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Xerostomia and hyposalivation induced by head and neck radiation negatively impacts
oral health and quality of life among head and neck cancer patients. Although existing evidence
supports the use of pharmacologic interventions in management of radiation-induced xerostomia,
they have several systemic adverse effects. This systematic review aimed to evaluate efficacy of non-
pharmacological interventions in improving the signs and symptoms of xerostomia, quality of life,
microbial counts and profile, saliva quantity and quality and adverse effects. Randomized controlled
trial studies performed in human from 2000-2022 were searched from four databases, including
MEDLINE, Cochrane, Embase via OVID and SCOPUS. There were 21 studies in this systematic
review: 11 studies on artificial saliva, four on electrical nerve stimulation, two on acupuncture, and
one study each on low-level laser therapy, stem cells, chewing gum and probiotics. Risk of bias was
assessed using the revised Cochrane risk of bias assessment tool (RoB 2). Bias assessment
revealed the overall bias of these studies to be low, medium and high in 33%, 48% and 19% of the
studies, respectively. The evidence suggested that artificial saliva and electrical nerve stimulation
could improve dry mouth symptoms and salivary flow rate and promising for management of
radiation-induced xerostomia. Hopeful evidence also supports stem cell transplantation as potential
management. However, the evidence was still considered limited due to the heterogeneity of the
products, treatment protocols and outcome measures. Future studies with more standard

measurements and long-term follow up are warranted.
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3. nMsUszLiuAnNINIIUIRE (Quality assessment)
UszifuaninInadaa RenuadnuensAnd Wasannifaqiiudelaiiuuamis
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Collaboration’s tool for assessing risk for bias (RoB2.0 : A Revised tool to asses risk of
bias)® Feiinstlsziinannnatafatuaiudaunuzinly Cochrane Handbook Tagiaanw
o - . 4 , - -
AeareseARutatu 3 5TAU A AYNNLALNAN (low risk) UNIEDY HATINTEINTTUTTIHY
ANNLA B TRI0ARDL luszALAN AYNNLAENNANY (some concern) MHNEITY HANTTLEY
ANNIALNT0IDARDE UITAUNANN UAT AVINIARNEGY (high risk) MNIEDY NATINTBINTS
Usziiupnnuidesrasanio lussAlge 918aRUARIA99N 2
a a o v 1 a dg/ o = A

nsdsziugninineuide tduinduaesriaauiulssinneesnisfng A wuy
AU (parallel) uazuuulad (cross-over) TnauuuAauIUAANIIANEAINGNAIBENNYNEN
dusazngunisinmestende navsanntuusdaznguazldsunisinwuuuiunaen

o

= ! v PN ] Yo [ 2’/ ] dl J
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we o . 1 A wel GLE/ o ! ] o I~ (60)
FTHENN (wash out period) WINENWARZNUHNARAINNITINHILINAINARDNI1TINT NGRS .

M1979 2 N19Usziiue AR lweuAfauLILAYWIY (RoB2.0:A Revised tool to asses risk of

bias in randomized trials: Parallel trial)

Wdalszidu uuanslunfsesiiiu
Bias arising from the random 1. sz lluasnldlunnsg
process APANAUN DTN gng

2. dszidiunnsntannsgu

¥

(L FaNIuIREIINgnauNAanIuaY

NANAILAN

o

a | P
3. Uszium N ImNnE Ny

1
= a o

FEUINABINGNNAA FHAUINUIAE
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Uszifiudgidndananiddanay
Bias due to deviations from gl¥nissneansudsnisinenlasy

intended interventions wiald wagldsunisfneauiu iy
= 1 v a 1 = 1
wiald wnld Saouwindausendng
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PFadatlsvii

LUINI9 N7 Y

Bias due to missing outcome data

el umIINATUTIUTRIT AN A

kY]

=

wangIukanIAN liasudauteld naninas
1auialilaesdoys azdanatanisulans

yiraly

Bias in measurement of the outcome
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wlanavzaly

Bias in selection of the reported result

122N UN1TRANTNENIUBHALAZLADN
AA1zua dduldnnwauintanneld 809
= =S = = a '8
IABNIILNIULNHANITANEI UTDLADNILATIZU

=2 A 1
‘].I’]\‘IN@ﬂ’]ﬁ‘ﬂm:f’]Mﬁ"ﬂvLN

M13149 2 91984410 Risk of bias assessment: Parallel trial 811 Cochrane

Handbook for Systematic Reviews of Interventions version 6.3 Cochrane, 2022°"

1.2 Allocation
sequence

1.1 Allocation
equence random?

1.3 Raseline
imbalances suggest
a problem?

quence
concealed?

Some concerns.

nwdseney 4 aARANNITENNGNALBENY (Bias arising from the random

process)

UNEIME Y UN1EDS Yes, PY uaneilia Probably Yes, NI 4snifia No information

N x84 No, PN “unea Probably No
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Part2: Questions 2.6 &2.7

High risk

Criteria forthe domain

[ “Low risk’ of bias In Part 1 AND ‘Low risk’ of bias in Part 2 ]—-m
“Some concerns’ in either Part 1 or in Part 2, AND Not High sk’ in either Part Some concerns
[ High risk in sither Part 1or in Part 2 I—»m

Ailsrnau 5 aARAINNIININLATNNSNHY (Bias due to deviations from

intended interventions)

WNIILIG) Y UNNBITN Yes, PY iangfie Probably Yes, NI angifis No information

N 118104 No, PN “uneife Probably No

3.1 Outcome data

for all participants? Low risk

3.2 Evidence that
result is not biased?

3.3 Missingness
could depend on
true value?

depended on true
value?

High risk

nisenan 6 apRanaNldasudauaasiaya (Bias due to missing

outcome data)

VNIRILIG) Y MRN8 Yes, PY iunefe Probably Yes, NI a1eii4 No information

N x84 No, PN “unea Probably No
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High risk

AwUsEnad 7 aARaINN13InNa (Bias in measurement of the outcome)

WNNELE] Y MN8N Yes, PY nunaila Probably Yes, NI #1899 No information

N #1189 No, PN 118121214 Probably No

5.1Trial analysed in
accordance with a pre-

Low risk

specified plan?

Result selected from... N/PN/NI

. -~ At least one NI,

5.2 _multiple outcome but neither ¥/PY
measurements?

