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CARE Checklist of information to include when writing a case report {

Checklist itemn description

The diagnosis or intervention of primary focus followed by the words “casereport” .. . ... ... .. ... oo

2to 5 Iqey words that icﬂentify diagnases or interventions in this case repart including "case report” . _.

Main symptoms and/or important clinical findings

Conclusion—VWhat is the main “ake-away” lesson(s) fromthis case? . . . ... ... ... it i

One or two paragraphs summarizing why this case is unique (may include references) . . . . ....._ ..

De-identified patient specific information_ _ _ _

Primary concerns and symptoms of the patient.

Medical, family, and psycho-social history including relevant genetic information
Relevant past interventions with outcomes

Describe significant physical examination (PE) and important clinical findings. ... _..................

Historical and current information fram this episode of care organized as a timeline
Diagnostic testing (such as PE, laboratory testing, imaging, SUrveys). ... ... ... onenenan..

Diagnostic challenges (such as access to testing, financial, or cultural)

Diagnosis (including other diagnoses considered)

Prognosis {such as staging in oncology) where applicable . ; e

Types of therapeutic intervention (such as pharmacologic, surgical, preventive, self-care)

Administration of therapeutic intervention (such as dosage, strength, duration)

Changes in therapeutic intervention (with rationale) .. .. .. .. .. ...
Clinician and patient-assessed outcomes (if available)

Important follow-up diagnostic and other test results

Intervention adherence and tolerability (How was this assessed ) . . . .. ... e

Adverse and unanticipated events

A scientific discussion of the strengths AND limitations associated with thiscasereport . . ... .. ... .. . ...

Discussion of the relevant medical literature with references. . .. s

The scientific rationale for any conclusions (including aaseasmentofpass:ble c:auses} e
The primary “take-away” lessons of this case report (without references) in a one par:agnapl‘n conclusion

The patient should share their perspective in one to two paragraphs on the treatment(s) they received . ;
Did the patient give informed consent? Please provide if reqQuested . . . .. ... .ottt e
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STROBE Statement—checklist of items that should be included in reports of observational studies

Results

Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially ehigible,
examined for eligibility, confirmed eligible. included in the study. completing follow-up, and
analysed
(b) Give reasons for non-participation at cach stage
(c) Consider use of a flow diagram

Deescriptive 14* (a) Give characteristics of study participants (eg demographic, clinical, social) and information

data on exposurcs and potential confounders
(b) Indicate number of participants with missing data for each variable of interest
(c) Cohort study—Summarise follow-up time (eg. average and total amount)

Outcome data 15*% Cohort stndy—~FR.eport numbers of outcome cvents or summary measurcs over time
Case-contral siudy—Report numbers in each exposure category, or summary measurcs of
cXposure
Cross-sectional study—Report numbers of outcome events or summary measurcs

Main results 16  (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (eg. 95% confidence interval). Make clear which confounders were adjusted for and
why they were included
(#) Report category boundanes when continuous variables were categonzed
(c) If relevant, consider translating estimates of relative rnisk into absolute risk for a meaningtul
time period

Other analyses 17  Report other analyses done—eg analyses of subgroups and interactions. and sensitivity
analyses

Discussion

Key results 18 Summanse key results with reference to study objectives

Linutations 19 Iscuss hmitations of the study, taking into account sources of potential bias or imprecision.
Discuss both direction and magnitude of any potential bias

Interpretation 20  Give a cautious overall interpretation of results considering objectives, limitations, multiplicity
of analyses, results from similar studies, and other relevant evidence

Generalisability 21 Mscuss the generalisability (external vahidity) of the study results

Other information

Item
No Recommendation

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
(&) Provide in the abstract an informative and balanced summary of what was done
and what was found

Introduction

Background/rationale 2 Explain the scientific background and rationale for the investigation being reported

Objectives 3 State specific objectives, including any prespecified hypotheses

Methods

Study design 4 Present key elements of study design carly in the paper

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection

Participants 6 (@) Cohort study—=Give the eligibility criteria, and the sources and methods of
selection of participants. Describe methods of follow-up
Case-control study—Give the eligibility criteria, and the sources and methods of
case ascertainment and control selection. Give the rationale for the choice of cases
and controls
Cross-sectional study—Give the eligibility criteria, and the sources and methods of
selection of participants
(B} Cohort study—For matched studies, give matching criteria and number of
exposed and unexposed
Case-control study—For matched studies, give matching criteria and the number of
controls per case

