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«Evidence Based»

Praticare I'Evidence Based Medicine
(Nursing, Healthcare, Practice...)
significa integrare e aggiornare

la propria competenza individuale

in base all’'uso coscienzioso, esplicito e accorto
delle migliori evidenze disponibili.

Sackett D. BMJ. 1996



Quality of
evidence

Risk of bias




ALLA RICERCA DELLA VERITA:
SUBIRE O CONTROLLARE | BIAS?

La lettura critica
dell'articolo scientifico



equaror

network

=

Enhancing the QUAIlity and
Transparency Of health Research

L=
Reporting guidelines for

main study types

Randomised trials

Observational studies

Systematic reviews

Study protocols

Diagnostic/prognostic

CONSORT Extensions

STROBE Extensions
PRISMA Extensions
SPIRIT PRISMA-P

STARD TRIPOD

studies

Case reports
Clinical practice
guidelines
Qualitative research

Animal pre-clinical
studies

@uality improvement
studies

Economic evaluations

CARE Extensions
AGREE RIGHT

SROR COREQ

SQUIRE

CHEERS

Arabic
Chinese
Dutch
French
German

Japanese
Korean

Persian
Polish

Portuguese
Russian

Spanish
Turkish

Vietnamese



fcorzon]
S

CONSORT 2010 checklist of information to include when reporting a randomised trial+

Item Reported
Section/Topic No Checklist item on page No
Title and abstract
1a  Identification as a randomised trial in the title
1b  Structured summary of trial design, methods, results, and conclusions ifor specific guidance see CONSORT for abstracts)
Introduction
Background and 2a  Scientific background and explanation of rationale
objectives 2b  Specific objectives or hypotheses
Methods
Trial design 3a  Descrptfion of trial design (such as parallel, factorial) including allocation ratio
3b  Important changes to methods after trial commencement (such as eligibility cntena), with reasons
Farticipants 4a  Eligibility criteria for participants
4b  Settings and locations where the data were collected
Interventions 5 = The interventions for each group with sufficient details to allow replication, including how and when they were
actually administered
Outcomes B6a Completely defined pre-specified primary and secondary outcome measures, including how and when they
were assessed
6b  Any changes to trial outcomes after the trial commenced, with reasons
Sample size Ta How sample size was determined
b When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence 8a Method used to generate the random allocation sequence
generation 8b  Type of randomisation; details of any restriction (such as blocking and block size)
Allocation 9 Mechanism used to implement the random allocation seguence (such as sequentially numbered containers),
concealment describing any steps taken to conceal the sequence until interventions were assigned
mechanism
Implementation 10  Who generated the random allocation sequence, who enrolled participants, and who assigned participants to
interventions
Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those

assessing outcomes) and how



ﬂ

CONSORT 2010 checklist of information to include when reporting a randomised trial*

Item Reported
Section/Topic No Checklist item on page No
11b  If relevant, description of the similarity of interventions
Statistical methods 12a  Statistical methods used to compare groups for primary and secondary outcomes
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses
Results
Participant flow (a 13a For each group, the numbers of participants who were randomly assigned, received intended treatment, and
diagram is strongly were analysed for the primary outcome
recommended) 13b  For each group, losses and exclusions after randomisation, together with reasons
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b  Why the trial ended or was stopped
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group
Mumbers analysed 16  For each group, number of participants {denominator) included in each analysis and whether the analysis was
by original assigned groups
Outcomes and 17a For each primary and secondary outcome, results for each group, and the estimated effect size and its
estimation precision (such as 95% confidence interval)
17b  For binary outcomes, presentation of both absolute and relative efiect sizes is recommended
Ancillary analyses 18  Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing
pre-specified from exploratory
Harms 19  Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harme)
Discussion
Limitations 20  Tral limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21  Generalisability (external validity, applicability) of the tral findings
Interpretation 22  Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
Other information
Registration 23 Registration number and name of trial registry
Protocol 24 Where the full trial protocol can be accessed, if available
Funding 25  Sources of funding and other support (such as supply of drugs), role of funders




STROBE Statement—checklist of items that should be included in reports of observational studies

Besults

Participants 13* (3} Feport numbers of individuals at each stage of study—eg mumbers potentially elizible,
examined for elimbility, confirmed eligible. included m the study, completing follow-up, and
analysed
(&) Give reasons for non-parficipation at each stage
(2} Consider use of a flow diagram

Descriptive 14%  (3) Give charactenstics of study participants (eg demographec, chimcal, social) and mformation

data on exposures and potenhal confounders
(b)) Indicate mmber of participants with missing data for each variable of interest
(c) Cohort srudy—Summanse follow-up time (eg, average and total amount)

Outcome data 15%  Cohort study—Feport numbers of outcome events or summary measures over fime
Case-contrel srudy—FReport numbers in each exposure category, or summary measures of
EXPOIUrE
Cross-sectional study—FReport numbers of cutcome events or summary measures

Main resulis 16  {a) Give unadjusted sstimates and. 1f applicable, confounder-adjusted estimates and thewr
precision {eg, 95% confidence interval). Make clear which confounders were adjusted for and
why they were included
(B) Bepost category boundanes when conhimuous vanzbles were categonzed
(e} If relevant, consider translating estimates of relative risk into absolute risk for 2 meaningful
time period

Other analyses 17 Raport other analvses done—eg analvses of subgroups and interactions, and sensitvity
analyses

Dizcussion

Eev results 18  Summarise key results with reference to study objectives

Limitations 19  Dhscuss limutations of the study, taking into account sowrces of potential bias or imprecizion.
Discuss both dwection and magmbtude of any potential bias

Interpretaticn 20  (Give a cautious overall interpretation of results considenng objectives, hmitations, multpherty
of analyses, results from similar studies, and other relevant evidence

Generalizability 21 Dhscuss the generalizability (external vahdity) of the study results

Other information

Item
No Recommendation

Title and abstract 1 {a) Indicate the study’s desizn with a commonly used ferm in the fitle or the abstract
(5} Prenade 1o the abstract an informative and balanced summary of what was done
and what was found

Introduction

Background/rationale 2 Explain the sctentific backsround 2nd rationale for the investizztion being reported

Objectives 3 State specific objectives, including any prespecified hypotheses

Methods

Smdy design 4 Prosent key elemants of study design early in the paper

Setiing 5 Diescribe the setting, locations, and relevant dates. including peniods of recrurtment,
exposre, follow-up, and data collection

Participants & {a) Cohort stndy—Give the eligibility enteria, and the sowces and methods of
selaction of parhicipants. Desenbe methods of follow-up
Case-control study—Gave the eligihility enitenia, and the sowces and methods of
case ascertammment and confrol selection. Give the rationale for the choice of cases
and controls
Cross-sectional ztudy—Give the eligibility exitena, and the sources and method: of
selection of participants
(5) Cohorr smdy—7F or matched studies, give matching crifena and sumber of
exposed and wmexposed
Case-comnmrol studh—For matched studies, mve matehing ertena znd the number of
controls per case

Varizbles 7 Clearly define all outcomes. exposures, pradictors, potential confounders, and effect
modifiers: Give diagnostic eriteria, if applicable

Diata sowrces’ g% For sach vanable of mterest, zrve sources of data and defails of methods of

measurement aszessment (measurement). Descenbe comparability of assessment methods if there
15 move than one group

Bias 9 Desenibe any efforts to address potential souwrees of bias

Study size 10 Explam how the study size was amved at

Craantitative vanables Il Explain how quantitative vanables were handled i the analyszss. If apphicable,
dezcnibe which srouping: were chosen and why

Statiztical methods 12 {a) Deseribe all statistical methods, meluding those used to control for confounding

(&) Deseribe any methods used to examne subgroups and interzctions

{c) Explam how oussmg data were addressed

{d) Cohorr studh—If applicable, explain how loss to follow-up was addressed
Case-control stuch—1If appheable, explain how matching of cases and controls was
addressed

Cross-sectional studh—If applhicable, describe analvhical methods taking account of

sampling strategy

(g} Desenbe any sensitivity analyses

Fundmg

27

Give the source of funding and the role of the funders for the present study and. if applicable,
for the origmal study on winch the present arficle 15 based

*{zive information separately for cases and confrols in case-control studies and if applicable; for expesed and

unexposed groups in cohort and cross-sectionzl studies.

Note: An Explanation and Elaboration article diseusses each checklist item and gives methodological background and
published examples of transparent reporting. The STROBE checklist 15 best used in conjunciion with this article (freely
available on the Web sites of PLo5 Medicine at hitp:/'www plosmedicine org/, Apnals of Internal Medicme at
http:/farww.annals org/. and Epidemiology at hitp-fararw. epidem com”). Informaztion on the STROBE Intfiative 15

available at www strobe-statement org.



TABLE 1—The TREND Checkiist [Version 1.0} TABLE 1—Continsed
Paper Section Topic e Hay Descriptar Examples From HIY Beravioral Prevention Resaarch Hinding 9+ 'Weather o not participants, those administering $ interventions, and  Esamgle [blinding); the staff member periorming the assessments was not invted in
Tocmbntmd | = iumlini i fow it vkl b itk Excmple ek A nonrandusized trd of a dirio based HN counseling intenvention (masing] Ty st B Do MR sty i Feimenting 2y epact f B kemienin 2 b the et vl by
ol st - e M i e i mmﬂ::::r:::::dmmhﬁnﬁq- ther study identer mumier
TR w&gﬂm':@m Unitofmalysis 10+ Deseription of the smallest unit thet is Being asalyzed tn assess  Examele | (unit of aralysi: since proups of indiduss were assigned to stady
5 = 2 : . 2 intervantion effects {a.g., individual, group, or commemity) conditions, the znalyses were performed at the groap lovel, whers maed dfects
Bachpurd 7« Theories sed in designing behavioral imerveations xample |thecey wsed - the community-besed AIDS intervention was based an sacial i W el . il gt A s M i
hd) TABLE 1—Continged thestandad  Example 7 {uni of aealysk: since anslyses were performed a1 the indrideal ovel and
el analysish Comirities Were Erdomies, & ioe estimate of the intrackiss comelztion cocfiiert
Pariiciparts 1 - Bighilay crieria for paricpents. incading &3 Guiromesgd 17 - Foreach primery and secondan cutcome, @ summary of resuls for each i s 1 st the st e estimaes befors ceirdting confdorce mivas
Vevels in recruitnent sampling plan (.8, ci estmation sty cosition, and the estimated efbct size a0 3 confidence ¥ primery
* Mettod of menitment {0 ¢ , referal, self seoct interval tn indicats the prcision sted data
sampling mathed if 3 ystemaac sampiing pl * Inclusion of null and negative findings has subgroup
- Incmsion of ressits from testing prespecified causal patiays
* Recruitment setting through which the intervestion was istended s operate, if any
* Settings and locations whare the etz e ol gy 1B = Sommany of other anakses perfommed, inclading sibgroup of restriced  Example [ancillesy analyses]: aithough the study was not pewered for this bypathesis,
tenertioes § » Detail of the intenenSons intencied for each = o andyses, indicating which are prespecified or exploratory a eeploomiaey st shows tha the mterventioe siect wes greater ameong
anid when ey were actually sdministered, 5 wamen then among mes {aithough nat siistically sigeifican) i,
Cantant what wes ghen? Mwrseewnts 10 - Summary of <l imporian adverse avests or urintended effectsin sach  Examsle (adverse events] police coscked down on peostinsicn, which drove the et 1000, anshysis
ey vt e e vt 2 stucy cordilion fincluding seomary measures, effoct SioE estmates,  papuiation, commensizl s werkers b arees cutsid the eovitmentjsampirg AEa
Anit of deliwary: how were subjscts prouped and conidence istervals) Fuhhx!_mwhe
Delverer; whe defeered the intenvertion? Doy ermlled in the shufy
Setting: where was the intervention defoee iy 30 intepretstion of the rosuts, teking inko sceowt study hypatheses, :’@m“
: : snurmes of polartial hias, imprecision of massires, meliplcative e
Expre ey vt by ey 2 anyses, znd other bmitations or wesknesses of the sy Oenof s
m*:gm”“m”" - Discassion of results taking inte accaunt the meckanism by which ol
Time spa: how long wis it ilended (o take to n-i wl"f"-"’i -ti ooyl o ;"i'd:::m“*;:‘
et « Discession of the success of and barriers o implementing the
intervention, fdeity of implsmestation )
Activities to increzse comgliance or adhersn _mﬂm::fm.mm :Mirmm
o ) o Geeralisbilty 71+ Generslizaiiity [extemal validing of the tial Sndings, taking into parcpir
m : i::mmwm oot ihe shudy popustion, the cheracieritics of the itemention,
ot it il el lemgth o kdliweap, incentivss, complizscs rates, specific Hewant to spocific  Example [basefine cheracteistics specific o HIV prevention msear): HY sernstatus
sites setings Evolved in the study, and other contextulismues and HIV testing behavior
fer aly ol et Dwralvisence 21 = Genersl imepreRation of fhe Tesuits in the conteat of cumEnt evience  these retained,
* Information on validsted instrements soch as p
s 3 and cument theory o targt
Sampe size T = How sample size was detemmined and, when 2y Note. Mashing (Hfinding of parfcioasts or thise admisistering the intorsention my not be reisvant ot possinls for many behavioral Eterventions. Theories ised to design e ierventions {see
i em 7 coikd 2o be 25 part ofiteem 4 T comparison between Iatice at bizsefne 3 tion o interest (se ftem 14) coeld ko b¢ reported as prtofiom 3L ol T ) .
it " 'J;m:mi mﬁmumwmﬁmmﬂrmm@ﬂnmmmwmmmmmm;u@ammmghmuﬁ%MW il stk . . Fizmtpl ey sepkapcs: N iy s oo skt
A bt are eedivvan for hebevierst interventioes using nonrandomined axperimental designs The CONSORT statement™ or the expilesation document for the CONSCRI pomides relevant statistoaily difler with respect to demogragie dsta (pender, age. race/esfrioay
il £, indevdheal, group, community} ‘examples inr any Inpic or desciptor that i not in holdface A sructered format of the disoyssion is presested in Anats of frtemal Medicioe (informstion for authors, www. annsls g, sccassed P25 for each]. but the iniesvention group reportod & signiicandly grester

