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At maximum vasodilation
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Figure 1 Schematic diagram of coronary arteries, with and without stenosis, and its myocardial
vascular bed
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Table 1 CHD death by population group
Year ‘ Population subgroup | Males ‘ Females | Persons
Number per 100,000 population
2002 Age group (years)
45-54 56.4 105 334
55-64 155.5 423 99.5
65-74 452.6 184.5 314.6
75-84 1,307.3 797.9 1,013.3
85+ 4,050.3 3,296.6 35314
2000-02 | Socioeconomic status
1st quintile (most disadvantaged) 193.3 114.9 150.4
2 quintile 1854 106.4 142.3
3rd quintile 179.5 104.1 137.8
4t quintile 163.0 97.6 126.9
5t quintile (least disadvantaged) 154.7 89.3 116.6
2000-02 | Aboriginal and Torres Strait Islander
status 29 25+ 2.6+
Standardised mortality ratio
2000-02 | Region
Major cities 169.4 99.0 129.7
Regional 185.3 107.8 143.2
Remote 186.0 120.2 155.1
* Statistically significantly higher than 1.0 (other Australians)
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Table 2 Number of coronary procedures in Australia, 2001-02

Procedure Procedure block Total number of procedures
Coronary angiography 668 81,926
Percutaneous transluminal coronary angioplasty (PTCA) | 670 23,982
Stenting* 671 21,917
Coronary artery bypass graft 672-679 16,275

* These form a subset of the PTCA procedures
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Figure 2 Coronary artery bypass grafts and percutaneous coronary interventions, 1990-2000
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Table 3 Current procedures funded under the Medical Benefits Scheme

Codes Procedure Fee

11712 Exercise ECG $129.05

35304-35305 Transluminal balloon angioplasty $437.35-$560.70

35310 Transluminal stent insertion $646.90

38215-38246,59912, 59925 Selective coronary angiography $188.20 - $1129.10

61302-61303 Single stress or rest myocardial $444.40-$559.70
perfusion study

61306-61307 Combined stress and rest myocardial $702.65-$826.65

perfusion study
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Table 4 Evidence dimensions

Type of evidence Definition

Strength of the evidence

Level The study design used, as an indicator of the degree to which bias has been eliminated by
design.*
Quality The methods used by investigators to minimise bias within a study design.

Statistical precision | The p-value or, alternatively, the precision of the estimate of the effect. It reflects the
degree of certainty about the existence of a true effect.

Size of effect The distance of the study estimate from the “null” value and the inclusion of only clinically
important effects in the confidence interval.
Relevance of evidence The usefulness of the evidence in clinical practice, particularly the appropriateness of the
outcome measures used.
*See Table 5
"1 [/ -1$ 0 -
mn ?
Table 5 Designations of levels of evidence*

Level of evidence | Study design

I Evidence obtained from a systematic review of all relevant randomised controlled trials
I Evidence obtained from at least one properly-designed randomised controlled trial

-1 Evidence obtained from well-designed pseudorandomised controlled trials (alternate allocation or
some other method)

-2 Evidence obtained from comparative studies (including systematic reviews of such studies) with
concurrent controls and allocation not randomised, cohort studies, case-control studies, or
interrupted time series with a control group

-3 Evidence obtained from comparative studies with historical control, two or more single arm studies,
or interrupted time series without a parallel control group

v Evidence obtained from case series, either post-test or pre-test/post-test

*Modified from (National Health and Medical Research Council, 1999).




Table 6

Inclusion/exclusion criteria for identification of effectiveness studies

Characteristic

Criteria

Inclusion criteria

Publication type

Clinical studies using human subjects.

Patients

Patients being assessed for coronary stenosis and restenosis or being evaluated following
percutaneous transluminal coronary angioplasty (PTCA) and/or stenting of coronary artery
stenosis or restenosis

Sample size

At least 15 human patients were tested by FFR or CFR

Intervention/test

FFR measurement at maximal coronary vasodilation following intravenous or intracoronary
adenosine/ATP or intracoronary papaverine

CFR measurement using thermodilution/temperature sensor methods at maximal coronary
vasodilation following intravenous or intracoronary adenosine/ATP or intracoronary
papaverine.

