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5A step 1 - Asklng
GifEeE (o] AEISRIERE )

PICO

Problem, Intervention,
Comparison, Outcome




Background guestion

WHERAN B EE fibromyalgia
« MITHE(ACR #sTE R
- —iR AR REERZE3~5%
— BYEEERB1 .9 BAED - HEFER
- AL RERZERPIEZ2HEEN14%BI =7 -
o JEAX :
— ¥&J&: Chronic, widespread pain, fatigue, and allodynia
(80%)--
— BEBAL T (Dysautonomia) EHEZE OB REAR - 10
KR ~ 8% - A - FEE - B2 0 URBRMES
& AEAK (Irritable Colon)Z5




Background question

months

« affecting all four quadrants of the
body, i.e., both sides, and above and

below the waist.
— > 11 of 18 tender points

o B

- W38 - B R3E e
 Psychological/behavioural therapies

« Pharmaceuticals:

— Tramadol, Muscle relaxants, Anti-
depressant, Anti-seizure medication,

Dopamine agonists, Opioids

B RN EEARES

2122 . ACR 1990
— A history of widespread pain > 3



PICO

Fibromyalgia

Taichi OR tai ji

Placebo OR conventional treatment

Symptoms reduction




5A step 2 - Accessing HE R
( O IEGTHRERIREES)

Search strategy




The "5S" evolution of information services for evidence-
based healthcare decisions

computerized decision support systems

o L

Synthesis

T

Studies IR YL TSIy SnITonu

ch @ fo iR Ak RS LA

ToDate

ONLINE

ACP JOURNAL CLUB

) e ~
Evidence-Based Medicine for Better Patient Core

@ The Cochrane Library EBM reviews

Evidence for healthcare decision-making

Haynes RB. Of studies, syntheses, synopses, summaries, and systems: the "5S" evolution of information services for 10
evidence-based healthcare decisions. Evid Based Med 2006 Dec;11(6):162-164.



Steps In finding evidence (levels)

Step *Systematic review of randomized trials
*N-of-1 trial
Step *Randomized trial

+(exceptionally) observational studies with
dramatic effects

*Non-randomized controlled
*Cohort / follow-up study

*Systematic review of case control studies
Historically controlled studies

K4
A4
v
v

Developed by: lain Chalmers (James Lind Library), Paul Glasziou (OCEBM), Trish Green halgh (UCL), Carl Heneghan 11
(OCEBM), Jeremy Howick (OCEBM), Alessandro Libera J , lvan Mosche K, Bob Phillips, and Hazel Thornton



Search strategy

My NCBI Sign In

& NCBI Resources (¥] How To [

Publmed.gm.- PubMed B ¢ earch

US National Library of Medicine e f
National Institutes of Health Limits  Advanced Help

PubMed

PubMed comprises more than 21 million citations for biomedical literature from MEDLINE,

life science journals, and online books. Citations may include links to full-text content from
PubMed Central and publisher web sites.

Using PubMed PubMed Tools More Resources
PubMed Quick Start Guide PubMed Mobile MeSH Database

Full Text Articles Single Citation Matcher Journals in NCBI Databases
Publed FAQs Batch Citation Matcher Clinical Trials

PublMed Tutorials Clinical Queries E-Utilities

New and Noteworthy b Topic-Specific Queries LinkOut
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Key words

P |Fibromyalgia

| | Taichi OR taiji

C Placebo OR conventional treatment

O | Symptoms reduction

(Cochrane OR meta-analysis OR Systematic review)

13




% NCBI Resources (] How To (¥)

My NCBI Sign In

Pubnmed.gov PubMed -] (tai chi OR tai ji) AND fibromyalgia | search
US National Library of Medicine » .
Mational Institutes of Health E:J RSS Save search Limits  Advanced Help
Display Settings: (~] Summary, 20 per page, Sorted by Recently Added Send to: (] Filter your results:
Al (17)
Results: 17 Free Full Text (4)
O Tai Chi research review. Review (4)
1_ .
Field T. Manage Filters
Complement Ther Clin Pract. 2011 Aug;17(3):141-6. Epub 2010 Oct 24,
PMID: 21742279 [PubMed - in process]
Related citations 2 free full-text articles in PubMed =
Central

ha

w

Exercise therapy for fibromyalgia.
Busch AJ, Webber SC, Brachaniec M, Bidonde J, Bello-Haas VD, Danyliw AD, Overend TJ,

Richards RS, Sawant A, Schachter CL.
Curr Pain Headache Rep. 2011 Oct;15(5):358-67 .