~ Method ssed o assign onits to stady conditin  September 16, 2003)
of any restriction je.2., blocking, stratification, minimézation)

* Inctesion of aspects emploped to belp misimize poteatial bias
induced dee to monrandomization [o.g., matching)

ditermate subtjects eneiled (2.5, 2, &, 6, eic. ) wers asined tn e
comgartsan condition

Example 2 (assignment method): for odd weeks {e . 1. 3, ), subjects attending the
dinic om Mondzy, Wednesday, and Friday were assignad to the intenmntion
conditisn and these attending the clisic on Teesday ad Tharsdey were assigred
‘tn the compsarisen condition; e assigament was reversed for ewen weeks

Humbers ]

biaseling frequency of infection dnig use (=02}, & egession anslyses
wchided haseline frequency of injertion dng use as & covariate i the model
* Mamber of participants {dencmistor) incuded in each anslysts for cach Example [numser of particisnts mduded in the anslysis) Ge anslysiz of condom use
‘shudy condition, particulady when the derominstors change for difirent inchorded ony those who veparted 2t the 6-month Tollos-p having bed vaginal or ansl
outcones, sistement of the resalts in absolirte rumbsers when feasible se i the past 3 menths [75,/£25 for infervestion goup and 3560 for standard groug)
* Indirfan of whether the anaysis strtagy was ‘imention to teeat”or,  Example {Siotention b treat™) the primasy analysis was intention to Teat and cheded
i mal. description of hew noecompliers were treated in the analyses gl subjects as sssigoed with svalable 3-month ouicome data (126 of 176
ausignad to the imtersention and 110 of 164 assizned tn the seadand cosdition)

Continusd

Cantinued



COREQ (COnsolidated criteria for REporting Qualitative research) Checklist

A checklist of items that should be included in reports of qualitative research. You must report the page number in your manuscript
where you consider each of the items listed in this checklist. If you have not included this information, either revise your manuscript

accordingly before submitting or note N/A.

Topic Teem Mo. Guide Questions/Description Reported on
Page No.
Domain 1: Research team
and reflexivity
Personal characteristics
Interviewer/ facilitator 1 Which author/s conducted the interview or focus group?
Credentials 2 What were the researcher's credentials? E.g. PhD, MD
Cccupation 3 What was their occupation 2t the time of the study? Topic Item Mo, Guide Questions/Description Reported on
Gender 4 Was the researcher male or female? Page No.
Experience and training 5 What experience or training did the researcher have? carrection?
Relationship with Domain 3: analysis and
participants findings
Relationship established [ Was a relationship established prior to study commencement? Data analysis
Participant knowledge of 7 What did the participants know about the researcher? e.g. personal Number of data coders 4 How many data coders coded the data?
R S T R goals, reasons for doing the research Description of the coding 25 Did authors provide a description of the coding tree?
Interviewer characteristics B ‘What characteristics were reported about the inter viewer/facilitator? il
e.g. Bias, assumptions, reasons and interests in the research topic Derivation of themes 26 Were themes identified in advance or derived from the data?
Domain 2: Study design Software 27 What software, if applicable, was used to manage the data?
Theoretical framewark Farticipant checking 28 Did participants provide feedback on the findings?
Methodological orientation g What methadological orientation was stated to underpin the study? e.g. Reporting
and Theory grounded theory, discourse analysis, ethnography, phenoemenology, Quotations presented 29 Were participant guotations presented to illustrate the themes/findings?
content analysis Was each guotation identified? e.g. participant number
Participant selection Data and findings consistent 30 Was there consistency between the data presented and the findings?
Sampling 10 How were participants selected? e.g. purposive, convenience, Clarity of major themes 31 Were major themes clearly presented in the findings?
consecutive, snowball Clarity of minor themes 32 Is there a description of diverse cases or discussion of minor themes?
Method of approach 11 How were participants approached? e g. face-to-face, telephone, mail,
emazil Developed from: Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research [COREQ): a 32-item checklist
Sample size 12 How many participants were in the study? for interviews and focus groups. Internationol fournal far Quality in Health Care. 2007. Volume 19, Number &: pp. 349 — 357
Non-participation 13 How many people refused to participate or dropped out? Reasons?
Setting Once you have completed this checklist, please save a copy and upload it as part of your submission. DO NOT include this
Setting of data collection 12 Where was the data collect=d? &g home, dlinic, workplace checklist as part of the main manuscript document. It must be uploaded as a separate file.
Presence of non- 15 Was anyone else present besides the participants and researchers?
participants
Description of sample 16 What are the important characteristics of the sample? e.g. demographic
data, date
Data collection
Interview guide 17 Were questions, prompts, guides provided by the authors? Was it pilot
tested?
Repeat interviews i3 Were repeat inter views carried out? If yes, how many?
Audio/visual recording 19 Did the research use audio or visual recording to collect the data?
Field notes 20 Were field notes made during and/for after the inter view or focus group?
Duration 21 ‘What was the duration of the inter views or focus group?
Data saturation 22 Was data saturation discussed?
Transcripts returned 23 Were transcripts returned to participants for comment and/or




ChSP

Critical Appraisal Skills Programme

= |deato nel 1993, fornisce checklist che aiutano nella lettura
critica dell'articolo scientifico

" Check list specifiche per ogni tipo di studio
= Sono strumenti pensati per il lavoro in piccoli gruppi

www.casp-uk.net



Quality of

; Risk of bias
evidence |

Risk of bias




Tipologie di ricerca

- Studi primari
Descrivono singole ricerche

- Studi secondari
Hanno lo scopo di riassumere e trarre
conclusioni dagli studi primari



Studi Secondari

= Lavori scientifici nei quali 'autore fa una revisione e una
sintesi dei risultati dei principali studi pubblicati su riviste
scientifiche di uno specifico argomento

= Sono sempre retrospettivi

" Condotti con metodologie diverse, piu 0 meno rigorose



Revisione sistematica della letteratura (systematic review)

FASE 1
Identificazione e definizione del problema
—) Identificazione del problema
e i e dello scopo
FASE 5 \
Diffusione dei risultati letteratura di riferimento Scelta del
della ricerca metodo di ricerca
T Identificazione delle variabill ;f’;’;tg"‘:o
pertinenti
FASE 4 4 '
Analisi dei dati Formulazione delle domande Identificazione
Interpretazione o delle ipotesi di ricerca del campione
dei risultati {
1 Identificazione
Analisi dei dali degli strumenti e
delle procedure

FASE 3
L Raccolta del dati
Raccolta registrazione

organizzazione dei dati | 4




Revisione sistematica della letteratura (systematic review)

Identify the issue and determine the question

What 3uthors Write a pl{an :or :Jhe review
DO

Search for studies

. 4

Sift and select studies /

Extract data from
the studies

Assess the quality
of the studies

Combine the data
(synthesis or meta-aniysis)

Discuss and conclude
overall findings

Systematic Review

Dissemination

= Gold standard per |'evidenza scientifica
= Quesito di ricerca molto focalizzato

= Metodo rigoroso e predefinito per identificare,
selezionare e valutare criticamente tutti gli studi
rilevanti

= Protocollo registrato a priori (es. PROSPERO)

= Ricerca esaustiva in database multipli, selezione
degli studi e estrazione dati in doppio cieco

= Analisi della qualita metodologica degli studi inclusi
= Sintesi quantitativa o qualitativa delle informazioni

= Discussione delle ragioni di concordanza e
discordanza tra i risultati dei diversi studi.



Revisione sistematica della letteratura (systematic review)

. . . . PubMed records CINAHL records SCOPUS records
= Criteri d| |nC|US|One n=2777 n=2081 n=2351
s
[ ] [ ] [ ] L] E
= Criteri di esclusione & :
B Records selected after
o removing duplicates
n=23426

I

Titles and abstracts

| Excluded: n=3302

?:Lze;ﬁzegi Not pertinent to aims of the review
Excluded: n =107
y Not pertinent to aims of the review: n = 59
Full-text studies Full-text not retrieved: n =2
assessed for eligibility #  ND assigned retrospectively: n=4
n=124 No standardized ND terminology: n=17

Duplicate of other study:*n =6
Poor quality or high risk of bias:* n =29

v
Studies included

in the review
n=17

Included ] [ Eligibility ] [Surmning

-
b



G Sanson et al.

Table 3 Summary of main characteristics of the studies included in the review

Review

Impact of nursing diagnoses on outcomes

Author Maodaliy of KD Adjustment to Cruality
vear, analyses Oucome measures multivariate Main statistical soore;
country Focus Diesign Setting and sample (terminology ) related 1o WD analyses” amalyses Eey Aindings related o WD LOE
Alclais 2012, Effect of home visit Randomised pretest/ Home care. MNursing care plins Quality of life NIA Bivariate {chi-square The MSQOL-34P mean scare 0%;
Turkey nUEing imerventions post-teat study with a Randomised sample, based on Nk [MSOOL) test, Wilcoxon mnked increased more for the LOE 3
according to the KD control group including 45 paties [NANDA-T) test, Mann—Whitney intervention than for the
on the inany with M5 (21 murse- Ll-rest) control group (P =002). There
challenges and gualiry based home wisit care, was a significant change in the
of life issues 24 gandard care} MESOOL-74 ‘role limitarion
because of emotional problems’
[P.= 004 and an imsignificant
dif ference for the MS(HOL-
MM [(F=DD6)
Bakken 2005, Rebitionships among O bservational Hospital {inpaticnts), Total number af KOs Number and keogth Ethnicity, waork for Multivariate {lincar and  Two hierarchical regression B2 %
UsA client needs as prospective gudy Comvenience sample [HHCC) of nursing pay, CAP hierarchical regression modek explained 53.2% LOE 4
identified by the CAP, without a control of 117 adult paticnts e rventions e ls) [P = 04001) of the variance i
muming diagnoses and aroip with HIV/AIDS the total mumber of
nusing imerventions interventions (NI explained
13-3% of the variance,
P < 0-001) and 58-9%
(P = 0001) i the total length
af the mtervention (NDs
explained 7-7% of the variance,
P <0001}

Chrdenas- EHecriveness of the Observational Primary health care. MNursing care plins Calycemic {HbhATc), Agpe, gender, Multivariate [Awcova, Arrhe vwo-year follow-up, afer BB Th;
Valladolid implementation of a prospoctive wio- Convenicnce sample based an Nk blood presure, drinking, physical logstic regresion) adjusting For baseline LOE 2
2012, SKCP in the cohon sudy of 23488 patients [NANDA-T) lipid (LDL activityhsedentary, paraméters, the SMNCP group
Spain I provement in over 30 years of age chalesteral ) and EML, type of showed a greater change in

metabolic, weight and with T2DM (two weight [BMI1) treatise ot DEP, Hbhdle, LDL chalesterol
blood pressure groups 18320 UNC contral and BMI, but only reached
control and 5168 SNCP) statstical agnibcance tor

HbAle (P < 001} Ther was a



Revisione sistematica della letteratura con metanalisi

= Tecnica clinico-statistica quantitativa che permette di combinare i dati di
piu studi condotti su di uno stesso argomento, generando un unico dato
conclusivo per rispondere a uno specifico quesito clinico (es. stima
complessiva dell'effetto di un trattamento).

