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APPENDIX A 

Participant Information Sheet 

Effectiveness of caseload midwifery care in promoting 

maternal mental health and positive mother-infant 

relationships  

  

PARTICIPANT INFORMATION SHEET 

Woman 

  

Chief Investigators:  Professors Jenny Gamble, Jennifer Fenwick, Debra Creedy,  

David Ellwood; Associate Professor Emily Callander, Ms Hazel 

Brittain, Ms Valerie Slavin  

Project Manager:  Ms Valerie Slavin and PhD student   

Project contact details:  valerie.slavin@griffithuni.edu.au / M: 0402 680046  

  

What is this research about?   

Childbirth is a significant and life-changing event. For the majority of women, the experience of 

pregnancy and birth represents a joyful transition into parenthood.  For others, pregnancy and 

the transition to motherhood can be a complex and confronting journey.  This research project 

aims to explore the physical, mental, and social outcomes during the perinatal period for 

women and their babies.  We are particularly interested in comparing how different types 

(models) of maternity services impact on women’s wellbeing and their experience.    

Who is being asked to participate in the study?  

Pregnant women booking with Gold Coast University Hospital will be invited to take part in this 

research project. Women will need to be aged 18 years or older, able to complete the survey 

in English, not currently receiving care from a psychiatrist for a severe mental health condition 

and be assigned to a specific model of care by 24 weeks gestation.    

Do I have to participate?   

No.  Although greatly appreciated, your participation in this study is completely voluntary and 

there will be no cost to you. Choosing not to take part in this study will not affect your future 

medical care in any way. You are free to withdraw from the project at any stage without 

penalty or any effect on your current or future care. You are not obliged to answer each 

question on the survey although it is helpful if you do so. Likewise, you may choose to 

participate in only one phase of the study.   
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and again at 6-weeks, 6- and 12 months following birth. For example, after birth the survey will 

include questions about your baby and satisfaction with your experience.   

As your survey data will be collected over a period of time, we do need to ensure your data 

can be re-identified. This will allow us to link all your surveys, Queensland Health hospital data, 

Medicare Benefits Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS) data. To 

maintain your confidentiality your survey data will be given a unique code so that the different 

time points can be linked together without using your name. Surveys can be completed in a 

number of ways including paper format, electronic or by telephone. If you choose to complete 

your survey electronically, the research assistant will send you a reminder text or phone call 

and a link to complete your survey. To complete your survey online you will require a 

computer or a tablet device with internet access.  A research assistant will contact you to 

remind you to complete the follow up surveys.   

Phase 2: INTERVIEWS  

If I agree to participate in phase two what does the interview process involve?   

The digitally recorded interview will take place over the telephone at a time convenient to you. 

At the start of the interview we will reaffirm that you are still willing to participant. The 

questions we will ask will be broad and take the form of an informal conversation.  Initially we 

will ask you to share your perceptions and experiences of your pregnancy and postnatal care, 

the relationship you shared with your primary health care provider and how this may or may 

not have affected your physical, mental, and social outcomes for both you and your baby. 

Some questions will also explore what you thought of the survey and how easy (or not) it was 

to understand the questions and complete.   

Experienced research midwives will conduct the interviews offering immediate support to you 

should you express any concern during the re-telling of your story.  You will also be able to 

stop the interview at any time and/or ask the interviewer to erase any data you do not want 

shared.   

Your interview data will be transcribed with all identifying material removed. Like the survey 

we will allocate you a unique code to ensure confidentiality.  

Phase 3: COSTING CARE  

If I agree to participate in phase three what do I need to do?    

If you are keen to participate in this aspect of the study we will ask you to complete a separate 

consent form for you and your baby(s) that are specifically designed for  

Medicare Benefits Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS). These forms 

give permission to release Medicare Benefits Schedule (MBS) and Pharmaceutical Benefits 

Scheme (PBS) claims history information for the purposes of the project. In this way we can 

match data and cost services. The Department of Human Services only releases data once it 

has been de-identified.    
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You will be asked to complete two consent forms (one for you and one for your baby) 

authorising the study access to you and your baby(s) complete Medicare Benefits Schedule 

(MBS) and Pharmaceutical Benefits Scheme (PBS) data as outlined on the back of the consent 

forms. Medicare Benefits Schedule (MBS) collects information on your doctor/midwife visits 

and the associated costs, while the Pharmaceutical Benefits Scheme (PBS) collects information 

on the prescription medications you have filled at pharmacies. The consent forms are sent 

securely to the Department of Human Services who holds the information confidentially. This 

is a requirement of the Department of Human Services. In addition, Queensland Health data 

will be collected and linked to your Medicare Benefits Schedule (MBS) and Pharmaceutical 

Benefits Scheme (PBS) data. Information will include items such as hospital length of stay, 

operating theatre use, and neonatal service use. Your and your baby’s Medicare Benefits 

Schedule (MBS) and Pharmaceutical Benefit Scheme (PBS) data will be used only for this 

project and will not be used for any future projects.   

For children under 14 years of age, a child consent form will need to be completed. Where 

your baby is on more than one Medicare card, the consent form must be signed by both 

Medicare card holders with card numbers noted. Data will only be supplied for the cards 

consented to as per the consent form where the signature for the cardholders has been 

provided.  If a child turns 14 during the recruitment period, they will need to sign an adult 

consent form.  

Can I change my mind?   

Yes, you are free to change your mind and withdraw from the project at any stage without 

penalty or any effect on your current or future care. A research assistant will telephone you 

before each survey is sent to you. If you wish to withdraw, you simply inform the research 

assistant when she calls you. Alternatively, you can telephone or email the project manager 

Valerie Slavin (mob: 0402680046, email Valerie.slavin@griffithuni.edu.au) to inform of your 

withdrawal. If you choose to withdraw from the study, you will be asked how you would like 

your previously collected survey responses managed. Unless you choose to exclude all your 

survey responses, all your survey responses will remain in the study and be included in the 

final data analyses. Routinely collected hospital data will be requested for all participants, 

unless all survey responses are completely withdrawn. If you choose to withdraw all survey 

responses, no hospital data will be collected.  If you have also consented to phase two and 

phase three you will be asked if you also wish to withdraw from these phases. If you choose to 

withdraw from phase three, no Medicare Benefits Schedule (MBS) or Pharmaceutical Benefits 

Scheme (PBS) data will be collected. If you wish only to withdraw from phase one and/or 

phase two, and you have chosen to include your previously collected survey responses, your 

Medicare Benefits Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS) data will be 

collected and included in the final data analyses unless you withdraw consent to phase three.  

What are the benefits of participating in this research?                                                              

We cannot guarantee or promise you will personally receive any benefits from this project.  

However, our previous projects have shown that women experience benefits from 

participation and appreciate providing information which can support the improvement of 

services.    
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Are there any possible risks of the research?    

We anticipate most women will enjoy participating in this project. However some women may 

feel challenged by questions asked within the online surveys or perhaps in the re-telling of the 

story. Community support resources will be made available to all women in the study. In 

addition if you experience such concerns, you have the opportunity to contact a member of 

the research team not directly involved in participant recruitment or data collection. Dr Jenny 

Gamble, Professor of Midwifery and Project Lead, is available to discuss any concerns you may 

have (mobile: 0404 080 518).  At all times, your decision to participate in this research is 

voluntary and withdrawal from the project, or any aspect of the three phases, will not affect 

any current or future care you may receive.  

