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What is a protocol?

The plan or set of steps to be followed in a study.

A Protocol for a Systematic Review should describe the
rationale for the review, the objectives, and the methods that will
be used to locate, select, and critically appraise studies, and to
collect and analyse data from the included studies.



Writing your protocol

Time and Commitment

- Writing a protocol can take 2 to 6 months depending on the
complexity of your topic and the time and resources available to
your team

Make sure your proposal does not duplicate any work

already published or registered

- Search for published protocols or reviews in the area

|dentify a team of authors for your review/protocol

Use future tense “we/review authors will”




Review team

Content knowledge
Time and interest takes - 4-6 months

Methodological knowledge i.e. statstics, analytical skills, experience
with the primary study methods (qualitative)

Project management
4-6 people (smaller is better for QES)
Authorship sequence



Registering or Publishing

review protocols are typically registered at conception

- Cochrane Systematic Review
- PROSPERO / https://www.crd.york.ac.uk/prospero/
- OSF *Open Science Framework - https://osf.io/

OR

Published / academic journals

(from Systematic Review) “Protocol articles will only be considered for proposed or ongoing research
that has not yet started the final data extraction stage of the review at the time of submission, and
should provide a detailed account of the hypothesis, rationale and methodology of the study.”


https://osf.io/

Format of the protocol

Registers:

— PROSPERO

— Open Science Network
— Institutions homepage

In Journals — individual journals standards
— for exammle Cochrane Handbook, MECIR standards
https://community.cochrane.org/mecir-manual



https://community.cochrane.org/mecir-manual

Why and when to register your protocol

» Prospective registration and before the
work starts

» Registration helps avoids duplication,
allows peer review and provision of other
support

> Review protocols follow a highly
structured format and their preparation
follow a structured process
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PROSPERO

Registration in PROSPERO

requires provision of 22 data
items, with the option to provide
details of a further 18 items,
and generally takes around

30 minutes to complete.
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The place to share your research

OSF s a free, open platform to support PROTOCOL Open Access

your research and enable collaboration.

Protocol for a systematic review and meta- B~
ot analysis of research on the associations
between workplace bullying and sleep

Discover public research . : k< B
Morten Birkeland Nielsen™ |, Stale Pallesen”, Anette Harris” and Stale Valvatne Einarsen’

Discover projects, data, materials, and collaborators
on OSF that might be helpful to your own research.
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Exam
Content — max 10 pages Checklist /template

1. Introduction

; gaeztgirpotli?:oftheintervention . For quantitative StUdieS
2. MihodsgabtjIE(E)CT?JZS - EquatOr Network - Prisma — P

L e - Cochrane Handbook — Chapter 4
mem“dp - Institute of Medicine — Standards
Summary of search strategy

S for systematic reviews (section 2.6)

1. Data management

uAwN

2. Selection process
6. Data extraction
7. Risk of bias of included individual studies (Move to appendix if conducting a scoping
8

roveu) o For qualitative studies

Data synthesis (Move to appendix if conducting a scoping review)

9 GRADE assessment (Move to appendix if conducting a scoping review)

5 Timelneandresrce ue - EPOC Qualitative Evidence Sythesis

References

5. Ap;endixes Te m p I ate

Complete search strategy for one database
2. Other as needed for example if conducting a scoping review



http://www.prisma-statement.org/Extensions/Protocols
https://training.cochrane.org/handbook
https://www.nap.edu/read/13059/chapter/1#xv
https://epoc.cochrane.org/news/qualitative-evidence-synthesis-template

PRISMA — P — quantitative

SMA-P (Preferred Reporting Items for Syztematic review and Meta-Analyziz Protocols) 2015 checklizt: recommendec

g3z in a systematic review protoecol®

i and topic Item No Checlelist item

INISTRATIVE INFORMATION

dentification la Identify the report 23 a protocol of 2 svstematic Teview

Ipdate If the protecel iz for an apdate of 2 previoes: systematic review, identify az such

fration If registered, provide the name of the registry (such 2s PROSPERD) and repistation mumbsr

i

omtact Ja Provide name, institutional affiliation, e-mail address of all protocel authers; provide physical mailing ad
camespanding author

