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COREQ (COnsolidated criteria for REporting Qualitative research) 

Checklist 

Note: The page numbers in this document refer to the initially submitted version of the manuscript. 

 

Topic Item

No 

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? 

7 

Credentials 2 What were the researcher’s credentials? E.g. PhD, MD 7 

Occupation 3 What was their occupation at the time of the study? 7 

Gender 4 Was the researcher male or female? 7 

Experience and 

training 

5 
What experience or training did the researcher have? 

7 

Relationship with participants 

Relationship with 

participants 

6 Was a relationship established prior to study 

commencement? 

7 

Participant 

knowledge of the 

interviewer 

7 What did the participants know about the researcher? 

e.g. personal goals, reasons for doing the research 

7 

Interviewer 

characteristics 

8 What characteristics were reported about the 

interviewer/facilitator? e.g. Bias, assumptions, reasons 

and interests in the research topic 

7 

Domain 2: Study design 

Theoretical framework 

Methodological 

orientation and 

Theory 

9 What methodological orientation was stated to 

underpin the study? e.g. grounded theory, discourse 

analysis, ethnography, phenomenology, content 

analysis 

8 

Participant selection 

Sampling 10 How were participants selected? e.g. purposive, 

convenience, consecutive, snowball 

8 
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Method of 

approach 

11 How were participants approached? e.g. face-to-face, 

telephone, mail, email 

8 

Sample size 12 How many participants were in the study? 9 

Non-participation 13 How many people refused to participate or dropped 

out? Reasons? 

9 

Setting 

Setting of data 

collection 

14 Where was the data collected? e.g. home, clinic, 

workplace 

8 

Presence of non-

participants 

15 Was anyone else present besides the participants and 

researchers? 

8 

Description of 

sample 

16 What are the important characteristics of the sample? 

e.g. demographic data, date 

9-10 and Table 2 

Data collection 

Interview guide 17 Were questions, prompts, guides provided by the 

authors? Was it pilot tested? 

8 and Additional file 3 

Repeat interviews 18 Were repeat interviews carried out? If yes, how many? 8 

Audio / visual 

recording 

19 Did the research use audio or visual recording to 

collect the data? 

8 

Field notes 20 Were field notes made during and/or after the 

interview or focus group? 

8 

Duration 21 What was the duration of the interviews or focus 

group? 

9-10 

Data saturation 22 Was data saturation discussed? 15 

Transcripts 

returned 

23 Were transcripts returned to participants for comment 

and/or correction? 

8 

Domain 3: analysis and findings 

Data analysis 

Number of data 

coders 

24 How many data coders coded the data? 9 

Description of the 

coding tree 

25 Did authors provide a description of the coding tree? Additional file 4 
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Derivation of 

themes 

26 Were themes identified in advance or derived from the 

data? 

8-9 

Software 27 What software, if applicable, was used to manage the 

data? 

9 

Participant 

checking 

28 Did participants provide feedback on the findings? 9 

Reporting 

Quotations 

presented 

29 Were participant quotations presented to illustrate the 

themes/findings? Was each quotation identified? e.g. 

participant number 

no 

Data and findings 

consistent 

30 Was there consistency between the data presented and 

the findings? 

9-14 and Additional file 4 

Clarity of major 

themes 

31 Were major themes clearly presented in the findings? 9-14 and Additional file 4 

Clarity of minor 

themes 

32 Is there a description of diverse cases or discussion of 

minor themes? 

9-14 and Additional file 4 

 

Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item 

checklist for interviews and focus groups. International Journal for Quality in Health Care. 2007. Volume 19, 

Number 6: pp. 349 – 357 



Sigl et al. Response process validity of the 9-item Shared Decision-Making Questionnaire (SDM-Q-9) – A cognitive inter-

view study with cancer patients. 

Additional file 2. 

 

1 

 

COSMIN reporting guideline 

From Gagnier JJ, Lai J, Mokkink LB, Terwee CB. COSMIN reporting guideline for studies on measurement 

properties of patient-reported outcome measures. Qual Life Res. 2021;30(8):2197-2218. 

doi:10.1007/S11136-021-02822-4 

General reporting recommendations relevant for all studies on measurement properties 

Item 

no. 