= Partono sempre da una revisione sistematica della letteratura, ma:
- tutte le metanalisi sono basate sulla revisione sistematica della letteratura

- non tutte le revisioni sistematiche includono la metanalisi



Revisione sistematica della letteratura con metanalisi

“My name is Plot, Forest Plot”

Le li?rtre dteig:rti.vono l’tintqwaflo (11 conﬁdenzat:t La posizione del quadrato € una stima puntuale
risultato statisticamente significativo se non attraversano :
la linea verticale di «assenza di effetto» / del rapporto di odds (OR).
Mong & Bastard et al (2007) - La dimensione del quadrato rappresenta il peso
dello studio secondo le regole di ponderazione
el L - della meta-analisi, che riflettono la dimensione
Schweinwerfer‘ Hanz A_' 1997 ) dE]. Campione e la pOtenZEl StatiStica.
Tit, et al. (1989) =

Il rombo rappresenta il risultato combinato
Totale (IC 95%) ‘ dello studio. I risultati sono statisticamente
significativi se il risultato combinato non
attraversa la linea verticale di “assenza di effetto”.

¢ ; 0,01 0,1 i 10 100
I’asse y riporta normalmente
I'elenco degli studi in ordine
alfabetico.
L'asse x riporta normalmente il rapporto di odds (OR), La linea verticale rappresenta un OR paria 1,

tipicamente su scala logaritmica. ovvero “assenza di effetto”.




Revisione rapida della letteratura (rapid review)

= Particolare forma di revisione sistematica

= Obiettivo:
fornire informazioni in tempi brevi (es. durante emergenze sanitarie)

= Fasi del processo di revisione accelerate, alcune fasi omesse

= Cerca di bilanciare velocita e rigore
- ricerca limitata (es. ultimi 10 anni, solo un motore di ricerca)
- spesso un solo revisore per la selezione dei dati (controllo a campione)
- risultati focalizzati su pochi obiettivi



Revisione esplorativa della letteratura (scoping review)

= Serve a determinare il livello di «copertura» della letteratura scientifica
su un certo tema per far emergere ambiti di ricerca poco approfonditi,
identificare e analizzare un vuoto di conoscenza

= Quesito di ricerca ampio
= Non mira a fornire una risposta definitiva (es. efficacia di un intervento)

= Segue passaggi sistematici ma generalmente non prevede la valutazione
della qualita degli studi inclusi.



Revisione narrativa della letteratura (narrative review)

= Panoramica generale su un tema di interesse tratto da un certo
numero di lavori scientifici

= Utile per scopi didattici o per contestualizzare un problema
= Manca di un protocollo esplicito

= La selezione degli studi puo essere soggettiva

= Manca il confronto in cieco

= Non e richiesto che la ricerca sia esaustiva



Revisione di revisioni (umbrella review)

= Sintetizza i risultati di piu revisioni sistematiche o meta-analisi
su un medesimo argomento

= Alto rigore metodologico
" Fornisce il piu alto livello di sintesi delle prove di efficacia

= L'unita di analisi non sono i singoli studi primari, ma le revisioni
sistematiche gia pubblicate.
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@ PRISMA 2009 Checklist

Reported

Section/topic Checklist item
on page #

TITLE

Title 1 | Identify the report as a systematic review, meta-analysis, or both.

ABSTRACT

Structured summary 2 | Provide a structured summary including, as applicable: background; objectives; data sources; study eligibility criteria,
participants, and interventions; study appraisal and synthesis methods; results; limitations; conclusions and
implications of key findings; systematic review registration number.

INTRODUCTION

Rationale 3 | Describe the rationale for the review in the context of what is already known.

Objectives 4 | Provide an explicit statement of questions being addressed with reference to participants, interventions, comparnsons,
outcomes, and study design (PICOS).

METHODS

Protocol and registration 5 | Indicate if a review protocol exists, if and where it can be accessed (e.g., Web address), and, if available, provide
registration information including registration number.

Eligibility criteria 6 | Specify study characteristics (e.g., PICOS, length of follow-up) and report characteristics (e.g., years considered,
language, publication status) used as critenia for eligibility, giving rationale.

Information sources 7 | Describe all information sources (e.g., databases with dates of coverage, contact with study authors to identify
additional studies) in the search and date last searched.

Search 8 | Present full electronic search strategy for at least one database, including any limits used, such that it could be
repeated.

Study selection 9 | State the process for selecting studies (i.e., screening, eligibility, included in systematic review, and, if applicable,
included in the meta-analysis).

Data collection process 10 | Describe method of data extraction from reports (e.qg., piloted forms, independently, in duplicate) and any processes
for obtaining and confirming data from investigators.

Data items 11 | List and define all variables for which data were sought (e.g., PICOS, funding sources) and any assumptions and
simplifications made.

Risk of bias in individual 12 | Describe methods used for assessing risk of bias of individual studies (including specification of whether this was

studies done at the study or outcome level), and how this information is to be used in any data synthesis.

Summary measures 13 | State the principal summary measures (e.g., risk ratio, difference in means).

Synthesis of results 14 | Describe the methods of handling data and combining results of studies, if done, including measures of consistency

(e.g., 1% for each meta-analysis.




@& PRISMA 2009 Checklist

Sectionftopic

# Checklist item

Reported

on page #

Risk of bias across studies 15 | Specify any assessment of risk of bias that may affect the cumulative evidence (e.g., publication bias, selective
reporting within studies).

Additional analyses 16 | Describe methods of additional analyses (e_g., sensitivity or subgroup analyses, meta-regression), if done, indicating
which were pre-specified.

RESULTS

Study selection 17 | Give numbers of studies screened, assessed for eligibility, and included in the review, with reasons for exclusions at
each stage, ideally with a flow diagram.

Study characteristics 18 | For each study, present characteristics for which data were extracted (e.g., study size, PICOS, follow-up period) and
provide the citations.

Risk of bias within studies 19 | Present data on risk of bias of each study and, if available, any outcome level assessment (see item 12).

Results of individual studies 20 | For all outcomes considered (benefits or harms), present, for each study: (@) simple summary data for each
intervention group (b) effect estimates and confidence intervals, ideally with a forest plot.

Synthesis of resulis 21 | Present results of each meta-analysis done, including confidence intervals and measures of consistency.

Risk of bias across studies 22 | Present results of any assessment of risk of bias across studies (see ltem 15).

Additional analysis 23 | Give results of additional analyses, if done (e.g., sensitivity or subgroup analyses, meta-regression [see ltem 16]).

DISCUSSION

Summary of evidence 24 | Summanze the main findings including the strength of evidence for each main outcome; consider their relevance to
key groups (e.g., healthcare providers, users, and policy makers).

Limitations 25 | Discuss limitations at study and outcome level (e g, risk of bias), and at review-level (e_g., incomplete retrieval of
identified research, reporting bias).

Conclusions 26 | Provide a general interpretation of the results in the context of other evidence, and implications for future research.

FUNDING

Funding 27 | Describe sources of funding for the systematic review and other support (e.g., supply of data); role of funders for the

systematic review.

From: Moher D, Liberati A, Tetzlaff J, Altman DG, The PRISMA Group (2009). Preferred Reporting ltems for Systematic Reviews and Meta-Analyses: The PRISMA Statement. PLoS Med 6(6): 1000097.

doi:10.1371/joumal. pmed 1000097

For more information, visit: www.prisma-statement.org.
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Cannabinoids in the Treatment of Insomnia Disorder: A Systematic
Review and Meta-Analysis

Chiranth Bhagavan'2® . Stacey Kung? - Marjan Doppen? - Mary John? . Iva Vakalalabure®* . Karen Oldfield** .
Irene Braithwaite® . Giles Newton-Howes'




How to Choose the Author Order in a Manuscript

First Author
The first author is the most sought-after position in a publication. Postdoctoral researchers use this “ranking” to get funding, get
hired, or get promoted. Graduate students use it as their ticket to their PhD, because they often need at least one first-authored

paper to earn their degree.

The first author is most often the person who has contributed the most to the work. This contribution can be through designing
the study, performing experiments, collecting data, analyzing data, writing the manuscript, or other tasks related to the project.

You can choose to have more than one “first” author. But the first “first” author will still enjoy more visibility than the other “first”

author. The first “first” author is the first name a reader will see. In some citations, the first author may be the only name a reader
can see. When possible, avoid having more than one first author by planning your project carefully.

Redwood Ink



How to Choose the Author Order in @ Manuscript

Last Author
The last author is usually the supervisor or principle investigator who oversaw the project. This person receives much of the

credit when the project is successful, or the criticism when something goes wrong.

Similar to choosing more than one first author, you can recognize more than one last author in a manuscript. This practice is
increasing as research becomes more interdisciplinary. Some groups also use the practice to show that several senior group

members reviewed the data and analysis in the manuscript.

Redwood Ink



How to Choose the Author Order in @ Manuscript

In-Between Authors
After the first author, the authors are usually listed according to their contribution to the work, from the most to the least. If more
than one author contributed equally, you can ask the journal editor to note this in the publication. You can also order these

authors by their seniority in the group or the degree of difficulty needed to carry out a specific part of a project.

If your group debates on the author order, you can use a mathematical approach to order the authors. First, decide which items
will appear in the manuscript. These items include text, figures, tables, and ideas. Determine how much each author contributed
to each of those items. Then rank the items and assign a weight to each of them based on their importance to the overall

manuscript. Finally, calculate each author’s total contribution based on this system. Then order the authors from the most to the

least contribution.

Redwood Ink
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Maternal Nutrition and Body Composition During
Breastfeeding: Association with Human
Milk Composition
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The «author contribution statement»

AB., B.C, C.D., D.E,, E.F.,, F.G., and G.H. conceived and planned the experiments. A.B., B.C., C.D. and D.E.
carried out the experiments. A.B., F.G. and E.F. planned and carried out the simulations. J.K., K.L., A.B., B.C,,
D.E., C.D., F.J., and F.G. contributed to sample preparation. A.B., B.C., C.D., D.E., FJ, E.F., F.G. and G.H.

contributed to the interpretation of the results. A.B. took the lead in writing the manuscript. All authors
provided critical feedback and helped shape the research, analysis and manuscript.




Criteri, parametri e indicatori per I’abilitazione scientifica nazionale
AREA 06 - SCIENZE MEDICHE

per Professore Associato

- Autore/Co-Autore di almeno 20 lavori originali pubblicati su riviste ISI con Impact Factor. Non
meno di 16 di questi devono essere pubblicati negli ultimi 10 anni. Massimo delle pubblicazioni da
presentare 30.

- la posizione di primo, ultimo nome o corresponding author fra gli autori verra valutata.

- tali lavori devono essere valutati, ove possibile con indici bibliometrici riconosciuti
internazionalmente (Impact Factor complessivo e degli ultimi 10 anni, citazioni totali e citazioni
medie per articolo, 7 index ecc). A titolo esemplificativo puo essere richiesto un Impact Factor
totale dei lavori pari alla mediana del SSD moltiplicato il numero dei lavori presentati e un Indice di
Hirsch (/1) almeno pari al valore mediano dei PA del settore scientifico-culturale di riferimento.

- 1 lavori devono essere in maggioranza congrui con il Settore Concorsuale e Settore Scientifico-
disciplinare di riferimento ed in maggioranza pubblicate su riviste ricomprese nella lista ISI del
settore scientifico-culturale di riferimento.

- una congrua percentuale della produzione scientifica deve essere di tipo clinico-traslazionale o
biologico-traslazionale e basata su casistiche che consentano di identificare I"attivita diagnostico-
clinica del candidato nel settore.




Criteri, parametri e indicatori per I’abilitazione scientifica nazionale
AREA 06 - SCIENZE MEDICHE

per Professore Ordinario

- Autore/Co-Autore di almeno 30 lavori originali pubblicati su riviste ISI con Impact Factor. Non
meno di 20 di questi devono essere pubblicati negli ultimi 10 anni. Massimo delle pubblicazioni da
presentare 50.

