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 GRADE working group

GRADE

Welcome to the GRADE working group

From ewdence tao recommendations — transparent and sensible

What is GRADE?

The GRADE working group

and stre ammandats

approach which = now cansidered the standard in gudelne development
Why rate the certainty in the evidence and strength of recommendations?

Criteria for applying or using GRADE

Evidence
based pharmacy



« GRADEpro/GDT(Guideline Development Tool)
W& FFERF (web application) www.gradepro.org

GRADEpro GDT ®


http://www.gradepro.org/

Previous Versions

Download GRADEpro 3.6

Note: GRADEpro requires that Microsoft® .NET Framework version 2.0 or higher is installed on wour
computer. During the installation GRADEpro will check if ywou hawve NET Framework installed. If GRADEpro does
not find an appropriate wversion of NET Framework wou will be prompted to install it.

vou can download @ Microsoft® NET Framework version 2.0 from Microsoft® Download Center.

B D

GradeFro. ..

Evidence
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GRADEpro|GDT

Guidelines developed with GRADEpro GDT

« \World Health Organization

« American Thoracic Society and European Respiratory Society
« European Society of Intensive Care Medicine

« Ministry of Health of Saudi Arabia

« American College of Chest Physicians
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=. B1ERE 9

« EPfhttp://gradepro. org/

GRADEPTU GDT HOME GRADEpro GDT GUIDELINE CALENDAR GRADE
OVERVIEW RESOURCES OFEVENTS HANDBOOK

LOG IN / SIGN UP

®

Evidence
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Welcome!

See what can you do with GDT

Create Evidence Tables
Create Guidelines

Disseminate data

How can you do that?

Users’ Guide to GDT

Tutorials and FAQS

zet started

Don't show It again

Evidence
based pharmacy



My projects

Recently edited

Assafbas

Asthma

Open List of all projects

Start new

Evidence Tables

GRADE Evidence Profile
Summary of Findings (SoF) Table

Evidence to Decision Framework

Guidelines

Full Guideline

GDT support

Users’ Guide

Tutorials and FAQS

Learn and support

Learn GRADE methodology

GRADE working group
GRADE handbook

Guideline Development Process diagram

See what can you do with GDT

Create Evidence Tables
Create Guidelines

Disseminate data



GRADEpro|GDT & &} ®
- _________________________________________________________________________________________________________________________________________|

Start new Co
Evidence Tables Guidelines
GRADE Evidence Profile Full Guideline

Summary of Findings (SoF) Table

Evidence to Decision Framework

l(

IEERE (GR. RE) Eife

Evidence
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GRADEpro v Hypertension

13

S & @ eglS@aliyuncom

v (select question)

(© ADMINISTRATION
£ TASKS
£ TEAM Add management question

@ SCope

[ DOCUMENT SECTIONS

Drag question here to create a new group

Add diagnostic question

Import question(s)

% PROGNOSIS

4 COMPARISONS

[2 DISSEMINATION

-

B

FEFE (8I)
> H A E T

> G E I8 (Scope management) :

> F) P R E IR

>IEPERIE (Evidence table)
>ERERERL
>IEEIRE

>R

>ERRZIR (BEHMRS)

v
HRIEX/GREX

5] B R R B A RX

v
ThaE#

e

Evidence
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GRADEFR{E 2 5 =41

BIEBEESY (PCC) gkE& AT HMMBERTEIL
I: PCC+VIK

C: VitK

O: ICH

[RIGHA%:
Gu Q2004 RCT
Walt H 1973 RCT
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S 1. Add/import management question
(GRADEpro]GOT

+v PCC for Neonate

~ (select question)

Drag question here to create a new group

Import question(s)

Add diagnostic question

Add management question

£ COMPARISONS

[5] DISSEMINATION

Should | [intervention] vs. [comparison] beused  for v | [health problem and/or | ?