Comparator

Indication 1: stress testing
Indication 2: PTCA/stenting without pressure wire

Qutcome

All-cause mortality, cardiac-related mortality, myocardial infarction, angina, coronary artery
restenosis, CABG, PTCA/stenting, readmission for a coronary event, quality of life, measures
of myocardial ischaemia

Exclusion criteria

Publication type

Non-systematic reviews, letters, editorials, expert opinion articles, conference proceedings,
comments and articles published in abstract form.

Reference standard

Studies of diagnostic accuracy were excluded if they did not use the “triple stress test” as the
reference standard

Publication superseded

Publication superseded by a later publication with longer follow-up data and overlap in the
patient population

Language Non-English language articles
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Table 7 Grading system for the appraisal of included studies of diagnostic accuracy

Validity criteria

Description

Grading system

Appropriate comparison

Did the study evaluate a direct comparison
of the index test strategy versus the

C1 direct comparison

CX other comparison
comparator test strategy?
Applicable population Did the study evaluate the index test in a P1 applicable
population that is representative of the P2 limited
subject characteristics (age and sex) and ) )
clinical setting (disease prevalence, disease | P3 different population

severity, referral filter and sequence of
tests) for the clinical indication of interest?

Quality of study

Was the study designed to avoid bias?

High quality = no potential for bias based on
predefined key criteria

Medium quality = some potential for hias in
areas other than those pre-specified as key
criteria

Poor quality = potential for bias based on
key pre-specified criteria

Q1 high quality
Q2 medium quality
Q3 poor quality or insufficient information
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Table 8 Susceptibility to bias
Level of Criteria
evidence

Independent blind comparison of an appropriate spectrum of consecutive patients, all of whom have
undergone both the diagnostic test and the reference standard.

Independent, blind or objective comparison but in a set of non-consecutive patients, or confined to a
narrow spectrum of study individuals (or both), all of whom have undergone hoth the diagnostic test
and the reference standard.

Independent blind comparison of an appropriate spectrum, but the reference standard was not
applied to all study patients.

Any of:

Reference standard was not applied blinded or not applied independently.

No reference test applied (case series)
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Figure 3 Study selection process for coronary pressure wire review
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Table 9 Reasons for exclusion of studies from the review

Reason for exclusion Number

n<15 752

Animal study 175

FFR and CFR not measured 1,860

CFR measured but thermodilution methods not used 514

Outcomes measures used not of interest 80

Population group not relevant to the review 65

Publication superseded 2

Publication was a letter, abstract, commentary or editorial 15

Non-English language article 0

Non-systematic review 71

Total 3,534
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Table 10 Results from RCT conducted by Leesar et al comparing FFR measurement with stress

testing
Outcome measure FFR group (%) Stress testing group (%)
All cause mortality 0 0
Cardiac mortality 0 0
MI 3 3
CABG 6 3
PTCA 0 0
Readmission for unstable angina 14 17
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Table 11

Validity of FFR measurement when compared with the “triple stress test” as the reference

standard
Outcome measure
Sensitivity (%) 87.5 (95% C1 67.6-97.3)
Specificity (%) 100.0 (95% CI 83.9-100)
LR+* ¥
LR-** 0.13 (95% C1 0.04-0.36)

*Positive likelihood ratio
**Negative likelihood ratio
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Table 12