PMID: 21725900 [PubMed - in process]
Related citations

Preliminary Findings of a 4-Month Tai Chi Intervention on Tenderness, Functional
Capacity, Symptomatology, and Quality of Life in Men With Fibromyalgia.

Key words: tai chi, tai ji, filoromyalgia
Results: free full text (4), reviews(4)

A randomized trial of tai chi for fibromyalgia.
[N Engl J Med. 2010]

Mind-body interventions: applications in neurology.
[Meurology. 2008]

See all (2)...

Find related data =

- . . 1
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Search strategy
(Clinical Queries)

'_'r-j NCBI Resources v] How To [v] My NCBI Sign In

Publmed.gmf PubMed - Search

US National Library of Medicine e f
National Institutes of Health Limits  Advanced Help

PubMed

PubMed comprises more than 21 million citations for biomedical literature from MEDLINE,
life science journals, and online books. Citations may include links to full-text content from
PubMed Central and publisher web sites.

Using PubMed PubMed Tools More Resources
PubMed Quick Start Guide PubMed Mabile MeSH Database

Full Text Articles Single Citation Matcher Journals in NCBI Databases
Publed FAQs Batch Citation IMatcher Clinical Trials

PublMed Tutorials Clinical Queries E-Utilities

Topic-Specific Qu LinkQut

New and Noteworthy B
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Clinical queries

":"j NCBI Resources [v] HowTo (v)

My NCBI Sign In

PubMed Clinical Queries

Results of searches on this page are limited to specific clinical research areas. For comprehensive searches, use PubMed directly.

[tai chi OR taichi OR tai ji OR taiji] AND [fibromyalgia]

Clinical Study Categories Systematic Reviews

Category: Therapy

Scope: Broad

ENREN

Results: 5 of 9 Results: 2 of 2
Exercise therapy for fibromyalgia. Exercise interventions in fibromyalgia: clinical
applications from the evidence.
[Curr Pain Headache Rep. 2011] [Rheum Dis Clin North Am_. 2009]
A randomized trial of tai chi for fibromyalgia. [Alternative and complementary therapies in fioromyalgia
syndrome].
[N Engl J Med. 2010] [Schmerz. 2008]
A randomized trial of tai chi for fibromyalgia. See all (2)

IN Fnal.] Med 20101

Key words: tai chi, tai ji, filoromyalgia
Results: free full text (3), reviews(1)

Medical Genetics

Topic: All B

Results: 0 of 0
See all (0)

Display citations pertaining to topics in medical genetics.
See more filter information.

16



Search strategy
(MeSH)

'_'r-j NCBI Resources v] How To [v] My NCBI Sign In

Publmed.gmf PubMed - Search

US National Library of Medicine e f
National Institutes of Health Limits  Advanced Help

PubMed

PubMed comprises more than 21 million citations for biomedical literature from MEDLINE,
life science journals, and online books. Citations may include links to full-text content from
PubMed Central and publisher web sites.

Using PubMed PubMed Tools More Resourceg
PubMed Quick Start Guide PubMed Mobile piyeyes m e G2 WP )

Full Text Articles Single Citation Matcher Journals in NCBI Databases
Publed FAQs Batch Citation Matcher Clinical Trials

PublMed Tutorials Clinical Queries E-Utilities

New and Noteworthy b Topic-Specific Queries LinkOut
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& NCBI  Resources (¥] How To ) My NCBI Sign In

ﬁ
MeSH MeSH fibromyalgia D) | search |
Save vanced Help
Display Settings: [v] Summary Send to: [v)
PubMed search builder e

ected: 1 "Fibromyalgia" [Mesh]