Setting

[intervention] compared to [comparison] for [health problem and/or population]

Table title
Switch to manual

Bibliography

? Ouestion author(s)
Last update: June 28 2016, 7:14:06 pm (UTC+08:00)

P o @ eggl5@aliyun.com -

Evidence
based pharmacy



S IE1: Add/import management question

Should PCC vs. VitK be used for Serious bleeding? 4
Should PCC+VitK vs. VitK be used for [health problem]? %
Should | PCCHVItK vs. | VitK be used | for v | MNeonate wih Sericus Ble ?
Setting NICU fﬁ
Table title Tl

PCCHVitK compared to VitK for Meonate wih Serious Bleeding
Switch to manual
Bibliography

YT
201

] Matern Fetal Neonatal Med. 2013.1476-7058:1-3

2 Question author(s)

Last update: June 30 2016, 8:25:45 pm (UTC+08:00)

Evidence
based pharmacy



17

mali
v PCC for Neonate F o @ eggl5@aliyun.com «
v (select question)
Drag question here to create a new group
Add management question Add diagnostic question Import question(s)
£ (COMPARISONS
PCC+YitK compared to VitK for [health problem]
Outcome Anticipated absolute effects (95% Cl) Relative effect (95% C) Ne of panrwc\pams Quality Comments
Risk with Vitk Risk with PCC+VitK (studies)
- Incidence of ICH 394 per 1,000 521 per 1,000 RR1.32 135
(300 10 899) (076 10 2.28) (2 studies)
Mortality 545 per 1,000 539 per 1,000 RR0.99 236
(430 to 681) (0.79 to0 1.25) (3 studies)
APTT The mean APTT was 0 MD 5.76 lower - 17
(9.7 Lower to 2.35 lower) (2 studies)
Mortality-cohort 300 per 1,000 126 per 1,000 RR0.42 62
(42 to 363) (0.14 10 1.21) (1 study)
Platelets(Turner should be replaced by Waltl T) 'see comment see comment - 188
(3 studies)
PT The mean PT was 0 MD 1.66 lower - 55
(17.54 lower to 14.22 higher) (1 study)
Incidence of Gl hemorrhage 333 per 1,000 697 per 1,000 RR2.09 41
(343 10 1,000) (103 10 4.23) (1 study)
Add outcome Import outcome(s)

Evidence
based pharmacy



+I®2. Add/import Outcome

ADEpr ~ PCC for Neonate

He of

. Study design Risk of bias
studies

~ Should PCC vs. Placebo be used for Serious bleeding?

PCC compared to Placebo for Serious bleeding

Quality assessment

Inconsistency | Indirectness

&
Ssummary of findings
Mo of patients Effect
Other considerations Relative Absolute
FCC Placebo
[95% CI) [95% Cl)y

Import outcome(s)

%= COMPARISONS

EVIDEMCE TABLE

wINGER

2 DISSEMINATION
|

@

Quality

FAGER

eggl5@aliyun.com

@ E

Edf

Importance

Evidence
based pharmacy



$I®2. Add/import Outcome

PCC+VitK compared to Vitk for Neonate wih Serious Bleeding

Cuality assessment

Summary of findings

Wi of Mo of patients Effect
L Study design Risk of bias | Inconsistency  Indirectness | Imprecision | Other considerations . . Relative Absolute Quality
studies PCC=Vitk With e K N A
(95% CI) (95% CI)
Incidence of ICH
Short name Assessed/measured with Type
ICH — = . ~ .
I# dichotomous i# pooled L) single stud
Length of follow up ) continuous ) not pooled ) not measurfd
mean ~ || 3 manths ) narrative ) range of effects ) not reporte
33/64 (50.0%) |28/71(39.4%) |RR1.32 126 more per
(0.76t02.28 1000
[from 95 fewer
to 505 more)

Add outcome

Import outcome(s)

[#

Importance -
=

=

T

Evidence

based pharmacy




+I®2. Add/import Outcome

Quality assessment summary of findings
Wi of Mo of patients Effect e
“.L: - Study design | Risk of bias  Inconsistency = Indirectness | Imprecision | Other considerations occ itk Relative Absolute Quality ~ ImPortance
studies fi . -
(95%CI) (95% CI)
Mortality (follow up: mean 12 months) #
naot estimable
Mortality #
i 4379 (53.2%) (3879 (481% |RR1.11 53 more per
[0.81tal50) 1000
(from 91 fewer to

241 mare)

Add outcome Import outcomed(s)