- la posizione di primo, ultimo nome o corresponding author fra gli autori verra valutata.

- tali lavori devono essere valutati, ove possibile con indici bibliometrici riconosciuti
internazionalmente (Impact Factor complessivo e degli ultimi 10 anni, citazioni totali e citazioni
medie per articolo., /1 index ecc). A titolo esemplificativo puo essere richiesto un Impact Factor
totale dei1 lavori pari alla mediana del SSD moltiplicato il numero dei lavori presentati e un Indice di
Hirsch (/1) almeno pari al valore mediano dei PO del settore scientifico-culturale di riferimento.

- 1 lavori devono essere in maggioranza congrui con il Settore Concorsuale e Settore Scientifico-
disciplinare di riferimento ed in maggioranza pubblicate su riviste ricomprese nella lista ISI del
settore scientifico-culturale di riferimento.

- una congrua percentuale della produzione scientifica deve essere di tipo clinico-traslazionale o
biologico-traslazionale e basata su casistiche che consentano di identificare 1’attivita diagnostico-
clinica del candidato nel settore.




Titolo

" || titolo fornisce informazioni sull'importanza
dell'articolo rispetto ai propri interessi

" || titolo dovrebbe contenere i dati essenziali per capire
di che cosa si sta parlando



) N
Abstract /

= Consente di determinare la rilevanza dell'articolo
e di identificare rapidamente i dati salienti

= Puo essere strutturato in sottosezioni

= Non permette una valutazione critica dello studio,
che puo aversi solo leggendo tutto il lavoro



ABSTRACT

Objective To assess whether vaccination against human
papillomavirus (HPV) increases the risk of miscarriage.
Design Pooled analysis of two multicentre, phase three
masked randomised controlled trials

Setting Multicentre trials in several continents and in
Costa Rica.

Participants 26 130 women aged 15-25 at enrolment;
3599 pregnancies eligible for analysis.

Interventions Participants were randomly assigned to
receive three doses of bivalent HPV 16/18 VLP vaccine
with ASO4 adjuvant (n=13 075) or hepatitis A vaccine as
control (n=13 055) over six months.

Main outcome measures Miscarriage and other
pregnancy outcomes.

Results The estimated rate of miscarriage was 11.5% in
pregnancies in women in the HPV arm and 10.2% in the
controlarm. The one sided P value forthe primary analysis
was 0.16; thus, overall, there was no significant increase
in miscarriage among women assigned to the HPV vaccine
arm. In secondary descriptive analyses, miscarriage rates
were 14.7% in the HPV vaccine arm and 9.1% in the
control arm in pregnancies that began within three
months after nearest vaccination.

Conclusion There is no evidence overall foran association
between HPV vaccination and risk of miscarriage.

Trial registration Clinical Trials NCT0O0128661 and
NCT00122681.



Introduzione

= Contribuisce a inquadrare |la sperimentazione e la sua
credibilita sulla base di quanto gia noto (background)

= Spiega perché si e deciso di condurre la nuova ricerca

" Indica quali sono le ipotesi che si vogliono valutare
nello studio



Quality of Cardiopulmonary Resuscitation
During Out-of-Hospital Cardiac Arrest

Lars Wik, MD, PhD

Context Cardiopulmonary resuscitation (CPR) guidelines recommend target values

Jo Kramer-Johansen, MD
Helge Myklebust. BEng
Hallstein Serebe, MD

Leif Svensson, MD

Bob Fellows, MD

Petter Andreas Steen, MD, PhDD

INCE THE FIRST STANDARDS AND

guidelines for cardiopulmo-

nary resuscitation (CPR) were

published 30 years ago’ (with
the latest update in 2000%*) health care
professionals in and out of the hospi-
tal have been trained accordingly
around the world. The importance of
CFR, defined as chest compressions and
ventilation, for survival of cardiac ar-
rest patients has been demonstrated.*
and there are indications that the qual-
ity of CPR performance influences the
outcome.””

When tested on mannequins, CPR
quality performed by lay rescuers and
health care professionals tends to dete-
riorate significantly within a few months
after training,*? but little is known about
the quality of clinical performance on pa-
tients. Aufderheide et al'! recently ob-
served short periods with inappropri-
ately high ventilation rates during
advanced cardiac life support (ACLS),
and van Alem et al** found long pauses
in CPR when first responders used au-
tomated external defibrillators.

We therefore studied the perfor-
mance of paramedics and nurse anes-
thetists during out-of-hospital ACLS by
continuously monitoring all chest com-
pressions and ventilations during re-

See also pp 305 and 363,
and Patient Page.

for compressions, ventilations, and CPR-free intervals allowed for rhythm analysis and
defibrillation. There is little information on adherence to these guidelines during ad-
vanced cardiac life support in the field.

Objective To measure the quality of out-of-hospital CPR performed by ambulance
personnel, as measured by adherence to CPR, guidelines.

Design and Setting Case series of 176 adult patients with out-of-hospital cardiac
arrest treated by paramedics and nurse anesthetists in Stockholm, Sweden, London,
England, and Akershus, Norway, between March 2002 and October 2003. The defi-
brillators recorded chest compressions via a stemal pad fitted with an accelerometer
and ventilations by changes in thoracic impedance between the defibrillator pads, in
addition to standard event and electrocardiographic recordings.

Main Outcome Measure Adherence to international guidelines for CPR.

Results Chest compressions were not given 48% (95% Cl, 45%-51%) of the time
without spontaneous circulation; this percentage was 38% (95% Cl, 36%-41%) when
subtracting the time necessary for electrocardiographic analysis and defibrillation. Com-
bining these data with a mean compression rate of 121/min (95% Cl, 118-124/min)
when compressions were given resulted in a mean compression rate of 64/min (95%
Cl, 61-67/min). Mean compression depth was 34 mm (95% Cl, 33-35 mm), 28%
(95% €I, 24%-32%) of the compressions had a depth of 38 mm to 51 mm (guide-
lines recommendation), and the compression part of the duty cycle was 42% (95%
Cl, 41%-42%). A mean of 11 (95% Cl, 11-12) ventilations were given per minute.
Sixty-one patients (35%) had return of spontaneous circulation, and 5 of 6 patients
discharged alive from the hospital had normal neurological outcomes.

Conclusions In this study of CPR during out-of-hospital cardiac arrest, chest com-
pressions were not delivered half of the time, and most compressions were too shal-
low. Electrocardiographic analysis and defibrillation accounted for only small parts of
intervals without chest compressions.

JAMA. 2005;293:299-304 WWW_jama.com

suscitation episodes using online defi-
brillators modified to collect such data.

hus, Norway, Stockholm, Sweden, and
London, England. Informed consent for
inclusion in the study was waived as de-

METHODS

Patient Inclusi
The study was approved by the re-
gional ethics committees for Akers-

-

cided by these committees in accor-
dance with paragraph 26 in the Decla-
ration of Helsinki.” The study was a
case series involving patients older than

Author National Competence Center for
Emergency Medicine (Dr'Wik), Institute for Experimen-
tal Medical Research (Drs Wk, Kramer-johansen, and
Steen), Division of Prehospital Emergency Medicine (Drs
Wik, Serebe, and Steen), and Division of Surgery (Dr
Steen), Ulleval University Hospital, Oslo, Norway; Mor-
weglan Alr Ambulance, Department of Research and
Education in Acute Medicine, Drobak, Norway (Dr Kra-
mer- : Laerdal Medical, Corp, Stavanger,

Norway (Mr Myklebust); Sodersjukhuset, Stockholm,
Sweden (Dr Svensson); London Ambulance Service NHS
Trust, London, England (Dr Fellows).
Financial Mr Myklebust 1s an
of Laerdal Medical Corp, which p
defibriliator.

Corresponding Author: Lars 'Wik, MD, PhD, NA-
KOS, Institute for Experimental Medical Research, Ul-
leval University Hospital, N-0407 Oslo, Norway.
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ORIGINAL RESEARCH: EMPIRICAL RESEARCH -
QUANTITATIVE

Prevalence of nursing diagnoses as a measure of nursing complexity
in a hospital setting

Fabio D’Agostino (), Gianfranco Sanson (3, Antonello Cocchiert, Ercole Vellone, John Welron,
Massimo Maurict, Rosaria Alvaro & Maunizio Zega

Why is this rescarch needed?

* Since nurdng diagnoses represent the clinical judgement of
murses, they can be o measure of nursing dependency and
nursing complexiry.

+ The nursing diagnoses collected at adimission can provide a

picture of the nurdng teads in the first hours of care and,

consequently, the ourcomes to achieve and dw interven-
tions vo perform,

The initial diagnostic pattern may allow bealthean teams

1o make a progoosis reganding bospital outcomes, aach as

maortality and length of sy,

“What are the key findings?

* The number and patterns of nutsing disgnoses per patient
identified on admision deseribe patiems with broadly dif-
ferent nursing complexity among mpatient units and nmvaedi-
cal diagnoses.

+ A porfect linear correlation exiss baween the mmber of
nursing disgnoses on admision and both the kot of stay
and the martalivy me.

= Some diagnoses are assigned with high frequency, while
others are significandy mssociated with the risk of death or
a longer hospital stay and others are simultneomsly ar high
frequency and high risk,

How should the findings be nsed to influence policy/
practice/res earch/cducation?

= Understanding the epidemiology of numing diagnoses may
provide detailed information megarding relevant aspects ol
patient care, with a potentially relevant mpact on both the
arganizational and the clinical aspects of care,

* The number of nursng dignoses may influence the nursing
workload: o high mumber of norsing dagnoses means a
bigher nursing complexity in rerms of outcome to pursee
and mterventions to perdorm,

+ The resohition or prevention of high-fsk nursing dagnoses
should be comsidered as a treatment prority, leadiog 1o
pemonalizing the nursing process and the allocation of
stalfing msources

Introduction

The quality of health care, frequentdy measured osing clini-
cal medical dam, cannot be assessed effectively withour
assessing the quality of the nursing care (Maas & Delaney
2004). Unformnately, nursing is poorly represented in
healtheare records (Westra er al, 2015), Nursing documen-
mon should help m enhance the effidency of the decision-
making processes in the clinical and management felds by
improving the methods of data collection and swrage (Jove-

Udina 2013), Using nursing daw from dectronic documen-
tanion identifies professional practice and the provision of
patient care (Mirchell et al. 2009). Electronic health record
systems can also increase patent safety, decrease medical
crrors, improve cfficiency and reduce coss (Rosenbloom
et al. 2006),

Realizing this porential requires 2 ransformadon of non-
standardized, non-uniform and invisible nursing informa-
tion into visible, standardized and uniform dam (Maas &
Delaney 2004). Werley and Lang (1988) proposed the
Nursing Minimum Dara Ser (NMDS) o achieve this aim,
The NMDS represents a systematic record of essential stan-
dardized nursing dara documenning all steps of the nursing
process (Sermeus e al 1994, Ranepger a al. 2015).

Standardized rerms and  defnitions are required to
describe clinical nursing findings and procedures and to
ensure appropriate outcomes, Furthermore, a standardized
language allows clear, consistent and precise clinical com-
munication (Miller-Staub 2009). Unfortunately, the use of
srandardized nursing wrminologies and informadon systems
is still lacking and not yet the standard method of identfy-
ing and measuring the practice of nurses (Thoroddsen et al.
2012). The disseminaton of clectronic mformation systems
does not appear to coinade with the larger amount of dara
available for research and many clinical information sys-
tems do not provide reports on clinical dat stored i clec-
tronic health records (Head et al. 2011, O'Brien o al.
2015).

Background

As part of the nursing process, the nursing diagnosis (NI
represents  the ‘dinical judgement concemning a human
response to health condinons/life processes, or a vulnerabilicy
tor that response, by an individual, family, group or commu-
nity"s nurses can idenrify ‘problem-focused,’ *health promo-
tion’, and ‘risk’ diagnoscs (Herdman 2014), NDs classify
patients according o their level of nursing dependeney (Hal-
loran & Kiley 1987) and reflect a holistic assessment of
patent care needs that affect the amount of nursing mterven-
tions, being predictive also for the nursing workload (Hallo-
ran 198 5, O'Bren-Pallas et al, 1997}, Dependency observed
in basic patient care needs (e.g. feeding and hydration,
hygiene, mobility) with rel ated nursing inrerventions quantify
the nursing complexiry, which is defined as all dimensions of
care expressed as inrensity, engagement and nursing work
(Galimberti et al. 2012). The systematic use of NDs m con-
junction with nursing interventions can provide a betrer mea-
sure of nursing complexity because NDs cover wide domains
of nursing care (e numition, selfcare, coping, safery,

combort); they are the current standard erms and are based
on the oNgping patient assessment.