Some concerns

5.3 ...multiple analyses
?
of the data? Either Y/PY

High risk

ANLsENaU 8 aARANNNIILABNTILNTUNS (Bias in selection of the reported

result)

VNG Y MN8N Yes, PY iunefle Probably Yes, NI aneiig No information

N x84 No, PN 1unefa Probably No
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sziiuand luanudswuuled (RoB2.0:A Revised tool to asses risk of bias in
randomized trials: cross-over trial)
ada a . v =2 a =2 B!
7919210U cross-over trial AANYARINITNNTUTLINUNNTANEILLLY parallel LN
iaNaNTuNAatl Period effect Aa LITUNAAINANITANANANNAUIULAALIZ 82 I9AIN195N A
] = ] % o d”n/ £ o =K K A
ANFgaa il lmdunaannnisinen wenannildedeasAiiada carryover effect A HATE
o a dl ] | o dl ¥ K o £ a
ANFSNELINNEHANEN1NU AAHARDNATRIN1T5NENAR 16 AgatilufaIia1Tnin Wash
. A | ] ' ] [ dl ¥ [ [
out Period A8 1291193z nInausaznissne e liuaainnissneusnuna lduazlidana

1 o dl (62)
ABNITINBINISATNNN

A19714 3 N13tsziiuamR luanudsawuuled (RoB2.0:A Revised tool to asses risk of bias in

randomized trials: Cross-over)

Wdailssiiin uuanslunnsssiiin
Bias arising from the random 1. U3z i uw3sNnldlunns
process APANALHINTINIUASEIgnga

2. dsziliunsdndannsgu
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PFadatlsvii

LUINI9 N7 HW

Bias due to missing outcome data

dsziiuanuasudouaasdays nnd
nsanauielilaasdaya avdinaieanisulans

YEGYEY

Bias in measurement of the outcome

J o

a 'S aa A Y
I ERER R DR ALY N P e
Usziiunansunisinresdios lundazngs

= 1 ] = = 1
yiraly uarardenananisudanaviaalu

Bias in selection of the reported result

221N UN1TRANTNENUBHALAZLADN

WATZANA

Risk of bias assessment: cross-over trial Iag81489a10 Cochrane Handbook for

Systematic Reviews of Interventions version 6.3 Cochrane, 2022. TIHANWANATI9AIN

n17UsziinemRaa9N1AN UL Parallel lusiada Bias arising from the random process

FOLLE LN AT



1.1 Allocation
sequence random?

nndsEnay 9 aARAINNITENNGNAIBENY (Bias arising from the random

process)

WNAELE] Y MN8N Yes, PY nunaila Probably Yes, NI #1efig No information

N ¥u1e9 No, PN 118121214 Probably No

nwlsznal 10 aARAINKAYAY period LAY carryover effects

VNG Y MRN8 Yes, PY ianefe Probably Yes, NI a1eii4 No information

N x84 No, PN “uneia Probably No

39
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4. MsanaTaya (Data Extraction)

Tuduseutinisdaiuuuiuindeyailseneulddaaiadendans Al

' |
¥ o ! o A

) ¥ = dlda dl o = dl o =
1. “ll‘ﬂﬂ;lj@V]QVL‘]Ji T AN U A.ANENNNUTANNINITANET UTenANNINIIANEN

1
¥ a o a o

2. 13alNeaiuN1IIN

dl a o
- IR

o v v 1 a o
- AU LTINS

o dla o
- ANEUEUIZINTHAZANIUNIAY
- ANWIUNN L
- uauLsTaIns luNguNAaeLATIataz e drop out
- anurulszanslunguAtLANILAT AT Y8 drop out
- suuunn9I9y (wunawnwuuylad)
- stlutunnsdmnIsaINITLIN LI
- INITNITA AN LAZARABNANNNIFIAE

e 4 -
- WNUT/LATRaND LUN13U TR LN
= o o Aa o ¥ <

- pianNAnE Tawn ann1gnwiis ADININTR FRIINFINAUDILNANE HAR
- AAR MNUIRE
- FEYULIAINITBARNND
- conflict of interest
- NN9AATIZUNIADB
- wash out period N98 crossover design
- compliance
v o ZJ/ | [ o K ¥
HAqeviagasrinunsandeayaadluiuuiunndayaaes Cochrane Handbook
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AN 4 ANUIUNANITALAUNNTANEIAINLAAz g Ul YA

%fagmﬂi’@g@ SruausansAneidinnet
Cochrane 175
Pubmed 36
Scopus 35
Embase 534
EAPEN 780

v
[

NAIANNINIIAANIIANENTTY (duplicate) BENAUIN 79 NITANEN A9 ALNNN

o A a d; dl o 1 o o = A =3 dl
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Ell

YaN15ANEN

WRHaIARDeN

Efficacy of a newly developed mouth gel for xerostomia

relief-A randomized double-blind trial

= 1
dnguilszanslinganiu
WNaUITNIUUA (Wrong
patient population, non-

radiation)

Radiotherapy-induced xerostomia: a randomised, double-
blind, controlled trial of Visco-ease ™ oral spray compared

with placebo in patients with cancer of the head and neck

= 1
dnguilszanslainsani
WNOUTTANIMUA (Wrong
patient population, pre-

radiation)

Phase 2 Results From Radiation Therapy Oncology Group
Study 0537: A Phase 2/3 Study Comparing Acupuncture-
Like Transcutaneous Electrical Nerve Stimulation Versus

Pilocarpine in Treating Early Radiation-Induced Xerostomia

=& ]
guuunsAne ladmsannu
WNEUTTANIMUA (Wrong

study design, single arm)

First-in-man mesenchymal stem cells for radiation-induced
xerostomia (MESRIX): study protocol for a randomized

controlled trial

=l = a A ax
1NNN@ﬂW?ﬂﬂHW HNIWENAT

=
N19ANE (protocol only)

v

v

waansAns N diunausasnisanadeya wazilssiduann leudde anue

21 1l AuugilhenAnmgan 1143 AW NeazBEARIgLNIN 11
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Identification of studies via databases and registers
c Records identified from: Records removed before
o
B Databases (n = 780) screening:
D >
= PUBMED (36) Duplicate records
c
COCHRANE (175)
35 removed (n = 79)
= EMBASE (534)
— SCOPUS (35)
v
)
Records screened — | Records excluded
(n =701) (n = 676)
on Reports sought for retrieval Reports not retrieved
<
c (n = 25) — "l (=0
<
e v
Reports assessed for —— | Reports excluded:
eligibility Wrong patient population
(n = 25) (n=2)
Protocol only (n = 1)
Wrong study design (n = 1)
S Studies included in review
e,
= (n =21)
(9]
£

nwdsznau 11 The PRISMA 2020 statement: an updated guideline for

reporting systematic reviews

nsAnuNAndgnIsnunouetTauIELURINA 21 21l ARNNWIEUd1eT w.a.
=2 ' ! = o % ' =
2543 019 W.A.2565 wiinduszndnet w.a. 2543-2553 a1uau 6 atfy warseud el w.A.

