).

(1) 4™ a3t gof 3o

AU YT M AQUYE HUN TUFILY ool wootyct. §oig BE
oK U BDMo| FUCO] ALGEORM, AHY WIYIII} ofF Loy L)
e U OBIE E1, YHDYO| FOOITE VIHCH HUX myet AT §oi2 mY
= o

UHETOl QAP WAOIM SN FH WOl YoiEcHs oS0l § 2 HE, B ‘|

= =
HEO AN S FH WHO AMETGE O[S0 B 2 FE, AU 52 Oy
o BN S% FH WHo| ot E& 1 OOl T2 FX WHE HC efEcts of
So| o 2 WE'I HOOIAUCE. Oloh W AUH HUEI: offet Zo| HoorLt.
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SfLp E& 1 opyel of
ojujgict. £ Heol: g

.I__

Ml IHX| FR%
- gpoECHs & 2 of
o

rd'

2 ool ol Sk 4 $HSA wREoF &
DE O] T YT IS BE R
| ofd ATl QA AN L2 Folofof

High Level Pharmaceutical Forum, 2008a

OEEH:'
=

(2) 4UN BAYIE AL HMAYAE T

Yyuo WARIEOl 15 ot ATHN HUWIL NHE YIrOtD polE MUK F4

SfEA AN HAWIIE £WOLD YK YIIY SHOR APt HIAYAES HWORCE.

HIYAEE Bt YU BUYIAH FHOIM S, M, SHY, AT, oy
AR}, AYIPYD BAE 1429, SY AB YU WY FHOM o -, A
$, JlEt 829L EoRt ¥ 222902 INUL HIAYAEL ($2 7.2)°) HAISIHLL,

N

2.2.2.3.2. SHH TNXYIE +Yo1I| AT Xtmo| IrgH Hier g

o
(1) ¥U™ BUWILE Seorr] ot X2 TpeH WS Yot ol

Mo

-

High Level Pharmaceutical Forum2 AtHE uIEIIE 88 off =3t Xt

E T AM8OH, 1882 IS A ATt ol F oYt B{Jf oo o

AYR oAF 240 AST WAL AMGIHOD, MUY XIZS AAIOL| goto] Crel
2

SO HAIQH CioFOt YOS SAMMYr WS ATHH WA MBIt AU LHORYCE.

nllo

TR SIS A% N

- AUE DU £20 8 4 U= XEY Yol

| nYIt Ze It =
Sa x| Tjet 2oy

- YU 2 X2 oINS

=
o E=3
- O MYt XIBE WACIEE AMOLI| Yvte] uTo| M NP

re
>
KU
ox
r
ol

[e]
-0

1
o%
=
itn
°I=°

.I.
fllo
o%

P

-
>

M

£
rir
re

ROl tigt e,

ol _¢_ Oll— k"I:II'I I:IH:H J"I:_ll__'l'

High Level Pharmaceutical Forum, 2008b
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HNGILS AW Ashstd Xt

g EUOHs AR MR

22D oj2{3t QAo Tjoto] AX| Ao HTx

L
[ —]
B9l IS YHATIY| Yot SAUAS Tyarot

40

(2) *EAY 279 U= Y IS WHL=E QAHR

AU DAYILE IOt X2 JHSHES TMOLD, NN WIWOP Y MU
=]

re

JOIBYIHOIN HEEE UM HAHIL| Tjofo] EARP| 9Jore], QUAL 277 ¥
AN IR BHOZ YNH WIS YOI IS WHOR AUNHE LoY0tY
O QIE|E T, met WO Uoro] FHuop TEoto] ALgOtD UK %L FLI U
on|, FUTHL MY TOIN S IO O FRYL YALYD, AT o
JpollM FOIZY 2 MAWLSH Yo DYo| O|FOIX|X| of M, FHA WIE A%
OFX| ofE ROl UL ¥ £+ UUTL FOIZWUHY TIYNHTL S O|AZ Quvto] %

=
JpX| SRS HABEI| OFCH: 20| WO EHYOOR, SUY SHO| Tjore] B

of Qi L0 WM LFOHD SUY o b I WAL YAHATIE Ho| FROT, |
A
=

Hu

% FOIZY BHOE YN WIS LYOLs JW(RUAY 27743) AHY ZE

—

mI

HE Wdte Ay FOBES T 2rX| TWEHS T
X
o

- AmoL XtZet
ol MFEofoF o

£ S9Z% 21 HESIE Aol {IAUY EH M &

High Level Pharmaceutical Forum, 2008b

2.2.2.3.3. YEYHL ©Y WHO| U3t o2

N
o
(@]
\'
i
L
«Q
0
-
D
<
®
e
0
Q
=
3
QD
o
)
c
=
%)
Q
T
o
=
[
3
=
=
-
-
=
Mu
e}
H
ol
J
-
r&
=
off
H
H
do

o W OIHBAAITAXS HEYDS FAUSHH XEE F/0t1 YA JHLotl X
Ote Z1M2 HAED ¥ AHE QYOIQG. oo T FUE mopEor MRt LAHUYE

AN YE SUHE YO et I|E YE/IE UYL= o EEXAr Zitet
oM YEDS Y AuZ YYFOo=2 WHOIYL(High Level Pharmaceutical

Forum, 2008c).

pQg-23uUaping o

of

J|jooH p

i
g

1021




QLo HDEYATY FUHF U YK A

(1) 2o Zapgorel tigt 212 HYEYIE UEeE o B4

GE QYUY YAISL ofFf YHOR YEYUYL
a

EQy XX WHOID 159 FHL FLOLK A y
: OIS oot SO HEQYCD WG| TPy MYUSIGD oAX|E I EAf
AOZ MHOIHCE, ZAIAO| B HSEe] XX GHSO|TIX| 3W0| okl AKX
U, 00% FEL AHH BWWILeL AP WSS oD ULD ST IS YE
o KX

s
AP SO 2 UTH AN MUH BUYILS o] YoLo] YK F40t1 YLK A
2 HESIHM AN DY} YUEY 01§ Y KUl U Y, o2

BIYIE AUS HI|MOZ FQOIAX OfYCH EY 1SL sjuISo| IXMOD WY
WORM 9 IS 2 AUN HIYILE AYOHs YNT XIB WO UHO| YA

a 21 290t AR,

pasng-

1

DYoo

(2)aH0AM YEYZS et A1
S8 YoM U unnpgors et HWEQ/DS ¢ U, Policy/strategy network

3 (oIt Px/HH Y EQI) Technical/scientific network (°I8F 71&/13td Y|

EQI)9 = I1X| FHo| A2 TQI AY. A YEQIIE= XAUEY oro|yo w3
ZULCEN FFo HAYZ A= AN HEof IX Yo T IS FASHOF U
0432 2 YEYIQ SMZ HAStD UL,

w GA/HH YEYIY S
- CIZ Jje| YMI MY HFU AWRRE D

- 25 EE ot HH

- |-

q
Mt

- MDY WHEY WM, ML oI A
- OSIBAGARIEY ALY MEY Xy

* J1&/UeY YEYI X

- JHH angorY /S T ME Ui A2 UL Z} Lo Foro| A @Y

- SUHE zagoel UM AmI[&Ir HuM, Jro|EEpQlo] HAESH EXdt=
X| #olIst= XX (clearinghouse)?| Hg

- 3T WY UH iy A9 FES Mol Y £ UARE FHu

High Level Pharmaceutical Forum, 2008c
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- MU HBHOtY FM/MBH O|laY Mel/I|SH OlAS YOOl Mgt
J|Zo| HEYIAS WALO], YT HALIEE ¥ A