/

Import outcomes from RevMan5 or GRADEpro project

RCT+Cohort 160428 ) .rm5
PCC+Vitk ws. Vitk for [health problem]
Incidence of ICH
Martality
APTT
Martality-cohort ®

Cancel I port

Evidence
based pharmacy



' IR3: Importance (5BIBIFEEREE 74
1 _95}%%2%*54[%

ith serious bleeding

ssessment Summary of findings
Ne of patients Effect
cy Indirectness Imprecision Other considerations ) , Relative Absolute
PCC+VIK Vitk
' | (95% CI) (95% CI)
; |not serious | not serious | none 32/64 (50.0%) 28/71 (39.4%) RR 1.32 126 more pi
L {0.76 to 2.28) 1,000
(from 95
fewer to 50!
maore)
aime Import outcome(s)

N

Quality [ importance

Importance
9 - critical
- critical
7 - critical
6 - important

5 - important

4 - important

3 - not important
2 - not important

1 - not important

N




$ 4. Quality assessment

~fFss 8.
-SSP ERER. M AREE:
no. serious. very serious (RGEKIBMBREEIR)

PCC+VitK compared to VitK for Neonate with serious bleeding

Quality assessment Summary of findings
Ne of patients Effect

Study design | Risk of bias Inconsistency Indirectness Imprecision Other considerations PCCVitK Vitk :;ESL:;IEE ?gt

Me of
studies

Incidence of ICH

2 32/64 (50.0%) 28/71 (39.4%) RR 1.32 1261
(0.76 to 2.28) 1,001

(from

fewel

maore

Add outcome |mport outcome|
o

Evidence
based pharmacy



- Indirectness

PCC+VitK compared to VitK for Neonate with serious bleeding

Quality assessment Summary
Ne of Me of patients
stu_dies Study design  Risk of bias Inconsistency|Indirectness | Imprecision Other considerations DCCVitK Vitk lI:%gE[
Incidence of ICH
2 randomised | not serious | not serious 1 32/64 (50.0%) 28/71 (39.4%) RR 1.
trials (0.76
Add outcome Ir

e

Evidence
based pharmacy



- 5N mF Eindirectness

Outcome: Incidence of ICH

Domain {original question asked

Population:

Intervention: PCC+Vitk

Comparator: VitK

Direct comparison

Outcome: Incidence of ICH

Final judgment about indirectness across
domains:

Cancel

Description (evidence found and included, including evidence
from other studies) — consider the domains of study design and
study execution, inconsistency, imprecision and publication bias

Mo indirectness

Judgment - s the evidence sufficiently

direct?

Yes

Yes

Yes

Yes

Yes

P‘rul}alé:b,f yes
P‘rul}alé:b,f yes
Prul}alé:b,f yes
P‘rul}alé:b,f yes

Probably yes

jrohaEly no
jrohaEly no
jrohaEly no
jrohaEly no

Probably no

Mo

Mo

Mo

Mo

Mo

Ware cernys indirectness

PIHE LY F

Apply

based pharmacy



- Other consideration

PCC+VitK compared to VitK for Neonate with serious bleeding

Quality assessment

Mo of , . , ) . ..
. Study design = Risk of bias Inconsistency Indirectness Imprecision
studies
Incidence of ICH
2 randomised not sericus | not serious | not sericus | not serious

trials 1

Add outcome

Dther considerations

Ne of patients

PCC+VitK
Other considerations
Publication bias undetected
Large effect no
Plausible confounding no
Dose response gradient no
Cancel Apply

Vitk

Summary of findir

E
Relative
(95% Cl)
1.32
6 to 2.28)
g
o
« [mport o
et
®
Evidence

based pharmacy



PCC+VitK compared to VitK for Neonate with serious bleeding

Quality assessment
Me of patients

Ne of

stud?es Study design  Risk of bias Inconsistency Indirectness Imprecision Other considerations DCCaVitk Vitk
Incidence of ICH
2 randomised | notserious notserious notserious notserious none 32/64 (50.0%) 28/71 (395.

trials 1

Add outcome

Evidence
based pharmacy



h serious bleeding

essment Summary of findings
Me of patients Effect
¢ Indirectness Imprecision Other considerations : : Relative Absolute
PCCHVIEK VitK
' | (95% Cl) (95% CI)
not serious |not serious | none 32/64 (50.0%) 28/71 (39.4%) RR 1.32 126 more per