Item name Item description Page 

Report section: title 

T1 Patient-reported 

outcome measure 

(PROM) 

The name of the PROM instrument(s) (and version if relevant) being 

studied 

1 

T2 Measurement pro-

perty (MP) 

What MPs are being studied or more generally, that MPs are being 

studied (if there are many properties being investigated, for example) 

1 

T3 Study sample General description of relevant study sample characteristics (e.g., con-

dition of interest, language) and also any intervention or exposure (e.g., 

treatments) if applicable 

1 

Report section: abstract 

A1 PROM The name of the PROM instrument(s) (and version if relevant) being 

studied (i.e., the SF-36 or SF-12; language version) or if it concerns an 

item bank (e.g., PROMIS instruments). The type of instrument (e.g., a 

self-reported questionnaire or interview) 

2 

A2 Measurement pro-

perty 

What MPs are being studied or more generally, that MPs are being 

studied (if there are many properties being investigated, for example) 

2 

A3 Design The type of study being used to test the properties (e.g., test–retest de-

sign, longitudinal study, cohort, cross sectional, case series, random-

ized etc.). Other details of the study design if relevant (intervention/ex-

posure, description of comparison instruments, outcomes other than 

PROMs) 

2 

A4 Sample Inclusion / exclusion criteria. General description of relevant study 

sample characteristics (e.g., condition of interest, geographic location, 

language, other relevant demographic and baseline characteristics) 

2 

A5 Methods A brief description of the methods for investigating each MP including 

statistical analyses 

2 

A6 Results The main results for all MPs investigated reporting statistics for each 

result with measures of precision where appropriate 

2 

A7 Discussion/ Con-

clusions 

A brief description of the results in the context of existing evidence, 

main strengths and drawbacks and the need for future research on the 

PROM(s) investigated 

2 

Report section: introduction 

I1 Name and de-

scribe the PROM 

of interest 

Specify the name, type, language, and version of the PROM being in-

vestigated and how it was developed. Describe the construct the PROM 

aims to measure and its subscales; describe the structure of the PROM 

(e.g., the number of factors, the number of items, scoring algorithm); 

describe relevant instructions (like time period), and number or type of 

response categories. State whether the PROM is based on a reflective 

or formative model 

Note: This information may also appear in the methods section in 

greater detail 

4 

I2 Target population Describe the specific target population that the PROM was designed 

for. The authors need to provide the appropriate and necessary charac-

teristics of this population 

n/a 

I3 Citation for the 

original develop-

ment of the 

PROM 

The citation for the original development paper(s) should be provided 

and other highly relevant citations related to the quality of the specific 

PROM under investigation 

4 

I4 State of know-

ledge & Rationale 

A description of the current scientific knowledge (what is known) re-

garding the MPs of the PROM under investigation. The authors should 

4 



Sigl et al. Response process validity of the 9-item Shared Decision-Making Questionnaire (SDM-Q-9) – A cognitive inter-

view study with cancer patients. 

Additional file 2. 

 

2 

 

provide a literature review or refer to a recent review of all existing ev-

idence of the specific version (e.g., language, short form) of the PROM 

and explain why the new study is necessary and important. The rational 

for the current proposed study should be given 

I5 Definitions Specialized terms should be defined or explained 4 

I6 Objectives and 

hypotheses 

State the specific objective(s) of the research and hypotheses related to 

the specific PROM under investigation 

5 

Report section: general methods 

GM1 Study design State the key elements of the study design 6 

GM2 Participants State how the participants were chosen; the inclusion and exclusion cri-

teria. (e.g., if a PROM for a specific condition, then the eligibility and 

selection criteria should reflect this) 

6 

GM3 PROM administ-

ration 

An explicit description of how and when the PROM(s) were adminis-

tered (e.g., in what setting) including data collection devices/system 

used (e.g., paper-based, electronic administration / ePRO) should be 

provided 

7 

GM4 Data collection 

procedures 

Provide information about other data collection, exposure methods 

(e.g., allocation to interventions) and time points / follow-up points 

6-7 

GM5 Power/sample 

size calculation 

Provide a power calculation for all MP analyses. Alternatively, if a rule 

of thumb is used, state it and the source/citation 

6-7 

GM6 Statistical analy-

ses 

Statistical analyses and tests corresponding to all hypotheses or objec-

tives for all MPs should be reported. Where appropriate, a cutoff for 

statistical significance should be reported (e.g., p-value less than 0.05). 