Summary of non-randomised studies with an intervention determined by FFR level

Reference Intervention All cause mortality MI MACE
intervention intervention intervention
Yes (%) No (%) Yes (%) No (%) Yes (%) No (%)
(Bech et al., 2001b) CABG v no CABG 3 0 17 24
(Botman et al., 2004) | CABG V PCI 23 0 4.6 32 18.4 19.1
(Jasti et al., 2004) PCI/CABG v nil 0 8.1 0 10
(Jimenez-Navarro et Revascularisation v nil | 29 10
al., 2004)
(Lopez-Palop et al., Revascularisation v nil | Not 5 14 o*
2004) stated
(Reczuch et al., 2004) | PCl v nil 13 8r*
(Rieber et al., 2002b) | PClv nil 12,5 (Vi 42 1] rrx
*P <0.05
**Coronary revascularisation
P = 0,01
wop = 0,001
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Table 13 Summary of non-randomised studies following patients with FFR £ 0.75
Reference n Duration of Mortality (%) MI (%) | Revascularisation (%) MACE (%)
follow-up
Bech 1998 100 Mean 18 months | 3** 22
Garcia 2001 43 Mean 11 months | 0 0 12
Meuwissen 2003 | 71 Mean 318 days o* 0 8
Ozdemir 2002 51 Mean 17 months | O 0 6
*Cardiac mortality only
**KM survival (42 months): 97%
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Table 14

was determined by FFR level

Comparison of outcome in patients with left main CAD in a study where CABG operation

Outcome FFR 1 0.75, No CABG! FFR < 0.75, CABG performed

Three-year survival 100% 97%

Cardiac event-free survival 6% 83%

Mean CCS angina class

Baseline 2.8 34

Last follow-up 1.6 15

Statistical significance (last follow-up P <0.001 P <0.001

compared with baseline)
1 PTCA used if suitable lesions were present in this group
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Table 15

Proportion with an event, by FFR level post stenting in a multicentre registry-based study

FFR level post stenting

Proportion with an event* (%)

0.75-0.80 29.5
0.81-0.85 22.2
0.86-0.90 16.2
0.91-0.95 6.2
0.96-1.00 49
*Mortality, Ml or coronary revascularisation
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Table 16 Total direct cost of FFR measurement
Result of FFR measurement Cost component Cost
FFR>=0.75 Consumable equipment $1,250
PCI deferred Labour $250
Total direct cost $1,500
FFR<0.75 Standard guidewire (replaced by pressure wire) -140
Patient proceeds to PCI Total direct cost $1,360
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Table 17 Medicare Benefits Schedule items used in economic analysis
Item Description Fee
Number
116 Each attendance (other than a service to which item 119 applies) subsequent to the firstin a $64.10
single course of treatment
11712 Multi-channel ECG monitoring and recording during exercise (motorised treadmill or cycle $129.05
ergometer capable of quantifying external workload in watts) or pharmacological stress,
involving the continuous attendance of a medical practitioner for not less than 20 minutes, with
resting ECG, and with or without continuous blood pressure monitoring and the recording of
other parameters, on premises equipped with mechanical respirator and defibrillator
35304 Transluminal balloon angioplasty of 1 coronary artery, percutaneous or by open exposure, $437.35
excluding associated radiological services or preparation, and excluding aftercare.
35310 Transluminal stent insertion including associated balloon dilatation for coronary artery, $646.90
percutaneous or by open exposure, excluding associated radiological services and preparation,
and excluding aftercare.
38218 Selective coronary angiography, placement of catheters and injection of opaque material with $564.55

right or left heart catheterisation or both, or aortography, not being a service associated with a
service to which item 38215, 38220, 38222, 38225, 38228, 38231, 38234, 38237, 38240 or
38246 applies




Table 17 Medicare Benefits Schedule items used in economic analysis (continued)
Item Description Fee
Number
38246 Selective coronary angiography, placement of catheters and injection of opague material with $941.00
right or left heart catheterisation or both, or aortography followed by placement of catheters
prior to any coronary interventional procedure, not being a service associated with a service to
which item 38215, 38218, 38220, 38222, 38225, 38228, 38231, 38234, 38237, 38240 or 38243
applies
59912 Selective coronary arteriography, including the services described in item 59970, 59974 or $305.20
61109, not being a service to which item 59903 or 59925 applies
59925 Selective coronary arteriography and angiocardiography, including the services described in $362.45
items 59903, 59912, 59970, 59974 or 61109
DIN.6 Combined stress and rest, stress and re-injection or rest and redistribution myocardial perfusion | $826.65
study, including delayed imaging or re-injection protocol on a subsequent occasion — with single
61307 photon emission tomography and with planar imaging when undertaken
Figure 4  Decision model for patients with intermediate lesions
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Table 18
average!
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6 5

116 5

Total and incremental cost per patient in public and private hospitals and as a weighted

FFR measurement

Stress test

Direct to PCI

Total cost per patient, public
hospital

Incremental cost per patient (3,
relative to the lowest cost
strategy), public hospital

Total cost per patient, private
hospital

Incremental cost per patient (3,
relative to the lowest cost
strategy), private hospital

Total cost per patient ($),
weighted average!