1

me

(0.76 to 2.28) 1,000
(from 95
fewer to 505
more)

Import outcome(s)

Quality | |mpol

HIGH

e

Evidence
based pharmacy



SRS IRFERENHTN

@® ADMINISTRATION

£ TASKS

& TEAM

® SCOPE

[ DOCUMENT SECTIONS

[~ PROGNOSIS

£ COMPARISONS
EVIDENCE TABLE
RECOMMENDATIONS
PRESENTATIONS

[Z] DISSEMINATION

~ PCC for Neonate

~ Should PCC+VitK vs. VitK be used for Neonate with serious bleeding?

PCC+VitK compared to VitK for Neonate with serious bleeding

Quality assessment

Mo of

ctudies Study design  Risk of bias Inconsistency Indirectness Imprecision Other considerations

Incidence of ICH

not serious
1

2 randomised not serious | not serious | not serious none

trials

Add outcome

i) <« ® eggl5@aliyun.com
[E4
Summary of findings
MNe of patients Effect
. . Relative Absolute Quality  |mportance =
PCC+VitK VitK P =
: ' (95% Cl) (95% CI)
“
32/64 (50.0%) 28/71 (39.4%) RR 1.32 126 more per  ODD
(0.76 to 2.28) 1,000 HIGH
(from 95
fewer to 505
mare)
Import outcome(s)
®
Evidence

based pharmacy



5 Explanations

? Help

£ Explanations

@

GRADE evidence profile
Summary of Findings table

GRADE profile (w2}

hute § o mmary of Findings table (v2)
s Ll

Summary of Findings table (v3)
per Interactive SoF

HIGH

GRADE evidence profile (2F})

Mo of

. Risk of bias
studies

Study design
Mortality
2 randomised not serious

trials

Summary of Findings table

Outcome

Martality 481 per 1000

Anticipated absolute effects (95% CI)
Risk with Witk

Quality assessment

Inconsistency | Indirectness Imprecision Other considerations

not serious not serious not serious none

(3Ff)

- - Relative effect (95% CI)
Risk with PCC

534 per 1000

(390to722)

RR1.11 138

(081 to1.50)

Add outcome

[2 RCTs)

e

g
PCC
42,/79 (5

Ho of patients

Mo of participants
(studies)

Summary of findings

Effect —
Vitk Relative Absolute Quality g vz 2
[95% CI) (95% CI)
Edf
38/79 (48.1%) |RR1.11 53 more per OO
(081 to 1.530) 1000 HIGH
(from 91 fewer to
241 more)
Import outcome(s)
Quality Comments =
d
ooea %
HIGH

Import outcome(s)

based pharmacy



WEIEHEZESR (Evidence profile)
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LR B &R (Summary of findings)

> EHAH
> IR
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GRADE Evidence Profile

PCC+VitK compared to VitK for Neonate with serious bleeding 4
Quality assessment Summary of findings
No of e of patients Effect
stu_dies Study design | Risk of bias Inconsistency Indirectness Imprecision Other considerations DCCLVitK Vitk Relative Absolute Quality  mportance =
(95% CI) (95% CI)
Incidence of ICH 4
2 randomised | not serious | not serious | not serious | not serious |none 32/64 (50.0%) 28/71(39.4%) RR 1.32 126 more per BODD
trials 1 (0.76 to 2.28) 1,000 HIGH
(from 95
fewer to 505
more)
Add outcome Import outcome(s)
®
Evidence

based pharmacy



GRADE Profile

PCC+VitK compared to VitK for Neonate with serious bleeding 4
Study event rates (%) Anticipated absolute effects
. . . Risk
Part t Overall qualit Relative effect
a{st:cllli:; : Risk of bias Inconsistency Indirectness  Imprecision = Publication bias ;:?vidqeu:c;? Risk with Vitk Risk w?th ¢ ;:; El}ec Risk with Vitk diﬁe_rence =
PCCHVitK with
PCC+VitK
Incidence of ICH 4
135 not not serious  notserious  not serious* | none OODD 28/71 (39.4%) 32/64 (50.0%) RR 1.32 394 per 1,000 126 more per
(2 RCTs) serious HIGH (0.76 to 2.28) 1,000
(from 95 fewer to
505 more)
Add outcome Import outcome(s)
®
Evidence