A description of all statistics to be used to estimate the magnitude and 

direction of effect should also be reported, together with measures of 

variability or precision. Report statistical package used. 

7-8 

GM7 Missing data State approaches or plan for dealing with missing data n/a 

GM8 Post hoc analysis The report should specify analyses that used data after the data collec-

tion period concluded (i.e., if the analyses were post hoc; secondary 

data analyses) and describe the rationale for any post hoc analyses 

n/a 

Report section: general results 

GR1 Missing data The amount and reasons for missing data should be explained for all 

analyses for all PROMs (or other outcome measurement instruments) 

and relevant groups 

n/a 

GR2 Participant/patient 

Characteristics 

The study patients’ characteristics should be described, including base-
line PROM scores 

8 

GR3 Sample size If one study contained analyses using different sample sizes, the au-

thors should report the sample size for each analysis 

n/a 

Report section: discussion 

D1 MP evidence Per measurement property the authors should compare the result to the 

criteria for good measurement properties (e.g., COSMIN criteria) [25], 

and determine if the specific MP is sufficient or not. Note: This infor-

mation may also appear in the results section in greater detail in a table 

for example 

?? 

D2 Practical rele-

vance 

The authors need to discuss the practical relevance of the findings 12-15 

D3 Strengths and li-

mitations 

Strengths and limitations of the study should be discussed. For exam-

ple, discuss if there were any significant potential biases in the study 

that could have impacted the results 

12-13 

D4 Generalizability Generalizability issues related to the PROM results should be dis-

cussed. For example, discuss if the results could be generalized to other 

populations given the sample studied 

13 

D5 Instrument chan-

ges 

Discuss the need for modifications to the existing PROM or new 

PROM development. If you conclude that one of the measurement 

properties is insufficient, you could suggest some modification, or if it 

is really poor, you could suggest stopping use of the PROM (in the spe-

cific population or in general) 

12-15 

https://link.springer.com/article/10.1007/s11136-021-02822-4#ref-CR25
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D6 Future research Report specifically the type of research needed to answer new ques-

tions arising out of these findings for the particular MP and PROM in-

vestigated 

12-15 

Report section: conclusions 

C1 Conclusions State the overall conclusions for each MP and of the use PROM inves-

tigated 

15 

Report section: other information 

O1 Conflict of inte-

rest 

State any relevant conflict of interest related to the PROM under inves-

tigation (e.g., an author being the PROM developer, funding body etc.) 

16 

Specific reporting recommendations for studies on content validity 

CV1 Relevance Report if and how patients and/or professionals were asked whether 

each item is relevant for their experience with the condition 

n/a 

CV2 Comprehensiven-

ess 

Report if and how patients and/or professionals were asked whether all 

key concepts are included 

n/a 

CV3 Comprehensibi-

lity 

Report if and how the comprehensibility of the PROM instructions, 

items, response options, and recall period was assessed 

n/a 

CV4 Relevance results Report if all items were considered relevant for the construct, popula-

tion, and context of use of interest by patients and/or professionals 

n/a 

CV5 Response options 

and recall period 

Report whether the response options and recall period were considered 

appropriate by patients and/or professionals 

n/a 

CV6 Comprehensiven-

ess results 

Report whether patients and/or professionals considered all key con-

cepts to be included in the PROM 

n/a 

CV7 Comprehensibi-

lity results 

Report whether patients understood the PROM instructions, items, and 

response options as intended 

n/a 

Specific reporting recommendations for studies on structural validity 

SV1 Factor analyses: 

classical test the-

ory (CTT) 