2554-2565 AU 15 2111 JUuuure9n13@An1viausaLlu randomized controlled trial
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TneutilunsAneduuuudunu 14 ety wazuuuled 7 ety wazdlunsd@nsnigsne
k1l

Tneladldenlugtuuusine meazigenfsnisan 6

F1979 6 ANUIUNNIANETENUNNIAANIas luusaz L wLnNsinENaIN s N

SULUUNITIINY TUUMSANYY | N153BUUY | MIITeUL | 91U
(intervention) YUY 13 AUI8
nAINa
(nqunaaes
IRERGH
ATUAN)
sy 2 1 1 157
nsnsedumelnd | 4 4 0 246
thaneifiey 11 5 6 558
LwaRAUNLn 1 1 0 33
aneEe 1 1 0 109
Insluladin 1 1 0 17
RO P eIV 1 1 0 23
34U 21 14 7 1143

2. uansUssliuAMNINAUIRE

N9 L UANININIIUIAET9B93N Version 2 of the Cochrane risk-of-bias tool

for randomized trials (RoB 2) fatlsznavlidaenislsviiiu 5 4o
1.Bias arising from the random process
2.Bias due to deviations from intended interventions
3.Bias due to missing outcome data
4 Bias in measurement of the outcome
5.Bias in selection of the reported result

a ] v v ¥ dl = ‘dg,
nsuseiiiuisiazindaas liArasang +, -, X IPERANNNNNAIH

+ = low risk
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- = 80me concern
x = high risk
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ARFASEEY

Risk of bias domains

. bt | b2 | b3 | D4
cos.etal2008 | -) @ @ @ @ (O
Simcock R., et al. 2013 . @ . @ . @

Domains: Judgement
D1: Bias arising from the randomization process.
D2: Bias due to deviations from intended intervention. -~ Some concemns
D3: Bias due to missing cutcome data. . Low

D4: Bias in measurement of the outcome.

D5: Bias in selection of the reported result.

Study

Bias arising from the randomization process

Bias due to deviations from intended interventions

Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

| B v [B Somecomcems |

Andeznay 12 nanisdszituamRuasn1sAneALiunNsE Ly
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nsnseaumae Wi

Risk of bias domains

® O
® O
® O
® O

©00e®
00
00] [

Domains: Judgement

D1: Bias arising from the randomization process. .

D2: Bias due to deviations from intended intervention. . High

D3: Bias due to missing ocutcome data. - Some concerns
D4: Bias in measurement of the outcome.

D5: Bias in selection of the reported result. . Low

Bias arising from the randomization process

Bias due to deviations from intended interventions

Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

| . Low risk D Some concerns . High risk |

nwilsznau 13 uanisusziivanfnesnisAneineaiunisnszguaas Wi
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YUNAeIe

Risk of bias domains

00000000000
00000000000
00000000000
00000000000
00000000000
'YX Yolololol 1 I 1o

Domains: Judgement

D1: Bias arising from the randomization process. )

D2: Bias due to deviations from intended intervention, @ Hion

D3: Bias due to missing outcome data. - Some concems
D4: Bias in measurement of the outcome.

D5: Bias in selection of the reported result. . Low

Bias arising from the randomization process
Bias due to deviations from intended interventions

Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

| . Low risk D Some concerns . High risk |

AnUsznay 14 uanisdszituamRuesn1sAneAgqiULNae e
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FIARALWNALTA

Risk of bias domains

=

©

E ® & &6 ¢ & @

5] l
Domains: Judgement
D1: Bias arising from the randomization process.
D2: Bias due to deviations from intended intervention. . Low

D3: Bias due to missing outcome data.
D4: Bias in measurement of the outcome.
D5: Bias in selection of the reported result.

Bias arising from the randomization process

Bias due to deviations from intended interventions
Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

. Low risk

nlsznad 15 Nan13l9 iR uaARUaIN1IANHUALA U EAR AUN LT
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Risk of bias domains
D5 | Overall ‘
3
- 0 ® © © e
[¢p]
Domains: Judgement
D1: Bias arising from the randomization process. ,
D2: Bias due to deviations from intended intervention. . High
D3: Bias due to missing cutcome data. - Some concerns
D4: Bias in measurement of the outcome.
D5: Bias in selection of the reported result. . Low

Bias arising from the randomization process

Bias due to deviations from intended interventions

Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

| . Low risk D Some concerns - High risk |

nwlsznay 16 Nan13leiluaARTaIN1IANE NN UMNANN 5
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nslulamn

Risk of bias domains

)

i

E &

(n .
Domains: Judgement
D1: Bias arising from the randomization process.
D2: Bias due to deviations from intended intervention. . Low

D3: Bias due to missing outcome data.
D4: Bias in measurement of the outcome.
D5: Bias in selection of the reported result.

Bias arising from the randomization process

Bias due to deviations from intended interventions
Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

. Low risk

A deznau 17 wan1slszituamfrasnisdneainaaiuing lulamn
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Risk of bias domains

)
©
2 ©
w
Domains: Judgement
D1: Bias arising from the randomization process.
D2: Bias due to deviations from intended intervention. = Some concerns
D3: Bias due to missing outcome data. . Low

D4: Bias in measurement of the outcome.
D5: Bias in selection of the reported result.

Bias arising from the randomization process

Bias due to deviaticns from intended interventions
Bias due to missing outcome data

Bias in measurement of the outcome

Bias in selection of the reported result

Overall risk of bias

0% 25% 50% 75% 100%

| B owris [ some concerns

nwisznay 18 nan13lsziueARYeIN1TANE LI LAmEFANNLENAN
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Risk of bias domains

Study

L.........@....

