Appendix A. Main Outcomes of Interest

Table Al: Outcomes of interest

Measure

Description

Metabolic/inflammatory control

Phosphorus level

Metabolic/inflammatory control

Phosphorus binders

Metabolic/inflammatory control

Potassium level

Metabolic/inflammatory control

Normalized protein catabolic rate

Metabolic/inflammatory control

Albumin level

Metabolic/inflammatory control CRP level
Metabolic/inflammatory control Hemoglobin level
Metabolic/inflammatory control ESA use

Hypertension control pressure control

Clinic SBP (and report how it was measured)

Hypertension control pressure control

Clinic DBP (and report how it was measured)

Hypertension control pressure control

ABPM average SBP

Hypertension control pressure control

ABPM average DBP

Hypertension control pressure control

Number of BP meds

Hypertension control pressure control

LV mass

Morbidity Hospitalization rate

Morbidity CVD event rate

Morbidity MI events

Morbidity Stroke events

Morbidity CHF events

Morbidity PAD events

Morbidity Infection event rate

Morbidity Vascular Access interventions/thrombosis
Morbidity Compliance and adherence
Morbidity Time to recovery from hemodialysis
Quality of life Sf-36 overall

Quality of life Sf-36 each component

Quality of life KDQOL overall

Quality of life KDQOL each component

Quality of life Other QOL instruments?

Quality of life Patient compliance

Quality of life Patient burden/Caregiver burden
Mortality Overall mortality rate

Mortality CVD mortality rate

Mortality Infection mortality rate

Harms of more frequent dialysis

Hypotension

Harms of more frequent dialysis

Vascular access complications/thrombosis

Harms of more frequent dialysis

Loss of residual kidney function

Harms of more frequent dialysis

Patient and caregiver burden

Pregnancy Surviving infants

Pregnancy Neonatal deaths

Pregnancy Spontaneous abortions
Pregnancy Birth weight

Pregnancy Preterm delivery

Pregnancy Malformations

Pregnancy Other neonatal complications




ABPM=Ambulatory blood pressure measure; BP=Blood pressure; CHF=Congestive heart failure; CRP=C-reactive protein;
CVD=Cardiovascular disease; DBP=Diastolic blood pressure; ESA=Erythropoiesis stimulating agent; KDQOL=Kidney Disease

Quality of Life Instrument; LV=Left ventricular; MI=Myocardial infarction; PAD=Peripheral artery disease; SBP=Systolic blood
pressure
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Appendix B. Detailed Search Strategy

Table B1. PubMed search string for Key Questions 1 thru 3, run on October 21, 2019
# String

"Kidney Failure, Chronic"[Mesh]
"kidney failure"[tiab]

"end stage renal'[tiab]

“end stage kidney”[tiab]
“chronic renal failure[tiab]
ESRDJtiab]

ESKF[tiab]

ESKDtiab]

ESRF[tiab]

10 Combine 1 thru 9 with “OR”
11 "Renal Dialysis"[Mesh]

12 hemodialysis[tiab]

13 dialysis[tiab]

14 haemodialysis[tiab]

15 Combine 11 thru 14 with “OR”
16 Frequency(tiab]

17 frequent]tiab]

18 day[tiab]

19 daily[tiab]

20 week[tiab]

21 weekly[tiab]

22 guotidian[tiab]

23 Duration[tiab]

24 nocturnalltiab]

25 nightftiab]

26 nightly[tiab]

27 overnight[tiab]

28 “Over night”[tiab]

29 intensive[tiab]

30 extended]tiab]

31 Combine 16 thru 30 with “OR”
32 10 AND 15 AND 31

O |N[o|O|A~W|IN|F-

Limit to 2005 to present
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Table B2. PubMed search string for Key Questions 4, run on October 21, 2019

# String

"Kidney Failure, Chronic"[Mesh]

"kidney failure"[tiab]

"end stage renal'[tiab]

“end stage kidney"[tiab]

“chronic renal failure”[tiab]

ESRD[tiab]

ESKF[tiab]

ESKD[tiab]

OO |IN[O|OA~|WIN|F-

ESRF{tiab]