based pharmacy



Summary of findings

PCC+Vitk compared to Vitk for Neanate with serious bleeding

Anticipated absolute effects (95% Cl) ~ Relative effect (95%  Neof participants

Qutcome i L : -
Risk with Vit~ Risk with PCCHVitK () (studies)
Incidence of ICH 394 per 1,000 521 per 1,000 RR 1.32 135
(500 to 839) (076t0 2.28) (2RCTs)
Add outcome

Quality

OO
HIGH *

Import outcomels)

Comments

4

e

Evidence
based pharmacy




Summary of findings (v2)

PCC+VitK compared to VitK for Neonate with serious bleeding 4

_ Anticipated absolute effects
Quality of the

Ne of participants i Relative effect Assumed risk _—
Dutcome studies) evidence (95% Cl) Risk difference with  —
( (GRADE) VitK :
PCC+VitK
Incidence of ICH 135 HHO®  RR132 394 per 1,000 126 more per 1,000
(2RCTs) HIGH ! (0.76 to 2.28) (95 fewer to 505 [4
more)
Add outcome Import outcome(s)

Evidence
based pharmacy



Summary of findings (v3)

PCC+VitK compared to VitK for Neonate with serious bleeding

G”tm_”TE Relative effect Anticipated absolute effects (95% Cl)
Ne of part.lupants (95% Cl) " . _ _ _
(studies) ithout PCCHVitK With PCCHVItK Difference
Incidence of ICH ~ RR 1.32 39.4% 52.1% 12.6% more
Mo of participants:  (0.76 to 2.28) (30.0to 89.9) (9.5 fewer to 50.5
135 more)
(2RCTs)

Add outcome

Quality

HHOM
HIGH

Impart outcome(s)

What happens

4

Evidence
based pharmacy




+ PCC for Meonate

s~ Should PCC ws. Vitk be used for Serious bleeding?
PCC compared to Witk for Serious bleeding

Quality assessment

Mo of

tudi Study design Risk of bias | Inconsistency | Indirectness
studies

New outcome

Mortality (follow up: mean 12 months)

Mortality
2 randomised not serious not serious not serious

trials

37

eggl5(@aliyun.com s

? Help @ [

£ a1 @
Summary of findings
Ho of patients Effect
Imprecision Other considerations Relative Absolute uality
e pCC vtk nEE B -
[95% CI) [95% CI)
not estimable
nat estimable
not serious none 42/79 (53.2%) (38,79 (48.1%) |RR1.11 53 more per QOO
(0.81 to1.50) 1000 HIGH

[from 91 fewer to
241 maore)

Im port outcome(s)

Edf
Importance -
#
#
#
®
Evidence
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& 7 @ eggl 5 @aliyun.com s~

7 Help @ [

Turm On/Off modules »
v Force explanations
v Always display guestion group drop area

Language »

L
W
Ll
v
L
W
Ll
v
L

< @ eggl5@aliyun.com

. . ] |
Project administration

Tasks

Team

Scope (Question generation)
Document sections

Prognostic module
Recommendations

Presentations of recommendations

Dissemination

Evidence
based pharmacy



& 7 @ eggl 5 @aliyun.com s~
? Help @ [

L& =

Turn On/Off modules »
» Force explanations
»  Always display guestion group drop area
»

ef Language

Relative Absolute

Vitk
! (95% CI) (95% CI)

not estimable

not estimable

6] eggls@aliyun

? Help c

English

B E (Chinese) nce
Deutsch

Espaniol

[taliano

BH=EE (Japanese)
Mederlands

Portugués

Evidence
based pharmacy



H &} @ eggl 5 @aliyun.com s~
? Help o [=

Feedback

v Attach screenshot (of the current state of the application)

Cancel
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7 Help @ [
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Handbook

Walkthrough

immary a

GOT isupto

T
T
u
T

cate.