Incremental cost per patient (3,
relative to the lowest cost
strategy), weighted average!

5,291

9,337

7,516

5,216

10,304

967

8,014

498

6,030

814

13,085

5281

9,910

2,394

1Small discrepancies may occur in this table due to rounding off.
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Table 19 Total annual public and private costs for a strategy of proceeding directly to PCI for all
patientst
Public Private Total

Expected cost per patient ($) 6,030 13,085

Proportion of patients 45% 55%

Weighted average cost per patient ($) 9,910

Number of patients 3,988 4,874 8,862

Total annual cost ($) 24,046,638 63,777,031 87,823,669
1 Small discrepancies may occur in this table due to rounding off.
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Table 20 Total annual public and private costs for a strategy of stress testing all patients prior to PCIt
Public Private Total

Expected cost per patient ($) 5216 10,304

Proportion of patients 45% 55%

Weighted average cost per patient ($) 8,014

Number of patients 3,988 4,874 8,862

Total annual cost ($) 20,800,232 50,223,467 71,023,699

1 Small discrepancies may occur in this table due to rounding off.
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Table 21 Total annual public and private costs for a strategy of measuring FFR in all patients prior to
PCIt
Public Private Total

Expected cost per patient ($) 5,291 9,337

Proportion of patients 45% 55%

Weighted average cost per patient ($) 7,516

Number of patients 3,988 4,874 8,862

Total annual cost ($) 21,100,282 45,510,338 66,610,620
1 Small discrepancies may occur in this table due to rounding off.

" ! CC# 8
- 8 M1 >9 6 5
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Table 22 Total annual public and private costs and incremental costs for a strategy of measuring FFR
in all patients prior to PCI3
Total annual cost ($) Total annual savings associated with
FFR ($)
FFR Stress test Direct to PCI Savings relative  Savings relative to
to direct to PCI stress testing?
strategy!

Public 21,100,282 20,800,232 24,046,638 2,946,356 -300,050

Private 45,510,338 50,223,467 63,777,031 18,266,693 4,713,129

Total 66,610,620 71,023,699 87,823,669 21,213,049 4,413,080

1 Savings associated with a strategy of measuring FFR in all patients prior to PCI relative to a strategy of proceeding directly to PCl in all patients.
2 Savings associated with a strategy to measure FFR in all patients prior to PCI relative to a strategy of stress testing all patients prior to PCI.

3 Small discrepancies may occur in this table due to rounding off.
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Table 23 Cost per overnight stay in hospital for patients awaiting thallium stress tests!
Public hospital Private hospital All hospitals?
AR-DRG F74Z, Chest Pain, average total ~ $1,278 $1,338
cost per admission
AR-DRGF74Z, Chest Pain, average 1.6 days 2.11 days
length of stay
Derived cost per day / per overnight stay ~ $799 $634 $708
for patients with atypical chest pain
Derived cost per day / per overnight stay ~ $400 $317 $354
for patients facing long distance travel
1 Small discrepancies may occur in this table due to rounding off.
2\Neighted average assuming 45 per cent in public hospitals and 55 percent in private hospitals.
- ?
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Table 24 Total and incremental cost per patient when 10 per cent of patients undergoing stress
testing require an additional overnight stay in hospital*

FFR measurement Stress test Direct to PCI
Expected total cost per patient, base case ~ $7,516 $8,014 $9,910
Incremental cost per patient ($, relative to $498 $2,394
the lowest cost strategy), base case
Expected total cost per patient when 10 $7,516 $8,067 $9,910
per cent of patients undergoing stress
testing require an overnight stay
Incremental cost per patient ($, relative to $551 $2,394

the lowest cost strategy) when 10 per
cent of patients undergoing stress testing
require an overnight stay

-

Small discrepancies may occur in this table due to rounding off.