Fibromyalgia
pefiarticular rheumatic syndrome characterized by myalgia and multiple points of focal

muscle tenderness to palpation (trigger points). Muscle pain is typically aggravated by inactivity ’
or exposure to cold. This condition is often associated with general symptoms, such as sleep LAdd to search builder | AN
disturbances, fatigue, stiffness, HEADACHES, and occasionally DEPRESSION. There is

significant overlap between fibromyalgia and the chronic fatigue syndrome (FATIGUE Eaarchiubbis

SYNDROME, CHRONIC). Fibromyalgia may arise as a primary or secondary disease process.

';j NCBI Resources (v] How To (v My NCBI Sign In
MeSH MeSH tai chi > | search
ave vanced Help
Display Settings: (~] Full Send to: (]
PubMed search builder =
Tai Ji ("Fibromyalgia™ [Mesh]) AND "Tai

One of the MARTIAL ARTS and also a form of meditative exercise using methodically slow circular stretching movements Ji" [Mesh]

and positions of body balance.
Year introduced: 2002

PubMed search builder options
Subheadings:

AN

Search FublVle

18



% NCBI Resources (v] How To (v) My NCBI Sign In

Pub'ﬂ]ed.gov PubMed -| ("Fibromyalgia"[Mesh]) AND "Tai Ji"[Mesh] | search |
National Intivtos of Health FURSS Savesearch Limits Advanced Help
Display Settings: [~) Summary, 20 per page, Sorted by Recently Added Send to: (v) Filter your results:
All (11)
Results: 11 Free Full Text (3)
O  T'ai-Chi intervention in men with fibromyalgia: a multiple-patient case report. Review (2)
' Carbonell-Baeza A, Romero A, Aparicio VA, Tercedor P, Delgado-Fernandez M, Ruiz JR. Manage Filters

J Altern Complement Med. 2011 Mar;17(3):187-9. Epub 2011 Feb 25. No abstract available.
PMID: 21348799 [PubMed - indexed for MEDLINE]

Related citalions 1 free full-text article in PubMed -
Central
0 A randomized trial of tai chi for fibromyalgia. A randomized trial of tai chi for fibromyalgia.
2 ZhouM, Zhou D, He L. [N Engl J Med. 2010]

N Engl J Med. 2010 Dec 2;363(23):2265; author reply 2266-7. No abstract available.
PMID: 21121851 [PubMed - indexed for MEDLINE]

Related citations Find related data -
£ A randomized trial of tai chi for fibromyalgia. Database: | Select -]

Zhang F, Wu Y. Find items
N Engl J Med. 2010 Dec 2;363(23):2265-6; author reply 2266-7. No abstract available.

(%]

Results: free full text (3), reviews(2) 19



Final result (best)

T'he NEW ENGLAND JOURNAL of MEDICINE

‘ ORIGINAL ARTICLE ”

A Randomized Trial of Tai Chi
for Fibromyalgia

Chenchen Wang, M.D., M.P.H., Christopher H. Schmid, Ph.D., Ramel Rones, B.S.,
Robert Kalish, M.D., Janeth Yinh, M.D., Don L. Goldenberg, M.D.,
Yoojin Lee, M.S., and Timothy McAlindon, M.D., M.P.H.

Level: 1b 20



Evidence levels

la | SR (with homogeneity) of RCTs

1b | Individual RCT (with narrow Confidence Interval)

1c | All or none

2a | SR (with homogeneity) of cohort studies

2b | Individual cohort study (including low quality RCT)

2c | "Outcomes" Research; Ecological studies

3a | SR (with homogeneity) of case-control studies

3b | Individual Case-Control Study

4 | Case-series (and poor quality cohort and case-control studies)

Expert opinion without explicit critical appraisal, or based on physiology,

bench research or "first principles”

Oxford Centre for Evidence-based Medicine Levels of Evidence (March 2009)



5A step 3 - Appraising
(SCBRATS B

a

.
Z=

5A step 4 - Applying
€GN

)

rai!