A shortage of solid knowledge ewists regarding the
prevalence and diswribution of patient needs among chini-
@l serings and discases. Only a few studies have been
based on large hospital darabases thar included nursing
diagnostic dam (Halloran & Kiley 1987, Rosenthal et al.
1995, Welron & Halloran 2005, Park etal. 2006,
O'Frien-Pallas  etal. 2010, Feng & Chang 2015).
Wonetheless, smdies such as these are antral @ improv-
ing the knowledge on the epidemiology of NDs. For
example, considering the NDs collecred ar admission afmer
the inirial nursing assessment can provide @ picture of the
most frequent nursing needs in the first hours of care
and, consequentdy, the outcome to achieve and the inrer-
ventions to perform for a cormin cfegory of patients or
in a parricular care unit, Unfortunately, only a few large
smdies have analysed the NDs on hospiml admission
(Rosenthal er al. 1992, 1995)

Since several studics have shown thar NDs could be
associated with key hospital cutcomes, such as morality
and length of stay (LOS), the interest reparding the analy-
sis of NDs could be significandy greater (Halloran 1985,
Rosenthal ef al. 1995, O'Bnen-Pallas ef al. 1997, Welton
& Halloran 2005). Mursing disgnosis patrerns and mends
may allow healthcare wams (not just nurses) © make a
prognosis and identify the wajectory of care compared
with simular patents. The relationship berween nursing
diagnoses and these outeomes remains uneerram (Maas 8¢
Delaney 2004, Miiller-Smaub & al. 2006, Urquhare er al.
2009).

Aims

The aims of this study were: 1) to deseribe the prevalence
and distribution of NDs on admission among inpatient
units (IUs) and medical diagnoses and 2) to analyse the
relarionship berween the NDs on admission, the parient
characrenstics and the hospiml ourcomes,

Research guestions

* How many NDs were identified on averapge for each
patient?

® Which NI} were more frequent?

® Whar were the differences and similarines berween the
s and the medical diagnoses in terms of the preva-
lence of NDs?

® What is the relafionship between the total number of
NDs, the patient characreristics (age and sex) and the
hospital outcomes (LOS and mortality )2

® Whar NI
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Metodi
= E la sezione di piu difficile lettura (e scrittura)
" Fondamentale per una valutazione critica del lavoro

" Consente di capire se lo studio e stato ben condotto e se ci sono
bias che possono avere influenzato i risultati

" Dovrebbe riportare:
- il disegno dello studio
- le modalita di calcolo della dimensione del campione
- le modalita di arruolamento
- i criteri di inclusione e di esclusione dei partecipanti
- le modalita adottate per evitare le distorsioni
- le analisi statistiche usate
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The impact of music therapy versus music medicine
on psychological outcomes and pain in cancer patients:
a mixed methods study

opportunitics to explore and process emotions in a creative
process unique trom other therapeutic disciplmes and facilitie
meaning making through music-evoked reflections [T].

Results of o Cochrane systemate review on the nse of
music interventions with cancer patients indicate that music
interventions may have beneficial effects on anxiety, pain,
mood, quality of life, and physwological responses [7]. The
review authors concluded that more mndomized controlled
trials (RCTs) are needed to directly compare the effectiveness
of MM versus MT interventions with cancer paticnts so that
the impact and clinical role of eech can be better understood.
The current study was 1n direct response to thes recommenda-
tion, namely to (1) compare the impact of MT versus MM
interventions on psychological putcomes and pain in cancer
patients snd (2) enhance understanding of patsents” differen-
il experiences of these two types of inferventions.

Methods
Design

We firmly believe that research methodology should be driven
by research questions mther than by an a prion stunce regard-
ing superionty of rescarch method: Therefore, we adhere to
pragmistism as our philosophical stance [13]. We used & mived
methods research approach in which both quentitative and
qualitative dota are gathered and integrated, resulting in mter-
pretations that are grounded in the combined strengths of both
data sets [14] Specifically, we employed a mixed methods
intervention design in which gualitative data (i.e.. semi-
structured exit intervicws) were erbedded within an RCT
[15]. The purpose of the interviews was to (@) bring greater
understanding of cancer paticnts’ experience of music nter-
ventions and (b} give participants the opportunity to shane in

theiy awn words the impact of the inferventions on their well-
bemng.

This study was approved by an Institutional Review Board,
and informed consemt was obtained from all participants.
Tharty-one participants complcted two MT sessions and two
MM scssions within 2 2-weck timeframe. Using a hst of
random numbers. participants were randomized to one of
two treatment sequences consisting of two MT scssions
followed by two MM sessions or vice versa. The use of
sequentially numbered, opaque, scaled envelopes ensured
allocation concealment.

Particspants

Thirty-one adult cancer patients at an urban hospital were
recrutted between August 2012 and June 2013, Patients were
cligible if they were currently recetving inpatient or outpatient
cancer treatment; were proficient in English: and did not have
a cognitive impairment, psychotic disorder, or hearing impair-
ment. The mean age was 53.8 years and 67.7 % were female.
Demographic chamctenistics are summanzed in Table 1.

As this was considered a pilot study, no a prion sample size
wis computed. Instead, we anticipated that this study wouold
provide standard deviation estimates to guide fiture large-
scale trials (see Fig. | for participant flow).

Interventions

Music therapy MT sessions were provided by a board-
certified music therapist and lasted 30 1o 45 min cach. The
aim of the sessions was to help patients manage stress, mood,
and pain end to provide psychosocial support. After a bnef
discussion about current concerns, the music therapist offered
live music based on patient needs. She invited participants to
sing and/or play an mstrument {e.g., xylophone and small
percussion mstruments) along to a familiar song or improvised
melody. These expenences were followed by additional
songs, co-created instrumental or vocal improvisations, song-
writmg. or music-guided breathing exercises. The therapist
provided ample opportunity for verbal processing of emotions
and thoughts evoked by the music.

Music medicine At the start of the study, participants were
sked to list their music preferences on a demographic nfor-
mation sheet. Based on this information, we created individ-
ualized playhists. The music therapist met with each partici-
pant at the start of the MM session to deliver an iPod with the
patient’s playlist. The music therapist made sure the patient
was able to opemate the 1Pod, but no further assessment took
place. Participants were asked not to engage in other activities
while the music played. The music therapist then left the
room. MM sessions lnsted 30-45 min.

SZupport Cane Cancer

Table 1 Participant chorctensics (n=31)

M%)

Age (M4SD, mange)  S3E+1384; 3288 vears
Cienber

Feemals 21 467.7)
Ethmicaty

Black 23742}

Caucisamm a{19.4)

Aciaan 132

Obeer 132y
Marital

Marrsed Tix26)

M-tz 10323}

Widnwer/ widiw Bil9.4)

Divorced sejusated 5ila1)

Other EREET]
Education

High schisal or kess 13(T74)

Cullegeruniversity 7228
Type af cancer

Breast & {19.4)

Ciarstromtestina| 3497y

Ciynecological 3(8T)

Head and neck 3BTy

Henmiologic T{2.5)

Lung 412.9)

Chibeer 5ilay
Rewurmenie of cancer

M { First i) 234y

Yes (sevond ume or owre) H{Z5E)

Neit repirted 1(3.2)
Patieni type

Outpatient 23071y

Enpanieni 229

We mimimized expectation effects of participants through-
out the study by referrng to both trestment conditions s
music sessions rather than referring to one imlervention as

music therapy.
Measures and data collection

Mood, anxiety, and relaxation were measured with a vesual
analogue scale (VAS), a 100-mm lne; the length of which
represents a continuum of an experience such as mood. Pain
intensity was measured by means of an 11-point numeric
mting scale ((-10) [16].

All participanis were invited fo participate in an audio-
recorded semi-structured, open-ended exit interview.

Interview questions focused on the participants’ expericnces

of the music scssions m general and about ther differental
cxpenences of the MT and MM sessions. Participants were
ulse asked which of these they would like to receive for future
treatments. A blinded outcome assessor collected the quanti-
tative outcome dats immedistely before and after cach music
session. A fier the final session, the outcome assessor conduci-
cd the exit mterview.

Data analysis

Quantitiive anglysis Data were entered into RedCap [17]
and exported to SAS/STATY software for analysis. Average
pre- and postiest scores were computed for the two scssions of
cach treatment condition. We utilized these averages for com-
parisons within and between conditions, In the event of
skewed data, Wilcoxon rank sum tests were used fo test the
within-condition. differences. Otherwise, pared ¢ tests were
used. Pawred ¢ tests on the difference scores were used to test
for between-condition differences.

Qualitative analvsis The interviews were trunscribed verbatim
and reviewed for socurscy, The trenscripts were mmporied into
MAXODA 1l [18] and analyzed by two coders (NP, JB) using
theoretscal thematic anabysis procedures as outlmed by Braun
end Clarke [19]. Theoretical thematic snobvss 1s aimed st iden-
tifying and anabying patterns driven by an a priod theoretical
framework or specific research questions. The coding was guid-
ed by the following research questions: (1) What do partscipants
report @s treatment benefits or harms? and (2) How do they
describe their (differential) expenences of the two types of music
mterventions? Themes were identified wsing a semantic approach
[19] in which themes are denved from “the explicit meamng of
the data and the analyst 1s not booking for anything beyond what
a participant hes said” [19] (p. 84).

Integration of data sety After completion of the quantitative
and qualitative data analysis, the two data sets were compared
to examine (disleongruence of the findings. [n addition, we
created a jomt display [15] of quantmative and qualitatve
findings to examine differemtial expeniences of participants
whose quantitative date profile indicated much greater bene-
fits in MT than in MM or vice versa.

Results

(Juantitative results

The quantitative data indicate that the MT and MM sessions
were equally effective in improving anxiety, mood, relaxation,

and pain. There was no statistically significant difference
between the conditions for these outcomes | Table 2).
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A Schoenwald o al
3. Methods

2.1, Participanits

Potential participants were identified n the booking record of
scheduled deliveries from July 2013 o December 2014, Following an
initial telephone call, participants who indicated a willingnecs to take
part in the trial were mailed information and consent forms. Eligible
women were required 1o be ar leas 18 years of age and scheduled for
elective capsarean section. Only English speaking women were con-
sidered for inclusion. Exclusion criteria included contraindications 1o
spinal analgesia, a history of any type of chronde pain, oploid tolernee,
and substance abuse. Potential participants were also excluded if they
reported adverse reactions to any dregs or interventions planned for use
in the trial such as inrrathecal morphine and oral analgesics. A final
m:riuum eriterion wisl mmmmlh 8 dugwmenujha-pnnmp]u viral

fection as itk

Dematioanl fourndd of Nerdeg Soudles 78 (2015) 19

3.6. Intervention

The i ] with oral done alang:
side supportive care and education abowl pain Before
B:DD on the day after surgery, the nurse practitioner engaged parsid-
pants in a di about their experd and explained the sched-

uled doses of immediate-releas oxyeodans at 8:00 h (10 my), 14:00h
(5 myg), and 20:00 b (5 mg). Preseribed by ansesthetists in the operatieg
suire, these scheduled does were necessary for ethical and anasstheic
depariment support for the tral. It lras conveyed that these doses could

A Sehoemwald o al.

relief over time (VConnor ansd Dworkin, 2017). Categories range from
‘wery midch worse' pain 1o ‘very much improved’. Reduced pain in-
tensity has been correlated with improved ratings on the scale (Elfving
ef al, 2016, Gedsser et al, 2010% No studies have used this scale 10
measure the effects of an intervention for caesarean pain.

The modified Brief Pain lventory (Alyal oo ||| "'|JL1'J] ik uded as a
measure of pain d pain
muno-lummmnlmmmmbsumuoh the day after surgery.
hems on the scale included the impact of pain on cowghing and
breathing, making the modified seale culiable for use in the context of

bie pefuased sand bedubed or dol eould be reg d
al any time. The nurse prm:l.llmn:t communicated (o participants that
they had control over these decisions. Another key component of the
intervention was 10 discuss the eff ol i !

oxyeodone and how it could reduee pain interference. The discussion

also aimed o identify any misconceptions participants hod regardicg

result i spread of the infection.