- M2e YEYIS IXe|Cts J|Z0| EXors YEYI ¥F WY

- YUY MEL SfHOHE UE FROKD, YEUWS YOI A4S SXY

- HIEQYl FH JIAT TR OSBAYARIES FUY AS P D

High Level Pharmaceutical Forum, 2008c

ke

2.2.2.4. EUnetHTA Joint Action 1 2010-2012

EUnetHTAE High Level Pharmaceutical Forum®| %% H1Qtof| ma} gz
= LSt MQUO TN JUH oo WMZ o|ZuUX, 33%F9 Hojx HHY
9| 3| 20099 EUnetHTA JA H™EMII HIE, SAUEUL. EUnetHTA JAS ¢4
TN 221, GEASANA ol”S 2| AT HEXo|n aIHO|H X|LIMF QeI
oI, olet 3 Y=I|sWIY E
II:

yoret AT WO LyEomn,

e SERE U2 g IS0 ol U= ¥
HEZ 9%t JAQ FQ2 ¥FOoR UM m;
EUnetHTA JA1l 2010-2012E% $°9%9 WP5E Jl{estict.

i

FU™ Tt it EUnetHTA JA1 WP52 SX2 or2ut 2
RO, SUE Tyl &9 WHES JHYstaX} ¢ttt HTA Core Modeld &
HHoE Q¥ o Ut FFHLE 4F9 HJUXM nlPgItg Y A2 A
QISIHA, JUX nIpPIro| tigh WHE Jro|EgQIo] WA FHS €ISt
HELC2ZMN SN TatgItE LHAF|AX} STt
u

a
SN, JHEE A4S SUHH ZAFIr =79 YEHES MUNEL HBOnX; ot
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2.2.2.4.1. HUX JNYIF YHE Qup Jpo|Capol Iy
High Level Pharmaceutical Forum?| Jt% 2 ajgof ™MEof LAHUYM ‘S
N amgor Yolg =& UZ EUE, EUnetHTAE 287|&%7t ZUE IHNoZ
£ot1 FEIUL MBtI| Yot JjUP HTA Core model(Lampe, 2009)2 £
4 OF MUiX TYPIrE Aot YHE LS IHUSIAL.
EUnetHTA JA1 WP5& 20104 5¥%H 20119 587X 149 FQ, |8 2671
=, IF, YUY, FEUL, 0Z2 Yoz HXf ZF YoM ArgStd UEeE ASY A
X uogore] WHE oty AUERE U YEXIAME YoIR2H, 1 2NE M=
2 T9F WHE HGOtAX SfUC. E9F UXfep HAOm AH|X} XX HAHOFN|F

ACHBIISL W), BUR:, MGUHE EUCH HHO OPSUAGARY YAE wrgoro),
ORI e £ JPXQ] HTIN BIYT; YHE WS Juyct

RO, Q| UM HJ U M FIRW Rapid Model(Oloh M4 Bt
Wy AW} Zgo| EE KT HIDYH OfLY MJ|&S MAOH BIpP| Ut o
@oom, § W, 4B NUX {Ao| Y MY FIBW Full Model

(Non-rapid, ©[of 2%t FIIRE)2 SOI1X HEo ot XagHe £% AN
Iteet RE JlESS YW BIIOP| AU YE 2 ADTUTE. oY ST mupgor
E QA2 M OMX] FeAYS DEOO HUHAEM A M 2Xle 1) =M, ¥4,
O 4EX|2f= HTA core Modeld #Xof| T2t JjEe A, 2) 37t 2t FROI
IOIE 8 Y HISOIHY A, 3) IMH Jo|EeE Il E4Y Ao

High Level Pharmaceutical Forum®|A H|-§af Hojo tigh FXI Gt o
H angors ME GO NoR JFEIIIZ SfYCOE, WP5 HHO HREOM H|GHD
82 UHIEAG. ML GOIRED AT PIOLDEA2 JAPOIX| U, ATCH PorRE2 Y|

u

Oigt JFX| 47t STHe W, WP AIMO| M4 FIIDWE AWt Kyo| MaGH &
Ja ke

[ T

K

o of
pd Jg oE o

il

SHE|= HIH  QEXOF WIpQ@Wo [ ¢

a
of £YEICH: 20| IR 2 AOIHOIt, AT

Tt 401X iy N EEHH FHH, ZXHH LxH ZWH, ALY ZH
HuE EHOH. FEOF ML FIrREM HiNE &
YoM JHWSt HIJYAERE 7.2)9 2t
2012).

20129 11¥%| ]} ISPOROIM MU AHZ €rgsot WHI L ForEd £ H
U SHHHES TS EXY AHOAMQ] ATHA HupgJr @dlo of -y 2cy(Ad 7
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Full Model Rapid Model
AZeHet N ogr|eol A | | AZSHLHM = e | | ALBEALHN BT AR
ol 270 (3t M2 2w |z 7|e0] th3t Al 22 git ol 270 o3t M2 w3
ERES ERES ERES
ohHy oy &y
R a3 21
Hl2 3 ZAL40f C st 22 H[ oF g H|S e
Ecixl 2 o o s E
TLS I s Lo T as = = EA =R
AslE &H NEIRE =L
GRS GRS
g+ 0l% A 8 Aol vtk
“Haz 7|u AT 7t

ZxI: modified from Kleijnen, 2011; ISPOR 15th Annual European Congress 2012

a7 7 |Eel Mhx Enrt 2y

FOPHOE WY WPSE 7|Z0| EWMots AUIH mapgorer MUSH % QuIJte It

O|E2jRlat AHRQ, PBAC, EMA, ISPOR® ZI0|E2[QIZ E1ISIq FHIE H7Hoti, 4

N BIWOL QWH UAY YHEN oAl URr SUMQI J[o|Sa4QIS Jfurotn Ut
oAF Sof, Lo Hgo WO Tp5I AUXBIF A Ao M& HUY B
UYL Loy W, % 2 AW XHBE ALGOHs WYY Aot =S ML £ Y
CF. OfH Ut: m5 XBUE R8Pl Ma NN HUWIIE Lo0hs UrH, O y

e ms ARE UM, YHOD QMU AYE DX FS WY L& YT
YUt B JO|CAQYS NMEH, URE FQ £ FES NY u@Y X2
y YIS A 4 9

ZYoLI| gotel 24
A

& MUH BUWIE LU U, HYY
HMH
—
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W AFOIP AT BT

=1
o= o
o|2 £l QoA SEHMOoZ ML ISt O}

[= B |

O|4H EUnetHTA JA1 WP5: Q39| °of3 Isjoict =
Jto| BE WHEN ML oISt ¢

o
[}

(=]
STt 22 OIS KOS WYL,

HOAUE B WHE JtoIE2 g

- ATHE DIWOR WAL WIS (YA

2
e
jic
re
s
=
i)
[1h]
H
re
s
Ji
e
i
jic

2o AE(UH HYE, AN HYE, TSEUE N AN SRENZ o)

2.2.2.4.2. JUX nopgor BWO| mUsi A

e YEHE 22Dy JpojEefQl =09 384 QUStNX} EUnetHTA JAL2 9of
29 U marof ofer M4 FIorE@ar e YorHWe mAust AHS HYUSIAG.
201249 11%¥, ISPOR 15th Annual European CongressOlid 4l Jtix i}
B MU AHY A QoES WHIAULH, EUnetHTA &4 ZHOIX| XFEUN
7t BMERY.