22



 Critical Appraisal for Therapy Articles
— CAT maker

— Critical appraisal sheets: RCT
 Are the results of the trial valid? (Internal Validity)
« What were the results?

* Will the results help me in caring for my patient?
(ExternalValidity/Applicability)

About the CEBM  Publications Training & Education Resource Centre  Blog

CEBM _t g M\M

CENTRE FOR EVIDENCE BASED MEDICINE

CEBM = EBM Tools = Critical Appraisal = Overview



Yes

Yes

Yes

Yes

Yes

Therapy study - validity

Internal validity

la. R- Was the assignment of patients to treatments
randomised?

1b. R- Were the groups similar at the start of the trial?

2a. A — Aside from the allocated treatment, were groups
treated equally?

2b. A — Were all patients who entered the trial accounted
for? — and were they analysed in the groups to which
they were randomised?

3. M - Were measures objective or were the patients and
clinicians kept “blind” to which treatment was being
received?

24



la. Was the assignment of patients to treatments

randomised?

{58 F B R LT T
bty Sl

Yes

STUDY DESIGN
We assigned participants to tai chi or the control

treatment assignments were sealed in opaque
envelopes and were opened individually for each
patient who agreed to be in the study.

The sponsors had no role in the design and
conduct of the study; the collection, management,
analysis, or interpretation of the data; or the
preparation, review, or approval of the manu-
script. The study was conducted in accordance
with the trial protocol.

25



1b. Were the groups simi

ar at the start of the trial?

Table 1. Baseline Characteristics of the Study Participants.®

Tai Chi Group Control Group

Variable (N=33) (N=33)
Female sex — no. of patients (%) 28 (85) 29 (88)
Age—yr 45.7+11.8 50.5=10.5
White race — no. of patients (36)7 20 (61) 17 (52)
High-school or higher education — no. of patients (%6) 31 (54) 30 (91)
Body-mass indexj 33.9+8.9 31.5+7.4
Duration of fibromyalgia-related pain — yr 11.8+6.9 10.0+7.2
Medications taken before intervention — no. of patients (3¢)

Analgesics 29 (88) 24 (73)

Antidepressants 17 (51) 15 (45)

Anticonvulsants 9(27) 5 (15)

Muscle relaxants 9(27) 4(12)

Benzodiazepines 5(15) 3(9)
Self-reported coexisting illness — no. of patients (%)

Heart disease 0 0

Hypertension 12 (38) 6 (18)

Diabetes 6(18) 1(3)
FIQ scoref 62.9+15.5 62.0=11
Visual-analogue scale¥]

Patient's global assessment 5.8+2.3 6.3:1.8

Physician's global assessment 5.7:1.9 5.6=2.4
PSQI score| 13.823.1 135237
SF-36 score®*

Physical component 28.5:8.4 28.0£7.3

Mental component 42.6x12.2 37.8£10.5
Table 1. (Continued.)

Tai Chi Group Control Group

Variable (N=33) (N=33)
CES-D scoreft 22.6+9.2 27.8+9.2
CPSS scoreds 5.2:1.9 4.6x+2.2
6-Minute walk test — yd{§ 522.1:£102.7 501.2+106.6
Outcome Expectations for Exercise score¥q 3.7+0.8 3.9+0.7

BASELINE CHARACTERISTICS OF THE PATIENTS

Table 1 shows baseline data for the 66 partici-
pants before randomization. Participants had a
mean age of 50 years, 86% were women, and
56% were white; the mean body-mass index (the
weight in kilograms divided by the square of the
height in meters) was 32.7. On average, partici-
pants had had fibromyalgia for 11 years. Baseline
characteristics were reasonably well balanced

between the two groups, except that the tai chi

group had a lower CES-D score. The average score

on the physical component of the SE-36 was
about 2 SD below normal, indicating a cohort
with poor health.

Baseline fH1{LL

Yes
26



2a. Aside from the allocated treatment, were
groups treated equally?