Table 25 Total and incremental cost per patient when the labour cost associated with FFR
measurement is lower.!

FFR measurement Stress test Direct to PCI

Expected total cost per patient, base case ~ $7,516 $8,014 $9,910
(labour cost of $250 for FFR
measurement)

Incremental cost per patient ($, relative to $498 $2,394
the lowest cost strategy), base case

Expected total cost per patient when the $7,441 $8,014 $9,910
labour cost for FFR is $175

Incremental cost per patient ($, relative to $573 $2,469
the lowest cost strategy) when 10 per

cent of patients undergoing stress testing

require an overnight stay

Expected total cost per patient when the $7,366 $8,014 $9,910
labour cost for FFR is $100

Incremental cost per patient ($, relative to $648 $2,544
the lowest cost strategy) when 10 per

cent of patients undergoing stress testing

require an overnight stay

1 Small discrepancies may occur in this table due to rounding off.
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Table 26 Total annual public and private costs and incremental costs for a strategy of measuring FFR
in all patients prior to PCI3, assuming there are 13,293 patients annually
Total annual cost ($) Total annual saving associated
with FFR ($)
FFR Stress test Direct to PCI Savings relative Savings
to Direct to PCI relative to
strategy! stress testing?
Base case (8,862
patients annually)
Public 21,100,282 20,800,232 24,046,638 2,946,356 -300,050
Private 45,510,338 50,223,467 63,777,031 18,266,693 4,713,129
Total 66,610,620 71,023,699 87,823,669 21,213,049 4,413,080
With 13,293 patients
annually
Public 31,650,423 31,200,349 36,069,957 4,419,534 -450,074
Private 68,265,506 75,335,201 95,665,546 27,400,040 7,069,694
Total 99,915,929 106,535,549 131,735,503 31,819,574 6,619,620

1 Savings associated with a strategy of measuring FFR in all patients prior to PCI relative to a strategy of proceeding directly to PCl in all patients.

2 Incremental cost of a strategy to measure FFR in all patients over the cost of stress testing all patients prior to PCI.

3 Small discrepancies may occur in this table due to rounding off.
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HTA Organisations

Website URL

Agence d’Evaluation des Technologies et des Modes
d’Intervention (AETMIS)

Agencia de Evaluacion de Tecnologias Sanitarias (AETS)

Agencia de Evaluacion de Tecnologias Sanitarias de
Andalucia (AETSA)

Alberta Heritage Foundation for Medical Research
(AHFMR)

Agency for Health Research Quality (AHRQ)

L’Agence nationale d’Accréditation et d’Evaluation en

Santé

L’Agence Nationale pour le Developpement de
I’Evaluation Medicale (ANDEM)

British Columbia Office of Health Technology
Assessment (BCOHTA) publications*

Catalan Agency for Health Technology Assessment
(CAHTA)

Canadian Coordinating Office for Health Technology
Assessment (CCOHTA)

Centre for Clinical Effectiveness, Monash University
Center for Medical Technology Assessment (CMT)

College voor Zorgverzekeringen (CVZ2)

German Agency for Health Technology Assessment at the

German Institute for Medical Documentation and
Information (DIMDI)

http://www.aetmis.gouv.qc.ca/

http://www.isciii.es/unidad/aet/caet.html

http://www.csalud.junta-
andalucia.es/orqgdep/AETSA/

http://www.ahfmr.ab.ca/

http://www.ahrg.gov

http://www.anaes.fr

http://www.upml.fr/andem/andem.htm

http://www.chspr.ubc.ca/cgi-bin/pub

http://www.aatm.es/

http://www.ccohta.ca

http://www.med.monash.edu.au/healthservices/cce/

http://ghan.imt.liu.se/cmt/

http://Awww.cvz.nl

http://www.dahta.dimdi.de/




Danish Centre for Evaluation and Health Technology http://www.dihta.dk/
Assessment (DACEHTA)

