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time was less than 150 seconds (eptifibatide) or less
than 200 seconds (bivalirudin). Mechanical pressure
was maintained with the FemoStop device for 60
minutes or manually for 30 minutes in each
patient. The sheath removal site was then dressed
with 1 of the 3 dressings as described earlier.

All 60 nurses employed on the unit where
patients were admitted after PI'CA were trained to par-
ticipate in the study. The nurses assessed the patients
every 4 hours for complaints of discomfort in addition
to the routine checking of vital signs and assessment
of the groin site after sheath removal. The first assess-
ment of the groin site was made when the dressing
was applied, and additional assessments were done at
4-hour intervals after that. This frequency yielded a
mean of 4.7 (SD, 0.06) assessments per patient. The
nurses also recorded whether they were able to
observe the groin site directly and rated the ease of
assessment of the site for bleeding or hematoma for-
mation on a scale of 1 (difficult to assess) to 5 (easy to

assess). Patients’ complaints about the groin site were
noted during these assessments.
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Y EERSHFRMRESENEZER
Relative Risk(tH¥1Efx)=/aFE4E IEHIHRVERS -
RELRER /R RV A R B EE.RR 1 RormAEBEEE - AL
e RBIEAHRY - ERR<1 @ FINAE
F/W/'\Tii%ﬁﬁﬂlh’é’fi =RR>1
A BIBRIN FASRAVE PR EEAE -
ERRR <1 - 5 ADIETE RV EE -

RR =0.10/0.15 = 0.67
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Absolute Risk Reduction(:8¥15lEPE @BHBIGEEESHFRMEEHEEMA
BE)=1HENERERCER)-AE RBSUHNEERNEENERRRE - 8&
AMEREMEER) - SEFMAAAM NNEMIETR - EARR=0 - FR24E2
MBS EIGE - IWEIEEEEREER BAR - BHIL - AESBAUR -
EEREZHABEWRAMREN -

ARR =0.15-0.10 = 0.05 or 5%




RIS T ?

Relative Risk Reduction(fB¥fElfmfE B % E Rl EE ERREVE T - A oJ8:E
RE)=/EXBEEEE/IEFHHERN ESREHREFIELELEEN S
Az - —(EFTERRRIBRNAINE-  SREMEEAR D& RALERABE R
RR - slHZEZ D -

RRR =0.05/0.15 = 0.33 or 33%
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Number Needed to Treat(zx2—E8

2)= ARRRYAIZI(1 /ARR)

NNT =1/ 0.05 = 20

4B [E f= 15 I0(ARI)
Absolute risk increase =
(EER-CER) -

m—EANETRBMAEZEERAEZ MW
WAFAEZ A - A eele —(EEER
RIEE4 - NNTRYAR/NBERE—LEBRIK
HEE -

HMEZEEE20BA2E - A 0JF8FA]
[BFET- o (NNT /D ists)

=252 Number needed to
harm (NNH) =1/ARI - [ EBES TE
AR RER - OB EBERAELRIME
B - MEIEZ/ e A B ETERBRE
% - BEEBAMLEERE  2EZ @K
ANEEARBIEAH - (NNH X LT)
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Bias Sourceofbias Solutions

Selection bias Random sequence Randomization
generation, Allocation
concealment

Performance bias Blinding of participants Double blinding
and
personnel
Detection bias Blinding of outcome Observer blinded
assessment*
Attrition bias Incomplete outcome data ITT
Reporting bias Selective reporting All of the study’s pre-
specified (primary and
secondary) outcomes that
are of interest in the
review have
been reported in the pre-

specified way.
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Number needed to EiAERHARS - == 1 / ARR
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» P value
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Oxford Centre for Evidence-Based Medicine 2011 Levels of Evidence

Question

Step 1
(Level 1%)

Step 2
[Level 2¥%)

Step 3
(Level 3%)

Step 4
[Level 4%)

IStep 5 (Lewvel 5)

How common is the
problem?

Local and current random sample
surveys [or censuses)

Systematic review of surveys
that allow matching to local
circumstances*¥

Local non-random sample*?*

|Case-series®?

n/a

Is this diagnostic or
monitoring test
accurate?
(Diagnosis)

Systematic review

of cross sectional studies with
consistently applied reference
standard and blinding

Individual cross sectional
ctudies with consistently
applied reference standard and
blinding

Mon-consecutive studies, or studies without
consistently applied reference standards**

ICase-contrel studies, or
poor or nen-indapendant
reference standard**

Mechanism-based
reasoning

What will happen if
we do not add a
therapy?

( Prognosis)

Systematic review
of inception cohort studies

Inception cohort studies

Cohort study or control arm of randomized trial*

ICase-series or case-
keentrol studies, or poor
lquality pregnestic cohort
Istud y*E

n/a

Does this
intervention help?
(Treatment Banefits)

Systematic review
of randemized trials or n-of-1 trials

Randomized trial
or observational study with
dramatic effact

Non-randomized controlled cohort/follow-up
ctudy* *

ase-saries, case-control
tudies, or historically
ontrolled studies**

Mechanism-based
reasoning

What are the
COMMON harms?
(Treatment Harms)

Systematic review of randomized
trials, systematic raview

of nested case-control studies, n-
of-1 trial with the patient you are
raising the question about, or
observational study with dramatic
effect

Individual randomized trial
or (exceptionally) observational
study with dramatic effect

Non-randomized controlled cohort/follow-up
study (post-marketing surveillance) provided
there are sufficient numbers to rule out a
common harm. (Fer long-term harms the
duration of follow-up must be sufficient,)**

What are the RARE
harms?
(Treatment Harms)

Systematic review of randomized
trials or m-of-1 trial

FRandomized trial
or (exceptionally) observational
study with dramatic effect

r historically controlled

Ea se-saries, case-control,
tudies**

Mechanism-based
reasoning

Is this (early
detection) test
worthwhile?
(Screening)

Systematic review of randomized
trials

Randomized trial

MNon -randomized controlled cohortffollow-up
ctudy* *

ICase-series, case-control,
lor historically controllad
Etudies**

Mechanism-based
reasoning

* Level may be graded down on the basis of study quality, imprecision, indirectness {study PICO does not match questions PICO), because of inconsistency between

studies, or because the absolute effect size is very small; Level may be graded up if there is a large or very large effect size.

** Az always, a systematic review is generally better than an individual study.

How to cite the Levels of Evidence Table
OCEEM Lavels of Evidence Working Group*®. "The Oxford 2011 Levels of Evidence".

Oxford Centre for Evidence-Based Madicine. LT
* DCEBM Table of Evidence Working Group = Jeremy Howick, Iain Chalmers (James Lind Library), Paul Glasziou, Trish Greenhalgh, Carl Henaghan, Alessandre Lib

et/ Fg=

Bab Phillips, Hazel Thornton, Olive Goddard and Mary Hodgkinson
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