10 Combine 1 thru 9 with “OR”

11 “Symptom Assessment"[Mesh]

12 “Patient Reported Outcome Measures"[Mesh]

13 "Quality of Life"[Mesh]

14 "quality of life"[tiab]

15 Combine 11 thru 14 with “OR”

16 symptom[tiab]

17 “patient reported outcome”[tiab]

18 | PRO[tiab]

19 Combine 16 thru 18 with “OR”

20 measure[tiab]

21 measurement]tiab]

22 tool[tiab]

23 assessment]tiab]

24 Combine 20 thru 23 with “OR”

25 15 OR (19 AND 24)

26 10 AND 15
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Table B3. Embase Search String, run on October 21, 2019

# String

1 ‘chronic kidney failure'/exp OR 'chronic kidney failure':ab,ti

2 'kidney failure':ab,ti KQ1

3 ‘end stage renal':ab,ti

4 ‘end stage kidney':ab,ti

5 ‘chronic renal failure':ab,ti KQ1

6 ‘esrd":ab, ti

7 ‘eskf':ab,ti

8 ‘eskd':ab,

9 ‘esrf':ab,ti

10 | #1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9

11 ‘'symptom assessment'/exp OR 'symptom assessment':ab,

12 ‘quality of life'/exp OR 'quality of life":abti

13 'patient reported outcome measure':ab,ti OR 'patient reported outcome measures':ab,ti

14 | #11 OR #12 OR #13

15 '‘patient-reported outcome'/exp OR 'patient reported outcome':ab,ti

16 'symptom'/exp OR symptom:ab,ti

17 | #15 OR #16

18 measure:ab,ti

19 measurement:ab,ti

20 tool:ab,ti

21 assessment:ab,ti

22 | #18 OR #19 OR #20 OR #21

23 | #17 AND #22

24 | #14 OR #23

25 | #10 AND #24

26 #25 AND (2005:py OR 2006:py OR 2007:py OR 2008:py OR 2009:py OR 2010:py OR 2011:py OR
2012:py OR 2013:py OR 2014:py OR 2015:py OR 2016:py OR 2017:py OR 2018:py OR 2019:py)

27 'test'/exp OR test

28 ‘chronic kidney failure'/exp OR 'chronic kidney failure':ab,

29 ‘kidney failure":ab,ti

30 ‘end stage renal':ab,ti

31 ‘end stage kidney':ab,ti

32 ‘chronic renal failure":ab,ti

33 ‘esrd":ab, ti

34 ‘eskf':ab,ti

35 ‘eskd":ab,ti

36 ‘esrf:ab,ti

37 | #27 OR #28 OR #29 OR #30 OR #31 OR #32 OR #33 OR #34 OR #35 OR #36

38 ‘hemodialysis'/exp OR hemodialysis:ab,ti

39 haemodialysis:ab,ti

40 dialysis:ab,ti

41 | #38 OR #39 OR #40

42 frequncy:abti

43 frequent:ab,ti

44 day:ab,ti

45 daily:ab,ti

46 | week:ab;ti

47 weekly:ab,ti

48 quotidian:ab,ti

49 duration:ab,ti

50 nocturnal:abti

51 night:ab,ti

52 nightly:abti

53 overnight:ab,ti

54 ‘over night':ab,ti

55 intensive:ab,ti

56 extended:ab,ti
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# String

57 | #42 OR #43 OR #44 OR #45 OR #46 OR #47 OR #48 OR #49 OR #50 OR #51 OR #52 OR #53 OR #54
OR #55 OR #56

58 | #37 AND #41 AND #57

59 #58 AND (2005:py OR 2006:py OR 2007:py OR 2008:py OR 2009:py OR 2010:py OR 2011:py OR
2012:py OR 2013:py OR 2014:py OR 2015:py OR 2016:py OR 2017:py OR 2018:py OR 2019:py)

60 #58 AND (2005:py OR 2006:py OR 2007:py OR 2008:py OR 2009:py OR 2010:py OR 2011:py OR

2012:py OR 2013:py OR 2014:py OR 2015:py OR 2016:py OR 2017:py OR 2018:py OR 2019:py) AND
[embase]/lim NOT ([embase]/lim AND [medline]/lim)
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Table B4. Cochrane Search String, run on October 21, 2019