ML B mwgrr oAUt MEZ ot wPsOl 3t HAPHE  %E
metastatic renal cell cancer(®°ld MMIE ) YAt X=X Pazopanibl
HNE FUH RIS +Yots 2971 2l HoXpSol FoF 2w FIr FF(A

A

et dX Q=I|EY Ard, omII&C W MRLTY JleH 5%, WY, Y8

ke o¢

rlo

o

o3

-
ox 1A

= tl x (=] x x o
nl, SN AUEN, INY XY SW 2N, AN 3W, @Y )Y U

3]
oX

Im flo

E
ofo] 2 gol XEE AN, HFHOR WK XAHTE FUCHCE. oY I
Soto] Buwo| REHOT QGUX|, JO|SARI0| MY HAWII| £20| HYPEX
BILOICt. 5IHYOl AR WL oA H
WD 59 RAE TADIC] OFBO| AUH HIWIIY st M4 FIaw

A

T
ASPICHIY 7). A WU AW I, QY URIM M4 NUH BUYILE Soyots

L=}

¥, INH @ goly, I

3]
Horg

2 Tta Aol WROKY, Bop oI|&WIL WM WS FROI, FENUL F
U & YD, AATHY TITL YOW, o@I|SYI MM 48 5 4 YD ZE

=2
W22 QUCH(EUnetHTA WP5, 2012).
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2.2.2.5. MM mOtEIte] X oL
2.2.2.5.1. YM™ QA (EFA)

25, REAM oA=& ¥orE €8T I

ke

o 292%9 3ol g™ Ty
PP BAMHOZ oY EEED UK YOIHAXt, DFAOM QgI|&PIIE +W0t=
HAGHQ Haute Autorite de Sante(©l8t HAS)E FHo=E 1 N2 HHHEUT,

I DYALE Service Médical Rendu(®ldt SMR) %Il §% AX
(Actual benefit)y2 a%Z¥9 7|F2= HY=H. SMROIT HYY FF3&, %429
X uYy, HARY OUX|z FE2 1ot e WYZ OjoiLt, SMRO| F&oIH
HotE™ O ZFoll m=p AR 23 go&°l 2R, SF 200 FYIrEH g9
g ABoX] o=H. SMREIII ©l9f Amélioration du Service Médical
Rendu(ASMR) B7IE &3 F71XQ U¥H H(Added clinical benefit)2 &%
TUOEN JAHMHYO I FAY IFOE HEH. ASMROY FUN XEZEMOZ Apg
He OE A=Y XE7rX|QF Hlueh GHiEQ oeMS 0|gtti(lkeda, 2009). ©
2ot SO AT WYoIM ULH ZWUZ 1o 2AF UM TWYIIE

8ot A4Ad 8).

r

B:
I
e

k1l oe 19

‘ Dimensions ‘ Criteria Results
'
olAtH = £z > =0 AYEA| 2E

=
=

02 0o
0= 0>
A
fok fok fob
B Er
ks
=
ril
12
oft
FI

7|E} =H F7HE 1A H|LC 2tef| B|BHC] ZHH0|
i 2= 02t 59 2

*2E 54 =7pE ol

2 AT QUME ThK|

STEUY e B

270 E =A0 Tt B E/T- 5| N H| OOt T} 7HZi 0]

(25 &) = v =2 = U3

Decision: Ministry
Pricing:
Economic Committee

HTA: HAS Guidance

EX: modified from Harousseau, ISPOR 15th Annual European Congress 2012

07 8 myAcl ol2yaIlERE F0IZFN YNl 1ty
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HASE 259 LTAc= AREYOZ Q% XFH RGOl FoMotl Uey, 1 F <
21PF XiX|5tz H[FO| 31, 4%kl H[ZO] GE =0 H|SIK 1It0I] mFof JrtHo}
o EoX on, ofL}o] Yoto g HAS GuidanceE 919 U™ niy
o] MM wgZ FUorI| Y WAUZ HARCh(Harousseau, ISPOR 15th
Annual European Congress 2012).

HAS annual 2149 G2H, 20114 M9 93%7F SMRO| F&ditl TTg
of S%7I 2% dE YH, ASMR F2[E1 © 82070 FIMHQ YW¥H Ol U= AL

o

2 WYEUG. oMY He Moo FIIXel

g Axorn o

1 Ue 712, TFAQME Mol g9E et MESSI EUEE Aol 7
X|zgoll oier Hlu QA AAEEOOF ATHE o AT UTTH HEL H
2 W EIUS(Recent law on Drug Safety, Dec 29th 2012). ©|2{3t 2¢{7|

223 HAS Guidance: AUIH HIWot FAGLS C1W 2L ARYL AMOLD

o bt

52
=

SN mapgorer -t HAS Guidance
o

xy
YH L O CHROD SEMON SFY J|ES MEY A

2928% I1E SMRY MY J|E
Therapeutic Index("Jt% X|SX|&)" At
- SN O ARSIt R WEH HA9 B & orYE, |9 H
Y3y goe ERY 7= =42 ¥gE
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Harousseau, ISPOR 15th Annual European Congress 2012

EOH oMY EFA HASE RJ[&%7IE E80 A7 Y S092%Y WM %
0 ZAEIrE B TUOPH HEot FMHOE LJSI| A, fE UHEE 3717t
Moot dH FQ EUnetHTA Joint Actiond Yoz ¥F Fo[H.

2 . REY MY L3N WY
FEAYY [YNRFIHAY YUY F2 OPHAATAXE FYE H|FEH =X
EUnetHTAY JA1Z T &8 2671=, =F, Y, FRUE, =2 He= =
ARt 24, 0152 Mt BE YN %429 898 ZHOE WEOM HE Hotw
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% =
oFgu tfoto] HE %E9 FoEFE ¥ 4 ‘Clinical effectiveness assessment
of pharmaceutical A vs. intervention B (relative effectiveness
assessment)’ § X U2 Y, ¥ AFY 41%, ‘HiYiE 1FY 0 3H
¢ UYets 55%%2 0[32 N2 97%7t 22T S A%t Bore "o JuE auy
7k ZME  drgotd AR, A YeEpor 89olE  ‘comparative(clinical)
effectiveness, evaluation of (medical-)therapeutic value, clinical added
value, clinical & therapeutic evaluation, benefit assessment’ & 0|5t

A Aot UARXT, I MY 9O FUMCH(Kleijnen, 2011).

O 9 UOIM YMHOR USHD Y= AN AJWIE 9Y 37t 2 woH
SUCH YHUSZ ALO[O] SYHOM Y M FooDY OFL, RIAHIE WH

AZ|2XF EUnetHTA JA1° °|9 EUnetHTA JA2 2012-20158 20129 10¥ |
ACH JAZE JWWE WHED oSS MMNOZ MG 9Y 37t U B
Zoorel Q3 U XIS ABIISYIE AU BF WY, €K, Ay

Stefe MM S MYStN, 20139 19 R UYL A|Xe 319 ¥§

oy mE Mo

8712 Work packagesE %% %I¥°I4(EUnetHTA activities, 2012).
£9] JA2 Work packages5= #8 247M= 3671 #I|A0 HESIA, JALS §
S +E ML GJUE angor FWE Xoto 10709 MU AHS WSt} 9
2 %29 HUH magol RS ¥YOU, H|YZF
% HIIZ@S USU ZAWEI Wit BOME ZgotXp ottt §% IIME XpoM
+%EE JA2 WP59 MUS! & HUEH PGS {49% EUnetHTA JALZ X

IHEorE EHots | W A=IIEFIH Wl Gigt 2PHS Mool AT 9).