Terms of Senvice

Hef
(9 :1.
How to

—_—— - L

Terms of Publication

cite GradePro

1. Overview of the GRADE Approach

1.1 Purpose and advantages of the GRADE

appl"aLh

B

Separation of confidence in effect estimates

Ell

:'1' strength of recommendations

.3 Special challenges in applying the the

GR_-“DE approach
4 Modifications to the GRADE af

roach

2. Framing the health care question

2.1 Defining the patient population and

intervention
S

Other ¢ m*t:iaian..n*

) oute

3.4 Surrogate (substitute) outcomes
4. Summarizing the evidence

3.1.1 Study design

2.2 Dealing with multiple comparators

5.2 Factors that can reduce the quality of

GRADE Handbook

Introduction to GRADE Handbook

Handbook for grading the quality of evidence and the strength of r
GRADE approach. Updated October 2013.

Editors: Holger Schiinemann (schunsh@memaster.ca), Jan Brozek (brozelj@memaster.ca),
Gordon Guyatt (guvatt@memaster ca), and Andrew Oxman (oxman@online no)

dations using the

About the Handbook

The GRADE handbook describes the process of rating the quality of the best available evidence
and developing health care recommendations following the approach proposed by the Grading of
Fecommendations, Assessment, Development and Evaluation (GRADE) Working Group
(www.gradew orlﬂnmrcug otg). The Working Group is a collzboration of health care

methodol s, guideline developers, clinicians, health services researchers, health economists,
public health officers and other interested members. B eginning in the year 2000, the working
group developed, evaluated and implemented a common, transparent and sensible approach to
grading the quality of evidence and strength of rewm.mmdanons in health care. The group
mteracts through mestings by producing methodol developing evidence synthese
and guideli Members collsborate on research prc_]ects such as the DECIDE project

[\“‘-\‘ dscid--collabomion en) with other members and other sctmnsts or Mgamzanons (eg.

Chapler The GR_-'\.DE W orkm! group in this handbook for more information about the W orking
Group and a list of the organizations that have endorsed and adopted the GRADE approach.

The handbook is intended to be used as a guide by those responsible for using the GRADE
approach to produce GRADE's output, which includes evidence summaries and graded
recommendations. Target users of the handbook are systematic review and health technology
assessment (HTA) authors, guideline panelists and methodologists who provide support for
guideline panels. While many of the examples offered in the handbook are clinical examples,
also aimed to include a broader range of examples from public health and health policy. Finally,
specific sections refer to interprating r d d

ions for users of r ion
Using the Handbook

The handbook is divided into chapters that correspond to the steps of applying the GRADE
approach. The Chapter Overview of the GRADE approach provides a brief overview of
gideline development processes and where the GRADE approach fits in. Chapters Framing the
health care question and Selecting and rating the importance of outcomes provide guidance on
formulating health care questions for guidelines and systematic reviews and for ratmg the
importance of outcomes in guidelines. The Chapter Summarizing the evidence covers evidence
summaries produced using the GRADE software. GRADE acknowledges that alternative terms
or expressions to what GRADE called quality of evidence are often appropriate. Therefore, we
interpret and will nse the phrases qua]it'» of evidence, strength of evidence, certainty in evidence
or crmﬁdm & in estimates int When GRADE uses the phrase “confidence in
estimates” it does not refer to statistical cmﬁdmc- intervals, although the width of this interval
is part of the considerations for judging the GRADE criterion imprecision. When GRADE refers

Evidence

based pharmacy
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Handbook

Walkthrouwgh

GOT is up to date. See what W

mmary a4
Terms of S5envice
kel
(95 Terms of Publication
Howy to cite GradePro
by T———

eggl 5 @aliyun.com s~

7 Help @ [

GDT support

Tutorials and

-
ALks

Learn and support The 'Learn’ tab supports yvouw with
GRADEpro Users' Guide and tutorials.
Youwill also find here GRADE
Handbook which describes GRADE
Learn| approach Please click the ‘Mext'
button to continue.