How will my privacy be protected?    

All survey responses and preferences will be electronically saved to a confidential, online 

database with information de-identified for data analysis and reporting purposes. Unique 

identity codes will be allocated to each participate to facilitate matching of data however 

these will be kept separate from the consent forms and the master-list.    

All interview responses will be electronically recorded, transcribed, and saved to a confidential, 

online storage space with information de-identified for data analysis and reporting purposes.  

In published information arising from the project, information will be provided in such a way 

that you cannot be identified.  Only summarised data will be made publicly available so as to 

maintain your confidentiality at all times.    

All data will be stored in locked cabinets and/or security enabled computer files within Griffith 

University, Logan campus, and Griffith University’s secure online storage research system. This 

information will be accessible to only the chief CI and the Project manager Valerie Slavin. All 

Department of Human Services data which includes Medicare Benefits  

Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS), will be destroyed at the end of the 

study. Information you provide for this project will be retained for a period of five years from 

cessation of the study (the length of time required by the HREC’s of GCUH and Griffith 

University), or no longer than seven years after the publication of the final project report, or 

no longer than ten years after the supply of data from the Department of Human Services (a 

requirement of the Department of Human Services) whichever is soonest. At this time all 

paper copies will be permanently shredded and disposed of through University confidential 

bins. Electronic data files will be permanently deleted by the chief CI.   

How will I receive feedback about the study?   

If you would like to receive the regular study updates and a summary of study results from this 

research please indicate on the consent form and/or contact Professor Jenny Gamble by email 

(j.gamble@griffith.edu.au).  

Reporting the findings  

The conduct of this research involves the collection, access and/or use of your de-identified 

personal information.  The information collected is confidential and will not be disclosed to 

third parties without your consent, except to meet government, legal, or other regulatory 
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authority requirements.  To maintain participant confidentiality, all monthly and final project 

reports delivered to relevant organisations and subsequent publications will utilise 

summarised, de-identifiable information.  A de-identified copy of this data may also be used 

for other research purposes.  Your anonymity will at all times be safeguarded.                        

For further information please consult the Griffith University Privacy Plan at:  

http://www.griffith.edu.au/privacy-plan   

Ethical clearance   

This project will be carried out according to the National Statement on Ethical Conduct in 

Research Involving Humans (2007) produced by the National Health and Medical Research 

Council of Australia.  This statement has been developed to protect the interests of people 

who agree to participate in human research studies.  Any concerns about the conduct of this 

research project should be directed to the Ethics Chair at Gold Coast University Hospital 

Emeritus Professor Drew Nesdale phone  07 5687 3879; Email: GCHEthics@health.qld.gov.au  

and quote the reference number HREC/17/QGC/127 or to the Governance Manager,  

Research Ethics, Office for Research Griffith University phone 07 3735 4375 Email: 

researchethics@griffith.edu.au.    

Further information about the project  

If you have any further questions about this project please contact Ms Valerie Slavin on  

0402680046 or the Project Lead, Professor Jenny Gamble, by email (j.gamble@griffith.edu.au) 

or by phone (07 3382 1083 / 0404 080 518).  

What do I do if I am keen to participate in the study?   

If you are keen to participate, simply complete the consent form(s) and return to your midwife 

and research assistance.    

Thank you for taking the time to read about this important study 
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APPENDIX B 

Consent Form 

Effectiveness of caseload midwifery care in promoting maternal mental 

health and positive mother-infant relationships 

  

CONSENT FORM  

Woman / Participant  

  

Chief Investigators:  Professors Jenny Gamble, Jennifer Fenwick, Debra 
Creedy, David Ellwood, Ms Hazel Brittain, Ms Valerie 
Slavin  

 Project Manager:  Ms Valerie Slavin and PhD student      

Project contact details: valerie.slavin@griffithuni.edu.au / M: 0402 680046  

   

I have read the Participant Information Sheet and understand I am being asked to 
participate in a three-phased study that explores the effectiveness of caseload 
maternity care in promoting maternal mental health and positive mother-infant 
attachment. I understand that I can consent to different aspects of the project.  

  

I consent to: (please tick if willing to participate)  

  

    Phase 1 - which involves completing a survey at six separate time points  
(recruitment, 36 weeks of pregnancy, birth, 3 months, 6 months and 12 
months post birth). I understand that the surveys will take approximately 20 - 
30 minutes each to complete. I also consent to the collection of Queensland 
Health data for the purposes of Phase 1 of the study  

  

   Phase 2 - if selected I agree to participate in a digitally recorded telephone 
interview which may last approximately 60 minutes  

  

   Phase 3 - completing the Medicare and Pharmaceutical Benefit Scheme (PBS) 
consent form so that my Medicare and PBS, information can be used to 
calculate health care costs. I also consent to the collection of Queensland 
Health data for the purposes of Phase 3 of the study  
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I understand my participation in this project is voluntary and:  

• I may ask for support at any time if the research questions cause me concern;   

• Any reports or publications from this research project will be reported in 
general terms and will not involve any results that can be used to identify me;   

• All data collected about me will be kept confidential at all times and in secure 
storage in the School of Nursing and Midwifery, Griffith University, Logan 
campus; 

• Reports about the general findings of the study will be made available 
to me upon request;   

• This project will be carried out as described in the information sheet;   

• If I have any additional questions I can contact the research team;  

• I am free to withdraw at any time, without explanation or penalty;  
  

• I can contact the Ethics Chair at Gold Coast University Hospital  
Emeritus Professor Drew Nesdale Ph 07 5687 3879; Email: 
GCHEthics@health.qld.gov.au or the Manager, Research Ethics, at Griffith 
University Human Research Ethics Committee on 3735 4375 (or research-
ethics@griffith.edu.au) if I have any concerns about the ethical conduct of 
the project.  

• I have had any questions answered to my satisfaction;  

• I understand the risks involved;  

• I agree to participate in the project.  

Please indicate your preferences and provide your signature to participate in our 
study   

Please complete your contact information and identify your first preference for 
contact  

✓  Contact method  Contact information  

  Telephone number (Land line)    

  Mobile number    

  E mail address    

  Other    

  

Name  
  

Signature    

Date    

 If you would like to receive regular study updates with a summary of study findings 

please indicate below. Please tick which of the following applies   
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  Yes I would like to receive regular study updates with a summary of study 

findings  (please provide a current e mail address)   

  No I would NOT like to receive regular study updates or a summary of study 

findings  
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APPENDIX D 

Midwife Laminated Guide 
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APPENDIX E 

Woman Poster 
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APPENDIX F  

Human Research Ethical Approval, Amendments and Site Specific 

Approval 
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APPENDIX G 

Paper 1 – Published Format 
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APPENDIX H 

Paper 2: Published Format 
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APPENDIX I 

Paper 3: Published format 
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APPENDIX J 

Paper 4: Published Format 
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APPENDIX K 

Paper 5: Published Format 
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SUPP APPENDIX S1 

Details of variables used in analysis 

 

1.1 What is todays date?        _ _ / _ _ / _ _ 

1.2 What is your date of birth? _ _ / _ _ / _ _ 

1.3 How many weeks pregnant are you today?      ________weeks 

1.4 What date is your baby due?   _ _ / _ _ / _ _ 

2.1 What is your current marital status?  

(Please mark one box only) 

 Single, not living with partner 

 Married/De facto 

 Divorced/separated 

 Widowed 

2.2 What is the highest level of education you have attained? (Please mark one box only) 

 Primary school only 

 Secondary school less than year 12 

 Secondary school year 12 

 Completed an apprenticeship or diploma 

 Completed a tertiary degree/ postgraduate studies 

2.3 Are you currently involved in paid work or study? 

 No 

 Yes, paid work 

 Yes, studying 

 Both paid work and study 
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2.4 In which country were you born?  