--
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QLo HMBYAT ATHL Y YK
v FHISHEl ErQltele (S| =2|8| 7|5 MSTHH,
- CHMP2| & H S|HS EOIE ECE| ZEMA| &2
b1 Sl Al M= Ersrgl 853
eu I”Iethta =02 T=30% T=40% T=50% =60-90% T=70-1002
EU ECO| 2 HE £4,
Regulatory | Fyropean Medicines Agency (EMA) process CHMPE] RESNEI=AA
Process 2 O Zot
EMAH%IfEE S J
SHA|OF MO A S APE 7 H Fpsapm
B M =TI & 0l =°rs
e BR F4E = O Wh=7) AjE s A7} 7| yahe
/ Benion T A, 7| EF O R
AT Al et T A 15 i P SMHEAZ | o sy
EUHTA | o Dok TLES i EUnetHTAC] HLiE sy ?r\ t concep! | 25 concep S
process S| A EUnetHTAG NREST} M HERZ A= M OlE7ts 0|27t M H=way
A2 (concept fie) HIZS IlF%lz_‘all_El = (HES) s
Mational =7}
orotess 27E/RGE AR B, HSENEI 52 ZEE 27 27| Fp 0t E »| o877}
H A
*CHMP [Committee for Medidnal Products for Human Usel Ap2E CRet 2)|2k2 0} D42t
NE ST SEFWBIIRAM BHE 2
w w v w w w

EMAZ| 2= D) H0) GiHISHY 878

Z£*: modified from Goettsch, ISPOR 15th Annual European Congress 2012
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2.2.2.6. QUo|Xo| FX o]

M MAMOZ &t mie] 9JoFEO| #ofX|n Y
UEID YE 0F W, HAYREOPI WY FFHA XYWL Dofer WrgUY 37t
Aol Tt TR FIM W2 FW Zu| FIOIh, EY FHIRHY
Bt o= OBHIZ QOI] ALY WYY XATsAO|l AEUD AUTHRYL
2008). Y L M AZS BAYRLOP Y o2et FFH
P ot F OHUT MUN WIS WHAPTID YN YSEE FolIX
ofLtel 9|BI|& TOro] H& 9| WS AN
I MK Qe BIISS YQISD, FAMOIE 9BI|SY MIOD ¢

x
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5t AU (High Level Pharmaceutical Forum, 2008).
LY ESE HA T FOfM FARRE EXIFO XHMHotd UOH, 1 SHEZ 9

&o1se AR2[&@orY ¥ KHUYM | A I8 =719 gF2 Yoy TRt A

O 58] QUOIME TR UBtHCH oM 20004 U AUSE AUE 2awte| Itx|o|

OfLiZ QEOIME AN HAWIIE FAY QAT HiE OAR MFOID YMK
YSES 0P| Yo WS AT =L EXOIN, THH HUBL EEOID UCHs
M OO 2 W, W AMOIM TN BIYILE QAU BABHIL N 2HES
SIZOII| Yol T2 GSH OjA0|T, HXH QMAQS DY XTI UTUD ¥ £+ ¢
O QAUROIME U nHE Ferop Wojotd, Wb ZF Fojgt %It BY 2

Mol FMHMOD WY & URE AWL YO YO, FIHOT HWotL wy
o 927|$9| AL§E SOl AR HE FOI= Uil F|OJHOF Lt
FHHOZLE QUM MUY HXE
WE, JfoISaQl, WM WIS HIOI LAUoIN HDARANRE AZHUH
M oggory| 9ot Jjute ORI YAMM XML 2gY 4
o, a|Lpo|Mo HIREUAT YIS EH0II| oto] ojn] AW U|Fo|y QUL
g EUE MEX @S2 JUOIYTH. £¥ HDABAT A X2 I§4S 5o
QIoto] QEOIM MG W RLEAAL WO S HIY
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WHAZ|| IOt YOLOR XAIY SYUND
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2.2.3. x7F & Hlu

2.2.3.1. SEY 0739 HWHNAR JEo Hlu

e X mpglre oFEYG 9 20009 o Xo 1 IHX]Pt FZWI| AESL
[, 20029 SHAYY G10 GroupZ U™ oo tigh MUAAS 0 FEDY
FEUCEM {7 U ARII&BIIE LHAP|L JXE FY°F ¢4 E g2 X
£ DAL WHSIULN(G10 Medicines Group, 2002). E3t 2006-200849
I E High Level Pharmaceutical Forum2 §0t0% X mutgorof fst gof
H OHYE EHO19 20109 12 EHIRN2D(High Level Pharmaceutical
Forum, 2010), 1 W& A]7|= U3 IOMO| HuuNHLY HYOIE WHSI 20094
Ho WE APFolY.

Y oM {Ho YU magorsts 202t JHE2 fY =710 Relative
effectiveness, Comparative effectiveness, Evaluation of therapeutic
value, Clinical added value §2 H¥tt 202 AMGEOX[HAM OmHL HY F
oA, U™ ToYore Uiokn HWotE U §F FMY XEH WYY Hjer H
HE HAYRWMIIt, #Xf, QArERXNA HEedte A& SXHOEZE oY, 0|72 H|un
DAoL OREIIX2 HAHDP FHIE 2Fol ofd LU U HEAM FHHY UEH
AmolS WIPStE o XML £11 %QEE(EUnetHTA, 2011) 0j=9] go{Q Hju
DNAFL}L P A HELlE &

Y Al IJFXAIFIAY U=, T2 OIHBAIGAXE FULE X
EUnetHTAY T2, {9 UM ZNFot= A=71&F7Met B2t ofd A=7|s
Ite] A" 3[Ydt= JEHOZ HTA core Model? ¥BEUS HHotTt, 3 257 |aY
b PO SHE aagote BAYE BIHE TS| X, omI|&FIe Q42
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Y WP TEEO o8, of29| JOTWI IHMYLS ¢ U YMAYel J|FOR
AU GItgOLet g HAKY WP BF $rEID QUCHs MM 0F Xfop7} Uk,
®I= EUnetHTA JA1l 2010-2012, JA2 2012-20152 339 9" =71 2
502 WHY 4 U EELYUNT YU BIYIL YHE @YW, Jpo|Sfelo] I
YD 4% FOIN, oSt WHEN XN WY U ojn] |SOM 0 AHRQ,
ISPOR®| 7o|=2} O[UCL. oMY 9 ZIEOl WSS MU A
LYol ZNUBS HIME WACLE WSS SO QU U BIILWIY WML

coa2 o (=
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re
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flo
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2.2.3.2. 9= HUaWAHAL 2AH I|19] H|W

XS7X 0=, oM =251 U= Ylhadaer JoF {ARE JHEe HN
ool gishA MmMEAEY ¥=2 NICE, HYHY?] The Canadian Agency for
Drugs and Technologies in Health Care(°l3f CADTH), 5% IQWIiG, TF
9| Pharmacy Benefits Advisory Committee (°I8t PBAC), 0I=®9 PCORIE
2t 35 4R FE%9 o <B 4> Ol HASH HEUATY(Deloitte, 2011;
Kalipso, 2009).
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QLYY HDBYATY FUHF U YYHA

FiLick  The Canadian

¥=: National Institute for Agency for Drugs and =9 Institute for Quality and &3 Pharmacy Benefits 0O|=: Patient-Centered
= Health and  Clinical Tgchnglogies ingHeaIth Efficiency in Health Care Advisory  Committee Outcomes Research
' Institute (PCORI
Excellence (NICE) Care (CADTH) (IQWIG) (PBAC) nstitute (PCORI)
x| 942 4= S
ZE 2A2(2008-2009)
2o o] ZH™ 7 _ _
B o e & b - 2E MEUADL CORl HHS mme =sizms o3t
2 O] aE mo she  AEEIE USHRINRY oo PBACS| =9l Wyl of gt=xjo|n Swst 1YS
° oo =TT TR fuslof motol ofstod 045 STIES Hx|=|ofof & Esff o7 ZHIE AIRE 2
e 248 ZSHEEH o QUX|TLE A Antof|et o|=5t
EalAt of HZE™ES =M= ¢t
=)