12 Sample size caleulation

A sample sire was caleulased using G*Power version 3 hased on the
ahbility of an independent samples Flest o delect @ mean diference of
10 mm on a 0-100 mm visual analoges scale between two groups. The
standard deviation used in the caleulation (18 mm) was reported in
previous trials (Davis ef ol 2006; McDoasiell e al, 2010). A confidence
Jevel 0f 95% (p < _05) and power of BO% were wed. The caleulation
gave a sample size of 104, that iz, two equal groips of 52 women. The
sample size was incressed by 15% 1o address the possibiliny d:a( non-
parumetric statistics might have (o be used because of non- af

the pk logy and safety of oxyeodons, and 1o provide edueation 10
sddress any isswes. The final stages of te intervention involved follow-
up af participants throughout the day at 11300 and 14:00 b, The nurse
practitioner assested participant repons of pain using & 0-10 verbal
rating scale and, if analgesiz was nadequate, the nurse praciitiones
supported maternal control and regquest for sdditional pain relief. Ead
review lased approximately 5-10 min.

3.7 Stondard conditions {eontral group)

The contral group was ibed a dard o dase of
10 myg of controlled-release oxycodone curmd.qg a1 08:00 b the doy
after surgery and continuing every 12h for two days Contrel group
participants received one review by the acute pain wervice made up of

the dependent variable. A further incresse of 10% was added 1o allow
for attrition, giving an overall sample size of 130 participants.

A.3. Randomisation

an h and & regi d misrse.

A8 Duicome megeires

3.8.1. Baseline dmw
Prenatal data included age, ethnicity, level of education, parity,
fon in weeks, number of previous caesareans, and body mas

The was d by an ind i her and
concealment of group allocation was based on the gequmun]lu A
bar.d npmu:mlnd Jops h Each mumbered

d the i and i that
mmau-ed :m:aalzd wnitil ghven o m= anaesthetict on the day of sur-
gery. Envelopes were prepared by another independent researcher and
the sequential monber corresponded to the research participant number
an the master allocation Hst (allocation mtie 1:1).

index. The Pain Catastrophising Scale (Sulliven er al | 1955) was used 0
sereen for citastrophe thoughes prI.m to admission o hospital riza
13-item scale and d o abour thoughts
or feslings when experiencing pain or past painful experiences (Sullivon
et al.. 1995). Maternal depression was alse measured prior to hospins-
lisation with the Edinburgh Pestmatal Depresion Scale (Cox ef o,
1947} The seale i widely used as a sereening tool for maternal de-
pression (Cox et al, 1987 Rowe ot al, 2008; Swalm et al, 20100 R
comtaing 10 items scored in a range of 0-3 with higher scores signifyicg

34, Blinding emotional distress. The validity and reliability of the tool has been
demonstrated by comparing it with other depression scales during and

The procsss blinded " and pither periop staff unidl after pre,gnm (0 et oal, 20113 Pre-imervention consumption of
the envelopes wese opened prior o surgery. Thenuuz i was Y and dol within six howrs of the commencement of the
also, Wlinded te frastmet all sl e 4 intervention was reconded as was the dose and time of administration of

the day after surgery. For the fmllow-ap interviews, a research assistang
wits binded to treatment allocation. Cily the seguence number was
placed on the completed questionmaires,

35 Caore given o all perticipants

The hesiology director i for all participants to be
sdministened hyperbaric bupivacaine (0.5%), morphine (100 meg), and
fentanyl [20 meg) via the intrathecal mute. Paracetamol (one gram)
and intravenous parecoxib (40 mg) were also administered. For post-
operative pain management, oral paracetamol (one gram) was ad-
ministered four times per day commencing 2t 18:00 h on the day of
surgery and oral ibaprofen (400 mg) three times per day for three days
commencing at 08:00 b on the Ao postoperative day.

intrathesal morphine.

3.8.2 Primary outeoine

The visual analogue seale was used 1o evaluste pain intensity where
participanis marked a 100 mm line with the anchors ‘no pain’ and ‘the
worst pain imaginable.' The walidity and reliability of the scale in
clinieal regearch has been well establishad (Breivik er al, 2008; Kahl
il Cleeland, 2005). In this study, participanes recorded scores a1 rest
and on sitting for the first four hours starting at B:00 l Pain scones wee
also recorded st rest and on 24 b fall the &

383 Secondmry ouecomes

The Patient Global Impression of Change scale was also completed
aver the first four hours after the first schesduled dose of oxyeodone. The
seale is a global measure with 7 categories designed 1o evaluate pain

paln (Akyol et al, 2009 Atkinsen et al. 2010).

Total opinid doses wers caleulated for two pcul:rpuauve ddays The
doses included seheduled plus sdditional doses of and tra-
madol requested by participante. Opioid-induced nauees, prurims, and
drowsiness were evaluated wsing 0-100 mm visual analogue scale
snres with the anchors ‘none’ 1o ‘intolerable’. Similar scales have been
used in trials evaluating side effects after castarean {MeDommell ef al,
ania).

Maternal perceptivn of confrol over pain management vwas alss
evaluated 24 h following the intervention. A 0-100 mm scale wias wsed
with the anchars of ‘none’ and "eomplete’ for the question “how much
control did you have over your pain mansgement?’. The scale was
adapted from a study on the relaionship between perceived control
aver pain management and satisfaction with the childbinh experience
(McCres and Wright, 1999). Scales to measure perception of control in
childbinh situations have been used in previous research (Ford and
Ay, 2008) bul kave ot been ueed b compare interventions for
caesarean pakn.

AE4. Follow-up ot three months

The Graded Chronic Pain Scale ~ Version Two (Von Eorff, 2011) was
used to determine pain intensity and disability three months after
surgery. This eight-item scale lows for evalustion of pain intensity,
pain interference, and pain persistence by providing numerical rating
seored from 0 to 10 (Von Horfl, 2001) Theee jtess for pain intensity
give a score out of 30 and disability scores are added 1o determine a
seore ranging from O to 40. The scale is used to grade chronic pain and
disability ranging from Grade I (low intendity and interference) 1o
Grade IV {severe puin interference). Reeall of pain reports over theee
months using this scale have demonstrated consistency with diary en-
tries over the same period (F = D800 {Van Kordf, 200 1) In the follow-
up interyiews, the same postnata] depression scale and modified brief
pain inventory were wosd a8 in the postoperative phace,

385 Ethical considerations

The trial wi registered with the Ausicalian and New Zealand
Registry of Clinicsl Triale (Regisration: ACTRN12613000076774) and
ethical approval was obtained from the hospital heman research ethics
committee (HREG/T13/QWMS/8). The research was conducted in ac-
cordance with the principles of the Declarastion of Helsinki embedded
the National Stsement for the Conduet of Human Ressareh in Australia
(Matdonal Health and Medical Research Councll, 2007), A2 noted, sp-
proval for this trial was partially dependent on the intervention group
recefving the same total dose of scheduled oxycodone as the contml
group bemusemmemedlmlmﬂpemﬂuuirhmmdmm maynm

Bvermational Tourndd of Merseg Studies 78 (2018 1-0

side effects. Finally, pain scores on the second day were assessed st
8:00 h. Caleulations of apboid consumption were carried out by the first
author on the day of dischargs from hospital. Thess caleulations were
later verifisd by 8 research assistant who also conducted 1elephone
interviews three months after the date of surgery.

HE7. Data analysis
The IEM 5PSS Statistics version 22 (IBM Corporation, Armonk, NY,
USA) was used for data analysie For complex analyset of 0~100 mm
xumrmpm.hmmgdmgmglunmdwuwliedmu
has been for ol ining sseciations between
multiple variables and for responses that display a wide pattern of
variagion [Demidenko, 2013; Shin, 2000). Mixed modeie analysis is aleo
more suitable than repested messures ANOVA ac the amalytical
methods make more efficient use of data when a proportion is missing
{Cleophas et al., 2009; Demidenko, 2013; Shin, 2000). The patieat
global bmprestion of change scale was amalysed by binary logistic re-
greszion. Mann Whitney U tests were used to determine the differences
in paln interference scores, opiodd consemption, and oplobd-induced
side effects. For the follow-up, descriptive dsta were reporied using
median seoret and imerquartile rnges Also, & grade for chronde pain
wae caleulated for each participant a: deseribed in the Graded Chronie
Pain Scale [Von Ko, 2011). Mnlr.l.pl= linear mgnsﬂnn models were
| o explore Iretween e affecting pain
outcomes over three months,

FB.8. Intertin analysis mmd stopping guidefine:

The ethics application contained stopping guidelines and the o
teria were medical emergency caused by the intervention, wvere in-
eractable pain, unespliined pain intensity, pain unable o be mansged
under the nurse practitioner scope of practics, persistent opiold-in-
duced side effects greater than 40 mm despite treatment, withdrawal of
comsent by the participant, or allergic dreg resction due 1o sl an-
alpesics. Grounds for cessation of the trial were if greater than 30% of
participants reported greater than 40 mm for drowsinedss, nausea, or
pruritus, An interim analysis after 60 participants demonstrated no
participant complaings, no increase in adverse drog effects, and no in.
cremie n pain from the intervention when compared to the contral
group (standard care).

4. Results

The total sample meluded 131 women randomised o either the
intervention (4 = 65) or control group (n = 66). The final sample
consisted of 61 participants in each of the control and intervention
groups as four participants from the intervention group and five from
the control group left the bospital withow completing any of the
queéstionnaires [Fiyg 1) For the follow.op analyses, resulis were gen.
erated based on the combined sample of control and mtervention par-
ticipants (n = BS]

4.1. Bastling resules

The: demographic and antenatal characteristics of both groups are
shown in Table 1 Over hall of all participants (50.8%) underwent their

have provided wamen with U
Themwemd:mmcnlanda]ld.muﬂecmnmdmhmappmﬂ
by the human research ethics committes.

386, Data collection
Boseline datn were collected by the fira author prior 0 com-
of the trial either mailed or completed the
basedine on the day of ad al B:00 b the
morning after surgery, participants recorded hoirdy scores for pain
intensity and global impression of change. On the same evening at
20000 b, participants rated their pain interference and opioid-induced

secnmnd delivery and there were alight differences in Caves-
sian participanis, B5.2% for the control group and 98.4% for partici-
pants receiving the imervention. The mean time from injection of in-
wrathecal morphine 1o 8:00 b the day after was 20 b (p = 0.710). Both
grops differed in the wial dose of oxyeodone administered within six
houss of the start of the intervention and control treatments. Fifteen
participants in the control group (25%) received 5-20 mg of im-
mediate-relese axyeodone compared o Ave participants {B.2%) in the
intervention group who received oaly 5-10myg (p = 0.032). For tra.
madol, 21 participants (34.4%) in the imervention group required
50-100 mg compared 1o 10 (16.7%) in the contral group (p = 0.073).