(Please mark one box only) 

 Australia 

 New Zealand 

 United Kingdom 

 South Africa 

 Japan 

 China 

 Philippines 

 Other (please specify) _____________________ 

 

2.5 What is you weekly combined household income 

 Negative income / Nil income 

 Less than $299  

 $300 - $399 

 $400 - $599 

 $600 - $799 

 $800 - $999  

 $1000 - $1249 

 $1250 - $1499 

 $1500 - $1999 

 $2000 - $2499 

 $2500 - $2999 

 $3000 - $3499 

 $3500 - $3999 

 $4000 – $4999 

 $5000 or more 

 I would prefer not to answer 
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2.6 Drug use 

BEFORE YOU WERE PREGNANT how often did you use any prescribed, non-

prescribed or herbal drugs? 

 Never 

 Monthly or less 

 2-4 times a month 

 2-3 times a week 

 4 or more times a week 

 

2.7 Tobacco use 

Are you currently smoking tobacco cigarettes?  

 I have never smoked 

 I smoke daily, about the same as before I was pregnant 

 I smoke daily now, but I’ve cut down since finding out I was pregnant 

 I smoke every once in a while 

 I quit smoking since finding out I was pregnant 

 I wasn’t smoking around the time I found out I was pregnant – I had smoked 

within the last 12 months 

 Previous smoker, more than 12 months ago 

 

2.8 Have you given birth before? This includes both vaginal births and caesarean 

sections. Please do not count miscarriages or births that happened before 20 weeks 

(5 months) of pregnancy.  

 No 

 Yes 

 

2.9 How many children have you given birth to …………………. 

 

The following questions relate to your current pregnancy 

3.1 BEFORE you got pregnant, did a doctor, midwife, nurse, or other health worker tell 

you that you had any of the following health conditions?  Please mark all that apply.  
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 None 

 Diabetes 

 High blood pressure or hypertension 

 A mental health disorder such as depression, anxiety bipolar disorder or 

schizophrenia 

 

3.2 Are you pregnant with:  

 One baby 

 Two babies (Twins) 

 Three or more babies 

 

3.3 If you have been pregnant before, have you experienced any of the following in 
previous pregnancies?  Please mark all that apply.  

 

 This is my first pregnancy 

 A preterm baby born before 37 weeks 

 Bleeding so much during pregnancy, birth, or after giving birth that you needed 

a blood transfusion 

 A caesarean section 

 Loss of a pregnancy after 20 weeks (5 months) 

 

3.4 Have you had any recent stressors, changes or losses in the last 12 months?  

            E.g. separation, domestic violence, job loss, bereavement, etc  

 Yes 

 No 

            If yes, please specify………………………………………….. 

 

3.5 Is this a planned pregnancy 

 Yes 

 No 

 

The full ICHOM Data Collection Reference Guide can be accessed at   

https://www.ichom.org/portfolio/pregnancy-and-childbirth/
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SUPP APPENDIX S2 

Edinburgh Postnatal Depression Scale: Questions and screening accuracy. 

Questions Screening accuracy* 

Stem: In the past 7 days… 

(1) I have been able to see the funny side of things 

(2) I have looked forward with enjoyment to things 

(3) I have blamed myself unnecessarily when things 

went wrong 

(4) I have been anxious or worried for no good 

reason 

(5) I have felt scared or panicky for no very good 

reason 

(6) Things have been getting on top of me 

(7) I have been so unhappy that I have had difficulty 

sleeping 

(8) I have felt sad or miserable 

(9) I have been so unhappy that I have been crying 

(10) The thought of harming myself has occurred to 

me 

Pregnancy: Mixed depression (Minor and major)  

Cut-point >10 

pooled sensitivity 0.74 (95% CI: 0.65 – 0.82) 

pooled specificity 0.86 (95% CI: 0.83 – 0.89)  

 

Cut-point >13 

pooled sensitivity 0.61 (95% CI: 0.5 – 0.72) 

pooled specificity 0.94 (95% CI: 0.92 – 0.96)  

 

Cut-point >15 

pooled sensitivity 0.47 (95% CI: 0.35 – 0.60) 

pooled specificity 0.98 (95% CI: 0.97 – 0.99)  

 

Pregnancy: Major depression 

Cut-point >10 

pooled sensitivity 0.88 (95% CI: 0.89 – 0.94) 

pooled specificity 0.88 (95% CI: 0.86 – 0.90)  

 

Cut-point >13 

Pooled sensitivity 0.83 (95% CI: 0.76 – 0.88) 

Pooled specificity 0.90 (95% CI: 0.88 – 0.92) 

 

Cut-point >15 

pooled sensitivity 0.72 (95% CI: 0.58 – 0.84) 

pooled specificity 0.97 (95% CI: 0.95 – 0.98)  

 

Postnatal: Mixed depression (minor and major) 

Cut-point >10 

pooled sensitivity 0.83 (95% CI: 0.81 – 0.86) 

pooled specificity 0.85 (95% CI: 0.84 – 0.86) 

 

Cut-point >13 

Pooled sensitivity 0.68 (95% CI: 0.66 – 0.71) 

Pooled specificity 0.92 (95% CI: 0.92 – 0.93)  

 

Postnatal: major depression  

Cut-point >10 

Pooled sensitivity 0.95 (95% CI: 0.92 – 0.97) 

Pooled specificity 0.82 (95% CI: 0.80 – 0.84) 

 

Postnatal: major depression  

Cut-point >13 

Pooled sensitivity 0.80 (95% CI: 0.77 – 0.83) 

Pooled specificity 0.93 (95% CI: 0.92 – 0.94 

*Screening accuracy (National Collaborating Centre for Mental Health, 2018) 

National Collaborating Centre for Mental Health. (2018). Antenatal and postnatal mental health. The Nice Guideline on 

clinical management and service guidance. Updated edition. National Clinical Guideline 192. Retrieved from 

https://www nice.org.uk/guidance/cg192/evidence/full-guideline-pdf-4840896925 
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SUPP FIGURE S1 

PRISMA-P Checklist 

Section and topic 
Item No Checklist item  

ADMINISTRATIVE INFORMATION  

Title:    

 Identification 1a Identify the report as a protocol of a systematic review P2 Line 1 

 Update 1b If the protocol is for an update of a previous systematic review, identify as such NA 

Registration 2 If registered, provide the name of the registry (such as PROSPERO) and registration 

number 

P2 Line 10 

Authors:    

 Contact 3a Provide name, institutional affiliation, e-mail address of all protocol authors; provide 

physical mailing address of corresponding author 

Page 1 

 Contributions 3b Describe contributions of protocol authors and identify the guarantor of the review Page17 Line 5 