Vanables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect
modifiers. Give diagnostic critena, 1f applicable

Data sources/ 8* For each variable of interest, give sources of data and details of methods of

measurement assessment (measurement). Describe comparability of assessment methods 1f there
15 more than one group

Bias 9 Describe any efforts to address potential sources of bias

Study size 10 Explain how the study size was armved at

Quantitative vanables 11 Explain how quantitative variables were handled in the analyses. If applicable,
describe which groupings were chosen and why

Statistical methods 12

(a) Describe all statistical methods, including those used to control for confounding

(&) Describe any methods used to examine subgroups and interactions

() Explain how missing data were addressed

(d) Cohort study—If applicable, explain how loss to follow-up was addressed
Case-control study—If applicable, explain how matching of cases and controls was
addressed

Cross-sectional study—If applicable, describe analytical methods taking account of

sampling strategy

() Describe any sensitivity analyses

Funding

22

Give the source of funding and the role of the funders for the present study and., if applicable.
for the oniginal study on which the present article 15 based

*Give information separately for cases and controls in case-control studies and, if applicable, for exposed and

unexposed groups in cohort and cross-sectional studies.

MNote: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely

available on the Web sites of PLoS Medicine at http://aww plosmedicine.org/, Annals of Internal Medicine at

http:/www.annals.org/, and Epidenmology at http:///www.epidem.com/). Information on the STROBE Initiative 1s

available at www.strobe-statement.org.



e S‘TROEE ..St_e_]tgf:njsn;

STROBE Statement—Items to be included when reporting observational studies in a conference
abstract

Ttem Recommendation

Title Indicate the study’™s design with a commonly used term in the title (e.g cohort. case-

control, cross scctional)

HAuoathors Contact details for the corresponding author
Study design Description of the study design (e.g cohort, case-control, cross sectional)
Ohjective Specific objectives or hypothesis
Methods
Setting Description of sctting. follow-up dates or dates at which the outcome events occurred or at

which the outcomes were present, as well as any points or ranges on other time scales for

the outcomes (e.g.. prevalence at age 18, 1998-2007).

Participants Cerfpzey stuwdy—Give the most important celigibility cnteria,. and the most important sources
and methods of selection of participants. Descnbe briefly the methods of follow-up
Case-contral study—Give the major eligibility criteria. and the major sources amnd
methods of case ascertainment and control selection
Cross-sectional study—Give the ehgibality criteria. and the major sources and methods of

selection of participants

Cevhrort study—For matched studies, give matching and number of exposed and

Lme X oo
Case-contral study—For matched studies., give mmatching criteria and the number of

controls Por casc

Wariables Clearly define primary outcome for this report.
Statistical Describe statistical methods, including those used to control for confounding
methods
Fesults
Participants Feport Mumber of participants at the beginning and end of the study
Main results Feport estimnates of associations. If relevant. consider translating estimmates of relative nisk

into absolute risk for a meamnngful time period
Feport appropriate measures of variability and uncertainty {e.g.. odds ratios with

confidence intervals

Conclusions General interpretation of study results



- CONSORT 2010 checklist of information to include when reporting a randomised trial*
VL
Item Reported
Section/Topic No Checklist item on page No
Title and abstract
1a Identification as a randomised frial in the fitle
1b  Structured summary of tnal design, methods, results, and conclusions (for specific guidance see COMSORT for absfracts)
Introduction
Background and Z2a  Scientific background and explanation of rationale
objectives 2b  Specific objectives or hypotheses
Methods
Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio
3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 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 6a Completely defined pre-specified primary and secondary outcome measures, including how and when they
were assessed
6b  Any changes to trial cutcomes after the tnal 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 sequence (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

CONS

ORT 2(H0 checkist



assessing outcomes) and how

11 If relevant, description of the similarity of interventions
Stafistical 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
Farticipant 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)
17t For binary outcomes, presentation of both absolute and relative effect 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  All important harms or unintended effects in each group (for specific guidance see CONSORT for harms)
Discussion
Limitations 20  Tnal limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generalisability 21 Generalisability (external validity, applicability) of the trial findings
Interpretation 22  Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
Other information
Registration 23 Reqgistration number and name of trial registry
Protocol 24 Where the full tnal protocol can be accessed, if available
Funding 25  Sources of funding and other support (such as supply of drugs), role of funders

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we alzo
recommend reading CONSORT extensions for cluster randomized trials, non-inferiority and equivalence trizls, non-pharmacological treatments, herbal interventions, and pragmatic trials.
Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement org.