S olEiAmSS
' i =xlAtO| 2QJH
orpmo) oy Lorversity, SX W oo uuercor) #m
5t SIA _,l_x_l xﬂ‘l‘:l'l’loﬂ I:H TlHHE [
St S nivs)

Hxtol| gt A, merit &
APBACOIM CHA| E1M
EEHoz AESHE 1HY),

IQWIG XM=

EH X
=
Q7| ol A 0$ 2

S A= 90 O|LHoll chs

= o= SIASH A 012 == o HI5HE0|2|S ol5 ru 5 -
(appeal 72 gag 2 U oIxf= O[ONEME HEat BAX|Z, USSP 25t AZMT THEOl ARSI OllA Z7H=lo{ot 2}::4, 45-60
- 4ol &2  NICE HIA %IEI;P oo TN (8 XIAE Y, & L o o e U & oS s
process) OloAl, BIXIZSX}, Al TN M ol AJSHE|H BtA 7ps3t 7o Tt HAHS
7N, NHSUERE ) T e e i SYxoz ZE 2F
VEIEL ’
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0]=2] PCORI?l ¥=2 NICE, 14H2] CADTH, S¥9 IQWIG, TFY PBAC
I Cf2 WE o3 AER &0 B CFS ZTH(Deloitte, 2011).

AU, J|3e] UM MHMEW G, Ny, S, X HEIARAT UAI|AUSS
HYXLe] WRARYS FEA|NX EXOIL 0]F PCORIE HISEMOIY H§HIHEY
& BYOHX| QEC EY 03 9o IS AP ALgAte AFOX|Y 0|3
PCORIE ¥RZT 44xte| URFo|Ct,
SN, oluvie 42

O
o

YW 0F9 PCORIE MY OYIE 448 AFS X
OH UHYS 9I01o 15WOR THY WHE HMEI YLt PHE UTH

OE HS2 0=9 UMY Z2 Y 142 Ay YHE H2IS=U 48 ¢
o= BEE FX| YU

Mo, ACA= PCORIQ X2 9ol MEIIZ(PCORTF) =42 Poifd, 20124
£E Medicare? UL HYUIAMSZRE HPX[AS ©I| AT ®X, PCORI= Y|
AL AAI|AS FoM P B2 MBXAS L= FA 1
oftt. ZUHQA MPAZEE HH 0|50 4E YHSY Hud| &

W, A9 HYE EH GE HuuAL HAIUSHE= Y PCORIE %=, I
I, ME R SEHo REC ASTEHACN G BoI: EUOIq HAYRQ IXE I
L‘|L|9|J| TIU" I'I'IO] ﬁl:l. FAIL _l_lﬁ'l'l:l'

O, a9 M8 oES 4TEA 0159 FLos 7|9 A7 u&y HB2
IOMO] %519 & 100719 =¥ ALFHE =&0IAH. o1gE 29 0= 9
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AHEH PCORIE 2HO| Y4 # oflzt UYL
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YAPSO| WRE o= IS P T HFOHXG Ol NI £9f ¢WHZ 4440p|3t of
AT WA AT} S YoM o2 HDABAT A WSS XAR oY X
4E JoIAE ML ASOI F O UL N ML W X FYHSS ArS
L WESS A" FOITt. PCORI HRZWT HYHOZ HHEYO| AgEHE X
QeI 7| WO olgt e HMUSL UFoM ArOIRES W 1 mgHe BuMe
Ct. NICE, CADTH, IQWiQ, PBACHE 2 PCORIE Quality-Adjusted Life
Years (QALYs) 5& ©§0to] HSuIYS HMOIL HIGH YHAE BYOHE 5
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B8 St=& ot U

UG, HI3XtQ| oA HiY(stakeholder involvement) ZHE MEHWH PCORI
9| FLoe YA ALY Gty FE AE PSS LAY %ol
S Aol o J[USn= €9 PCORIE Wzolil |+ Ao $2 ¥IY2| Aot
X

=2
g 4o, EUL FUHOZ 45 AL Wi JIASS F PCORIE A7
ZBASO| Y ANS FIAPID AR SN2, AIUE, WHEN JIF, 58 UE

o
Y, YA HFES EYOP| Mol UF oA

Hojo] o]g ZHE MHHWH PCORIQ HARBUEL XX
o

.l_
rulo
-
e,
|
Rl
¢
Nui

By
Aol 9rI|&HotY R8¥E FIPIE AR YUEFolU oM ACA sl Y|
4 M2 QALYs T H[§HY ZMXE AMUotE AE HHY S0t UH.
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3.1. ME

HlugapAo] ofer o2 IrX| Foof Uk, 2009E@ IOM HUMO| UEMH
Congressional Budget Office, IOM Roundtable on Evidence-Based
Medicine, American College of Physicians, IOM Committee on
Reviewing Evidence to Identify Highly Effective Clinical Service,
Medicare Payment Advisory Commission, Agency for Healthcare
Research and Quality %M YluWzapALo| oot 42 HYE SAH(IOM
2009).

O|39&= Patient-Centered Outcomes Research Institute(PCORI 2012),
Federal Coordinating Council for Comparative  Effectiveness
Research(Federal Coordinating Council for Comparative Effectiveness
Research 2009) ToM SXEHQ FYAE E=E=IUC.

T8 European network Health technology assessment(EUnetHTA)Y]

Me HnuIAR} QAR HUX muHd(Relative effectiveness)?l2te 182 &
£919 HEY BASE HRH(EUnetHTA 2011).
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3.2.3. 489 %4
XA Zpgol EuE WoIE MNOIHCH MYH FolE ot 50|,
- 10M %2|(2009)

- Patient-Centered Outcomes Research Institute(PICORI) 9|

Agency for Healthcare Research and Quality(AHRQ) %<9

Federal Coordinating Council for Comparative Effectiveness
Research %§2|(2009)
- European network Health technology assessment(EUnetHTA) %§<

o Fels orfer 2.

3.2.3.1. Institute of Medicine

Comparative effectiveness research(CER) is the generation and
synthesis of evidence that compares the benefits and harms of
alternative methods to prevent, diagnose, treat, and monitor a
clinical condition or to improve the delivery of care. The purpose of
CER is to assist consumers, clinicians, purchasers, and policy
makers to make informed decisions that will improve health care at
both the individual and population levels.

MDEBATE WH/SHE o, NG, KB, DU oL B HFL PAAIIE
d

o2 FX WHSO OIS 9ol MmOl WYt IHE HE TS YHOHE ROtk HAE
o £F T AT 479
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Six CHARACTERISTICS OF CER

1. CER has the objective of directly informing a specific clinical
decision from the patient perspective or a health policy decision
from the population perspective.