Amendments 4 If the protocol represents an amendment of a previously completed or published protocol, 

identify as such and list changes; otherwise, state plan for documenting important protocol 

amendments 

NA 

Support:    

 Sources 5a Indicate sources of financial or other support for the review Page 17 Line 

10 

 Sponsor 5b Provide name for the review funder and/or sponsor Page 17 Line 

10 

 Role of sponsor or 

funder 

5c Describe roles of funder(s), sponsor(s), and/or institution(s), if any, in developing the 

protocol 

Page 17 Line 

10 
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INTRODUCTION  

Rationale 6 Describe the rationale for the review in the context of what is already known Page 9 Line 1 

Objectives 7 Provide an explicit statement of the question(s) the review will address with reference to 

participants, interventions, comparators, and outcomes (PICO) 

Page 9 Line 

18 

METHODS  

Eligibility criteria 8 Specify the study characteristics (such as PICO, study design, setting, time frame) and 

report characteristics (such as years considered, language, publication status) to be used as 

criteria for eligibility for the review 

Page 10 Line 

16 

Information sources 9 Describe all intended information sources (such as electronic databases, contact with study 

authors, trial registers or other grey literature sources) with planned dates of coverage 

Page 11 Line 

14 

Search strategy 10 Present draft of search strategy to be used for at least one electronic database, including 

planned limits, such that it could be repeated 

Page 13 Line 

10 

Table 1 

Study records:   Page 14 Line 

1 

 Data management 11a Describe the mechanism(s) that will be used to manage records and data throughout the 

review 

Page 14 Line 

1 

 Selection process 11b State the process that will be used for selecting studies (such as two independent 

reviewers) through each phase of the review (that is, screening, eligibility and inclusion in 

meta-analysis) 

Page 14 Line 

11 

 Data collection 

process 

11c Describe planned method of extracting data from reports (such as piloting forms, done 

independently, in duplicate), any processes for obtaining and confirming data from 

investigators 

Page 14 Line 

16 

Data items 12 List and define all variables for which data will be sought (such as PICO items, funding 

sources), any pre-planned data assumptions and simplifications 

Page 14 Line 

20 

Outcomes and 

prioritization 

13 List and define all outcomes for which data will be sought, including prioritization of main 

and additional outcomes, with rationale 

Page 15 Line 

6 
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Risk of bias in 

individual studies 

14 Describe anticipated methods for assessing risk of bias of individual studies, including 

whether this will be done at the outcome or study level, or both; state how this information 

will be used in data synthesis 

Page 15 Line 

12 

Data synthesis 15a Describe criteria under which study data will be quantitatively synthesised Page 15 Line 

20 

15b If data are appropriate for quantitative synthesis, describe planned summary measures, 

methods of handling data and methods of combining data from studies, including any 

planned exploration of consistency (such as I2, Kendall’s τ) 

NA 

15c Describe any proposed additional analyses (such as sensitivity or subgroup analyses, 

meta-regression) 

Page 15 Line 

20 

15d If quantitative synthesis is not appropriate, describe the type of summary planned Page 15 Line 

20 

Meta-bias(es) 16 Specify any planned assessment of meta-bias(es) (such as publication bias across studies, 

selective reporting within studies) 

NA 

Confidence in 

cumulative evidence 

17 Describe how the strength of the body of evidence will be assessed (such as GRADE) NA 

* It is strongly recommended that this checklist be read in conjunction with the PRISMA-P Explanation and Elaboration (cite when available) for important 

clarification on the items. Amendments to a review protocol should be tracked and dated. The copyright for PRISMA-P (including checklist) is held by the 

PRISMA-P Group and is distributed under a Creative Commons Attribution Licence 4.0.  

From: Shamseer L, Moher D, Clarke M, Ghersi D, Liberati A, Petticrew M, Shekelle P, Stewart L, PRISMA-P Group. Preferred reporting items for systematic review and 
meta-analysis protocols (PRISMA-P) 2015: elaboration and explanation. BMJ. 2015 Jan 2;349(jan02 1):g7647. 
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SUPP FIGURE S3 

Search strategy  

MEDLINE, CINAHL, and EMBASE electronic databases, ICHOM database of 

standard sets and COMET and CROWN registers were searched in January 2020. 

Search terms included in each search are outline below. 

MEDLINE search conducted 8th January 2020. Medline search terms were guided by 

those of Gargon et al.1 Amendments or additional search terms used are highlighted 

with bold font and rationale described. 

1. Health service/sn  

2. registries/  

3. systematic review.mp.  

4. structured review.ti.  

5. evidence based medicine.ab.  

6. exp Clinical Trials as Topic/  

7. clinical trial$.ab.  

8. randomised controlled trial$.ti,ab.  

9. randomised trial$.ti,ab.  

10. 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9  

11. workgroup$.mp.  

12. standard$ outcome$.mp.  

13. Practice Guideline/  

14. clinical database.mp.  

15. patient important outcome$.mp.  

16. (standard$ adj3 reporting).mp.  

17. congress.pt.  

18. Delphi Technique/  

19. (recommend$ adj3 outcome$).mp.  

20. consensus development conference.pt.  

21. outcome$ reporting.mp.  

22. priorit$ symptom$.mp.  

23. (task force adj3 outcome$).mp.  

24. appropriate outcome$.mp.  

25. research design/  

26. endpoint determination/  

27. consensus development conference/  

28. patient participation/  

29. consensus.mp.  

30. workshop.mp.  

31. Consensus Development Conferences, NIH as Topic/  

32. focus groups/  
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33. 11 or 12 or 13 or 14 or 15 or 16 or 17 or 18 or 19 or 20 or 21 or 22 or 23 or 24 or 25 

or 26 or 27 or 28 or 29 or 30 or 31 or 32  

34. outcome$.mp.  

35. end point$.mp.  

36. (core adj3 set).mp. 

37. treatment emergent problem$.mp.  

38. exp outcome Assessment Health Care/  

39. Treatment Outcome/  

40. Quality of Life/  

41. 34 or 35 or 36 or 37 or 38 or 39 or 40  

42. clinical-study design.mp.  

43. patient$ perspective$.ti.  

44. outcome$.mp. and delphi.ti.  

45. (outcome$ and delphi).ab. 

46. (perspective$ adj3 outcome$).ti.  

47. core outcome$.ti,ab.  

48. core set$.ti,ab.  

49. standard$ set$.ti,ab.  

50. standard$ outcome$ set$.ti,ab.  

51. clinical trial design$.ti.  

52. design$ clinical trial$.ti.  

53. (consensus and outcome$).ti.  

54. 42 or 43 or 44 or 45 or 46 or 47 or 48 or 49 or 50 or 51 or 52 or 53  

55. 10 and 33 and 41  

56. 54 or 55  

57. pregnan$.mp.  

58. gestation$.mp.  

59. pregnancy/ or gravidity/ or labor, obstetric/ or parity/ or parturition/ or 

pregnancy outcome/  

60. prenatal care/  

61. antenat$.mp.  

62. childbear$.mp.  

63. maternal.mp.  