©
®
@
[ J
®
@
®
©
®
@
®
®
®
@
®
©
@
©
©
@

0000000000000 PP0POOO®
Lol o) {OI0l0lof Il I I JOICI0of X X J
000000000000 PPOPOOOO®
UL olojolojol I I I I J0J0J0J0l I I 10

Domains: Judgement
D1: Bias arising from the randomization process. )
D2: Bias due to deviations from intended intervention. @ ricn

D3: Bias due to missing outcome data. - Some concerns

D4: Bias in measurement of the outcome.
D5: Bias in selection of the reported result. . Low

Bias arising from the randomization process
Bias due to deviations from intended interventions

Bias due to missing outcome data

Bias in measurement of the cutcome

Bias in selection of the reported result

Overall risk of bias
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Oral moisturizing

jelly (OMJ)

water, monosodium
phosphate, disodium-
phosphate
carboxymethylcellulose
gelatin, glycerol, xanthan gum

41
strawberry flavor.“”

AARNNTUNNLT dnnsonaule ™

Oral7 mouthwash

immunologically active saliva
substitute (IASS) formulated

with natural enzymes

vy oy A =
@ﬁ@’]ﬂ’ﬁﬂqﬂl’l’ﬂ\ﬂmﬂ LANANH

Y o

AANTIIN9)HANAY

q

(immunologically active) IndvAzariy

(lactoperoxidase, lysozyme, 1ang®”
glucose oxidase, Iactoferrin)<67)
Topical saliva gel | water, sodium citrate, sodium | ana1n1stanuia”

(GC)

carboxymethylcellulose,
carrageenan, polyglycerol
xanthan gum, yoghurt flavor,
limonen, linalool, citral, benzyl-
alcohol, ethyl p-

hydroxybenzoate.(M)

Colgate Plax

mouthwash

Cetylpyridinium
Chloride, xylitol

liiflkeanasad®”

172
o A a =

nNanIaqauvat (biocidal), 413148

A (67)

(A%

Hypozalix

sodium

68
carboxymethyl cellulose®
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Alfa One™ Rice

Bran

Rice Bran oil, soy lecithin

propylene glycol, water ©9)
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Glandosane spray

Sodium carboxymethyl

70
cellulose (carmellose)( )
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Xialine

polysaccharide xanthan gum

. . 71
sodium fluoride"”
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Salinum linseed

polysaccharides, proteins
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¥

0 (72) v a a . v ;A A
extract glycoproteins ANNENITU ﬂ@ﬂ@uLL@zsLWﬁqu’ﬁ}lsﬂum
72
Aldiamed gel Glycerine, sorbital, xylitol, ana1nN131nwte"”
polyacrylate, xanthan, Aloe
vera"”
Rape ol - anan1snue’”

Saliva medac spray

Mucin extract form pig(m)

anansdinuie Auiuluanatildn
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AN 7 (p1D)

Foruaeiey pIAUsENaY GVGEGID
Bioxtra hydroxyethylcellulose, ane1N1TUINWAS dynamic viscosity
polyglycerylmethacrylate, \nzvuiadavesuintauiu

lactoperoxidase, glucose
oxidase, xylitol, lactoferrin
lysozyme
monofluorophosphate.

Peptides, immunoglobulinsm)

Biotene Orall Water, glycerin, xylitol, PEG- | 9788a91n15UNWIAT N1SNAY 1135054
balance 60, hydrogenated castoroil, | MR szuzafansidlunisiadoud
VP/NA copolymer, sodium- Hoe Wesnnanuniatey©

benzoate, Xanthan gum,
methylparaben, propylparaben
sodium saccharin,
cetylpyridinium chloride

. (56)
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FACT-H&N (Version 4)

Below is a list of statements that other people with your illness have said are important. Please circle
or mark one number per line to indicate your response as it applies to the past 7 davys.

a3

GPs

GRS

ol

PHYSICAL WELL-BEING

Thave alack of energy ..o
Thawve MAUSEA ... e

Because of my physical condition, I have trouble
meeting the needs of my famaly ...

Thawe Paim ..o et
I am bothered by side effects of treatment ...
Dfeel ] e

I am forced to spend time mbed........

SOCIAL/FAMILY WELL-BEING

I feel close tomy friends ...
I get emotional support from my famaly ...
I get support from my friends. ...
My famly has accepted my illness ...

I am satisfied with family communication about my
HImess

I feel close to my partner {or the person who 15 my main
SLPPOTE Lottt et et
Regardless of vour current level of sexual activity, please

answer the following guestion. I vou prefer not 1o answer i,
Please mark this box and go o the next section.

I am satisfied with my sex hfe .

Not  Alittle Some- Quite Very

at all bit what abit  much
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4

Not  Alittle Some- Quite Very

at all it what abit  much
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4



FACT-H&N (Version 4)

Please circle or mark one number per line to indicate your response as it applies to the pasi 7
days.

EMOTIONAL WELL-BEING Not  Alittle Some- Quite Very

at all bit what  abit much
i Pheel sad o 0 1 2 3 4
i I am satistied with how | am coping with my illness.......... 0 1 2 3 4
G I am losing hope in the fight against my 1llness.................. 0 1 2 3 4
2 el mervoms .o 0 1 2 3 4
OES I worry about dying .. ..o 0 1 2 3 4
= I worry that my condition will get worse ... 0 1 2 3 4

FUNCTIONAL WELI-BEING Not  Alittle Some- Quite Very

at all bit what  abit much
GE I am able to work (include work at home) ... 0 1 2 3 4
s My work (include work at home) s fulfilling................... 0 1 2 3 4
el [ am able to enmjoy life. e 0 1 2 3 4
i I have accepted my 1Iness.....ooooo e 0 1 2 3 4
s Lam sleeping well Lo 0 1 2 3 4
L I am enjoying the things 1 usually do for fun ... 0 1 2 3 4
= I am content with the quality of my life right now. ... 0 1 2 3 4




FACT-H&N (Version 4)

Please circle or mark one number per line to indicate your response as it applies to the past 7
davs.

ADDITIONAL CONCERNS Notat Alittle Some- Quite Very

all bit what  abit much
HEN! I am able to eat the foods that I like .............c.ocooooniiin, 0 I 2 3 4
a2 MY RIUIVIS ALY .. ......comissvsmonmsisamsismmmssinmrsommeispasismmsiszary 0 I 2 3 4
HEN) Ihave tronblebreathing ... s 0 1 2 3 4
HaN My voice has its usual quality and strength ....................... 0 1 2 3 4
HANS I am able to eat as much foodas IT'want ... 0 1 2 3 4
HaNS I am unhappy with how my face and neck look.................. 0 I 2 3 L
HEN? I can swallow naturally and easily ..., 0 1 2 3 4
HeNs I smoke cigarettes or other tobacco products...................... 0 1 2 3 4
HaN I drink alcohol (e.g. beer, wine, etc.).........ocoovoeiiiicnenne, 0 | 2 3 4
HaN I am able to communicate with others ............................ 0 1 2 3 4
i Ican eat solid foods. ... 0 1 2 3 N
a I have pain in my mouth, throat or neck ..., 0 I 2 3 4

FACT H&N mzuuu 0 An lildiase uaz 4 Aelinga gnldpzuunganladinmun witmg
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University of Washington Quality of Life Questionnaire

(UW-QOL v4.1)
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This questionnaire asks about your health and quality of life over the past seven days. Please

answer all of the questions by ticking one box for each question.