PROMs 

Report details of the methods and results for any exploratory or con-

firmatory factor analyses. State the rational for any explorative factor 

analyses (e.g., no clear a priori hypotheses). For CFA, describe and jus-

tify the factor structure of tested models. Methods and results for 

checking of the assumptions should be described, the method of esti-

mation, goodness-of-fit statistics and cutoff points for good model fit, 

including factor loadings of best-fitting model 

n/a 

SV2 Item Response 

theory (IRT) anal-

yses 

Type of IRT/Rasch model should be reported. Also report the method 

of estimation, methods and results for checking of the assumptions 

(unidimensionality (see factor analysis), local dependency (e.g., resid-

ual correlations), monotonicity; (e.g., Mokken scaling), goodness-of-fit 

statistics, and cutoff points for goodness of item/model fit, and all item 

parameters 

n/a 

Specific reporting recommendations for studies on internal consistency 

IC1 Unit of measure-

ment 

Report internal consistency methods and results for each unidimen-

sional scale or subscale. Report all evidence or assumptions associated 

with unidimensionality 

n/a 

IC2 Continuous scores Report Cronbach’s alpha or omega statistics. Report other statistics cal-

culated for internal consistency of continuous scores 

n/a 

IC3 Dichotomous 

scores 

Report Cronbach’s alpha or Kuder–Richardson coefficient. Report 

other statistics calculated for internal consistency of dichotomous 

scores 

n/a 

Specific reporting recommendations for studies on cross-cultural validity\measurement invariance 

CCV

1 

Comparator 

group(s) 

Report characteristics of (sub)groups being compared. Include sample 

sizes in each group 

n/a 

CCV

2 

Factor analyses: 

classical test the-

ory (CTT) 

PROMs 

Report details of the methods and results for multiple-group confirma-

tory factor analyses, logistic regression analyses, or other analyses per-

formed. Describe and justify the series of tested models, including con-

straints of factor loadings, intercepts and variances in CFA. Methods 

and results for checking of the assumptions should be described. Crite-

ria to define invariance. Describe the method of estimation, goodness-

of-fit statistics and criteria used to flag items for measurement invari-

ance 

n/a 
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CCV

3 

Item response the-

ory (IRT) anal-

yses 

Type of IRT/Rasch model should be reported. Also report the methods 

and results for checking of the assumptions (unidimensionality (see 

factor analysis), local dependency (e.g., residual correlations), mono-

tonicity; (e.g., Mokken scaling). Describe statistical packages, method 

of estimation, criteria used to flag items for DIF, and methods and re-

sults of all model comparisons 

n/a 

Specific reporting recommendations for studies on reliability 

R1 PROM administ-

rations 

Report the total number of measurements made and if the measure-

ments were applied to the same samples using the same PROM. The 

process of administrating the measurements to the patients should be 

described, including who administered it (i.e., did the patient complete 

it or was there a proxy), when, how and any time intervals between ad-

ministrations should be reported. This should include: time interval be-

tween repeated measurements (e.g., was the patient stable or not), the 

test type (e.g., a self‐administered questionnaire, an interview-based 

PROM), the setting in which the instrument was administered (e.g., at 

the hospital, or at home), and the instructions given for completing it. If 

relevant, other instruments or measurements accompanying the re-

peated PROM measurement. Also, if relevant, the independence 

(whether the PROM was completed without knowledge of the previous 

scores) of the administrations 

n/a 

R2 Statistical analy-

ses 

All statistical analyses and results specific to the reliability assess-

ment(s) should be described and their use justified (e.g., the intraclass 

correlation coefficient (ICC) model or type of Kappa coefficient used). 

Also, describe the variance components, and the weighting scheme 

used for ordinal scores (e.g., linear or quadratic weights) 

n/a 

R3 Methods to im-

prove reliability 

Report any methods used to improve reliability such as restriction of 

the sample, training of researchers and standardization of methods, and 

averaging of repeated measurements 

n/a 

Specific reporting recommendations for studies on measurement error 

ME1 PROM administ-

rations 

Report the total number of measurements made and if the measure-

ments were applied to the same samples using the same PROM. The 

process of administrating the measurements to the patients should be 

described, including who administered it (i.e., did the patient complete 

it or was there a proxy), when, how and any time intervals between ad-

ministrations should be reported. This should include: time interval be-

tween repeated measurements (e.g., was the patient stable or not), the 

test type (e.g., a self‐administered questionnaire, an interview-based 

PROM), the setting in which the instrument was administered (e.g., at 

the hospital, or at home), and the instructions given for completing it. If 

relevant, other instruments or measurements accompanying the re-

peated PROM measurement. Also, if relevant, the independence 

(whether the PROM was completed without knowledge of the previous 

completion) of the administrations 

n/a 

ME2 Statistical analy-

ses 

All statistical analyses and results specific to measurement error assess-

ment(s) should be described and their use justified. Specifically, for 

continuous scores report the Standard Error of Measurement (SEM; 