 Tal chi group:
— ZEM: a tai chi master
— R —HEmMR - —R607E - —H12F
- EX: BRE2/D207EKME
— 12:8~24:8: EDVDB i
 Control group:
— ZBM: research staff
— PR —Bm*X - —XR6077#E(40+20) - —H12F
- X BR207EHEE
— 128~248: B2 M

1. ERE1RBYARESHMEMES RLERIEE  yeq
2. B iEmE R R AR LEAE >




2b. Were all patients who entered the trial accounted for? — and were
they analysed in the groups to which they were randomised?

33

356 Patients were prescreenad by telephone

232 Were outside the Boston area

124 Were within the Boston area

30 Underwent baseline evaluation

66

p mo
24 Were excluded
1 Did not have fibromyalgia
4 Were physically unable to participat
17 Had scheduling conflicts
1 Was currently practi ng tai chi
1 Had presxisting medical condit

66 Underwent randomization

33 Were assigne

to the tai chi group

1 Had a scheduling conflict

1Was ou

3 Dedined to participate
/. tside the L.5.

32

32 Complete

he 12-wk evaluation

2% Completed the

12-wk evaluation

1'Was lost to follow-up

1 Moved out of Boston area

30

30 Completed the 24-wk evaluation

29 Completed the 24-wk evaluation

29

29

Figure 1. Screening, Randomization, and Completion of 12-Week and 24-Week Evaluations.

Effects were evaluated on an
intention-to-treat basis, and
participants who did not complete the
follow-up period were considered not to
have had any changes in scores.

WH5EaERoth
BaERSIATE
ZPATEHRZER

Yes

28



3. Were measures objective or were the patients and clinicians
kept “blind” to which treatment was being received?

. Al e O
Single-blinded RCT 1 [ A

» Why not double-blinded RCT?  =/HH%=k

Yes

it%ETUF_’.'

« Sham Tai Chi ?
o B E L HYEITE TR ?

Chenchen Wang |

29



Ho Al 8¢ e biasiy 572

» (ETETHTKERUE? (possible placebo
effect)

— Deemphasizing tai chi
- EIPR AT CREAE A [FlESRET =AY RR
— TR Z=IAH R, A E S

Table 1. (Continued.)
Tai Chi Group Control Group
Variable (N=33) (N=33)
CES-D scorefy 22.619.2 27.849.2
CPSS scorezds: 5.2+1.9 4,622
6-Minute walk test — yd{ 522.1x102.7 501.2+106.6
Outcome Expectations for Exercise score99 3.7+0.8 3.9+0.7

30



What were the results?

1. How large was the treatment effect?
ABERAA /N Number needed to treat

2. How precise was the estimate of the treatment

effect?
BT B 2

[&: 95% Confidence interval

31



Treatment effectCaEMRAIAR/N)

» Relative Risk (RR)
* Relative Risk Reduction (RRR)
» Absolute Risk Reduction (ARR)

 Number Needed to Treat (NNT)

- Mt RS - FEEEZVREA - THETR
fr—1{E £ 45 R

32



=T

78

HEE

AfLE = 3% 7

Fibromyalgia Impact Questionnaire(FIQ)
— physical function, common symptoms, and general wellbeing in patients with
fibromyalgia
— 0-100, higher scores indicating more severe symptoms
Global status
— assessed separately by participant and physician
— visual-analogue scale (0 — 10), with higher scores indicating greater pain
Scores on the Pittsburgh Sleep Quality Index (PSQI)
— 0- 21, higher scores indicating worse sleep quality
The 6-minute walk test
— objective assessment of mobility (a proxy for physical function)
— higher scores indicating improved functional conditioning
Medical Outcomes Study 36-lItem Short-Form Health Survey (SF-36)
— 0- 100, higher scores indicating better health status
Center for Epidemiologic Studies Depression (CES-D)
— 0 - 60, with higher scores indicating greater dysphoria
Chronic Pain Self-Efficacy Scale (CPSS)
— measures patients’ confidence in their ability to perform a particular task
— 1-10, higher scores indicating improved status

33



Tai chi Control P NNT INNT]