64. Mothers/ or Hospitals, Maternity/ or Delivery, Obstetric/ or maternity.mp. or 

Midwifery/ or Maternal Health Services/  

65. postnatal.mp. or Postnatal Care/  

66. postpartum.mp. or Postpartum Period/  

67. Perinatal Death/ or perinatal.mp. or Perinatal Care/ or Perinatal Mortality/ 

68. peripartum.mp. or Peripartum Period/  

69. mother.mp. or Mothers/  

70. Delivery, Obstetric/ or intrapartum.mp.  

71. Labor, Obstetric/ or labour.mp.  

72. labor.mp. or Labor, Obstetric/  

73. birth.mp. or Parturition/  
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74. 57 or 58 or 59 or 60 or 61 or 62 or 63 or 64 or 65 or 66 or 67 or 68 or 69 or 70 

or 71 or 72 or 73  

75. neonat$.mp.  

76. infant.mp.  

77. infant/  

78. newborn.mp.  

79. newborn/  

80. bab$.mp.  

81. fetus.mp. or Fetus/  

82. foetus.mp.  

83. fetal.mp.  

84. foetal.mp.  

85. 75 or 76 or 77 or 78 or 79 or 80  

86. 81 or 82 or 83 or 84  

87. 74 or 85 or 86  

88. 56 and 87 

 

Note:  

1. Health service/UT was replaced by Health service/sn due to replaced 

subheading (utilization was replaced by /statistics and numerical data) 2 

2. Standard outcome sets were included as per inclusion criteria 

3. Terms for maternal and neonatal population were included. 
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CINAHL SEARCH TERMS 

(http://libraryproxy.griffith.edu.au/login?url=https://search.ebscohost.com/login.aspx?direct=

true&db=ccm&bquery=(((((MH+%26quot%3bHealth+Services%2fUT%26quot%3b))+OR+(

(MH+%26quot%3bClinical+Trial+Registry%26quot%3b))+OR+(%26quot%3bsystematic+re

view%26quot%3b)+OR+(TI+%26quot%3bstructured+review%26quot%3b)+OR+(AB+%26

quot%3bevidence+based+medicine%26quot%3b)+OR+((MM+%26quot%3bClinical+Trials

%2b%26quot%3b))+OR+(AB+%26quot%3bclinical+trial*%26quot%3b)+OR+(TI+%26quot

%3brandomised+controlled+trial*%26quot%3b)+OR+(AB+%26quot%3brandomised+contro

lled+trial*%26quot%3b)+OR+(TI+%26quot%3brandomised+trial*%26quot%3b)+OR+(AB

+%26quot%3brandomised+trial*%26quot%3b))+AND+(workgroup*+OR+(%26quot%3bsta

ndard*+outcome*%26quot%3b)+OR+((MH+%26quot%3bPractice+Guidelines%26quot%3b

))+OR+(%26quot%3bclinical+database%26quot%3b)+OR+(%26quot%3bpatient+important

+outcome*%26quot%3b)+OR+%26quot%3bS17%26quot%3b+OR+(PT+congress)+OR+%2

6quot%3bS19%26quot%3b+OR+((MH+%26quot%3bDelphi+Technique%26quot%3b))+OR

+%26quot%3bS21%26quot%3b+OR+(PT+%26quot%3bconsensus+development+conferenc

e%26quot%3b)+OR+%26quot%3bS23%26quot%3b+OR+(%26quot%3boutcome*+reportin

g%26quot%3b)+OR+(%26quot%3bpriorit*+symptom*%26quot%3b)+OR+%26quot%3bS2

6%26quot%3b+OR+(%26quot%3bappropriate+outcome%26quot%3b)+OR+((MH+%26quot

%3bStudy+Design%26quot%3b))+OR+(%26quot%3bendpoint+determination%26quot%3b)

+OR+(%26quot%3bconsensus+development+conference%26quot%3b)+OR+((MH+%26quo

t%3bConsumer+Participation%26quot%3b))+OR+consensus+OR+workshop+OR+((MH+%

26quot%3bNational+Institutes+of+Health+(U.S.)%2fMT%2fST%26quot%3b))+OR+((MH+

%26quot%3bFocus+Groups%26quot%3b)))+AND+(outcome*+OR+(%26quot%3bend+poin

t*%26quot%3b)+OR+%26quot%3bS38%26quot%3b+OR+%26quot%3bS39%26quot%3b+

OR+%26quot%3bS40%26quot%3b+OR+((MH+%26quot%3bProcess+Assessment+(Health

+Care)%2b%26quot%3b))+OR+((MH+%26quot%3bTreatment+Outcomes%26quot%3b))+

OR+((MH+%26quot%3bQuality+of+Life%26quot%3b))))+OR+((%26quot%3bclinical-

study+design%26quot%3b)+OR+(TI+%26quot%3bpatient*+perspective*%26quot%3b)+OR

+((outcome*)+AND+(TI+delphi))+OR+((AB+outcome*)+AND+(AB+delphi))+OR+(TI+per

spective*+N3+outcome*)+OR+(TI+%26quot%3bcore+outcome*%26quot%3b)+OR+(AB+

%26quot%3bcore+outcome*%26quot%3b)+OR+(TI+%26quot%3bcore+set*%26quot%3b)+

OR+(AB+%26quot%3bcore+set*%26quot%3b)+OR+(TI+%26quot%3bstandard*+set*%26q

uot%3b)+OR+(AB+%26quot%3bstandard*+set*%26quot%3b)+OR+(TI+%26quot%3bstand

ard*+outcome*+set*%26quot%3b)+OR+(AB+%26quot%3bstandard*+outcome*+set*%26q

uot%3b)+OR+(TI+%26quot%3bclinical+trial+design*%26quot%3b)+OR+(TI+%26quot%3

bdesign*+clinical+trial*%26quot%3b)+OR+((TI+consensus)+AND+(TI+outcome*))))+AN

D+((((pregnan*)+OR+(gestation*)+OR+(gravid*)+OR+(parity)+OR+(parturition)+OR+(pre

natal)+OR+(antenatal)+OR+(antepartum)+OR+(peripartum)+OR+(perinatal))+OR+((childbe

ar*)+OR+(matern*)+OR+(mother)+OR+(postnatal)+OR+(postpartum))+OR+((labor)+OR+(l

abour)+OR+(birth*)+OR+(obstetric*))+OR+((MH+%26quot%3bPregnancy+Outcomes%26

quot%3b))+OR+((MH+%26quot%3bLabor%26quot%3b)))+OR+((neonat*)+OR+(newborn*

)+OR+(infant*)+OR+(bab*))+OR+((fetal)+AND+(fetus)+AND+(foet*)))&type=1&searchM

ode=Standard&site=ehost-live&scope=site) 
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EMBASE SEARCH TERMS 