Specify the exact model used to calculate the SEM (i.e., SEM con-

sistency or SEM agreement)), Smallest Detectable Change (SDC; spec-

ify formula used, included the model of the SEM when based on the 

SEM) or Limits of Agreement (LoA). For dichotomous/nominal/ordi-

nal scores report marginals (raw data) and the percentage specific (e.g., 

positive and negative) agreement 

n/a 

Specific reporting recommendations for studies on criterion validity 

CriV

1 

Criterion Report the details of the criterion used and why it was used. Justifica-

tion of the gold standard must be reported. Also, describe (if applica-

ble) how and why the criterion was dichotomized or classified. Also, 

how and when the criterion was administered (e.g., if independent from 

the PROM) 

n/a 
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CriV

2 

Continuous scores Report correlations (when criterion has continuous scores) or the area 

under the receiver operating characteristic (ROC) curve (when criterion 

is dichotomous) 

n/a 

CriV

3 

Categorical scores Described how (and why) the PROM was dichotomized or made into 

multiple categories. Report sensitivity and specificity statistics 

n/a 

Specific reporting recommendations for studies on hypotheses testing for construct validity 

ConV

1 

Comparator in-

strument(s) 

The comparator instruments should be appropriately described in terms 

of the construct(s) they intend to measure. Report the measurement 

properties of the comparator instruments and related citations or data 

n/a 

ConV

2 

Comparator 

Group(s) 

Report characteristics of groups being compared. Include sample sizes 

in each group 

n/a 

ConV

3 

Hypotheses Report all hypotheses including the direction and magnitude of the ex-

pected correlations between the PROM of interest and another meas-

urement instrument, or the direction and magnitude of differences in 

scores of the PROM between groups 

n/a 

ConV

4 

Statistical analy-

ses 

Report all statistical methods and results used to test each hypothesis n/a 

ConV

5 

Results Report which specific results are in accordance with its hypothesis n/a 

Specific reporting recommendations for studies on responsiveness 

Resp

1 

Comparison in-

strument(s) 

The comparator instruments should be appropriately described in terms 

of the construct(s) they intend to measure. Report the measurement 

properties of the comparator instruments and related citations or data 

n/a 

Resp

2 

Comparator 

group(s) 

Report characteristics of groups being compared. Include sample sizes 

in each group 

n/a 

Resp

3 

Hypotheses Report all hypotheses including the direction and magnitude of the ex-

pected correlations between changes in the PROM of interest and 

change in another measurement instrument, or the direction and magni-

tude of differences in change scores of the PROM between groups 

n/a 

Resp

4 

Measurement pro-

cedures 

Report if measurements were applied to the same sample using the 

same instruments. Describe the measurement procedures, including 

time intervals between different measurement instruments 

n/a 

Resp

5 

Interim period The interim period between time points should be described n/a 

Resp

6 

Intervention/ ex-

posure 

Describe the intervention given or exposure in the interim period if rel-

evant 

n/a 

Resp

7 

Patients changed Report the proportion of patients that improved or deteriorated (and the 

details of any anchor used) on the construct measured on all PROMs. 

Report any changes in scores of the PROM in the target population for 

the research application relative to the predefined hypotheses 

n/a 

Resp

8 

Statistical analy-

ses 

Report all statistical methods and results used to test each hypothesis n/a 

Resp

9 

Results Report which specific results are in accordance with its hypothesis n/a 
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INTERVIEW GUIDE FOR COGNITIVE INTERVIEWS 

TO ASSESS THE RESPONSE PROCESS VALIDITY OF 

THE SDM-Q-9 

PREPARATION OF THE INTERVIEWS / EQUIPMENT 

- 2 audio recording devices 

- Interview guideline 

- Participant consent form (2x, if not yet signed) 

- SDM-Q-9 questionnaire 

- Short survey with demographic questions, CPS, HLS-EU-Q16 

- Compensation for expenses form 

- Pen    

- Beverages 

INTERVIEW 

INTRODUCTION 

- Thank for participation. Offer something to drink. 