# String

1 MeSH descriptor: [Kidney Failure, Chronic] explode all trees

2 ("kidney failure"):ti,ab,kw OR ("end stage renal"):ti,ab,kw OR ("end stage kidney"):ti,ab,kw
OR ("chronic renal failure"):ti,ab,kw (Word variations have been searched)

3 (ESRD):ti,ab,kw OR (ESKD):ti,ab,kw OR (ESRF):ti,ab,kw OR (ESKF):ti,ab,kw (Word
variations have been searched)

4 #1 OR #2 OR #3

5 MeSH descriptor: [Renal Dialysis] explode all trees

6 (hemodialysis):ti,ab,kw OR (haemodialysis):ti,ab,kw OR (dialysis):ti,ab,kw (Word
variations have been searched)

7 #5 OR #6

8 (frequency):ti,ab,kw OR (frequent):ti,ab,kw OR (day):ti,ab,kw AND (daily):ti,ab,kw AND
(week):ti,ab,kw (Word variations have been searched)

9 (weekly):ti,ab,kw OR (quotidian):ti,ab,kw OR (duration):ti,ab,kw AND (nocturnal):ti,ab,kw
AND (night):ti,ab,kw (Word variations have been searched)

10 (nightly):ti,ab,kw OR (overnight):ti,ab,kw OR ("over night"):ti,ab,kw AND
(intensive):ti,ab,kw AND (extended):ti,ab,kw (Word variations have been searched)

11 | #8 OR #9 OR #10

12 #4 AND #7 AND #11 with Publication Year from 2005 to 2019, with Cochrane Library
publication date Between Jan 2005 and Dec 2019, in Trials

13 MeSH descriptor: [undefined] explode all trees

14 MeSH descriptor: [Patient Reported Outcome Measures] explode all trees

15 MeSH descriptor: [Quality of Life] explode all trees

16 ("quality of life"):ti,ab,kw (Word variations have been searched)

17 | #13 OR #14 OR #15 OR #16

20 (measure):ti,ab,kw OR (measurement):ti,ab,kw OR (tool):ti,ab,kw OR
(assessment):ti,ab,kw (Word variations have been searched)

21 (symptom):ti,ab,kw OR ("patient reported outcome"):ti,ab,kw (Word variations have been
searched)

22 | #18 AND #19

23 | #17 OR #20

24 | #4 AND #21
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Appendix C. Screening and Data Abstraction Forms

Figure C-1. Abstract screening form for Key Quesitons 1 through 3

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with

Chapman DD, Feldheim KA, Papastamatiou Y, Hueter RE

for lation Structure and

The owerexploitation of sharks haz become a global envirenmental issue in need of a
comprehensive and multifaceted management respense. Tracking studies are beginning to
elucidate how shark movements shape the internal dynamics and structure of populations,
which determine the most appropriate scale of these management efforts

Tracked sharks frequently either remain in a r
of time tresiden:

cted geographic area for an extended period
sided-in area after making long-distance
movements {zite fidelity). Genetic studies have hown that some individuals of certain species
preferentially retum to their exact birthplaces natal philopatry) or birth regions {regional
philopatryl for either parturition or mating, even though they make long-distance movements
that would allow them to breed elzewhere More than Bo pe d articles, constituting
the majority of published shark tracking and population genetic studies, provide evidence of at
least one of these behaviors in a combined 31 shark species from six of the eight extant
orders.

1 or return to a previously

Residency, site fidelity, and philopatry can alone or in combination structure many coastal
shark populations on finer geographic scales than expected based on their potential for
dizperzal This information should therefore be uzedto scale and inform assessment,
management, and conservation activities intended to restore depleted shark populations.
Expected final online publication date for the Annual Review of Marine Science Volume 7
lanuary 03, 2015

andgo tC’ ¥ | or Skip to Next ﬂ E

Identify Key Question applicability. Choose L

(® Potentially applies to Key Questions 1-3

Reason for KQ 4 exclusion:
@ Not & study of quality of life (QOL) in dialysis patients
@ Study measures a single symptomwith a 1-question measure
O Relevant narrative review {pull for references
© Non-relevant review
O Other (provide a reason)
Clear Response
(D Potentially applies to Key Question 4
(D Patentially applies to ALL Key Questions