1. Pain. (Tick one box: &)
| have no pain.
There is mild pain not needing medication.
| have moderate pain - requires regular medication (e.g. paracetamol).

| have severe pain controlled only by prescription medicine (e.g. morphine).

| have severe pain, not controlled by medication.

2.  Appearance. (Tick one box: B )
There is no change in my appearance.
The change in my appearance is minor.
My appearance bothers me but | remain active.
| feel significantly disfigured and limit my activities due to my appearance.
| cannot be with people due to my appearance.

3. Activity. (Tick one box: B )
| am as active as | have ever been.
There are times when | can't keep up my old pace, but not often.
| am often tired and have slowed down my activities although I still get out.
| don't go out because | don't have the strength.
| am wsually in bed or chair and don't leave home.

4. Recreation. (Tick one box: B )
There are no limitations to recreation at home or away from home.
There are a few things | can't do but | still get out and enjoy life.

There are many times when | wish | could get out more, but I'm not up to it.

There are severe limitations to what | can do, mostly | stay at home and
watch TV
| can't do anything enjoyable.

5. Swallowing. (Tick one box: B )
| can swallow as well as ever.
| cannot swallow certain solid foods.
| can only swallow liquid food.
| cannot swallow because it "goes down the wrong way” and chokes me.

6. Chewing. (Tick one box: B )

| can chew as well as ever. (100)
| can eat soft solids but cannot chew some foods. (50)
| cannot even chew soft solids. (0)

(100)
(75)
(50)
(25)
(0}

(100)
(75)
(500
(25)
(o)

(100)
(75)
(500
(25)

(0}

(100)
(75)
(50

(25}
(0)

(100)
(70)
(30)
(0}



7. Speech. (Tick one box: &)
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My speech is the same as always. (100)
I have difficulty saying some words but | can be understood over the phone. (70)
Only my family and friends can understand me. (30)
| cannot be understood. {0}
8. Shoulder. (Tick one box: B )
| have no problem with my shoulder. (100)
My shoulder is stiff but it has not affected my activity or strength. (70)
Pain or weakness in my shoulder has caused me to change my
work / hobbies. (30)
| cannot work or do my hobbies due to problems with my shoulder. (0]
9. Taste. (Tick one box: & )
| can taste food normally. (100)
| can taste most foods mormalky. (70)
| can taste some foods. (30)
| cannot taste any foods. (0)
10. Saliva. (Tick ane box: B )
| have too much saliva (100)
My saliva is of normal consistency (100)
| have less saliva than normal, but it is enough. (70)
| have too little saliva. (30)
| have no saliva. (a)
11. Mood. (Tick one box: & )
My mood is excellent and unaffected by my cancer. (100)
My mood is generally good and only occasionally affected by my cancer. (75)
| am neither in a good mood nor depressed about my cancer. (50)
| am somewhat depressed about my cancer. (25)
| am extremely depressed about my cancer. (0}
12. Anxiety. (Tick one box: B )
| am not anxious about my cancer. (100)
| am a little anxious about my cancer. (70)
| am anxious about my cancer. (30)
| am very anxious about my cancer. (0}
Which issues have been the most important to you during the past 7 days?
Tick b up to 3 boxes.
Pain Swallowing Taste
Appearance Chewing Saliva
Activity Speech Mood

Recreation Shoulder Anxiety
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13. Intimacy. {Tick one box: B )

| have no problem with intimacy as a result of my cancer {100}
| have problems with intimacy but it does not bother me very much (70}
| have problems with my intimacy and this causes me some concern (30)

| have major problems with intimacy and this causes me considerable concern (o)

14. Fear of cancer recurrence. (Tick one box: E |

| have no fear of recurrence {100)
| have a little fear, with occasional thoughts but they don’t really bother me (75)

| am sometimes having fearful thoughts but | can usually manage these (50)

| get a lot of fears of recurrence and these can really precccupy my thoughts  [25)

| am fearful all the time that my cancer might return and | struggle with this {0}

Which of these issues have been important to you during the past 7 days? Tick © up to 2 boxes.

Intimacy OJ Fear of Recurrence [

GEMERAL QUESTIONS

Compared to the month before you developed cancer, how would you rate your health-related
quality of life? {Tick one box: B )

Much batter {100}
Somewhat better (75)
About the same (50)
Somewhat worse (25)
Much worse {Q)

In general, would you say your health-related quality of life during the past 7 days has been:
(Tick one box: E )

Outstanding {100}
Very good (80}
Goad (50)
Fair (40}
Poar (20)
Very poor (0}

Owerall quality of life includes not only physical and mental health, but also many other factors,
such as family, friends, spirituality, or personal leisure activities that are important to your
enjoyment of life. Considering everything in your life that contributes to your personal well-
being, rate your overall quality of life during the past 7 days. (Tick one box: E )

Outstanding {100}
Very pood (B0}
Goad (50}
Fair (40)
Poar (20)
Very poor (0}

Please describe any other issues (medical or nonmedical) that are important to your quality of
life and hawe not been adequately addressed by our gquestions (you may attach additional sheets
if needed).

A A

UW-QOL T99AZIUU 0-100 tREIAZULLAIABNAUNINTIAR

q
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AANUIN 3 LL‘]J‘].WJ’EI%{N EORTC QLQ-C30

4

EORTC QLQ-C30 (version 3)

We are interested in some things about you and your health. Please answer all of the questions yourself by circling the
number that best applies to you. There are no "right" or "wrong" answers. The information that you provide will
remain strictly confidential.

Please fill in your initials: ||
Your birthdate (Day, Month, Year): | T T |
Today's date { Day, Month, Year): 3 O T T T I T |

1. Do you have any trouble doing strenuous activities,
like carrying a heavy shopping bag or a suitcase?

2. Do you have any trouble taking a long walk?

3. Do you have any trouble taking a short walk outside of the house? 3 4
4. Do you need to stay in bed or a chair during the day? 3 4
5. Do you need help with eating, dressing, washi

vourself or using the toilet? 2 3 4
During the past week: A Quite  Very

All Little aBit Much

6. 1 2 3 4
T.

1 2 3 4
8. 1 2 3 4
9. 1 2 3 4
10, 1 2 3 4
11. 1 2 3 4
12. 1 2 3 4
13. Have you lacked appetite? 1 2 3 4
14. Have you felt nauseated? 1 2 3 4
15. Have vou vomited? 1 2 3 4

16. Have you been constipated? 1 2 3 4
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ENGLISH
During the past week: Notat A Quite Very
All Little aBit Much
17. Have you had diarrhea? 1 2 3 4
18, Were you tired? 1 2 3 4
19, Did pain interfere with your daily activities?