- Participation consent form: If not yet signed and returned, clarify any remaining 

questions and collect form. If someone has not yet read the consent form, hand it out 

again and give time to read and sign. IMPORTANT: No interview without signed 

participation consent form! 

- Inform about confidentiality and reporting in anonymous form only: “Everything you say 

during the interview will be reported in anonymous form only. If names or other personal information are 

mentioned during the interview, these will be anonymized during the transcription process.” 

- Seek additional verbal agreement to audio recording before turning recording device on. 

 TURN ON RECORDING DEVICE! 

- Information about the interview: 

o Duration: approximately 60 minutes 

o Inform about short anonymous demographic survey at the end. 

o Option to cancel: “You can cancel the interview at any time without incurring any disadvantages.” 

- Brief introduction: "Here at the Department of Medical Psychology, one of our research focuses is how 

to improve the organization of health care. As you know, my name is XX and I conduct the interview 

today as part of my master thesis.” 

- Topic SDM-Q-9: “With the questionnaire at hand, we are taking a closer look at patient-physician-

encounters, especially regarding treatment decisions. Patients fill out the questionnaire after the encounter 
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and assess to what extent decisions were shared. This can help us to improve patient-physician-encounters, 

if necessary.”  

- Aim of the interview: “To better understand how you arrive at your answer; to understand why you 

tick a certain response option.” 

- No right or wrong: “There is no right or wrong during the interview – neither regarding the process nor 

the final response. We are interested in how you arrive at your answer. Every detail of your thoughts can 

therefore be very helpful for us. Feel free to say everything you think. Your personal opinion is important 

to us.” 

EXPLANATION OF THE INTERVIEW PROCESS 

- The interview will have two parts.  

- First part: Fill in the questionnaire while thinking aloud. “Let your thoughts run free, so I can 

try to follow your understanding of the questions and how you arrive at your response. Once again: There 

is no right, no wrong, every detail is important.” 

- Second part: Probing “I will ask specific questions to understand even better how you proceeded.” 

FIRST PART 

“I will now hand out the questionnaire to you and ask you, as I said, to fill it out. Take as 

much time as you need and please think aloud.” 

SECOND PART 

SDM-Q-9 Items: 

1. My doctor made clear that a decision needs to be made. 

2. My doctor wanted to know exactly how I want to be involved in making the decision. 

3. My doctor told me that there are different options for treating my medical condition. 

4. My doctor precisely explained the advantages and disadvantages of the treatment 

options. 

5. My doctor helped me understand all the information. 

6. My doctor asked me which treatment option I prefer. 

7. My doctor and I thoroughly weighed the different treatment options. 

8. My doctor and I selected a treatment option together. 

9. My doctor and I reached an agreement on how to proceed. 

Response options: completely disagree / strongly disagree / somewhat disagree / somewhat 

agree / strongly agree / completely agree 

 

For each item the following probes were asked: 

- Please restate this sentence in your own words.  
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- OPTIONAL (if not yet explained in sufficient detail): How did you arrive at your 

response?  

- Please describe a situation where you would have chosen the response option 

"completely agree". 

- Please describe a situation where you would have chosen the response option 

"completely disagree" 

- Was this item easy or difficult for you to answer?  

General question at the end:  

“Now we have looked very closely at the individual questions. If you now look at the entire 

questionnaire again: In your opinion, which of the individual questions or behaviors are 

particularly important for joint decision-making? Please feel free to answer this 

spontaneously.” 

CLOSING 

Final question: “Is there anything else you would like to add? Something that is important to 

you?” 

- Hand out short survey on demographic data 

- Collect questionnaires and compensation for expenses form 

- Thank for participation and send off participant 

 

Do not turn off recording device before participant left the room! 
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