(D DOES NOT apply to ANY Key Question

@ Unclear {use for 5 that appear applicable with NO abstract)

Clear Response

5. Notes

Figure C-2. Abstract screening form for Key Quesitons 4

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with Implications for I

Chapman DD, Feldheim KA, Papastamatiou Y, Hueter RE

Structure and

The overexploitation of sharks has become a global environmental iszue in need of a
I hensive and multifaceted g rezpornse. Tracking studies are beginning to

elucidate how chark movements shape the internal dynamics and structure of populations,
which d ine the most

ppropriate scale of these effarts.

Tracked sharks frequently either remain in a restricted geographic area for an extended period
of time {residency} or return to a previcusly resided-in area after making long-distance
movements {site fidelity). Genetic studies have shown that some individuals of certain species
preferentially retum to their exact birthplaces (natal philopatry) or birth regions (regicnal
philopatryl for either parturition or mating, even though they make long-distance movements
that would allow them to breed elzewhere More than 80 pe d articles, constituting
the majority of published shark tracking and population genetic studies, provide evidence of at
least one of theze behaviors in a combined 31 shark species from six of the eight extant
orders.

Residency, site fidelity, and philopatry can alone or in combination structure many coastal
shark populations on finer geographic scales than expected baszed on their potential for
dizperzal This information chould therefors be uzed to scale and inform assezsment,
management, and conservation activities intended to restore depleted shark populations.
Expected final online publication date for the Annual Review of Marine Science Volume 7is
January 03, 2015.

BTy I and go to [

or Skip to Next ﬂ E

Identify Key Question applicability. Choose L
(D Potentially applies to Key Questions 1-3

(® Potentially applies to Key Question 4

Reason for KQ 1-3 exclusion:
(@ Does not include a hemodialysis population

(@ Does not include an intervention of interes

equency or duration of hemodialysis
@ Follow-up period of less than & months
(@ Mo comparison group fincluding qualitative studies interviews, surveys)
() Relevant Systematic Review or Meta-analysis (pull-alert Renegl
(O Narrative review—relevant to KOs 1-3 (pull for references)
O Review not relevant to KOs 1-3
(D Other (provide a reason)
Clear Respanse
(D) Potentially applies to ALL Key Questions
(0 DOES NOT apply to ANY Key Question
() Unclear (use for titles that appear applicable with NO abstract)

Clear Response



Figure C-3. Abstract screening form for no relevance to any Key Questions

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with

Chapman DD. Feldheim KA. Papastamatiou Y. Hueter RE

for lati and

The overexploitation of sharks has become a global environmental issue in need of a
comprehensive and multifaceted management responze. Tracking studies are beginning to
elucidate how shark movements shape the internal dynamics and structure of populations,
which determine the most appropriate scale of these management efforts.

Tracked sharks frequently either remain in a restricted geographic area for an extended period
of time {residency} or return to a previcusly resided-in area after making long-distance
movements {zite fidelityl. Genetic studies have shown that some individualz of certain species
preferentially retum to their exact birthplaces (hatal philopatry) or birth regions iregional
philopatry) for either parturition or mating, even though they make long-distance movements
that would zllow them to breed el: H Mare than BO pe i d articles. constituting
the majerity of published shark tracking and population genetic studies, provide evidence of at.
least one of theze behaviors in a combined 31 shark species from six of the eight extant
orders.

Residency, site fidelity, and philopatry can alone or in combination structure many coastal
shark populations an finer geagraphic scales than expected based on their potential for
dizparzal This information thould therefore be used to scale and inform assessment,
management, and conservation activities intended to restore depleted shark populations.
Expected final online publication date for the Annual Review of Marine Science Volume 7is
January 03, 2045

o Josor 1 D

Identify Key Question applicability. Choose L

@ Potentially applies to Key Questions 1-3
(O Potentially applies to Key Question 4
© Potentially applies to ALL Key Questions
® DOES NOT apply to ANY Key Question
Global exclusion (all KGl
© No Human data
O Patients receiving treatment in locations other than home or incenter
@ No intervention of interest {frequency or duration of HD) AND no QOL informeation
@ Non-relevant review
(D Narrative review—relevant to both KQ (pull for references)
(D Other (provide reason)

Clear Response

(@ Unclear (use for titles that appear applicable with NO abstract!