CONSORT 2010 check
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9 Provide details of:

Title 1 Provide as accurate and concize a description of the content of the article a. Housing (type of facility & g. specific pathogen free [SPF]; type of cage or
as possible. housing: bedding material; number of cage companions: tank shape and material
ete for fish).
Abstract z Provide an accurate summary of the background, research objectives, induding
detais of the species or strain of animal used, key methods, principal findings b. Hushandry conditions fe.g. breeding programme, light/dark cycle, temperature,
and conclugions of the study. quaity of water et for fish, type of food, ccess 1o food and water, envinonmeantal
enrichment).

INTRODUCT!
€. Welfare-rel ated assessments and interventions that were carried out prios to,

a. Include sufficient scientific beckground (ncluding relevant references 1o . -
previous work] to understand the motivation and context for the atudy, and during, o after the experiment.

epilain the experimental approach and rationale. Samgle size 10 & Specily the total number of 2nimals used in each experiment, and the number

of animals in each experimental group.
b. Explain how and why the animal species and model being used can addreas L Foup

the scientific objectives and, where approgriate, the study’s relevance 1o

hiirman biology. b. Expllain how the number of animals was arrived al. Provide details of any sample

Size calculation used.

Ohjectives 4 Clearly deseribe the primary and any secondary objectives of the study, or
I suecir::c hypot neeeslseing :ested o B 5 . Indicate the number of independent replications of each expariment, if relevant
METHODS Allocating animals n a. Give Tull details of how animals were allocasted to experimental groups, ineluding
= to experimental randormisation or matching if donge.
Ethical statement 5 Indicate the nature of the ethical review permissions, relevant licences le.g. Qroups . ) . )
Anirnal [Scientific Procedures] Act 1086), and national of institutional guidelines b Describe the ordes in which the animals in the different experimental groups
for the care and use of animals, that cover the research. were reated and assessed,
Study design [ For each experiment, give briel detais of the study design including: Experimental 12 Clearly define the primary and secondary experimental outcomes assesged
outoHmEes e.g. cell death, molecular markers, behavioural changeas).

a. The number of experimental and control groups.

istica 13 a. Provide details of the statistical methods used for each analysis.

b. Any steps taken to minimise the effects of subjective bias when allocating

animals to treatment (2.9 randomisation procedure] and when assessing results b Specify the unit of analysis for each dataset (e g. single animal, group of animals,
leg. it done, describe who was blinded and when). single newson).
. The experimental unit (e.g. a single animal, group or cage of animals). . Deseribe any methods used (o assess whether the data met the assumptions

of the statistical approach.

A tirne-lmne disgram of Mow chart can be ugelul toillustrate how complex study
designs were carried oul. RESULTS

Bassline data 14 For each experimental group, report relevant charactesistics and health status of

Experimental 7 For each expariment and each experimental group, mduding controls, provide il iaht. micrebiological A L "
procedures precise detaids of all procedures carried oul. animal 5[e.g.w2|g_ L, mu.n%» iol ugu:ta Status, and drug or Lest naive) prior o
treatment of testing (this information ¢an often be tabulated)
For example: . - Numbers an 15 & Report the number of animals in each group included in esch analysis. Report
a. How (a.g. drug formulation and dose, site and route of administration, absolule numbers (e.g. 10620, not 5I:l‘h2)
anaesthesia and analgesia used [including monitoringl, surgical procedure, e .
method of euthanasia). Provide details of any specialist equipment used . . .
! OF suthanesiy. Pro ! Y 5P qupment used, B If any animals of data were not included in the analysis, explain why.
including suppliens).
_ Cutcomes and 16 Report the results for esch analysis carried out, with a measure of precision
b Whes fe.g. time of day]. estimation {e.0. standard error of confidence intarvall
c. Where je.g. home cage, labosatory, water maze). Adverse events 17 a. Give details of &l important adverse events in each expenmental group.
. Wiy [e.q. rationale for choice of specific ansesthetic, route of administration b. Describe anvy modifications to the experimental protocols made o reduce
drug dose used). adverse evenis,
Experimental 1 a. Provide details of the animals used, including species, strain, sex, DISCUSS!
animals developmental stage (g mean or median age phus se range) and weight
fe.g. mean or median weight phes weight range). Interpret i 18 & Interpret the regults, taking into account the study objectives and hypotheses,
scientific |_|'||,|'_||:~,-_,|n||3 current theory and other relevant siudies in the literature.
b. Prowvide further relevant information such as the source of animas,
international strain nomenclature, genetic modification status [e.g. knock-out b Comment on the study limitations including any potential sources of bias, any
of ransgenic), genotype, healthiimmuns status, diug of test naive, previous mitations of the animal moded, and the imprecision associsted with the reaults?.