#148 #146 AND #147  

#147 #143 OR #144  

#146 #142 OR #145  

#145 #139 AND #140 AND #141  

#144 #136 OR #137 OR #138  

#143 #122 OR #123 OR #124 OR #125 OR #126 OR #127 OR #128 OR #129 OR #130 OR #131 OR 

#132 OR #133 OR #134 OR #135  

#142 #110 OR #111 OR #112 OR #113 OR #114 OR #115 OR #116 OR #117 OR #118 OR #119 OR 

#120 OR #121 

#141 #105 OR #106 OR #107 OR #108 OR #109  

#140 OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR 194,150 

OR OR OR OR 

#83 #84 #85 #86 #87 #88 #89 #90 #91 #92 #93 #94 #95 #96 #97 #98 #99 

#100 #101 #102 #103 #104 

#139 #75 OR #76 OR #77 OR #78 OR #79 OR #80 OR #81 OR #82  

#138 infant*:ti,ab,kw OR newborn*:ti,ab,kw OR bab*:ti,ab,kw  

#137 neonat*:ti,ab,kw  

#136 newborn:ti,ab,kw  

#135 peripartum:ti,ab,kw  

#134 postpartum:ti,ab,kw  

#133 postnatal:ti,ab,kw  

#132 intrapartum:ti,ab,kw  

#131 mother:ti,ab,kw OR woman:ti,ab,kw  

#130 birth:ti,ab,kw OR obstetric*:ti,ab,kw OR deliver*:ti,ab,kw OR labor:ti,ab,kw OR 

labour:ti,ab,kw  

#129 maternal:ti,ab,kw  

#128 childbear*:ti,ab,kw  

#127 antenatal:ti,ab,kw  

#126 'prenatal care':ti,ab,kw  

#125 parit*:ti,ab,kw  

#124 gravid*:ti,ab,kw  

#123 gestation*:ti,ab,kw  

#122 pregnan*:ti,ab,kw  

#121 consensus:ti AND outcome*:ti  

#120 'design* clinical trial*':ti  

#119 'clinical trial design*':ti  

#118 'standard* outcome* set*':ab,ti  

#117 'standard* set*':ab,ti  

#116 'core set*':ab,ti  

#115 'core outcome*':ab,ti  

#114 (perspective* NEAR/3 outcome*):ti  

#113 outcome*:ab AND delphi:ab  

#112 outcome*:ti,ab,kw AND delphi:ti  

#111 'patient* perspective*':ti  

#110 'clinical-study design':ti,ab,kw  

#109 'quality of life'/mj  

'treatment emergent problem*':ti,ab,kw 
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#108  

#107 (core NEAR/3 set):ti,ab,kw  

#106 'end point*':ti,ab,kw  

#105 outcome*:ti,ab,kw  

#104 'focus group*':ti,ab,kw  

#103 'consensus development':ti,ab,kw  

#102 'consensus development'/mj  

#101 'consensus development conference':ti,ab,kw  

#100 'research design':ti,ab,kw  

#99 'endpoint determination':ti,ab,kw  

#98 'appropriate outcome*':ti,ab,kw  

#97 ('task force' NEAR/3 outcome*):ti,ab,kw  

#96 'priorit* symptom*':ti,ab,kw  

#95 'outcome* reporting':ti,ab,kw  

#94 'consensus development conference':ti,ab,kw  

#93 'consensus development conference':it  

#92 (recommend* NEAR/3 outcome*):ti,ab,kw  

#91 delphi:ti,ab,kw  

#90 'delphi study'/mj  

#89 congress:it  

#88 (standard* NEAR/3 reporting):ti,ab,kw  

#87 'patient important outcome*':ti,ab,kw  

#86 'clinical database':ti,ab,kw  

#85 'practice guideline'/mj  

#84 'standard* outcome*':ti,ab,kw  

#83 workgroup*:ti,ab,kw  

#82 'randomised trial*':ab,ti  

#81 'randomised controlled trial*':ab,ti  

#80 'clinical trial*':ab  

#79 'clinical trial (topic)'/exp  

#78 'evidence based medicine':ab  

#77 'structured review':ti  

#76 'systematic review':ti,ab,kw  

#75 'register'/exp  

#74 #72 AND #73  

#73 #69 OR #70  

#72 #68 OR #71  

#71 #65 AND #66 AND #67  

#70 #62 OR #63 OR #64  

#69 #48 OR #49 OR #50 OR #51 OR #52 OR #53 OR #54 OR #55 OR #56 OR #57 OR #58 OR #59 

OR #60 OR #61  

#68 #36 OR #37 OR #38 OR #39 OR #40 OR #41 OR #42 OR #43 OR #44 OR #45 OR #46 OR #47  

#67 #31 OR #32 OR #33 OR #34 OR #35  

#66 OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR OR 194,150 

OR OR OR OR 

#9 #10 #11 #12 #13 #14 #15 #16 #17 #18 #19 #20 #21 #22 #23 #24 #25 #26 

#27 #28 #29 #30 

#65 #1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8  
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#64 infant*:ti,ab,kw OR newborn*:ti,ab,kw OR bab*:ti,ab,kw  

#63 neonat*:ti,ab,kw  

#62 newborn:ti,ab,kw  

#61 peripartum:ti,ab,kw  

#60 postpartum:ti,ab,kw  

#59 postnatal:ti,ab,kw  

#58 intrapartum:ti,ab,kw  

#57 mother:ti,ab,kw OR woman:ti,ab,kw  

#56 birth:ti,ab,kw OR obstetric*:ti,ab,kw OR deliver*:ti,ab,kw OR labor:ti,ab,kw OR 

labour:ti,ab,kw  

#55 maternal:ti,ab,kw  

#54 childbear*:ti,ab,kw  

#53 antenatal:ti,ab,kw  

#52 'prenatal care':ti,ab,kw  

#51 parit*:ti,ab,kw  

#50 gravid*:ti,ab,kw  

#49 gestation*:ti,ab,kw  

#48 pregnan*:ti,ab,kw  

#47 consensus:ti AND outcome*:ti  

#46 'design* clinical trial*':ti  

#45 'clinical trial design*':ti  

#44 'standard* outcome* set*':ab,ti  

#43 'standard* set*':ab,ti  

#42 'core set*':ab,ti 

#41 'core outcome*':ab,ti  

#40 (perspective* NEAR/3 outcome*):ti  

#39 outcome*:ab AND delphi:ab  

#38 outcome*:ti,ab,kw AND delphi:ti  

#37 'patient* perspective*':ti  

#36 'clinical-study design':ti,ab,kw  

#35 'quality of life'/mj  

#34 'treatment emergent problem*':ti,ab,kw  

#33 (core NEAR/3 set):ti,ab,kw  

#32 'end point*':ti,ab,kw  

#31 outcome*:ti,ab,kw  

#30 'focus group*':ti,ab,kw  

#29 'consensus development':ti,ab,kw  

#28 'consensus development'/mj  

#27 'consensus development conference':ti,ab,kw  

#26 'research design':ti,ab,kw  

#25 'endpoint determination':ti,ab,kw  

#24 'appropriate outcome*':ti,ab,kw  

#23 ('task force' NEAR/3 outcome*):ti,ab,kw  

#22 'priorit* symptom*':ti,ab,kw  

#21 'outcome* reporting':ti,ab,kw  

#20 'consensus development conference':ti,ab,kw  

#19 'consensus development conference':it  

#18 (recommend* NEAR/3 outcome*):ti,ab,kw  



 

44 

 

#17 delphi:ti,ab,kw  

#16 'delphi study'/mj  

#15 congress:it  

#14 (standard* NEAR/3 reporting):ti,ab,kw  

#13 'patient important outcome*':ti,ab,kw  

#12 'clinical database':ti,ab,kw  

#11 'practice guideline'/mj  

#10 'standard* outcome*':ti,ab,kw  

#9 workgroup*:ti,ab,kw  

#8 'randomised trial*':ab,ti  

#7 'randomised controlled trial*':ab,ti  

#6 'clinical trial*':ab  

#5 'clinical trial (topic)'/exp  

#4 'evidence based medicine':ab  

#3 'structured review':ti  

#2 'systematic review':ti,ab,kw  

#1 'register'/exp  

 

COMET SEARCH TERMS 

COMET search parameters are outlined below. 