2. CER compares at least two alternative interventions, each with
the potential to be “best practice.”

3. CER describes results at the population and subgroup levels.

4. CER measures outcomes—both benefits and harms—that are
important to patients.

5. CER employs methods and data sources appropriate for the
decision of interest.

6. CER is conducted in settings that are similar to those in which
the intervention will be used in practice

HREBATL oK TX| SF
1. MDARAT SHL GXWHY SH UMY ZFOY AJUL AW HAYY
of HYYOZ T8¢ F& O[T},

2. HUANRAFE 2o T YHS TYY A20 F I FX FHUSS vl

S QML AZT} YIS SZO|MMe HNE
S BRSO FR9 OISH ofol e ZAE Kot
z 2t

%
Wal DX ope FEXO| MY Y1

o 00 b~ W
£z

TR
=
H
r2

1 2
AUATE FH WHOI MM ALSE WHL QA MFOM SWEOOF o

n

3.2.3.2. Patient-Centered Outcomes Research Institute

fou

Comparative Effectiveness Research(CER) — The direct comparison
of existing health care interventions to determine which
interventions work best for which patients and which
interventions pose the greatest benefits and harms. The core
question of comparative effectiveness research is which treatment
works best, for whom, and under what circumstances.
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3.2.3.3. Agency for Healthcare Research and Quality

Comparative effectiveness research is designed to inform
health-care decisions by providing evidence on the effectiveness,
benefits, and harms of different treatment options. The evidence is
generated from research studies that compare drugs, medical
devices, tests, surgeries, or ways to deliver health care.
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3.2.3.4. Federal Coordinating Council for Comparative

Effectiveness Research

Comparative effectiveness research is the conduct and synthesis of
systematic research comparing different interventions and strategies
go prevent, diagnose, treat and monitor health conditions. The
purpose of this research is to inform patients, providers, and
decision-makers, responding to their expressed needs, about which
interventions are most effective for which patients under specific
circumstances. To provide  this information, comparative
effectiveness research must assess a comprehensive array of
health-related outcomes for diverse patient populations. Defined
interventions compared may include medications, procedures,
medical and assistive devices and technologies, behavioral change
strategies, and delivery system interventions. This research
necessitates the development, expansion, and use of a variety of

data sources and methods to assess comparative effectiveness.
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OfH FTMHYSOl 2P HTAHAXY Hiet FHSS MOt HOIH. oAU FYHE
St fote, HuaRALE LYY VAT SOAIM EEHA AFAA 23S0 HisH B
JfefoF 2Tt HWdtE FXH YHUSS A2, +&, ARIPPI/EIIP|IY Jl&, BT
s, 194 Y= Hie CHS ULt o] AAs FH YHA HIUS HW PO
71 A GFY XreAD PHO Vi U &, 10 AgE TRE YUY (Federal
C

omparative Effectiveness Research 2009).
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3.2.3.5. European network Health technology assessment

Relative effectiveness: can be defined as the extent to which an
intervention does more good than harm compared to one or more
intervention alternatives for achieving the desired results when
provided under the usual circumstances of health care practice.

Essentially this definition contains three important elements:

1. The balance between doing more good than harm;

2. The intervention should be compared to one or more
intervention alternatives. Hence the value of the intervention
depends on its value relative to alternatives;

3. Results should be achieved when applied under usual
circumstances of health care practice as opposed to within a

clinical trial setting.
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29| MHANY ESLE 5)
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Xt EM Hy(genomics)
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3.2.4. ¥ 1L HEXN

M 1242C MEXRA: IjEE MYE 1027 QW N2 T MEX|(HE 7.1)E
HNI2H(IOM 2009, Luce 2010) ¥ HHESHD SUSIEE oyct. iy 148
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3.3.3. 39 &=

7-9MO2 SISO Hoo| Eor|E YUY 277 YRS W LTH(E 7).
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Qe Myol ¥E HaaRAT H £F
H 9 NECA A7ZRIS9| 8o Zut
o o gs 5z 59 ey
g9 2 = Sk mix o oA 2P
= T s |
EXiel He 8.0 1.71 =9 ZiQst 2Xt
ME 8.0 63 =0 ZIost 2xt
Ho|=seA CERQ| =X 8.0 1.1 =9 =ost 1%t
K= 7.0 1.21 =9| LSt 1%t
A outcome) 8.0 94 =9 oSt 1x}
Qe =Y 9.0 158 =9 most 1%t
=T e el = 9.0 146 =9 =Qst 1%}
< B Md|A9| &1t 7.0 82 == 2Rt
HZO|ZA|AH S} 6.5 165 =3 2%}
Aol2 7= 8.0 1.22 =9 Ziest 11Xt
ER2| He 7|&(existing) 71& 8.0 168 =9 most 1%}
2E|(obsolete) 7| 7.5 1.07 =9 st 2K}
SXtolA HE HZ 8.0 106 =9 st 1xt
TEXSAA EEXMS 8.0 92 =] most 1%t
] imian logetel] HHAYKIA HEMS 9.0 46 9 zost 1xt
=k o270l ZEMS 8.0 1.16 =9 most 1%}
UMTIZX|E] o 8.0 1.61 =9 oot 1xt
U Z010j|A EEXMS 7.0 157 =9 most 1%t
2 S5(efficacy) A7 35 225 EEA 2%}
Lol Mo SHeffectiveness) STt 9.0 49 =l gest 1xt
JIR[GFHIE-2 Y S) 8.0 96 &9 mQst 1xt
e e 8.0 1.08 9 ziest 1x}
dne| & 52| & subgroup) &t 8.0 126 &9 st 1xt
Jfel-Z=Znt 5.0 97 =9 A™ET} 2K}
CH2|(surrogate) Znt 5.0 181 H|E9 2%}
Znte| tH 2IXt 20 Ant 8.0 1.05 =9 ZiQst 11Xt
ALY, FEHUM F)Ant 9.0 b4 9 zost 1xt
0|S(benefit 9.0 1.10 =9 =Qst 1%t
Zuto| L 2I5H(harm) 9.0 74 =9 st 1x}
H|2(cost) 8.0 1.16 =9 o5t 1x}
=279 FEHAN ESnE &) 9.0 82 =9 ost 1xt
= FE(LUMARAET) 8.0 67 =9 Qost 2K}
HrgHE =H FEEEER) 8.0 207 =9 most 1xt
i Bt EA H(genomics) 50 169 E=H4 2xt
ZPEH|m AT 7.0 217 =34 2X}
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3.4. 0%

wa AP (Comparative Effectiveness Research)E 0204 2g[jge &
UOF HQHH AR FHO=ZE IJ|EQ UiUASH B EF 2mI|&9 et °|5°
COHIIE YW FAMIf= HO| EXO|H, ALE FOH YOIT FEI HAUYRFOH 9
ArA%ol g8HAX oSt Aot [ Fee HUHH uY BIM(Relative
Effectiveness Assessment)2te €2 H|Qrofn U},

LU E Mokl FA R MOEI|&TIL UL o[22t Jigol ArZEQ 21
UXU 2AMOZ HAQTH|Eoto ofFH LGEX| ofx g2 H HZ Q. ol H
ol LY=o HlwTHAF Y FAE St W2 Hluzar Ao fjer ARE
195t ARE FWo=H FATH AEEO| ©od ¥ 4+ UY.

Ot AN oo EZHELIIZE YAH HE F
TR, M "HUAME UARI|IEL J|E s, HuRRAFY SHME XN HE

TUsHZXAH BEHE, BUBPXCN FEHE, A=2I&F2 BEHS, U
TEXH Y, aut Fo JENE, A7 He zap At 71X AR(H[§-2t
4 §), BY(outcome)? FZF2 AFYU+FTZUC SYHUTEY, ZWo UHE AX}
Ho Zy, AFHIAMY, T2 YL BN, 249 Y2 o5 (benefit), Aol
(harm), Hl&(cost), AFYEUE L 2HY TSAHAN SHLE T), 2H HE(ALAM
HAF), 2 FE@EAR)OIUN.