20.

21

24

26.

27

28

Have you had difficulty in concentrating on things,
like reading a newspaper or watching television?

Did you feel tense?

Did you worry?

Did you feel irritable?

Did you feel depressed?

Have you had difficulty remembering things?

Has your physical condition or medical trea
interfered with your family life?

Has your physical condition or m
interfered with your social activities?,

Has your physical condition or m treatment
caused you financial difficu

For the followin s please circle the number between 1 and 7 that

30.

How rate your overall gquality of life during the past week?
1 2 3 4 5 6 7

Very poor Excellent

A A

EORTC QLQ-30 H34AzUU1 0-100 In8iATUUUgIABNAMNINTLRRA

9



MANUIN 4 WUUNAsN EORTC QLQ-H&N35 (Revised version)

&

EORTC QLQ — H&N43

Patients sometimes report that they have the following symptoms or problems. Please indicate the
extent to which you have experienced these symptoms or problems during the past week. Please

answer by circling the number that best applies to you.

During the past week:

3L

32

33

34.

3s.

36.

EYA

38,

39.

40.

41.

42,

43,

44,

45,

46.

47.

48,

49,

Have you had pain in your mouth?

Have you had pain in your jaw?

Have you had soreness in your mouth?

Have you had pain in your throat?

Have you had problems swallowing liquids?

Have you had problems swallowing pureed food?
Have you had problems swallowing solid food?
Have you choked when swallowing?

Have you had problems with your teeth?

Have you had problems because of losing some tecth?
Have you had problems opening your mouth wide?
Have you had a dry mouth?

Have you had sticky saliva?

Have you had problems with your sense of smell?
Have you had problems with your sense of taste?
Have you had problems with coughing?

Have you had problems with hoarseness?

Have you had problems with your appearance?

Have you felt less physically attractive as a result of your

disease or treatment?

EORTC QLQ-H&N43 (updated EORTC QLQ-H&N35) TAZLUU 0-100 IALIAZLUUES

aAa A
ATUNTNTIR A

Mot at
All

A
Little

Quite
a Bit

Very
Much
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During the past week:

S0,

51.

52.

53

54,

55.

56.

57.

58.

59.

6,

61,

62,

63,

64,

65,

66,

67.

6.

69,

70,

71.

72

73.

Have you felt dissatisfied with your body?

Have you had problems cating?

Have you had problems cating in front of your family?
Have you had problems cating mn front of other people?
Have you had problems enjoying your meals?

Have you had problems talking to other people?

Have you had problems talking on the telephone?

Have you had problems talking in a noisy environment?
Have you had problems speaking clearly?

Have you had problems going out in public?

Have you felt less interest in sex?

Have you felt less sexual enjoyment?

Have you had problems raising your arm or moving it sideways?
Have you had pain in your shoulder?

Have you had swelling in your neck?

Have you had skin problems {e.g. itchy, dry)?

Have you had a rash?

Has your skin changed colour?

Have you worried that your weight 1s too low?

Have you worried about the resulis of examinations and tests?
Have you worried about your health in the future?

Have you had problems with wounds healing?

Have you had tingling or numbness in your hands or feet?

Have you had problems chewing?

FORTC QLQ-H&N43 (updated EORTC QLQ-H&N35) 199ALLiUL 0-100 Tmmmuuz};a

aAa A
ATUNTNTIR A

Mot at
All

1

1

A
Little

2

2

Quite
a Bit

3

3

Very
Much

4

4

103
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MANUIN 5 WUUNASN General Oral Health Assessment Index (GOHAI)

1.How often did you limit the kinds or amounts of food you eat because of problems with
your teeth or denture ?

2.How often did you have trouble biting or chewing any kinds of food, such as a firm
meat or apples?

3.How often were you able to swallow comfortably?

4.How often have your teeth or dentures prevented you from speaking the way you
wanted?

5.How often were you able to eat anything without feeling discomfort?

6.How often did you limit contacts with people because of the condition of your teeth or
dentures?

7.How often were you pleased or happy with the appearance of your teeth, gums or
dentures?

8.How often did you use medication to relieve pain or discomfort around your mouth?
9.How often were you worried or concerned about the problems with your teeth, gums or
dentures?

10.How often did you feel nervous or self-conscious because of problems with your
teeth, gums or dentures?

11.How often did you feel uncomfortable eating in front of people because of problems
with your teeth or dentures?

12.How often were your teeth or gums sensitive to hot, cold or sweet foods?

A A |

doeazuuy 12-60 Tnaazuuugeneigunmdeding

q
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MANUIN 6 LULWASN Eating Assessment Tool (EAT-10)

EATING ASSESSMENT TooL (EAT-10)

Date:
MName: MR#:
Height: Weight:

Please briefly describe your swallowing problem.

Please list any swallowing tests you have had, including where, when, and the results.

To what extent are the following scenarios problematic for you?

Circle the appropriate response 0=No problem 4 = Severe problem
1. ]'}'{}' swallowing problem has caused me to lose 0 I 2 3 4
weight.
2. My swallowing problem interferes with my ability -

iy - 0 1 2 3 4
to go out for meals.
3. Swallowing liquids takes extra effort. 0 1 2 3 4
4. Swallowing solids takes extra effort. 0 1 2 3 Bl
5. Swallowing pills takes extra effort. 0 1 2 3 Bl
6. Swallowing is painful. 0 1 2 3 4
7. The pleasure of eating is affected by my -

. 0 1 2 3 4
swallowing.
8. When I swallow food sticks in my throat. 0 1 2 3 Bl
9. 1 cough when [ eat. 0 1 2 3 4
10. Swallowing is stressful. 0 1 2 3 Bl
Total EAT-10:

EAT-10 mMuuanzuiy 0-4 Iag 0 Aaluddilyun uaz 4 Asdiloymiguuss
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MANUIN 7 WUUNASN Patient-Generated Subjective Global Assessment (PG-SGA)

/& Scored Patient-Generated Subjective Global
ﬁ Assessment (PG-SGA)

History: Boxes 1 - 4 are designed to be completed by the patient.
[Boxes 14 are referred to as the PG-SGA Short Form (SF)]

Patient Identification Information

1. Weight (See Worksheet 1)

In summary of my current and recent weight:

I currently weigh about kg

I'am about cm tall

One month ago [ weighed about ke
Six months ago [ weighed about kg

During the past two weeks my weight has:

[decreased 1) [Qnotchanged @  [Jincreased m

Box 1 D

2. Food intake: As compared to my normal intake, [ would rate my
food intake during the past month as
O unchanged o)
[0} mere than usual @
O less than usual )
I am now taking
[ noermal food but less than normal amount (1)
0 little solid food )
0 only liquids
3 only nu
[ very little of anything (s
[ only tube feedings or only nutrition by vein @ Box 2 O

onal supplements 3

3.