Disease Categories: 

• Neonatal care 

• Pregnancy & childbirth 

 

Study Type 

• COS for clinical trials or clinical research 

• COS for practice 

• COS for registry 

• COS Patient Reported Outcomes 

 

Published/ Unpublished 

• Published 
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 Test methods 10a Index test, in sufficient detail to allow replication Page 6 lines 20-22 

  10b Reference standard, in sufficient detail to allow replication Page 6 Lines 22 – Page 
7 Line 2 

  11 Rationale for choosing the reference standard (if alternatives exist) P2 Line 17  
P18 Line 17 

  12a Definition of and rationale for test positivity cut-offs or result categories  

of the index test, distinguishing pre-specified from exploratory 

ICHOM 
recommendation Page 
1 

  12b Definition of and rationale for test positivity cut-offs or result categories  

of the reference standard, distinguishing pre-specified from exploratory 

Page 6 Line 1 

  13a Whether clinical information and reference standard results were available  

to the performers/readers of the index test 

NA conducted at 
analysis stage only 

  13b Whether clinical information and index test results were available  

to the assessors of the reference standard 

NA Conducted at 
analysis stage only 

 Analysis 14 Methods for estimating or comparing measures of diagnostic accuracy P7 Line 22 

  15 How indeterminate index test or reference standard results were handled NA 

  16 How missing data on the index test and reference standard were handled P7 Line 7 

  17 Any analyses of variability in diagnostic accuracy, distinguishing pre-specified from exploratory NA 

  18 Intended sample size and how it was determined P5 Line 9 

 RESULTS    

 Participants 19 Flow of participants, using a diagram STARD Flow chard Supp 
Figure 1 

  20 Baseline demographic and clinical characteristics of participants Page 8 Line 10 
Table 1 

  21a Distribution of severity of disease in those with the target condition P9 Section 3.3 
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Table 2 

  21b Distribution of alternative diagnoses in those without the target condition NA 

  22 Time interval and any clinical interventions between index test and reference standard 4 time points clearly 
described throughout 

 Test results 23 Cross tabulation of the index test results (or their distribution)  

by the results of the reference standard 

SUPP Figure 1 STARD 
diagram 

  24 Estimates of diagnostic accuracy and their precision (such as 95% confidence intervals) P10 Section 3.5 
Table 3 

  25 Any adverse events from performing the index test or the reference standard NA 

 DISCUSSION    

  26 Study limitations, including sources of potential bias, statistical uncertainty, and generalisability P18 Section 4.4 

  27 Implications for practice, including the intended use and clinical role of the index test  

 OTHER 

INFORMATION 

   

  28 Registration number and name of registry P17 Section 4.3 

  29 Where the full study protocol can be accessed No study protocol 

  30 Sources of funding and other support; role of funders P20 Line 9 
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SUPP TABLE S1 

Full papers excluded with reason (n = 99) 

Citation Reason  

1. Allin B, Bradnock T, Kenny S, Walker G, Knight M. 

NETS1HD: study protocol for development of a core outcome 

set for use in determining the overall success of 

Hirschsprung's disease treatment. Trials. 2016;17(1):577. 

Not maternal/neonatal 

specific 

2. Al Wattar BH, Placzek A, Troko J, Pirie AM, Khan 

KS, McCorry D, et al. Variation in the reporting of outcomes 

among pregnant women with epilepsy: a systematic review. 

European Journal of Obstetrics & Gynecology and 

Reproductive Biology. 2015;195:193-9. 

Systematic review of 

outcomes, does not 

recommend core outcomes 

3. Allin B, Ross A, Marven S, N JH, Knight M. 

Development of a core outcome set for use in determining the 

overall success of gastroschisis treatment. Trials. 

2016;17:360. 

Protocol for planned COS 

4. Anand KJ, Aranda JV, Berde CB, Buckman S, 

Capparelli EV, Carlo W, et al. Summary proceedings from the 

neonatal pain-control group. Pediatrics. 2006;117(3 Pt 2):S9-

S22. 

Clinical practice/research 

recommendations only 

5. Bogdanet D, Egan A, Fhelelboom N, Biesty L, 

Thangaratinam S, Dempsey E, et al. Metabolic follow-up at 

one year and beyond of women with gestational diabetes 

treated with insulin and/or oral hypoglycaemic agents: study 

protocol for the identification of a core outcomes set using a 

Delphi survey. Trials. 2019;20(1):9-7. 

Protocol for planned COS 

6. Bonet M, Nogueira Pileggi V, Rijken MJ, 

Coomarasamy A, Lissauer D, Souza JP, et al. Towards a 

consensus definition of maternal sepsis: results of a 

systematic review and expert consultation. Reproductive 

Health. 2017;14(1):67. 

Describes how rather than 

which outcomes should be 

measured 

7. Bunch KJ, Allin B, Jolly M, Hardie T, Knight M. 

Developing a set of consensus indicators to support maternity 

service quality improvement: using Core Outcome Set 

methodology including a Delphi process. BJOG: An 

International Journal of Obstetrics & Gynaecology. 

2018;125(12):1612-8. 

Describes outcomes for 

quality indicators 

8. Chawla D, Darlow BA. Development of Quality 

Measures in Perinatal Care - Priority for Developing 

Countries. Indian Pediatrics. 2018;55(9):797-802. 

Describes outcomes for 

quality indicators 

9. Collins SL, Alemdar B, van Beekhuizen HJ, 

Bertholdt C, Braun T, Calda P, et al. Evidence-based 

guidelines for the management of abnormally invasive 

Clinical practice/research 

recommendations only 
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placenta: recommendations from the International Society for 

Abnormally Invasive Placenta. American Journal of 

Obstetrics and Gynecology. 2019;220(6):511-26. 

10. de Bruin-Kooistra M, Amelink-Verburg MP, 

Buitendijk SE, Westert GP. Finding the right indicators for 

assessing quality midwifery care. International Journal for 

Quality in Health Care. 2012;24(3):301-10. 

Describes outcomes for 

quality indicators 

11. Doumouchtsis SK, Pookarnjanamorakot P, Durnea C, 

Zini M, Elfituri A, Haddad JM, et al. A systematic review on 

outcome reporting in randomised controlled trials on surgical 

interventions for female stress urinary incontinence: a call to 

develop a core outcome set. BJOG: An International Journal 

of Obstetrics & Gynaecology.126(12):1417-22. 

Considers how rather than 

which outcomes should be 

measured 

12. Duffy JM, van 't Hooft J, Gale C, Brown M, Grobman 

W, Fitzpatrick R, et al. A protocol for developing, 

disseminating, and implementing a core outcome set for pre-

eclampsia. Pregnancy Hypertension. 2016;6(4):274-8. 

Protocol for planned COS 

13. Duffy JMN, Hirsch M, Gale C, Pealing L, Kawsar A, 

Showell M, et al. A systematic review of primary outcomes 

and outcome measure reporting in randomized trials 

evaluating treatments for pre‐eclampsia. International Journal 

of Gynecology & Obstetrics. 2017;139(3):262-7. 