Risultati

" Devono essere illustrati in maniera chiara, completa
e attendibile

" [n questa sezione si trovano gli elementi oggettivi
per valutare |'attendibilita dello studio

" | risultati devono rispondere alle domande iniziali
per cui e stata condotta la ricerca e devono dar
conto momento per momento della popolazione
coinvolta (es. eventuali perdite di pazienti)
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Fig, 1. Qusscrt disgram of participat Do,

Fain at rest froem 08:00 bowrs the day afer C5

Aasessed for elighiity (n- 253) |

Nurse practitioner led pain management the day after caesarean section: A
randomised controlled trial and follow-up study

4.4, Three-month follow-up

Anthony Schoenwald™”, Carol Windsor"", Edward Gosden*, Clint Douglas™ e n“':":'l n’“'ﬂ”;z:ﬂ"’:snf:: P palt acuten ':;F""' fsn S
interviews three months after the date of surgery. . mA‘lﬂM mlmmmhwvﬂp‘!. reparted a medlan sooe of fir days of pain over three moaths. Twa

SR Dk Age<18~2. Mo Englsh-E participants (2.4%) reported persictent pain for greater than 40 days.

s y e ; # Decinad L participaie (n= 112) Thars wees s ststlateally slpaifoan dilfranset b barwss tha i

The [EM SPS5 Stasissics version 22 (IBM Corporetion. Amonk, NY, fervention and contral groups across these outcomes. Every point in-

USA} was wied for daa analysis. For complex analyses of 0-100 mm
seores for paln, a linear mixed regresion moded was applied because it
has been singgested a0 appropriste for determining ssocistions betwesn
multiphe variables and for responss that display a wide pattern of
variation (Demnidenkn, 2013; Shin, 2009). Mixed models analysis is also
more suitable than repeated measures ANOVA as the analytical
methods make more efficient uee of data when a prupwll.on i migsing
(Cleophas <t al, 2009; Démilenks, 2013; Shin, X0 The patient
global impression of change scale was anl_fsed by binary Iughu.c e
the ol

Randomised (n= 131)

I

Alocatad ta intarvention {n= &5)
+ Recetved afocated inlervention (ne B5)

Alogated o Control fn= 55)
+ Recahved aliccated intarvention (o= 66)

gression. Mann Whimey [ tests were used o o
in pain interference scores, oploid consemption, snd oploid-inducsd
gide effects Foe the follow-op, descriptive dara wens reported using
medinn scores and nverguartile ranges. Also, a grade for chronie pain
wias caloulated for each participant as described in the Graded Chronic
Pain Seale (Von Koefl, 2011). Multiple linear regression models were

d o explore between variabdes affecting pain
autcomes over thies months,

3.8.8 Mnterim amadysis md stopping puidelines

The ethics application contained stopping guidelines and the eri-
teria were medical emergency caused by the intervention, severs in-
tractable pain, unexplained pain intensity, pain unable to be mansged
under the nuree practitioner scope of practice, persistent opioid-in-
duced side sffects groater than 40 mm despite rreatment, withdrawal of
consent by the participant, or allergic drug resction due w0 wial an-
algesics. Grounds for cessation of the trial were if greager than 309 of
panicipanis reported greater than 40 mm for drowsinese, nausea, of
prufius. An nterim analysis after 60 participants demonstrated no
panticipant complaints, no increase in sdverse drug effects, and na in-
cresge in pain from the iotervention when compared 1o the contmal
group (standard care).

4. Resulls

The rotal sample mehuded 131 women randomived to either the
intervention (n = 65) or controd group (m = 66). The final sample
consisted of 61 panticipants in each of the control and intervention
groups as four participants from the intervention groap and five from
the contral group lefl the bospital withowt completing any of the
quéstionnaires (Fip 1) For the follow-up analyses, results were gen-
erated based on the combined sample of control and intervention pas-
tcipants {n = B5).

4.1. Boseline results

The d hic and | ehar: ics af bath growps are
shiwn in Table 1. Ower half of all participants {50.8%) underwent their
second eaesarean delivery and there were slight differences in Canca-
sian participanis, B5.2% for the control group and 98 4% for partici-
pants receiving the intervention. The mean time from injection of in-
trathecal marphine to 8:00 b the day after was 20h (p = 0.710). Both
groups differed in the toral dose of oxyeodone administersd within six
hours of the start of the Intervention and controd treatments. Fifteen
participants in the control group (25%) received 5-20 mg of im-
medinte-relesse I d o five 1B.2%] in the
intervention group who received only 5-10mg (p = 0.032). For trs-
madol, 21 participants (34.4%) in the ervention group required
50-100 mg compared 10 10 (16.7%) in the control group (p = 0.073).

|

Lot to faliow-up (= 4)

ftapson: Did not complete questionnaire

Lost o follow-up = 5)
Reason: Did not complets questisnnaka

| ]

|

Aralysed {r= 81)
+ Exciidod fram anatysss (1= 0)

Analysad [n= B1)
+ Excludad from analysis (n= 0)

Table 1
Baediss Duta
Measiine A Contol Intervenris  p value feantrol va,
intervimaion)
Age Misin (511} 119 299(56 30359 088F
Dody Mass Index Meas 115 34078 339073 ode
50

Eshnieiry 12 [
Canicsian S2{E52%) 60 (98.4%)
Oher 9 [148%] 1 (LeW

Educmion 1z assr’
« High Selioal S@EMN) 5 (8.2%)

High Sehont 49 {(E03%) 50 (820%)

Univessiry TOLSE 698

Depeession Meam (SL) 113 44(43] 42033 o7
Paie, Catsteapitising 97 1[I 113098 00E

Seore Maan (SE)

Trevious Corsaneas 15 s
First Cacsneas 13 0303%) 13 (213%)
‘Second Chesirean 29 (475%) 33 (54.1%)

= 2 Cavanreass 19 (3L1%) 15 [246%)

Paaicy 122 o
Nullipareiis 0 (s} L]

Primipamus 11 (%) 24 (39.5%)
Multigarms: 0[R20} 37 (60.7%)

i Tt

* Ladepestent
* il Square Test of Independesce.
4.2 Primary outcomes

Due to non-linsar response cirves, pain Scored were analysed by
Hnear mixed models with spline regression, with a prior determination

of the knots based on inflections in the mean response curve. For resting
pain, spline one covered the response fram 8:00 to 3200 b, spline two
the response from 900 1o 12:00 b, and spline three the response from
12400 0 B:00 b the following morning. Spline one for pain on sitting
covered the period from 8:00 1o 10:00, spline two 10:00 to 1200, and
spling thres 12:00 to 8:00 b the following morming.

Variables were teiged by univariate regression followed by stepwise
addition in ascending order of univariate p values. The final models
demonstrated no statistical significance for the mtervention over 24 h
for pain at cest {p = 0.40, 05% C1 -4.8 mm, 11.9 mm) o pain on sil-
ting/moving (p = 0.561, 95% CI ~15.2 mm, 8.3 mm). Al the specific
timie af %00 b for pain & rest, mean pain for those who received the
intervention decressed by 5.3 mm (p = 0,050, 05% CI -10.7, 0.0} For
paln on sitting at 10:00 b, mean pain decreased by 6.1 mm (p = 0.063,
95% CE -12.6mm, 0.3 mmn). Other time-points or splines were not
analysed as pain intensity soores were highly variable and this created
eomputational difficulties. Mean pain scores are presented in Flge 2
and 3,

The final sregression model for pain af rest showed that pain cata-
strophising and previous caesarean deliveries were msociated with
greater pain intensity over 24 h For every previous cassarean section,
mean pain fntensity at rest for all participans increased by 7.3 mm
(p = 0.004, 9596 CI 2.4, 12.0) snd for every one-painl increase in pain
catastrophising, mean pain ar rest mersaced by 0.4 mm (p = 0.023,
95% O 0.1, 0.8). These resiilis were statigically significant

4.5. Secondary outcoimes

From 3:00 b the day after caesarean section, the intesvention group
reported ‘much mproved” or ‘very much improved” global ehange in
pain relief over three hours with greater odds than the control group
(p = 0.014, OR = 2.5, 05% (I 1.2, 5.3). At 20-00 h an the same day,

Time (aursy

Fig. 2. Paln m ses (means and stssdard ermes) from S:00 w0 L2000 the day sfier sl
Ohae it 200 b G e Sinconid PasUpCrive momieg,

i o s fes g Frovin 08200 Do,
the day after 5

Paitt seare 0-190mi)

Timie ihsiarsy

Fig. 2. Pain on simtisg (means osd usdard smoes) fom £00 10 12:00 b is the flasr
pamaperatlvs diy ssd thes movemen! pus at BOOK oo the sstond posoperstive
moiing.

Tabile 2
Paln inteerence presaded ar 5000 on the fies posoperstive day {mediins and ke

quanile ranges).

cree in postnatal depression from baseline was associated with an
increage in total pain interference a three months of approximately ons
point (p < 0001, = 1.1, 95% CI 1.0, 1.1). Elevated postratal de-
pression scores were aleo associated with one more day of pain for
every point increase {p < 0001, = 1.0, 95% 1 1.1, 1.8). In relation
to the graded chronic pain seale, B7.1% of participants were graded ag
low pain intensity and low interference {Grade I). Three participants
(3.5%) were graded as high pain imensity with little oc no interference
(Grade I and another three participants (3.5%) were graded as mod-
erale interference (Grade 171 Five participants (5.9%) were graded as
severe pain nterference {Grade IVE

5. Discussion

In terms: of the first research question, the primary study outcome
wias nod dgnificantly different betwesn the two groups. Nonetheless, an
important finding of this phase of the tial was the varability in in-
dividual redponess in relation 1o pain inténsity stores over lime, $0
much so that the slopes for splines two and three could not be analysed
in the linear mixed effects model. This wnderscores the need o re-
eognise individual variability in response to pain when formilaing and
evaluating pain imerventions. Thus, reduced pain intensity scores alone
may not be the only reliable indicator of bnproved analgesin Faras
et al (2010) argued that global cateporical responses are equally im-
portant and more appropriate because of variance in the way in-
dividuals report pain intensity. Furthermore, others have suggested tha

Measure: Control Isservention Mann Whitney  F value
u=an n=54 u
Acbity 513,71 41271 1087 w42
Mood 201.4] 1 03] W05 [
Walking 5138 1271 s 008
Relationships 0 [0,2] AU 138 0379
Coughing 7 [0 4118 L] a3y
Bresthisg 010,31 o [auE] 1195 039
Concentration 1 110,41 10z 1254 ()
Enjuysent 10,41 1 [a3] 173 oS
Taal 25 111,30 15 [2.34] L] oo

the intervention group reported less iotal pain interference than the
contral growp (U = 992, p = QLOZ9). The intervention group alo ex-
perienced less pain interfersnce on general activity (U = 1017,
p = 0.042), walking (U = 925, p = 0.008), and coughing (I = 1011,
P =0.037), as presented in Talle L The differences here wese alse
statistically significant

Participanis in the mtervention group were administersd less odal
oxyeodons (median = 30, IQR = 3025 myg) than the control groip
{median = 30, IQR = 30-40mg) over 28h (U = 989, p = 0.001):
There wias no diffesence betwesn groups in lemms of posloperstive
tramadol comsimption over 2B h (U = 1565, p = 0L0B0). No aatidti-
cally significant differences were found between groups in terms of
subjective  reparts of nausea (U = 1333, p = 0.768), itching
(L' = 1367, p = 0.944), or drowsiness (I/ = 1326, p = 0.739). Whers
2o represented no control over pain management and 100 mm com-
plete control, scores were slightly lower for the control group
(54.3 £ 23.7) compared to the inervention group (60.1 = 26.8). The
difference was not statistically significant (t = —1.10, p = 0.273, 05%
CI -16.2 mm, 4.6 mom).

global ina of change scales can be more resporsve o treatment
elfecte hu-pusmpmmepam imterventiong {Jensen o2 al, 2005). In this
study, el ful global fmp of change at 11:00h

contrasts with me resilts for pain intensity scores (O0'Comnor snd
Drwerekin, 2017 Turk and Melwsmcl, J011). Overall, this perceived
change may have been enough o reduce pain bitederence and thus
made it easier for some women (o mobilise and perform other maternal
functions.

Pain interference was reduced s reported by maternal recall of the
impact of pain over 12 h during the day after surgery. The intervention
may have enhanced the ability of participants to mobilise as this was a
Izummpungn( of the dLu:nmuu alongside Iniurmaﬂuu about the time
o & of 4
Fusthermore, additional doses of oxycodone and n-anndnl :bmnubmn
this day may have lessened the bnpact of pain. This coukl have been the

of many il from the | group becayse o
gaal of the intervention was to ensble greater maternal control and
ion in the of opioid analgesi

The intervention wi designed 1o use education and supportive
fallow-up care 1o enable greater control and participation by women in
pain mansgement. While no studies have evaluated this approach 1o
care following caesarean section, there is some evidence af the benefit
of these strategies in other surgical contevts (Kol el sl, 2014; Sayin and
Aksiy, D012 Wong et al., 2010k Foega et al, 2014). The diffeuly of
interpreting previous work in this area is because of lack of detail on
formulations and doses of nm]guln minlnls[ued to participants

I de these is ion and contral oves
pain mamagement are complex issues. A comprebensive approach o
pain must condider that not all patients desire the sxme degree of
mnl.m]ur level of participation [McTier et al, 2014). Nonetheloss, the

view is that pesies will work better if there exists
shar:d decision-making and a positive relationship between patients




Discussione
= E la sezione pil soggettiva di un articolo
= Aiuta a capire i risultati secondo l'interpretazione degli autori

= Le affermazioni dei ricercatori devono essere coerenti con i dati
riportati nei Risultati

Limiti

" Indicare i punti deboli e i difetti di uno studio per consentire al
lettore di interpretare risultati e conclusioni nella giusta luce
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Paln intederence Frasaded ot B000 o0 the Me pomopestive day {medling asd ke,
quanile ranges).