Clear Response

5. Notes

Figure C-4. Article screening form for Key Quesitons 1 through 3

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with Implications for Population Structure and Management.

Chapman DD, Feldheim KA, Papastamatiou Y, Hueter RE

The overexploitation of sharks haz become a global enviranmental issue in need of a
comprehensive and multifaceted management response: Tracking studies are beginning to
elucidate how shark movements shape the intemal dynamics and structure of populations,
which determine the most apprapriate scale of these management effortz.

Tracked sharks frequently either remain in a restricted gengraphic area for an extended period
of time Irezidencyl or return to a previously resided-in area after making long-distance
movements {site fidelityl. Genetic studies have shown that some individuals of certain species
preferentially return to their exact birthplaces natal philopatry) or birth regions iregional
philopatry for either parturition or mating, even though they make long-distance movements
that would allow them to breed Mosre than BO peer-reviewed articles, constituting
the majority of published shark tracking and population genetic studies, provide evidence of at
leat one of theze behaviors in a combined 31 shark species from six of the eight extant orders.

Residency, site fidelity, and philopatry can alone or in combination structure many coactal thark
populations on finer geagraphic scales than expected based on their potential for dispersal
This information should therefore be used to scale and inform assessment, management, and
conservation activities intended to restore depleted shark populations Expected final online
publication date for the Annual Review of Marine Science Volume 7 iz lanuary 03, 2015

Identify Key Question applicability. Choose L

— -

® Potentially applies to Key Questions 1-3

Reason for KQ 4 exclusion:
(D Mot a study of quality of life (QOL) or symptom measures in dialysis patients
D Relevant Systematic review of QOL or symptom measures
© Study measures a single symptom with a 1-question measure
(D Study measures multiple symptoms using 1 question per symptom with no composite score
(@ Other (provide a reason)

Clear Response

@ Potentially applies to Key Question 4 (systematic reviews should not be included, but marked appropriately as an exclusion)
O Potentially applies to ALL Key Questions
@ DOES NOT apply to ANY Key Question

Clear Respanse

5 Notes



Figure C-5. Article screening form for Key Quesitons 4

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with Implications for Population Structure and Management.
‘Chapman DD, Feldheim KA, Papastamatiou Y, Hueter RE

The overexploitation of sharks has become a global environmental issue in need of 3 mit Form  ElaErlagie} [ ¥ | or Skip to Next E
comprehensive and multifaceted management respense. Tracking studies are beginning to

slucidate how shark movements shape the internal dynamics and structure of populztions,

which determing the most appropriste scale of thase managament efforts. Identify Key Question applicability. Choose L

Tracked sharks frequantly sither remain in a restricied geographic area for an extendad period © Potentially applies to Key Questions 13

of time (residencyl or return to & previcusly resided-in area sfter making leng-distance
movements [site fidelityl. Genetic studies have shown that some individuals of certsin species
preferentially retun to their exact birthplaces (natal philopatry) or birth regions (regional

® Potentially applies to Key Question 4 (systematic reviews should not be included, but marked appropriately as an exclusion)

philopatry) for either parturition or mating, even though they make long-distance movemeants Reason for KQ 1-3 exclusion:
that would allow them to breed More than B0 pe i d articles, constituting b s gttt Iati
the majority of published shark tracking and population genetic studies, provide evidence of at O Does not include & hemodialysis population

least one of thase behaviors in a combined 31 shark species from six of the eight extant orders. ) Does not include an intervention of interest - frequency or duration of hemadizlysis

Residency. site fidelity, and philopatry can alone or in combination structure many coastal shark
populations on finer geographic scales than expected based on their potential for dispersal
This information should therefore be used to scale and inform as: ent, management, and (& Mo comparisan group {including qualitative studies: interviews, surveys, case reports
conservation activities intended to restore depleted shark populations. Expected final online

publication date for the Annual Review of Marine Science Volume 7 is lanuary 03, 2015 (O Other (provide a reason)