procedures, etc.
. Describe any implications of your experimental methods or findings for the
replacement, refinement of reduction [the ARs) of the use of animals in research.

19 Commenton wiather, and Rovw, the Tindings of this study are [ikely to translate to
other species of Systems, including any relevance Lo human biology.

The ARRIVE Guidelines: Animal Reaearch: Reporting of In Vive Funding 20 List all funding sourees [ineluding grant number) and the role of the funderis)
Experiments. Originally published in PLOS Biology, June 20p! n the study.




Section & Topic Mo Item

TITLE OR ABSTRALT

1 Mentification as asmml of dlagwsth: accuraqr usmg at least one measure of al:n:uraqr
{such as sansitivity, specificity, predictive values, or AUC)

........................................................................................................................................................................................

2 Structured cummary of study design, methods, results, and conclusions
{for specific guidance, see STARD for Abstracts)

3 Scientific and clinical background, including the intended wse and dinical role of the index test
& | study objectives and hypotheses

METHODS
Study design | 5 | Whether data collection was planned before the index test and reference standard
: were performed (prospective study) or after [retrospective study)
- ﬁéjii‘é%ﬁ&ﬁﬁ ............... e i':ilﬁl;:u'll'l"t".u' e e
7 On what basis potentially eligible participants were identified
{such as symptoms, results from presdous tests, inclusion in registry)
' Where and when potentially eligible participants were identified (setting. location and dates)
Whether participants formed a consecutive, random of convenience series
a2 e 15t in sufficient detai 10 aliow r'éi':il'li:a't'h".iﬁ ...................................................
............................... Heferen:estillan‘l.hsuﬁ‘dentde‘tﬂmamrepllcatbn T
Rationale for choosing the reference standard (if alternatives exist)
| 12a | Definition of and rationale for test positivity cut-offs or result categories
of the index test, distinguishing pre-specified from exploratory
12b = Definition of and rationale for test positivity cut-offs or result categories
of the reference standard, distinguishing pre-specified from exploratony
132 Whether clinical information and reference standard results were available
i o the performers/readers of the indes test
................................ 'Ehmm:lhrkalinrnmatmnand e
o the assessors of the reference standard
”;;'l'rildf}'-.'s‘r's ......................... P I‘nrsumathg Ei'Eﬁ'rii'ﬁﬁﬁiﬁéﬂﬁ;&fﬁﬁﬁaﬁii acr_urae,- ........................................
.............. . B I e e e e e
|16 Hm- missing data on mehdme test and rererem:e standard wetehmdled
17 .nn'.l analyses nf'ualwillt'.l in dagnn:th: accur.ac',l_ dmmgulshlng pre spetlfled from eupluawr',l
................................ .u Irrtendedsanwle e
RESULTS i i
Paorticipants | ' Flow of participants, using a diagram

Baseline demographic and clinical characteristics of participants
| 21a ' Distribution of severity of disease in those with the target condition
| 21b | Distribution of alternative diagnoses in thise without the target condition
""""""""""""""""" 22 Time interval and any clinical interventions between index test and reference standard
CTestresults | 23 Cross tabulation of the index test results or their distribution)

by the results of the reference standard
...................................... r_E:tlmawinfdhagm:u: aecurary and the preciion (eh 5 BSX conene nienal)

i Ay adverse events from performing the index test or the reference standard

BE

Study limitations, including sources of potential bias, statistical uncertainty, and generalisability
Implications for practice, including the intended use and clinical role of the index test

29 Where the full study protocol can be accessed
30 | Sources of funding and other support; role of funders
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