Danish Institute for Health Services Research (DSI) http://www.dsi.dk/

ECRI (USA) http://www.ecri.org

Unidad de Tecnologias de Salud (ETESA) http://www.minisal.cl

EUROSCAN http://www.ad.bham.ac.uk/euroscan/index.asp

Finnish Office for Health Care Technology Assessment http://www.stakes.fi/finohta/
(FinOHTA)

HAYES Alerts Newsletters http://www.hayesinc.com

Health Technology Assessment International http://www.htai.org/

Health Council of the Netherlands (GR) http://www.gr.nl/

Minnesota Health Technology Advisory Committee http://www.health.state.mn.us/htac/

(HTAC) puincations*

Institute for Clinical Systems Improvement (ICSI) http://www.icsi.org

Institute of Technology Assessment of the Austrian http://www.oeaw.ac.at/ita/hta/
Academy of Science (ITA)

International Network of Agencies for Health Technology  http://www.inahta.org
Assessment (INAHTA)

Medical Technology Assessment Group (M-TAG) http://www.m-tag.net/

Medical Technology and Practice Patterns Institute http://www.mtppi.org/

National Coordinating Centre for Health Technology http://www.soton.ac.uk/~hta

Assessment (NCCHTA)

National Horizon Scanning Centre (NHSC) http://www.bham.ac.uk/PublicHealth/horizon
National Institute for Clinical Excellence (NICE) http://www.nice.org.uk/

NHS Quality Improvement Scotland http://www.nhsqis.org/

New Zealand Health Technology Assessment (NZHTA) http://nzhta.chmeds.ac.nz

Basque Office for Health Technology Assessment http://www.euskadi.net/sanidad/
(OSTEBA)

Swedish Council on Technology Assessment in Health http://www.sbu.se

Care (SBU)




Norwegian Centre for Health Technology Assessment
(SMM)

Swiss Science Council/Technology Assessment
(SWISS/TA)

TNO Prevention and Health (TNO)

University Health Consortium Technology Assessment

Monitor

Veterans’ Affairs Technology Assessment Program
(VATAP)

WHO Health Technology Assessment Programme
(Collaborating Centres)

Other organisations

Australian Institute of Health & Welfare (AIHW)
Australian National Health & Medical Research Council
Commonwealth Department of Health and Aged Care

Centres for Medicare and Medicaid Services (US Health

Care Financing Administration)

Health Economics Research Group (Brunel University)
US Federal Drug Administration

Health Canada

UK Department of Health publications

US Centers for Disease Control

Professional Associations/Societies (representative only)
American Heart Association

American College of Cardiology

British Cardiac Society

Cardiac Society of Australia & New Zealand

European Society of Cardiology

and other relevant associations

Controlled Clinical Trials

Clinicaltrials.gov

http://www.oslo.sintef.no/smm/

http://www.ta-swiss.ch/

http://www.tno.nl/homepage.html

http://www.uhc.edu

http://www.va.gov/vatap/

http://www.who.int/pht/technology assessment/ind

ex.html

http://www.aihw.gov.au

http://www.health.gov.au/nhmrc/index.htm

http://www.health.gov.au

http://www.hcfa.gov

http:// www.brunel.ac.uk/depts/herg

http://www.fda.gov

http://www.hc-sc.gc.ca/

http://www.doh.gov.uk/publications/index.html

http://www.cdc.gov

http://www.americanheart.org

http://www.acc.org

http://www.bcs.com

http://www.csanz.edu.au

http://www.escardio.org

http://www.controlled-trials.com/

http://www.clinicaltrials.gov




Medline Strategy

1 (coronary restenosis or coronary stenosis).mp

2 coronary disease/ or exp angina pectoris/ or coronary arteriosclerosis/ or coronary stenosis/ or coronary restenosis/
3 myocardial infarction/

4 angioplasty, transluminal, percutaneous coronary/

5 coronary artery bypass/

6 coronary artery disease.tw. or transplant vasculopathy.mp
7 myocardial revascularization/

8 angioplasty/ or stents/

9 (coronary adj3 intervention$).tw

10 (fractional flow reserve or ffr).mp

11 (coronary flow reserve or cfr).mp.