O Follow-up period of less than & months

Clear Response

@ Potentially applies to ALL Key Questions
(© DOES NOT apply to ANY Key Question

Clear Response

5 Notes
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Figure C-6. Article screening form for no relevance to any Key Questions

Refid: 1, There and Back Again: A Review of Residency and Return Migrations in Sharks, with Implications for Population Structure and Management.
Chapman DD, Feldheim KA, Papastamatiou Y, Hueter RE

Submit Form  Blalsfas} tcl ¥ | or Skip to Next ﬂ E

Identify Key Question applicability. Choose L

(O Potentially applies to Key Quastions 1-3
(D Potentizlly applies to Key Question 4 [systematic reviews should not be included, but marked appropriately as an exdusion)
(D Potentially applies to ALL Key Guestions

(® DOES NOT apply to ANY Key Question

Global exclusion (all KG
@ Study does not take place in the United States (if study takes place in the US and ather countries, and the data is stratified DO NOT EXCLUDE—identify country
© Non-English language study—identify language
@ No Human data
@ Patients receiving treatment in locations other than home or in-center
@ Mo intervention of interest {frequency or duration of HD) AND no @OL or symptom measures in dialysis patients
[~] Relevant systematic review
@ Narrative review—relevant to either KQ (pull for references)
@ Non-relevart review
@ Meeting abstract
(O Other (provide reason)

Clear Response

Clear Response

5. MNotes
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Figure C-7. Study Characteristics data abstraction form
Study Characteristics

1 |dentify relevant KQ
L) K Patient characteristics in studies of frequency or duration of hemodialysis
L K@ 2z Freguency of hemodialysis—outcomes
[) K.Q 3: Duration of hemodialysis—outcomes

L) KQ4: QOL or Symptom measures in dialysis patients

2. Comment if article should be excluded at this level
If you believe this article should be excluded contact renee rewilson@jhsphedul immediately!

@ This article is not applicable to any of the KQ

Clear Response

3. Dwoes this study have a name?

@ Yes enter acronym or full study name if no acrorym (eg, HEMO)
@ No

Clear Response

4. If this study refers to another publication of this cohort with information about the study design, characteristics, or results of frequency or duration of HD, please paste the entire referenceds) here.
Enter information here ONLY if it is an article with data from the same parent study.

5. ‘Years of recruitment or (calendar years)
I Start year
= End Year

] Mot reported
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6. Location of the intervention ichoose all that applyl
] Home
(2 Dialysis center
[ other

[ Mot reported

7. Study Design
(2 Randomized intervention fcontrolled trial)
i) Morrandomized imtervention (controlled trial)

(D) Observational study with a comparison group {eq. frequency or duration of HD)

9. Single or multi-center
This question should only be answered if this is MOT a home setting

[ single-center (clinic)
[ Multi-center

[ Single-center network
[ Multi-center network
2] Mot specified

[ other

11 Clinic characteristics
& For-profit
(] Mor-profit
[ other

(2] Mot reported
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Figure C-8. Participant characteristics data abstraction form

Participant Characteristics at Baseline
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Group
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Figure C-9. Intervention data abstraction form

Intervention Description: Key Questions 13
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Figure C-10. General outcome data abstraction form for Key Questions 1 through 3
1. Does the study use a definition other than the CMS definition for ESRD?
CHSd

nition of ESRD: End-Stage Renal Disease (ESRD) is & medical condition in which & person's kidneys cease fundtioning on 8
permanent basis leading to the need far & regular course of long-term dialysis ar & kidney transplant to maintain ife. Beneficiaries may become entited to Medicare based on ESRD. Benefits on the basis of

ESRD are for all covered services, not only those relsted to the kidney failure condition.

2 Yes lenter study tion)

Clear Response

2. ls this a sub-group analysis?
Choose 1 subgroup—if applicable.