FIQ

12wks |26 13 0.001 2.54

24 wks | 27 17 0.009 3.3
Patient’ s global assessment

12wks |18 9 0.02 3.67 4

24 wks |18 9 0.02 3.67 4
PSQI

12wks |13 4 0.01 3.67 4

24 wks | 15 6 0.02 3.67 4
CES-D

12wks |24 16 0.04 413 4

24 wks | 23 13 0.01 3.3 3
SF-36 physical

12wks |18 0.001 2.54

24 wks | 17 0.002 2.75
SF-36 mental

12wks |14 8 0.12 5.5 6

24 wks | 16 8 0.04 4.3 4




Table 2. Changes in Primary and Secondary Outcomes.*

Variable

FIQ score
Week 12
Week 24

Patient’s global assessment scoref

Week 12
Week 24

Physician’s global assessment scoref

Week 12
Week 24
PSQI scored|
Week 12
Week 24
6-Minute walk test (yd)|
Week 12
Week 24
Body-mass index**
Week 12
Week 24
SF-36 score
Physical component
Week 12
Week 24
Mental component
Week 12
Week 24

Mean Change from Baseline (95% ClI)

Tai Chi Group
(N=33)

—27.8 (-33.8 to-21.8)

Control Group
(N=33)

~9.4 (-15.5 to -3 .4)

~28.6 (-34.8 to-22.4) -10.2 (-16.4 to -4.0)

-2.5 (-33to-1.7)
-2.4 (-3.1to-17)

-1.0 (-1.7 to—-0.4)
-0.5 (-1.2t0 0.1)

-3.6 (-4.8 to-2.4)
~42 (-5.8t0-2.7)

60.6 (37.9 to 83.3)
49.8 (25.9 t0 73.8)

0.02 (0.4 to 0.4)

-0.2 (-0.7t0 0.3)

8.5 (5.7 to 11.3)

8.4 (5.6t011.3)

7.7 3.9to 11.6)
8.5 (4.6 to 12.4)

~06 (-1.4100.2)
~0.7 (-1.4 10 0.01)

0.02 (-0.6 10 0.7)
0.6 (0.03 t0 1.2)

~0.7 (-1.910 0.5)
~1.2 (-2.710 0.4)

163 (-6.4 t0 38.9)
232 (0.8 0 47.1)

~0.2 (-0.5100.2)

-0.3 (-0.8100.2)

14 (-1.5104.2)

1.5 (-1.410 4.3)

16 (-2.2105.4)
1.2 (-2.7 10 5.0)

Tai Chi Group vs.
Control Group

~19 (-3.1t0-0.7)
-17 (-2.7t0-0.8)

-1.1 (-1.9t0-0.2)
-1.1 (-2.010-0.2)

~29 (-4.6t0-1.2)
~3.0 (-5.2t0-0.9)

44.4 (12.3 to 76.4)
26.7 (-7.2 10 60.5)

0.2 (-0.3 t0 0.7)
0.1 (-0.6 t0 0.8)
71 (3.1t0o11.1)

7.0 (2.9 to 11.0)

6.1 (0.7 to 11.6)
73 (1.9t012.8)

18.4 (-26.9t0-9.8)
18.3 (-27.1t0-9.6)

Between-Group Difference (95% CI)

P Valuet

<0.001
<0.001

0.002
0.001

0.02
0.02

0.001
0.007

0.007
0.12

0.47

0.76

0.001

0.001

0.03
0.009

Table 2. (Continued.)

Variable

CES-D scoreii
Week 12
Week 24

CPSS scoreff
Week 12
Week 24

Mean Change from Baseline (95% CI)

Tai Chi Group
(N=33)

-8.1 (-10.9 to—5.3)
-6.5 (-9.4 to—3.6)

15(07t02.2)
12 (04t01.9)

Control Group
(N=33)

~2.3(-5.1100.6)
~2.4 (-53100.5)

0.5 (-0.3t01.2)
0.6 (-0.2 to 1.4)

Tai Chi Group vs.
Control Group

~5.9 (-9.8 t0-1.9)
~41(-8.2100.1)

1.0 (-0.03 to 2.0)
0.6 (-0.5 to 1.6)