I have had the problems that have kept me
from eating enough during the past two weeks (check all that apply)
11 no problems cating )

[ no appetite, just did not feel like eating 3y [J vomiting 3

[ nausea, 0O diarrhea 3

[ constipation (1 O dry mouth

00 mouth sores ) 0 smells bother me 1y
{3 things taste funny or have no taste (1) O feel full quickly ()
0 problems swallowing O fatigue 1)

O pain; where? )

other (**
a
**Examples: depression. money, or dental problems Box 3

©FD Ottery 2005, 2006, 2015 v3.22.15

The remainder of this form is to be completed by your docior, nurse, dietitian, or therapist.

4. Activities and Functio:
Over the past month, I would generally rate my activity as:

a

normal with no limitations ()

3 not my normal self, but able to be up and about with fairly
normal activities (1)

3 not feeling up to most things, but in bed or chair less than
half the day ¢

O able to do little activity and spend most of the day in bed or
chair )

0O pretty much bed ridden, rarely out of bed i3

Boxd4 [

Additive Score of Boxes 1-4 [:] A J

Thank your.

email: faithottervmdphd@aol.com or info@pt-global.orz
Scored Patient-Generated Subjective Global Assessment (PG-SGA)
Additive Score of Boxes 14 (sce side 1) |_JA

5. Worksheet 2 - Disease and its relation to nutritional requirements:
Score is derived by adding I point for each of the following conditions:

Worksheet 1 - Scoring Weight Loss

To detrminescore e I-month wight data i avaiable. Use (amonh dta oy f her iso
Lmonth weight doa. Use poins below to scare weigh change and add onc exa pont i
paicnt s cst weight during the past 2 pontscore i Box | of PG-SGA.

O Cancer O Presence of decubitus, open wound or fistula
‘Weight loss in | month Points ‘Weight loss in 6 months
10% o greater 0% or greater O aws 0O Presence of trauma
H 10- 10 [ Pulmonary or cardiac cachexia  [] Age greater than 65
1 2- 59% Chronic renal insufficienc;
o 0- 1.9% D 4

Other relevant diagnoses (specify)
Primary disease staging (cirele if known or appropriate) T 11 Il IV Other __
Numerical score from Worksheet 2 D B

Numerical score from Worksheet 1 [_]

6. Worksheet 3 — Metabolic Demand
Score for metabolic stress is determined by a number of variables known to increase prolein & caloric needs. Note: Score fever intensity or duration, whichever is greater. The sc

¥ & s additive so that a
patient who has a fever of 38.8 °C (3 peints) for < 72 brs (1 point) and who is on 10 mg of prednisone chronically (2 points) would have an additive score for this section of § points.

Stress none (0) low (1) moderate (2) high (3)
Fever no fever >372and <383 =383 and <388 ZIWRC
Fever duration  no fever <72 hours 72 hours =72 hours
Corticosteroids  no corticosteroids. low dose moderate dose high dose
< 10 mg predni > 10and <30 mg (= 30 mg prednis .
Gommes A e STEIES™ Namerical sore from Worksheer 3] €
7. Worksheet 4 — Physical Exam

Muscle Stafus Eat Stercs
tomples (temporalis muscle) orbial fat pads

4 0 1= 2 35| by defiet. | Nodehen
clavicls (pecionalis & deloids) o triceps skin fold [ l Agin, muscle deficiioss
shoulders (deltoids) o it overlying lower ribs [ s faken precslence aver fat
interosscous muscles 0 Global fatdeficitrating 0 1+ 2+ 3+ Sever defiat  score = 3 ot

scapula (latissimus dossi, trapezius, deltoids)
thigh (quedriceps)
calf (gastrocnemius)

Numerical Score for Worksheet 4D D

Global muscle status rating 0
Global fluid status rating 0 1+ 2+ 3+ Total PG-SGA Score (Total numerical score of A+B+C+D)
Clinician Signature RD RN PA MD DO Other Date Glabal PG-SGA Category Rating (Stage A, Stage B or Stage C)
Worksheet 5 — PG-SGA Global Assessment Categories. Triage including
Stape A e

ptient & ol o s

Weighi | Neweghloss i 1 e (210 i ) > el | (~10% i G| TWATIORSL pplemant, enterl, o paenleral i)
Nulentiatake N i &

e imprcnement

i Lepast N

Syemploes (NLS) OR signifcat ecent
pen e allw i

oy

Triage based an PU-SGA it score
ol

Prsence o NS (Jon 3o PGSGA)  Pescncs of NI (B 3o PG SGA) et
23 Puima

by dicttin, e, o
y symprom sumvey (s 3)and b

as y d
PR I need &

3

©FD Ottery 2005, 2006, 2015 v3.22.15
faithottervmdphd @aol.com or info@pt-glabalor:

[o—

polpuice &ilossof 0

ponsble )

[T ——

pzuuuat g 0 D9 1 ldesfunisfneiain azuuwatluges 2 19 3 Faed
naliannunaseunia Azuuuegludes 4 e 8 AesldfuAtuuziianininauinis uay
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NANUIN 8 WLLNSANTANAURY Cochrane ﬁm%’umiwﬂamLLuuéuﬁﬁnzﬁuﬂququ

No single form will be appropriate for all reviews. This form should be used as a
starting point for to consider the information you need to collect for your review, and
design your own form accordingly. Sections can be expanded and added, and
irrelevant sections should be removed. Information included should be comprehensive,
for use in the text of your review, ‘Characteristics of included studies’ table, risk of bias
assessment, and statistical analysis.

Notes on using a data collection form:

-Record any missing information as unclear or not described, to make it clear
that the information was not found in the study report(s), not that you forgot to extract it.

-Include any instructions and decision rules on the data collection form, orin an
accompanying document. It is important to practice using the form and give training to
any other authors using the form.

-The form fields in the document allow the form to be completed while locked

for editing, or can be deleted.