You will fill out a form for each outcome, and each subgroup reporting that outcome
@ Yes
D No

Clear Response

Clinical outcome
Choose 1 outcome

‘You will fill out a form for each outcome

Metabolicinflama

Hypertension cantrol/pressure control

D) Phospharus e @ Hozpitalization rate

3 Phospharus bind

um level

@ SBPM averags DEP (D Stroke events

2 Alburnin level

0 Mumber of BP m D CHF events

D Othar

) CRP level @ LV mass @ PAD events
g i e Clear Response
Hemaglobin level

) ESA use Clear Response

2 Other

Clear Response
@ Cther

Clear Response

C-12



Figure C-11. Continous outcome data abstraction form for Key Questions 1 through 3
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Figure C-12. Categorical outcome data abstraction form for Key Questions 1 through 3

sssssssssssssssssssss
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Figure C-14. Tools and measures data abstraction form for Key Questions 4
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Figure C-15. Cochrane risk of bias form for randomized clinical trials

Revised Cochrane risk-of-blas tool for randomized trials (Re8 20

1. Please access and pring the cribsheet PRIOR to beinging your risk of biss assessment
itpe//drive google.com/file/d/inuF ZeHyO]XahMu Y TVELIRAX g WSSV View

Study Design

2. Define study design
@ Individually-randomized parallekgroup trial
D Chuster-randomized parallekgroup trial
@ Individually randomized crozs-over (or other matched trial

Clear Respanse

3. For the purpozes of this aszessment, the interventions being compared are defined a3
© Experimental
D Comparator

Clear Respanse

4 Specify which outcome is being aszessed for risk of bias

5. Specify the numerical result being sssessed. In case of multiple shtemative analyss: being presented, specify the numeric result [eg. RR = 152 (95% C1 083 to 277) and/or a reference leq. to & table, figure or paragraph) that uniquely defines the result being assessed

& |5 the review team's aim for this result ?

(D to assess the effect of assh ol ion ithe ian-4  effect)

@ to assess the effect of adhering to intervention ithe per-protecol effact)

Clear Respanse

7. If the aim iz to azzess the effect of adhering to interventian, zelect the deviations from intended intervention that should be addr

ed (atleast one must be checked:

[2 occurrence of non-protocsl interventions
[ failures in implementing the intervention that could have affected the outcome

[Z non-adherence to their aszigned intervention

trial participants

& Which of the following sources were obtained to help inform the risk-of-bias assessment? [tick as many as apply}
[ laurnal artickeish
[ Trial pratecel
[ Statistical anakysis plan (SAP)
[2J Mon-commercial trial registry record (e.g. ClinicalTrialz.gov record)
[2 Company-owned trial registry record le.g. GSK Clinical Study Register record)
[ “Grey literature” le g unpublished thesist
[ Canference abstractizl about the trial
[2) Regulatory document leq. Clinical Study Report. Drug Approval Package)

[Z) Research athics application

) Grant databaze summary leg. NIH RePORTER or Rezearch Councils UK Gateway to Research)
[Z Parzanal communication with trialist

[ Persanal communication with the sponsar

C-17



Domain 1: Risk of blas arising from the randomization process

v
rd

¥
rd

L]
Fs

v
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Durmain 2 Rish of bias due 1o deviations. [rerms the inbendes int erve itioes (eect of adbening ta interventiont

v

v

Domain 3: Missing cutcome data

Selectan
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Domain 4: Risk of bias In measurement of the outcome

v
e
v
A~
v
e
5 v
e
lect an Answer v
e
e v
Select an Answer v
E
Demain 5:Risk of bias in selection of the reperted result
Celsct v
£
P
v
y
v
y
v
v
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Crverall risk of bias

Rizk of bias t Ba
Select an Anzwer v
Optional: Wh all predic BS
Select an Anzwer v
Owerall risk of bias judgement, guidance
udgement Criteria
Low rizk of bias |The study i judgedtobe a risk of bias for all domains for this result
Sorme concemns |The study i j to & concerns in at least one domain for this result, but not to of bias for any domain
High rizk of bias |The study iz
The study is j = confidence in th
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Figure C-16. Cochrane ROBINS risk of bias form for observational studies

Rizk of bisz azzezzment

1. BIAS DUETO CONFOUNDING

Signalling question

11 Is there potential for confounding of the effect of intervention in this study?
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