12 (coronary flow velocity reserve or cfvr).mp

13 radi pressure.af.

14 thermodilution/

15 blood flow velocity/

16 (pressure adj3 (wire or guidewire or catheter or sensor)).tw.
17 or/1-9

18 or/10-16

19 17 and 18

20 limit 19 to yr=1990-2004

21 limit 20 to english

22 (letter or news or editorialP.pt

23 21 not 22

24 animal/

25 human/

26 24 not (24 and 25)

27 23 not 26




Embase Strategy

1 (coronary stenosis or coronary restenosis).mp

2 restenosis/

3 coronary artery atherosclerosis/ or coronary artery obstruction/ or exp angina pectoris/
4 exp angioplasty/ or percutaneous transluminal angioplasty/ or transluminal coronary angioplasty/
5 exp coronary artery surgery/ or coronary artery bypass graft/ or heart muscle revascularization/
6 heart infarction/

7 stent/

8 (transplant vasculopathy or coronary artery disease).tw.

9 coronary artery disease/

10 or/1-9

11 (fractional flow reserve or ffr).mp

12 (coronary flow reserve or cfr).mp

13 (coronary flow velocity reserve or cfvr).mp.

14 radi pressure.af.

15 thermodilution/

16 blood flow velocity/

17 (pressure adj3 (wire or guidewire or catheter$ or sensor)).tw.

18 or/11-18

19 10 and 18

20 limit 19 to english

21 limit 20 to yr=1990-2004

22 (letter or editorial).pt

23 21 not 22

24 animal/

25 human/

26 24 not (24 and 25)

27 23 not 26
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Characteristic

All participants

Subgroups

Age (years): Median/Mean and
range

Sex
Male: number and (%)
Female: number and (%)

Size of stenosis

Indications for pressure wire
testing

Co-morbid conditions

<

<




Measure

Pressure wire

Comparator

P value/95% CI

All cause mortality

Cardiac related mortality

Myocardial infarction

Angina

Coronary artery restenosis

CABG

PTCA

Readmission for coronary
event

Quality of life




+H+ o+

Reference standard

Total

Pressure wire

Positive

Negative

Positive

Negative

Total

Reference standard

Total

Pressure wire

Positive

Negative

Positive

Negative

Total

@ (/

Table 1

Table 2

Sensitivity (95%Cl)

Specificity (95%Cl)

PPV

NPV

LR+ (95%Cl)

LR- (95%Cl)

DOR
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Level of evidence

Study design

I
I
-1

-2

-3

Evidence obtained from a systematic review of all relevant randomised controlled trials
Evidence obtained from at least one properly-designed randomised controlled trial

Evidence obtained from well-designed pseudorandomised controlled trials (alternate
allocation or some other method)

Evidence obtained from comparative studies (including systematic reviews of such studies)
with concurrent controls and allocation not randomised, cohort studies, case-control studies,
or interrupted time series with a control group

Evidence obtained from comparative studies with historical control, two or more single arm
studies, or interrupted time series without a parallel control group

Evidence obtained from case series, either post-test or pre-test/post-test

Level of Evidence

Criteria

Independent blind comparison of an appropriate spectrum of consecutive patients, all of
whom have undergone both the diagnostic test and the reference standard.

Independent, blind or objective comparison but in a set of non-consecutive patients, or
confined to a narrow spectrum of study individuals (or both), all of whom have undergone
both the diagnostic test and the reference standard.

Independent blind comparison of an appropriate spectrum, but the reference standard was
not applied to all study patients.

Any of:
Reference standard was not applied blinded or not applied independently.
No reference test applied (case series)

7 3

$ LU

2
3 $ LU

L53

$ L 551555!6  $ ,0 L 5E
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DOUBLE/SINGLE/NIL/UNCLEAR

If single blinding, who was blinded?
e 7 " ,
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