Notes:

General Information

Study ID
(e.g. author name, year)

Form completed by

Study author contact details

Publication type
(e.g. full report, abstract, letter)

List of included publications

Notes:




Characteristics of included studies

Methods

108

Descriptions as stated in report/paper

Location in text
or source (pg &
{//fig/table/other)

Aim of study (e.g.
efficacy, equivalence,
pragmatic)

Design (e.g. parallel,
crossover, cluster)

Unit of allocation
(by individuals, cluster/
groups or body parts)

Start & end dates

Total study duration

Study funding sources
(including role of funders)

Possible conflicts of
interest
(for study authors)

Notes:

Participants

Description

Include comparative information for each intervention or comparison

group if available

Location in text
or source (pg &
i//fig/table/other)

Population description
(Company/companies;
occupation)

Setting
(including location (city, state,
country) and social context)

Inclusion criteria

Exclusion criteria

Method of recruitment of
participants (e.g. phone,
mail, clinic patients,
voluntary)

Total no. randomised

Clusters
(if applicable, no., type, no.
people per cluster)

No. randomised per group
(specify whether no. people or
clusters)

Group 1 name

Group 2 name

No. missing

(if overall, e.g. exclusions &
withdrawals, whether or not
missing from analysis)

Reasons missing
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No. missing

(if by group, e.g. exclusions &
withdrawals, whether or not
missing from analysis)

Reasons missing

No. participants moved from
one group to another

Reasons moved

Baseline imbalances

Age

Sex (proportion male)

Race/Ethnicity

Other relevant
sociodemographics

Subgroups measured (eg
split by age or sex)

Subgroups reported

Notes:

Risk of Bias assessment

See Chapter 8 of the Cochrane Handbook

Domain

Risk of bias

Low High Unclear

Support for judgement
(include direct quotes where available with
explanatory comments)

Location in text or
source (pg &
i//fig/table/other)

Random sequence
generation
(selection bias)

OO

Allocation concealment
(selection bias)

OO

Blinding of participants
and personnel
(performance bias)

OO

Outcome group: All/



http://www.mrc-bsu.cam.ac.uk/cochrane/handbook/index.htm#chapter_8/8_assessing_risk_of_bias_in_included_studies.htm
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(if separate judgement by
outcome(s) required)

Outcome group:

OO

Blinding of outcome
assessment
(detection bias)

Outcome group: All/

OO

(if separate judgement by
outcome(s) required)

Outcome group:

OO

Incomplete outcome data
(attrition bias)

Outcome group: All/

OO

(if separate judgement by
outcome(s) required)

Outcome group:

OO

Selective outcome
reporting?
(reporting bias)

OO

Other bias

OO0

Notes:

Intervention groups

Copy and paste table for each intervention and comparison group

Intervention Group 1

Description as stated in report/paper

Location in text
or source (pg &
{I/fig/table/other)

Group name
(from paper or abbreviation)

Theoretical basis (include key
references)

Description (include sufficient
detail for replication, e.g.
components)

Duration of treatment period

Timing (e.g. frequency,
duration of each episode)

Delivery (e.g. type of
pedometer, medium, intensity,
fidelity)

Providers
(e.g. no., profession, training,
ethnicity etc. if relevant)
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Co-interventions

Economic information

(e.g. pedometer cost, changes in
other costs as result of
intervention)

Resource requirements
(e.g. staff numbers, equipment)

Integrity of delivery

Compliance

Notes:

Data and analysis
Copy and paste the appropriate table for each outcome, as required.

Dichotomous outcome

Description as stated in report/paper Location in text
or source (pg &
{//fig/table/other)

Outcome definition (with
diagnostic criteria if
relevant)

Person measuring/reporting

Unit of measurement
(if relevant)

Scales: upper and lower
limits (indicate whether high
or low score is good)

Is outcome/tool validated? |:| |:|

[]

Yes No
Unclear

Imputation of missing data
(e.g. assumptions made for
ITT analysis)

Power (e.g. power & sample
size calculation, level of
power achieved)

Results Intervention Comparison

No. with event | No. measured No. with event | No. measured
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(time point or subgroup, copy
rows as needed)

Time points measured but
not reported

Any other results reported
(e.g. odds ratio, risk
difference, Cl or P value)

Unit of analysis (by
individuals, cluster/groups or
body parts)

Statistical methods used
and appropriateness of
these (e.g. adjustment for
correlation)

Reanalysis required?
(specify)

Yes

[]
[]

No
Unclear

Reanalysis possible?

Yes

[]
[]

No
Unclear

Reanalysed results

Notes:

Continuous outcome

Description as stated in report/paper

Location in text
or source (pg &
i//fig/table/other)

Outcome definition (with
diagnostic criteria if relevant)

Person measuring/reporting

Unit of measurement
(if relevant)

Scales: upper and lower
limits (indicate whether high
or low score is good)

Is outcome/tool validated?

[

Yes

[]
[]

No
Unclear

Minimally important
difference

Imputation of missing data
(e.g. assumptions made for
ITT analysis)

Power (e.g. power & sample
size calculation, level of
power achieved)
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Post-intervention or change
from baseline?

Results Intervention Comparison
Mean SD (or other | No. Mean SD (or other | No.

variance, participants variance, participants
specify) specify)

(time point or

subgroup,

copy rows as

needed)

Time points measured but
not reported

Any other results reported
(e.g. mean difference, CI, P
value)

Unit of analysis (by
individuals, cluster/groups or
body parts)

Statistical methods used and
appropriateness of these
(e.g. adjustment for
correlation)

Reanalysis required?
(specify)

L]

Yes

[]
[]

No
Unclear

Reanalysis possible?

L]

Yes

[]
[]

No
Unclear

Reanalysed results

Notes:

Other outcome type

Description as stated in report/paper

Location in text
or source (pg &
{I/fig/table/other)

Outcome definition (with
diagnostic criteria if relevant)

Person measuring/reporting

Unit of measurement
(if relevant)

Scales: upper and lower
limits (indicate whether high
or low score is good)

Is outcome/tool validated?

[

Yes

[]
[]

No
Unclear
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Imputation of missing data
(e.g. assumptions made for
ITT analysis)

Power (e.g. power & sample
size calculation, level of
power achieved)

Results

Intervention SE (or other

result

variance)

Control result

SE (or other
variance)

(time point or subgroup, copy
rows as needed)

Overall results

SE (or other variance)

(time point or subgroup, copy
rows as needed)

Time points measured but
not reported

Any other results reported
(e.g. mean difference, CI, P
value)

Unit of analysis (by
individuals, cluster/groups or
body parts)

Statistical methods used and
appropriateness of these
(e.g. adjustment for
correlation)

Reanalysis required?
(specify)

L]

Yes

[]
[]

No
Unclear

Reanalysis possible?

[

Yes

L]
[]

No
Unclear

Reanalysed results

Other information

Description as stated in report/paper

Location in text
or source (pg &
{//fig/table/other)

Key conclusions of study
authors

References to other relevant
studies

Correspondence required for
further study information
(from whom, what and when)

Notes:
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