~omirimstions L Diescribe contributions of protocol authors and identify the guametor of the review

idments 4 If the protoco] repressnts an amendment of 2 previously completed or published protocol, identify as sucl
atherwize, state plan for documenting important protocol amendments

art:

el Ja Indicate spurces of financial or other support for the review

iponsar 5b Provide name for the review fimder and or sponsor

‘ole of sponzar ar farder 3C Diescribe roles of funder(s), sponsor(s), and 'or mstitotionds), if amy, i developing the protocol

ODUCTION

nale & Diescribe the rationale for the review in the comtext of what iz already known

tives 7 Provide an explicit statement of the guestion(s) the review will address with reference to participasnts, inb
comparators, and cutcomes (FICO)

HOD3

iility criteria g Specify the stady characteristics (such as PICO, study desizn, setting, time Same) amd report characterist
conzidered, language, publication status) to be used az criteria for eligibility for the review

nation sources o Diescribe all intended information sources (such as electronic databases, contact with study authars, trizl |
zrey Literature sources) with planmed dates of coverage

b stratezy 1a Prezent draft of search strategy to be used for at least one electronic database, including planned Limits, 5
repeated

records:
Jpfa manazement 1la Diescribe the mechamizm{s) that will be uzed to manase records and data thronsheut the review

1:g7647 doi: 10.11368bmj.g7647 (Published 2 January 2015)

e
RESEARCH METHODS & REPOR1

rred reporting items for systematic review
-analysis protocols (PRISMA-P) 2015: elabot
'xplanation

hamseer’, David Moher ', Mike Clarke®, Davina Ghersi’, Alessandro Liberati (de
licrew®, Paul Shekelle®, Lesley A Stewart’, the PRISMA-P Group

tal Research Institule and University of Ottawa., Canada: *Queen’s University Bellast, Ireland; *National Health and Me:
alia; “University of Modena, ltaly; “London School of Hygiene and Tropical Medicine, UK; *Southern California Evidence-
'Centre for Reviews and Dissemination, University of York, UK



PRISMA—-P Administrative information

PRISMA-P (Preferred Reporting Items for Systematic review and Meta-Analysis Protocols) 2015 checklist: recommended items to
address in a systematic review protocol*

Section and topic

Item Mo

Checklist item

ADMINISTRATIVE INFORMATION

Title:
Identification la Identity the report as a protocol of a systematic review
Update b If the protoceol is for an update of a previous systematic review, identify as such
Fegistration 2 If registered. provide the name of the registry (such as PROSPERO) and registration number
Authors:
Contact 3a Provide name, institutional affiliation, e-mail address of all protocol authors; provide physical mailing address of
corresponding author
Contributions ib Describe contnbutions of protocol authors and identify the guarantor of the review
Amendments 4 If the protocol represents an amendment of a previously completed or published protocel, identify as such and list changes;
otherwise, state plan for documenting important protocol amendments
Support:
Sources 5a Indicate sources of financial or other support for the review
Sponsor 5b Provide name for the review funder and/or sponsor
Role of sponsor or funder 5e Describe roles of funder(s), sponsor(s), and/or institution(s), if any, in developing the protocol




PRISMA—P Introduction

INTRODUCTION
Rationale 6 Desebe the rationale for the review In the context of what 1s already known
Objectives T Provide an explicit statement of the question(s) the review wall address with reference to parficipants, interventions,

comparators, and outcomes (PICO)




PRISMA-P Methods 8-12

METHODS
Eligiblity eriteria g Specify the study charactanstics (such as FICO, study design, sethng, time frame) and report charactenstics (such az vears
considared, lansuags, publication status) to be wsed a= cntana for elimbibity for the review
Information sources g Drazeribe all intended mformation sources (such as electromic databases, contact with study authors, tnal registers or other
gray literature sources) with plammed dates of coverage
Search strategy 10 Present draft of zaarch stratesy to be used for at least one elsctromie databaze mmcluding plarmed linmuts, such that it could be
repaated
Study records:
Diata management 1la Dezenibe the mechanizm(z) that wll be used to manage records and data throughout the review
Selection process 11b State the process that will be used for sslecting studies (such as two ndependent reviewsrs) through each phasze of the
review (that 15, screening. elimbihity and melizion mm meta-analyveiz)
Diata collection process 1le Dezcnibe planned method of extracting data from reperts (such as pilotmg formes, done mdependently, m duplicate), any
proceszes for obtammng and confinning data from mvestizators
Data items 12 Lizt and define all variablez for which datz wall be sought (such as PICO items, fimding sources), amy pre-planned data

aszumphions and sumplifications




PRISMA—P Methods 13-17

(Qutcomes and priortizztion 2

Lizt and define all outeomes for wiuch data will be sought mehuding priontization of mam and addihonal outeomes, with
rationale