Bol ZEH olFgr 24+ R X FoAIM =TO| E + UM

R FX Wgoll BAMu[A HANAPF TEE AAOIT. HAMH[A ARE=
AH QQ1, g ML, FE PM SO0 HAUqs YA, HAUYE H H[Z Fol °f
EHIt FHS OX[EIIE A% SE0[H(Lohr 2002). IOM2 Heolg AH[AQ O]
€, HIE, H, H3¥, "E, 71, WH, Z™O| Ui Aot HolEtd FSiA
(Field 1995). 7I1E9 HYoM HH |OMY HY: “HAUYs HFS ¥ APle F
H”(1IOM 2009), AHRQY He “HUoz HIF WS HuWds AH"(AHRQ
2012)%s EFE 9OIM ogt HAeMH|AS = FHE MEE OofYXTU UL XY
Ot NOZ oot oY Ot ARoMz HAMHIA ALAQ FHO| HH EULX] U
Cr. A3 ZaoM EAMUIA - HAR XA 2LF TR/ W F7t CIFAAXIX| &
ULE. o] F2° WiMeE F o =27F TRY HO= oot

M= BHYd 2 Aol it Aotk IOM HIXMo| o3fH ®XYMX| Yef Ues

CER B9 107 FoM BHE A+LE EYU A2 American College of

A

o

i

™
oA
o



Physicians(American College of Physicians 2008) H2E H|Qostns Qx|
LR oo TSt Aol MASILHE Tt EUY. ol URH g2 Wt
20U & UL G ol Aes =7t BASIHE AME Ug & U

MUY ARIF EYEEX| o[t ZPMH|D AR e A 2H oA
1)

r

2oiHee ¥ & ¢
Ot AXY 4E UL oIt

oy AJL T IIX| HYHHO| QUct

AU MEBIL IEe] MO WM LIAUAY HDARAFAE ML AT Y
Qo] MBI ¢ 4 Y& MEIZ0| WO REU AYo|ck. o Ao Aoyt 109
o MEBIH: oy Xs(BHl, 7%, ARH)S YEOGE 2SOIoM MY YHOIHGD
HobE 4 UKD ONE Y SO FUOIY AT HOPt WX Iyuo] Mprern FEHUIL
of oML =2 Xt Y2 & ULk

ST EYD Ui ojols SHAoITH WX EgrE gEo| HEuMAT| Hoo| X
UECHT THSiME QLAY OjXI7t GIX|TH, EYE|X| 92 Ho| s ofmgt oA Z
2 o AU UM EH SHYIL YUTh I CHPY SHOR AYEHL ARl P
PUEOIY ZAel U1§ SO WX EYE SEUORL BEOH BMO| we & 7 Of
g O[CTEX| GO} BHEX|of oA O APE TS FX| 9k 2HPIF UL
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4.1. M 97 wvtel HNBYAT YEEOf

DYook Gbg Were] I U o WE oFH| ASE HIROIO] Ayl Hur
Wop B20| HARS WA AF YU Q7 FUF oojx|I Utk ooy o
HYZ 2ol YOIM o2 Y9 ReD SXE MIMoZ £M

ol 1 YOU(HASX|E, 2012), J|EQ HHOE R&D MYSS URE saX At
o MEHU HAQE MY J|Ure X|UoI| Yot X 20| XM

Of QrEOIH QIo| MX| YA WS X|Uoto] HAQT MEE MO FAH o]

TagH ®oro| oItk oA GiokS HIASPY[ols OlEer 4goIt. 59 HA%sw Mk I

Mg 9ot A 201 HFS Yo SOHE R&D AIYS FUOPY BAND UX| oD o
MBI HA WG 33 HFS IO AEOHE AN Argo| W woITt,
ojgr BTG IHFMOTO TSt J|UE BN HIATII| AL AT WATHY

oM FMED Y HADEYAPI FSECL HDENN
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ZHY BIHE SOl 2AS WOl WX, MBNFA, YMBYX, AR Yus
HFOt HAYR FMTY, RISYIY UNMIXA ol £22 Tt AL X
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AAY SO ZO| TP MK SHDMD YOIOIH HE B HAIUATIO|EQ] o

xy
o HlojE{otoly £ o oJ¢
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1) Institute of Medicine (IOM. 2008)1

Comp srative effechveness resesrch (CER) iz the zenerstion snd svothesiz of ewidence that
comp arez the henefits and hermes of alternsbive methods to prevent dissnosze treat sod
monitor & clinical condition or to fmprove the delivery of care The pwrose of CER iz to
azgist consumers clinicisnz purchasers snd policy makers to make informed decisionz that
will improve heslth care at both the individual sod population levels

HEEdF= AF/ZAE a2, 49 A5 ZUH AU d&2] AES 22407 o9y 4 HE
=9 0EE A4 Hdd AT THE FE 2 FE5s A0T, HunIERATH FHAE L£H3, 54
2a), Foia, AWRFAARI A f£E2 2 UFAY ~EAN BANEE FEAI 4 AFEF G L
AER FEE AETST A0,

rja &

Siw CHARACTERIETICE OF CER

1, CER haz the ohjective of directly informing a specific cinical decision from the pefient
perspecive or a heslth policy decision from the populsHon perspective,

2, UER compares at least two slbernsfive interventions each with the potentisl to be "hest

practice”

CER dezcribes results o the populefion snd suberovp levels

CER messures outcomes—hoth benefits and harms—that are importsat to pabents

CER employz methods and dsta sources sppropriste for the decizion of interest

CER iz conducted in ssttines that are similar to those in which the intervention will he

nzed in practice

HEEE P M 7A Ea

1 MzEnHTe] BExe wiwue] B4 94d AP0 97D BH v3RA APHoe ¢
2% 2& A0,

2 MDEDATE &40 24 WIS EEAG A28 F A 24 PEES WD,

3 BRERETE UTUY 220 HP1E LSdMH0H FoE BYHT,

4 DENATE BAEAA Z2H 0152 Aslol WE NE S,

5 HREDATE GAYES WAL A HE A0 2AD DED ARDS ALHT,

G oUREDNNTE 274 $H0 AAE 42T BFY FAH AN L@} B,

1) ICh) (Instinue of Medicias). 2009, Initid Natiomel Priorities for Comperstive Effectivensss Ressarch Weshingran, DC- The
Itions Acadsmiss Presz.
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2) Patient—Centered Outcomes Research Institute (PCORI. hitp://www_pcori.org/)

Comp arative Effechveness Besesrch(CER) - The direct compsarizon of existing heslth ceare
nterventions to determine which ioterventionz work best for which patients snd which
nterventions poze the grestest henefitz snd bharms The core question of comparative
effectiveness research iz which freshment workz hest for whom sod woder what
circumstances,

Huzdd s 722 4 TEEF I sy 0HE B A4 F4 DEE0 7 243497,
:LE]J_ HE 4 9g0 44 05Q A9F £ FE5s A0 HuEdd Ty #EAIES O
oA DE0 8 BASAM, 2230 qE FL sy A0 Ad BE A0,

3) Agency for Healthcare Research and Quality (AHRQ. hitp://fwww _ahrg.gov)

Comp araive effectiveness ressarch iz designed to inform health-care decisionz by providing
evidence on the effectiveness henefits and hatrmz of different trestment options The
evidence iz zenersted from research shidies that compare dmss medical dewices tests

surgeries, o ways to deliver health care

HuFdd+= M2 & 3 U9HEA ff 2, 015, 222 H+Hd 28 2
A9s JAFEdEd &5 £7 A% d7010, A« 48 gBA7A, A, ££
BHEEE HwsHs AFEEEH E4d0,
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4) Federal Coordinating Council for Comparafive Effectiveness Research (2009)2