Between-Group Difference (95% CI)

P Valuet

0.005
0.05

0.06
0.28

JEREUR

ERE R

35



~
7/
-~

FIQ Score

-

Physician's Global
Assessment of Pain

I

SF-36 Physical-Comp

Score

100+ 21+ 104
P<0.001 P=0.002 \ P=0.001
gg' Eﬁ 18- ;?ﬁ; g
70 Control group v 15- Control group E Control group
60 8 124 < = 6
v = @
50 il Eo
40- o 97 9% 44
30 g 6 Tai chi group g
204 Tai chi group = 2 Tai chi group
10- 3 2
0 0 < 0
\
10+ p_002 /LN 604 P=0.02 = _ P=0.02
. 50 6004 Tai chigroup
Control group o .E sood BT oo---k--------
e § 07 x~ Control grou
6 v Control group = 400+ Broup
a 304 1. z
4- i chi A ERREE CEEEESEE = 300~
ai chi grou w . <
group w20 E 200-
24 -
10 Tai chi group 100+
0 0 0
100+ 100+ 104
P=0.001 AN P=0.03
90 ILN 904 e
80- . 80- 8-
70 g 704 - v
60 S v 60 Tai chi group S 6
50+ Tai chi group E g 304 :
40+ = 40+ Y 4
U
304 = 30- Control group
20+ Control group a 204 2
104 L 10-
0 0 0
Baseline 12 wk 24 Wk Baseline 12 wk 24 Wk Baséline 12 wk 24 Wk
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Wil the results help my patient?

External validity / Applicability

No) XAV AN A FIRE[EFERS?

- R aLER
Yes| (e ELGHEHATT?

- REH
Yes PRV A AT RENE A P Ia 8T T R ?

- [EANNTEHE 2T R

—  EX: FIQ NNT 12 weeks =3

U3 AFT AhizE 1275 - BLAE TP —{EHE A AYFIQE IR

Yes &mﬁkwﬁﬁﬁ/ﬁéﬂ?
BRI R SOZEITER)
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CAT maker

£ catmaker P | = | . 28
CATmaker

(kl-rha ControkC to copy selected text, ControbV to paste and ConfrolX 1o cut)

1%\ MELTG) ) (&7 therapy

E ¥V I b E N © E

Control or Placebo

EVEMNT Time ta Event Tatal Patients Enrered:| 33 Total Fatients Enrereds| 33 |
Totsl Patients Anedysed:] 33 Total Patients Anadyzedy] 33
FIC) sore (12) eel: 12 Humber of Ewents: Humber of Events:
Control Event Rate (CER]: | 0788 Exzptl. Event Rate (EEE]:( [ 394 L
FIC) seore (24) week 24 Humber of Ewents: Humber of Events: L
Control Event Rate [CEE]: | 0818 Exptl. Event Rate [EEE]:[ 0 R15
— N
Patient's global assessment week 17 Humber of Events: Humber of Events: |I|

Control Event Rate [CER): [ [0.545 | | Exptl. Event Rate (EEE):[ 0273

re to t:nrd Other Dunmes

Flease enter: the numbers of patients analysed inthe Control and Experimental groups; the Events of
interest {overwhich times); and either the Mumbers or Rates {decimal propodions) of these Events. "CALC"
will check their consistency and the follow-up rate. You can also record continuous outcomes.
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=N

FEEEN - pENEER KB
o aEAIRFRAEEE AN (duration, FE, EXEE))

SRERD - EiEEEIER

;e EAHIEETIRAH Eﬁﬁﬁ(duratlon BE, EXEE))
EREHBEXERIFEE"?

i C R85, - #EMI10T 23EE?

Yvonne - fa7EMaastricht University Medical Center
ST ENEWE L L a6l (unprecedented)
YRGS R AHE 1
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5A step 5 - Auditing

PN
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?/E}_Ef%&?ﬁ

HEFE AT

EN

o5 1 A] DAF T A5 2
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HHE » A—EE T T
1084H157?
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Thanks for attention!!

REERPEREIRE O EREE
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