Rusk: of bizs 1n mdnidual studses 14

Dezcribe anficipated methods for assessme nek of bias of mdividual studies, meludme whather this will be done at the
outeome or study level, or both; state how this mformation wall be used m data synfheas

Data syntheas 1532 Describe criteria under which study data will be quantrtatrvely synthesised
13 [fdata are appropnate for quantitative synthests, desenibe planned summary measures, methods of hand]me datz and
methods of combmmg data from studies, ncluding any plamned exploraton of consistency (such as I, Kendall's 1)
132 Describe any proposad addihonal analvses (=uch a2 senatity or subgroup analyses, mefa-remreszion)
I3 If quanifative synthests 15 not appropnate, deseribe the type of summary planned
Meta-bras(es) 16 Specify amy planned asseesment of meta-hias(es) (such as publication bias across studies, selective reportmz withm shudies)

Cnuﬁdeu::e mtm:latme vidence 17

Deseribe how the "lIETJEﬂl of the body of evidence will be assessed (such s GR@DE'J

=T i T 1.0 1" 7 n1u g LI L1 1 TMhmTMrE mm 1 i T™ 1 at 1 11Ty eE 0



Prisma- P check list and E&E

https://prisma-statement.org/Extensions/Protocols

Checklist to see you have addressed
all expected elements

17 items

Do not fill in 2,3,4 and 5 for the
exam

Use the additional methods
literature

Remember to use references

Check the elaboration and
explanations for detailed information

BMJ 2014:349:g7647 doi: 10.1136/bmj.g7647 (Published 2 January 2015) Page 1 of 25

RESEARCH METHODS & REPORTING

Preferred reporting items for systematic review and
meta-analysis protocols (PRISMA-P) 2015: elaboration
and explanation

Larissa Shamseer', David Moher ', Mike Clarke®, Davina Ghersi®, Alessandro Liberati (deceased)’,
Mark Petticrew”®, Paul Shekelle®, Lesley A Stewart’, the PRISMA-P Group

"Ottawa Hospital Ressarch Institute and University of Ottawa, Canada; *Queen’s University Balfast, Iraland; *Mational Health and Medical Researc h
Council, Australia; *University of Madena, ltaly; “Londan School of Hygiene and Tropical Madicine, UK; "Southern California Evidence-based Praclica
Cenler . USA; "Centre for Reviews and Dissamination, University of York, UK



Exam submission

Lillebeth Larun will send you the exam

To be handed in by October 31st 2022 at 1:00 pm
We use Inspera — to upload your exam.
https://ntnu.inspera.no

Remember that you need to have a user account and password at the
NTNU system, to log into Inspera (not your home institution)

Questions: please contact Elin Yli Dvergsdal elin.y.dvergsdal@ntnu.no
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Supervisor — Systematic Review Specialist

Your supervisor will contact you and suggest a time

Christina Israel
Lubna Christoffer
Refilwe Muneera
Monica Mojtaba

Khadeja Prabjhot



Supervisor — Systematic Review Specialist

Supervisor will contact you and suggest a time

Shimeles Maria
Mina Nora
Attiga Yamikani
Ricardo Mojdeh

Brian



Search supervision

You will recieve an e-mail from Doodle where you can sign up for one
supervision hour with Marit or Ingyvil



After the exam

Create your team

Revise your protocol with your
team

Publish/register your protocol

Write your systematic review!

Viva laEO?qucz

“a 2lst ce::lw clinician who cannot:
& critic ead a study is as -

£ Sunprepared as'o j cannot take a
blotd pressure ¢ Mine the -
cardiovascularsystem’’

BM) 20088337: 704705

P Pl ) o001/4a8

https://www.youtube.com/watch?v=QUWO0Q8tXVUc
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