GRADE
Mext
GRADE handbook
Guideline Development Process diagram

Evidence
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& 7 @ eggl 5 @aliyun.com s~
? Help @ [

s alo Recent updates to the GDT - 14 DECEMBER 2015

Handbook
Walkthrouwgh ®
- . _ . GRADE evidence profile
GOT is up to date. See what's new
mmary 4 Recent Posts Summary of Findings table
P i '
Terms of Service | Recent updates to the GDT - GRADE profile (v2) -
REI. T - 14 DECEMEER Z015 o
Terms of Publication | Recent updates to the GDT Summary of Findings table (v2)
I-S'J B - 18 HOVEHEER 2015 Summary of Findings table (v3)
Evidence Frime at
H:"‘."‘.‘ ta :itE IEFE:EF‘F:- v Guidelines International Interactive SoF
Network Confersnce 2015
——r - T New iEtD module available

in GRADEpro GDT
Fecent updates to the GDT
= 4 AUGUST 2015

Recent Comments Recent updates to the GDT - 14 DECEMBER 2015
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5 Explanations @

~ PCC for Neonate

~ Should PCC vs. Placebo be used for Serious bleeding?
PCC compared to Placebo for Serious bleeding
Quality assessment

Ho of
studies

Risk of bias  Inconsistency  Indirectness  Imprecision Other considerations

PCC

New o

Short name Assessed/measured with Type

£ COMPARISONS

Providing Information on How the Outcome was Assessed
Length of follow up . .
You may provide additional information on how the outcome was assesse
bl h by typing it in the box

EVIDENCE TABLE

Certain out

es may be asse

different ways
computed tompgrap
or interventional angiograph
thoracic aotric aneurism). You may provide his inf:
important that guideline panels or a

€ may use
magnetic
the size of

transesophageal echocardicgrapl

[l DISSEMINATION

belive it
ne maki

s based on the

He of patients

information provided in the evidence profile knows the method in which the

Placebo

&2 & @

s Explanations

Summary of finding
Effect

(95% CI) (95% CI)

e study

not measured
() range of effects

J not reported

not estimable =

Import outcome(s)
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Export GRADE evidence profile

Choose up to 7 outcomes

Select all

« Mortality
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2 MS Word
(J) HTML (for non M5 Office users)
) PDF

Choose orientation of the table:
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- IMBEH (Project Management)

The Project Management screen

One of the first screens contains a list of the user projects (own or shared by the others), similar to
the following:
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I Hpoen = B

y -~

Urestare 5l E B
By et e ) mpan

Available options:
1) Add a project by clicking “Start new”
2) Import projects from .grd () files by clicking “Import”
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PCC for necnate Conflict of Interest forms
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PCC for neonate

It will likely not be possible to address in the document all questiens identified as potentially impeortant. S5eme guestions may have higher prierity than the other. For instance, they may address a more
frequent and/or more severe problem, or there is higher uncertainty among target users about the answer,

Keeping in mind the scope of the document, please indicate which of the following questions, in yeur opinion, have higher priority to to be addressed in this document and/or answered with
decisions/recommendations. 1" means the lowest priority, "9" means the highest priority.

Questions 1pr::::;t 2 3 4 5 6 7 8 ? p:"ﬂ;“
stggd J[(‘Féi]ij vs [# B8] be used for [ BIMZHH c®
5P$3d KFﬁii]iJ vs [#T B8] be used for [{E2REMI A @
SP$5EI J[ﬂ:ﬁﬁfj vs [#1 B8] be used for [ B c®
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PROBLEM

CRITERIA

Is there a preblem priority?

@
What is the overall certainty

of this evidence?

|s there important
uncertainty about how much
people value the main
outcomes?

@

JUDGEMENTS

No

Probably no
Uncertain
Probably yes
Yes

Varies

RESEARCH EVIDENCE

1. Overall risk of AR in adults Saudi Arabia is 90 per 1000 (79% SAR)

Overallin the Middle East:

- Runny nose, nasal and throat itching, postnasal drip, and nasal congestion or stuffed up nose were the most common and bothersome symptoms

of AR.

- 58% of participants with AR reported that the condition had an impact on their daily private and professional life.

- 72% reported that limitations on their work/school activities

- 35% reported that interfered with and caused them to miss work or

- Sleep disturbances were shown in this survey to be extremely troubling in 15% of AR patients.