Comparative effectiveness resesrch iz the conduct snd syotheds of grstematic resesrch
comparing different ioterventions and stratesies go prevent disznoss, trest snd monitor heslth
conditions The purpose of thiz resesrch iz to inform patents providers and decision-melers
responding to their expressed needs shout which interventionz ere most effective for which
pafients wnder specific croumstsnces To provide thizs informefion, comparebive effectveness
regearch muat azsesz a comprehendwe array of heslth-relsted outcomes for diversze patient
porulations Defined interventionz compared may include medications procedures medical and
azzizive devices and techoologies behewiorel chanse strabesies end  delivery  =vstem
nterventions, This research neceszdtates the development expansion aod nee of a wvariety of

data zources and methods to azsess comparative effectveness

2] Pedersl Coordinsting Cownrdl for Cooparasive Efectivenscy FRewseasrch Report to the Precidedt and Congpress.
'.'.a_.,hurm D Department of Heelth and Humen Services, Juwe 2008 (Acceszed July 8, 2008, at
hitp:fararer hhe. prenrecoveryIrogr ey coreer snmshrpt paf )
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HEgod T+ A¥E i J9 Az Jd1 2UHFH: 6 O 552 4 2E=d d="s
g Hoss AAHN d7FE L¥MEL gd5s A0, 2 979 EAE BAEF HABRATAS 2y
%%1}%0] %EE st HEE EA BAAAY E BA A Y FAEE0 A3 z229020d A
ARE it A0, oY FEE AEEF A5, veEedTs T AU EAA 2T
A -?j-’.:}-'?-]ﬂ ﬂl-}a-ﬂﬂ W WrE0l 80 vesis £ YEES U8 5 YBRIIAEZ NN
Mg BF 98 A9E 192 2E AEF PESE 2840, 0] A7c 24 9Es fos ve 97
=71 A5 TdE ARdd HEs A4S W 2R, 291 AES AR #@h

5} Eurppean network Health tectnology assesanerts  (EUIntHTA, Bitps/Awww. eunethta eu/)

Relative effectiveness can be defined sz the ewxtent to which an intervention doez more
good than harm compared to one or more intervention alternstives for achiewing the desired
reanlts when provided wnder the uamal circumstances of health care practics

Es=sentially thiz definition contsins three importsnt elements:

1 The balance hetween doing more good than herm;

2, The intervention should he compared to ooe or more intervention altemstives Heoce the
walne of the interventon depends on itz walve relsfive to alternstives

3, Besultz should be achieved when spplied woder wesual circumstances of health care
practice as oppozed to within a clinical trial setting

AoE TEls A 9 J4dAy EA 4 9E0 SU E= 3 013E2] 02 4 WEE 20
FHETGs 050 O 2 FE=E AFgd £ 30

A7 AYs OS2 A A 28 245 EE FHOH
1 AHMEDG 0] 50] o 230 Wi 83

2 EF A DEE U Eo O 0] dedo He £ DEER vpndoiy ¥4 Tzt EAF
4 0H vEd Weld dE ddE AEsE 2 Ao,

3 HoEE 24 AE AE0 oid 239 A3 22 e Aol @,

3 J.;]'l Leyel FPharmaceutical Forum Core minciples on  relsiive  effectiveness.  Awsilshle et UFEL:

DT |"'|

hitp:fec.europa.sw/'phearmaforum/docs/rea_principles_sapdf (sccessed December 2010
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7.2. YA zitPorE et HAHAE

3.2, Content of the checklist

NATIONAL RELATIVE EFFECTIVENESS ASSESSMENT SYSTEMS
Purpase and responsibilities

1. The purpose of RE assessments 15 specifically described.

Strongly Agree | | [ | | Strongly
Disagree

Comments:

2. The orgamsation(s) responsible for its conduct is clearly identified.

Strongly Agree | | [ [ | Strongly
Disagree

Comments:

Transparency

3. RE assessment processes are transparent to all parties.

Strongly Agree | | [ | | Strongly
Disagree

Comments:

4. RE selection of products to be assessed are transparent to all parties.

Strongly Agree | | | [ | Strongly
Disagree

Comments:

3. RE working methodologies are transparent to all parties.

Strongly Agree | [ [ | Stongly
Disagree

Comments:

6. RE qualty assurance processes are transparent to all parties.

Strongly Agree | | | | | Strongly
Disagree

Comuments’

Evidence-hase

7. RE assessments are evidence-based.

Stongly Agree | | [ | Stongly
Dusagree

Comments:

Stakehalders

§. The relevant stakeholders are able to contnbute to the development of assessment
methodologies.

Strongly Agree | | Strongly
Dusagree

Comments:

9, The sources of evidence that form the relevant RE mput have been specifically discussed

between the key stakeholders,

Suongly Agree | [ | Steongly
Disagree

Comments;

10. The key stakeholders are able to submut evidence or arguments for apprassals.

- 107 -

A>uaby Bui3pioqDp]|o) IDIYF|DIH Paspg-2IU3PIng [DUCIIDN



Auaby BupioqD]j0) 2403YIPIH PasD-2dUaping [PUOIIDN

QLo HIMBYAT AHHE Y YK

Swongly Agree | | Strongly

Disagree

Processes
11. RE assessment processes are separate from product market authonsation procedures.

Swongly Agree | \ | I | Strongly
Disagree

Conutients;

12. RE assessment processes are ime-framed.

Stongly Agree | \ |
Disagree

| Strongly

Comments:

13, RE assessment processes nunimuse o avord causing any wmecessary procedural delays
and are consistent with any associated Transparency Directive requirements (nnung,
appeals, etc.), where applicable.

Strongly Agree | \ | l
Disagree

| Stwongly

Comments:

14. The national assessment body has established contacts with other national of intemational
agencies to exchange views, methodologies and mformation.

Strongly Agree | \ | f
Disagree

| Strongly

Comments;

RELATIVE EFFECTIVENESS ASSESSMENTS OF SPECIFIC
PHARMACEUTICALS

Quality of assessment

15, The RE assessment 15 capable of addressing uncertamty in the evidence base
transparently.

Suongly Agree | l l [
Disagree

| Strongly

Comments:

16. The RE assessment 15 capable of addressing uncertamty i the methodological challenges
transparently.

Swongly Agree | l l [
Disagree

| Stongly

Comments:

17. The RE assessment mcludes comparison with the most appropriate healtheare
wterventions, Such companson should butld on the results of active controlled clnucal tnals,
where available.

Swongly Agree | | Srongly

Disagree

Contiets:

Communication

18, Outcomies of the RE assessment are commnmucated clearly and in good tune to all
uterested parties. Communication by means of publishing the supporting evaluation on a
publicly aceessible website 15 strongly encouraged.

Swongly Agree | | | I
Disagree

| Swongly

Comuents:
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| Stwongly
| Strongly
| Strongly

| Strongly
- 109 -

22. RE assessment mcludes mput from other national or mtemational agencies on the same or

closely related projects.

Strongly Agree

21. RE assessment identifies areas i which the evidence base on an intervention could most

20. RE assessment 15 capable of subsequent revision and updating as the evidence base
usefully be developed 1in the future.
|

19. Outcomes of the RE assessment are published on a publicly accessible website.
develops.

Strongly Agree
Dusagree
Comments
Other aspects
Strongly Agree
Disagree
Comments
Strongly Agree
Disagree
Comments
Disagres
Comments:
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