Inesmatiosnal Journal af Narsig Stalies 78 (2978 1-9
4.4, Three-month follow-up

Five participants (5.0%) reported pain scores of greater than three

A Selwenwaid e ol

and elindcal staff {Ausralizn Pharmaceutical Advisory Council, 2005,
MeTier et al, 2014).

Broader aspecis of may have hindered the
ability of the mervention o shift perceived control to women,

out of 10 at the tme of the telepk . Overall,

reported a medisn soore of four days of pain over three months. Two
participants (2.4%) reported persictent pain for greater than 40 days.
Thars wees s ststtateally slpaifoan dilfrasat b barwiss tha i
tervention and control groupd acrosd these outcomes. Every poinl in-
cree in postnatal depression from baseline was associated with an
increase in total pain imerference ag thres months of approximately one
point (p = 0001, £ = 1.1, 95% Cl 1.0, 1.1). Elevated postmatal de-
pression scores were aleo associated with one more day of pain for
every point increase {p < 0001, = 1.0, 95% 1 1.1, 1.8). In relation
o the graded chronic pain scale, B7.1% of participants were graded as
Jow pain intengity and bow interference {Grade I). Three participants
(3.5%) were graded as high pain intensity with little oc no interference
(Grade I and another three participants (3.5%) were graded as mod-
erale interference (Gracde [T Five participants (5.9%) were graded as
severe pain mlerference (Grade IVE

5. Discussion

In terms of the firg research question, the primary study outcome
wias mod significantly different between the two groups. Nonetheless, an
important finding of this phase of the tial was the vadability in in-
dividual responees in relation 1o pain intensity scores over time, 2o
much so that the slopes for splines two and three could not be analysed
in the linear mixed effects model. This underscores the need 10 re-
cognise individual variabdlity in response to pain when fermulating and
evaluating pain interventione Thus, reduced pain intendity seores alons
may not be the only reliable indicaior of bnproved analgesin Famas
et al (20104 argued that global categorical retponses are equally im-
portant and more appropriste because of varianee in the way in-
dividuals report pain intensity. Furthermore, others have suggested tha

Masure otk Intervention Mass Whimey P valug
049 n=54
Aatviry 51371 41271 0043
Mood 211.4] 1 (03] 0087
Walking 5[3.8] 3271 .00
Relationships 0 f0,2] LALAY asra
Coughing 7 [ni0 4 1181 ooy
Brehlsg 6 10,3 o ] 0z
Coneentrsion 1 [0,4] 1 [z (=)
Enjuyment 11041 1 [0.3] 0295
Taml 25 111,301 15 [2:34] o0

global ion of change scales can be more responsive to treatment
effects hn-pns’mpmm-epmin imerventions (Jensen e2 2l 2005). In this
atudy, clinically I global impresgion of change at 11:00 h

eontragls with me rewilts for pain intensity scores (OConnor smd
Dwarkin, 2011 Turk and Melwack, 2011). Overall, this perceived
change may have been ensugh o reduce pain inerference and thus
made it Easier for some women 19 mobilise and perform other maternal
functions.

Pain interference was reduced as reported by maternal recall of the
Empact of pain over 12 h during the day sfter surgery. The intervention
may b L d the ability of o svobilise as this was a

the intervention group reported less total pain interference than the
contral groewp (U7 = 992, p = 0.029). The intervention group als ex-
perienced  fess pain interfersnce on general acivity (U= 1017,
p = 0.042), walking (I/ = 925, p = 0.008), and coughing ([7 = 1011,
P ="0.037), as presented i Table 2 The differences here were also
statistically significant.

Participants in the mervention group were administered less wodal
oxycodone (median = 30, IQR = 20-25 mg) than the controd group
{medisn = 30, IQR = 30-40 mg) over 28k (U = 089, p = 0.001).
There was no difference between groups in derms of posloperstive
tramadol consumprion over 2B h (I = 1565, p = 0.989). No statisti-
cally significant differences were found betwesn groups in lerms of
subjective  reports of nasea (U= 1333, p = 0.768), itching
(U = 1367, p = 0.944), or drowsiness (I = 1326, p = 0.739). Where
zern represented no control over pain management and 100 mm com-
plete control, scores were slightly lower for the control group
{54.3 £ 23.7) compared to the intervention group (60.1 = 26.8). The
difference was not statistically significant (t = —1.10, p = 0.273, 55%
CI ~16.2 mm, 4.6 mm).

hey of the d don al ide information about the time
[ axil i o |ese vl
i deditional doses of done and wamadal th 1
this day may have lessened the inpact of pain. This coukd have been the
of many from the i on group because a
gnal of the intervention was to enable greater maternal control and
o in the of opicid analgesi

The intervention was designed o use education and supportive
follovw-up care 1o enable gr control and i by weomen in

were nol able o regulate the types or doses of all analgesics
used. For example. all i were adming d scheduled doses
of non-opioid analgesics as part of the design of this sudy. Participants
were not, however, given power over decision-making around control
over other analgesic types sich as paracetamol or non-stemidal anti-

Imermarionnl Fournal of Nursing Suufiss 7E (015) §-9

general population and it is also ack ledged thar the @ i
nature of the intervention made it difficult o blind participante to the
formulation of cxycodone. The impad of pin on breastfeeding and
maternal satisfaciion wad also not included During the preparation
phase, these isues were considered because they have been measured
in cohort studies. They were excluded from this siudy because of the
risk of increased burden on participants that was an expressed concenn
of the human research ethics committee.

inflammatory drigs. Other tyvpes of nondteroidal ani-infl
drugs could huebcmu&amdmpnnidpmmasanﬂdmnud over
oxyeodone doses. Thus, o lise other th i

were not coniderad and some women may have percedved that clinical
saff had more control Other resesrchers have suggested that pri-
mating greater control over capsarean pain is exiremely difficult due 10
this igsaie (MeCren and Wright, 1999). Hence, the mtervention in this
study may not have gone far encugh in promoting maternal control and
participation fn the pain management plan. The approsch could be
improved by offering participants more decision-making power over
mm]smmanﬂhﬂmmpmnxdum&mnmﬂfmmhmm

mencing the rel hip prios 1o b i
That acute caesarean pain 15 2 complex Hupﬁy:hmulalupu-unc:
d by this dy which id: d many factors that shaped the

experience. For example, the greater number of previous caesarean
deliveries was predictive of more postoperative pain, This may be
partly expl. i by the hat scar hy lgessia can result from
previois Planinenstle] inclsion and make women more sensitive to pein
(Loos &1 al. 2008, Onner ez al, 2013), Furthermore, an experisnce of
poor analgedia can lead to &0 intense fear of pain prios to a subsequent
delivery and resull in catamtrophic thoughts sbowt pain (Keegh et al,
2005). Prenatal pain camastrophising was associated with more posi-

perative pain and this is consistent with previ eh (Flink o al.,
2009; Sirubov ¢ ol 2007). Pain catastrophising kas been shown to be a
potent factor that increases postoperative pain in many other sergical

52 lii for siursing proctice

The resulis of this study have the potential o influence how acute
pain is measured by highlighting individual variance i reponss o
aciile pain and thal pain intensity scores may not be the only reliable
method of evahusting pain interventions or the quality of pain man-
agement. In support of this view, Gorden e al, (2010) proposed that
pain interference should be & key :mtpnmnt alongside pain ntensity
when eval g patin. I ghobal of
change in pain can also be applied in the clinical seming. The patient
globzl impression of change scale can detect the effectiveness of pain
interventions over lime in canlrast 1o pain inlEnsity soores that pertain
o specific points in time {(O0'Connor and Dworkin, 2001) In terms of
pain research, muﬂulgthdkumnmpﬂma:yu}pm imtensdry as an
outcame i it d d clinically in pain
enanzgernent while pain intensity soores were nol reduesd as much by
comparisin,

Acule pain has been d d by the b dical
model with & focus oa and invasive such ag
inlravenous oploids and local ansesthetic mfusions, Thes: methods
have been ghown to be effective in the immediage postoperative phace
during which patients often remain in bed. For many patients, however,
the fullowing day results in severe pain which can limit mobility and
affect recovery. This gudy has demonstrated that an imegrated ap.
proach consisting of anlgedes and supportive education can improve

models (Masselin-Dubois of al, 2001 3) and may interact with d
1o worsen the situation {Debighanl ot al | 2014). Pedoperative depres-
sion has been associated with postoperative pain in previous research
(Anderssen et al, 2004, Hobson e al.. 2005 Keogh & al, 2005; Lou

i s Saundess o8 al. 2006) but not in this sdy. A posible
upl.maﬂnn i u:a.mm prenatal depression scores were nol ndicalive
of significant depression. The affective components of casarean pain
appear o have been manifest al‘lgrdmdnrg: I'mmbuqnml The Follow-
up phase of this irial, o lodge to the
probiem of chronic pain after casarean section.

The International Association for the Study of Paln estimates that
the incidence of severe chronic pain after caesarean section s 4% (LASP,
2011} and the resulis of this study further deseribe the experience.
Three menths after surgery, moderate pain was reported by approsi-
mately 6% of participants. Bonnal and others have reported stmilar
results (Bormal er al., 2016). These findings suggest that, for meost
wiamen, pakn at three months had subsided. The follow-up nterviews in
this study also found thar mest women experienced a median of four
days of pain over three months. However, for those who reported more
p&m interference and more days of pain, the development of posinatal
was @ dirong asociated factor. This finding suppons the

patin manzgement. While no studies have evaluated this h o
care following caesarean section, there is some evidence af the benefit
of these strategies in other surgical contexts (Kol et ol , 2014; Sovin and
Aksoy, 2012 Wong ef al., 20010 Zoega et al, 2014} The difficulty of
interpreting previous work in this ares is becanss of Lick of detail on

proposition that the onger of depression after cascarean section can lead

o chronie pain (Lavandbomme, 2013). The finding s important be-

canipee a grade of serious disability was the outeome for 2 small subset of

women in the sudy. Hence, in the context of scute pain, tbemu!y
b o k ledge about the betwien

beyand the i diate postoperative period and reduce pain

interference with | mobility. M affected by
the imtervention did not require increased rim of oaycodane. This
supparts the view that many other fctors ane associated with post-
opertive pain. Knowhsdge of these factors can be vsed m improve
posloperalive pain management,

Finally, the sy showed that ehronie postsurgical pain B a clinieal
issue that d with p | di This is an
public health jsswe a5 it undermines maternal bealth physically, psy-
chologically, and socially (Recker and PL n' 2011} The finding thar
clrunie pain was sseocinted with i s evid i
support of new models of care, This suggests that the management of
pain should begin prior 1o surgery and follew-op of patients be carmed
out in the months afier surgery wsing appropriate astessment tools 1o
identily chronic pain and maternal mental health problems, The clinical
significance of this cannol be overstated because serious maternal dis-
ability may result from the expedence (Lovand hermme, 20131

6. Conclusions

The nurse practitioner intervention led to broad improvements o
postoperstive pain mansgement and the sl reculie add new knowl-
edge by demonstrating that acute pain management is not all about
analgesics. This supgests that a new approach o pain management is
required 1o manage the supplemental wse of aral Myu‘ﬂhne with sup-

formulations and doses of analgesics admlnl;tue! o
alongside these Furth iom and contral over
pain management are complex Esues A comprebensive approach o
pain mus=t condider that not all patiems desire the same degree of
contrel or level of participation (McTier et al,, 2004), Nonetheless, the
predominant view is thar analgesdes will work better if there exists
shared decision-making and a positive relativnship between patients

presgion and pain outcome following cassarean section and hdgh].ighu
the need for models of care that can address such problems,

51 Limiations

The small sample size makes it difficull 1o apply the resules w the

part that inelude fallow.up ion to the
degree of participation desired by patients. The kn]:auchnmnn] ap-
pm.r.ltu:acuu patin management is supported by the resulis of this
research, clinical guidelines on scute pain mansgement [Aaalgesic
Expesl Growp, 2012), and national guidelines on the quality use of
medicines (Aucimlian Pharmacedtical Advisory Cosncil, 2005). Despite
these guidelines, litle research has been conducted on integrated pain



Conclusioni

= Gli autori traggono le conclusioni del lavoro fatto

= Vengono sottolineati i dati rilevanti e i possibili
sviluppi futuri

= Non devono essere in contrasto, nemmeno in
parte, con i risultati
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