(Abdulrahman H, 2012. Survey conducted in Middle East including KSA)

2. A high percentage of patients with AR surveyed missed work or had their work performance affected by allergies: work productivity decreasing
by 23% in AlA, 24% in AIAP, 33% in AILA and 30% in Middle East when allergy symptoms were at their worst.

Nasal allergies also interfered with many patients' sleep, and were associated with feelings of depression, anxiety, irritability and tiredness.

(Blaiss 2012, America, Asia pacific, Latin America, and Middle East)

No included studies | The relative importance or values of the main outcomes of interest:

Very low
Low
Moderate
High

Important
uncertainty or
variability

Possibly important
uncertainty or
variability
Probably no
important
uncertainty of
variability

No impertant
uncertainty of
variability

No known

nndacirahla

Outcome

Nasal symptoms

Nasal cengestion

Rhinarrhea

Sneezing

Nasal ltching

Ocular and non-nasal symptoms

Quality of Life

Relative importance

CRITICAL

IMPORTANT

IMPORTANT

IMPORTANT

IMPORTANT

IMPORTANT

CRITICAL

@ Certainty of the evidence (GRADE) @

®@@@0
MODERATE

®@@@0
MODERATE

@@&®0
MODERATE

@@&®0
MODERATE

@@&®0
MODERATE

O@e®0
MODERATE

D@0
MODERATE

Summary of findings: Intranasal corticosteroids compared to no intranasal corticosteroids in patients with seasonal/intermittent allergic rhinitis

Without intranasal

Outcome - -
corticosteroids

With intranasal
corticosteroids

The mean nasal

Difference (95% Cly

(@ Relative effect (RR) (95% @
L))

TR I]R (Evidence to Decision Table)

@

ADDITIONAL CONSIDERATIONS

The Saudi Expert Panel estimates a prevalence of 20% to 40% of
AR in KSA. They consider that due to the lack of an appropiate data
base with this data, the self- reporting studies could underestimate
the prevalence {for not recognize the symptoms or not having a
medical diagnosis) or overestimate (for considering any kind of
rhinitis not only the allergic one).

Based on two systematic reviews of intranasal corticosteroids
versus placebo, and our own update of the evidence from
individual RCTs, in patients with seasonal/intermittent AR
intranasal glucocorticosteroids moderately reduced total nasal
symptoms (measured by the total nasal symptom score -TNSS) of
seasonal allergic rhinitis in adults; as well as the symptoms of
nasal congestion, rhinorrhea, sneezing, itching, and a small
reduction en ocular symptoms. Three studies measured quality of
life with a reduction in the total score in favour of the intranasal
glucocorticosteroids. One study was performed in children with
seasonal allergic rhinitis and found an effect of mometasene on
nasal symptoms similar to that in adults.

Both systematic reviews included patients with perennial allergic rhinitis and
the information could be updated with new randomized trials. Based an this
body of evidence, intranasal glucocorticosteroids moderately reduced total
nasal symptoms (measured by the total nasal symptom scare -TNSS) in

patients with perennial / persistent AR. As in seasonal rhinitis, intranasal

P,
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E COMPARISONS

[E] DISSEMINATION

PUEBLISH I

Publication status

Database of Evidence Profiles

The primary objective of the Database of Evidence Profiles [DEEP) is to facilitate collaboration, reduce duplication of efforts,
health care decision makers. DEEP accepts input in a common data format to allow publication and download of data from -

The central item in the DBEP is an evidence profile. Guideline developers may choose to publish the evidence profile togeth
rationale etc. Profiles may be grouped by the guideline/document they come from, but it is also possible to share separate &
that have been developed and tested in multiple research projects with multiple stakeholders for comprehension and usabi

supported work on Summary of Findings tables etc).

Currently publication to DEEP from GRADEpro/GOT is not fully automatics when you click "Publish® we will contact yvou via +
users will be able to update their uploaded evidence profiles directly in DBEEP at any time.

Publish

Mobile Application for Health Professionals

GRADEpro/GDT includes a mechanism for preparing and previewing the mobile device applications from guidelines produce:
professionals and tested in the GRADE working group's EU-supported DECIDE project.

Yowcan preview your project as mobile application at any time. After yvou click "Produce mobile app” we will contact vou to
Store etc.

Preview and edit Produce mobile app
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