Systematic review of 

outcomes, does not 

recommend core outcomes 

14. Duffy J, Hirsch M, Ziebland S, McManus RJ, 

International Collaboration to Harmonise Outcomes in P-e. 

Methodological decisions influence the identification of 

potential core outcomes in studies related to pre-eclampsia: an 

analysis informing the development of recommendations for 

future core outcome set developers. BJOG: An International 

Journal of Obstetrics & Gynaecology. 2019;126(12):1482-90. 

Review/overview/discussion 

only, no outcome 

recommendations 

15. Duffy J, Hirsch M, Kawsar A, Gale C, Pealing L, 

Plana MN, et al. Outcome reporting across randomised 

controlled trials evaluating therapeutic interventions for pre-

eclampsia. BJOG: An International Journal of Obstetrics & 

Gynaecology. 2017;124(12):1829-39. 

Systematic review of 

outcomes, does not 

recommend core outcomes 

16. Egan AM, Dunne FP, Biesty LM, Bogdanet D, 

Crowther C, Dempsey E, et al. Gestational diabetes 

prevention and treatment: a protocol for developing core 

outcome sets. BMJ Open. 2019;9(11):e030574. 

Protocol for planned COS 

17. Feig DS, Corcoy R, Jensen DM, Kautzky‐Willer A, 

Nolan CJ, Oats JJN, et al. Diabetes in pregnancy outcomes: A 

systematic review and proposed codification of definitions. 
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90. 

Systematic review of 
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recommend core outcomes 
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Not maternal/neonatal 
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Systematic review of 
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composite outcomes for trials evaluating management of late-
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composite rather than single 

outcomes 
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and Levels of Care Guidance. Pediatric Critical Care 
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ore outcome 

recommendations not made 
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Systematic review of 
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recommend core outcomes 
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quality indicators 
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specific 
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Callery P, O'Brien K, et al. The Importance of Integration of 

Stakeholder Views in Core Outcome Set Development: Otitis 

Media with Effusion in Children with Cleft Palate. PLoS 
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Systematic review of 
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Systematic review of 
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Clinical practice/research 

recommendations only 
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Khalil A, et al. Development of a Core Outcome Set and 

Minimum Reporting Set for intervention studies in growth 
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Systematic review of 
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2019;126(3):394-401. 
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Outcomes in the offspring of mothers with pre-diabetes 
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Protocol for planned COS 

87. Villani LA, Pavalagantharajah S, D'Souza R. 332: 

Variation in outcome reporting in studies on Vasa Previa: A 

Systematic Review. American Journal of Obstetrics & 

Gynecology. 2019;220(1):S231-S2. 
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and treatment of foramen magnum stenosis in achondroplasia 
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SUPP TABLE S2 

Registry characteristics for 32 included papers relating to 26 core outcome sets with publication decisions, 

funding and related papers 

        Related papers 

Author Year COMET 

Id 

Disease  

category 

Disease  

name 

CROWN 

registry 

Publication 

type 

Funded Published 

Protocol 

Published 

systematic 

review 

MATERNAL          

Devane1a,g 2007 108 Pregnancy & 

childbirth 

Maternity 

care 

Published  Pay to view Not 

stated 

No No¥ 

*Bennett2a 2012 527 Endocrine & 

metabolic, 

Pregnancy & 

childbirth 

Gestational  

diabetes  

mellitus 

Not 

registered 

Open 

access 

Yes No Yes 

*Jones3c 2012 776 Anaesthesia & 

pain control, 

Pregnancy & 

childbirth 

Pain 

management  

in labour 

Not 

registered 

Open 

access 

Yes No No≠ 

*Smith4b 2014 728 Pregnancy & 

childbirth 

Breech  

presentation 

Not 

registered 

Pay to view Not 

reported 

No No 

*Harbin5c 2014 890 Pregnancy & 

childbirth 

Infertility Not 

registered 
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access 

Yes No No 

*Myatt6d  2014 610 Heart & 

circulation, 

Pregnancy & 

childbirth 

Pre-

eclampsia 

Not 

registered 

Open 

access 

Yes No No 
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Briscoe17 2019 763 Pregnancy & 

childbirth 

Maternity  

care 

Ongoing Pay to view Yes No No 
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**Giacoia20a,h 
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transfusion 

syndrome 

Any treatment 

interventions 

Clinical 

experts; 

Consumers 

(patients); 

Researchers. 

 

Participation 

was voluntary 

and invited. 

 

29 countries  

Systematic 

review 

 

Steering 

group 

members 

were invited 

to include 

outcomes 

 

 

Yes/No 

States the 

initial long 

list derived 

from 

systematic 

review and 

expert 

opinion. 

3 round eDelphi 

(DelphiManager) 

process;  

Modified NGT 

9-point Likert 

Described a priori 

Lay definitions were 

developed for 

individual outcomes 

70/15 

Defined a 

priori 

All 

elements 

discussed 

but not 

clear if all a 

priori 

 

COMET 
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Ethicists; 

Statisticians. 

Language ambiguity 

not mentioned 

Askenazi  Clinical 

trials or 

clinical 

research 

Acute kidney 

injury 

 

Premature and 

critically ill 

neonates in 

neonatal 

intensive care 

unit 

Any Clinical 

experts; 

Governmental 

agencies. 

Not specified Yes/No Semi structured 

discussion 

 

A scoring process not 

described 

 

Language ambiguity 

not mentioned 

Does not 

mention a 

consensus 

definition 

 

No 

description 

of 

including/ 

dropping/ 

adding 

outcomes 

Allin  Clinical 

trials or 

clinical 

research; 

Clinical 

practice  

 

Gastroschisis 

 

Children born 

with 

gastroschisis in 

high-income 

countries 

Any 

postpartum 

treatments  

Clinical 

experts; 

Consumers 

(caregivers); 

Families; 

Patient/ 

support group 

representatives

; 

Researchers; 

Consumers 

(patients). 

 

UK 

2 x 

Systematic 

reviews  

 

Stakeholder 

nomination 

Yes/? 

Unclear if 

stakeholder 

nomination 

in outcome 

generation 

included 

patients 

views. 

Consensus meeting; 

3 round eDelphi 

process 

9-point Likert 

Described in 

published protocol a 

priori 

Outcome 

descriptions/terminolo

gy were modified to 

improve their clarity 

and understanding 

throughout each phase 

of the Delphi. 

70/15 

Described 

in protocol 

a priori 

All 

elements 

discussed 

but not all a 

priori 

Steutel   Clinical 

trials or 

clinical 

research; 

systemati

c 

reviews;  

Clinical 

practice 

Infant colic 

 

Infants with 

infant colic in 

primary, 

secondary and 

tertiary care 

Any 

therapeutic 

interventions 

Expert 

working 

group; 

Families. 

 

29 countries 

represented 

HCP 

 

Systematic 

review 

 

Health care 

practitioner  

and parent 

survey  

 

 

Yes/Yes 2 round Modified 

Delphi 

 

R1: Clinicians asked 

to rank on a 4-point 

scale and to select 5 

outcomes as important 

to guide clinical 

decision making 

Consensus 

defined as 

a 

unanimous 

decision 

from the 

expert 

panel. 

 

Not all 

elements 

discussed 

 

No 

evidence of 

a priori 
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Parents 

invited: 

representing 5 

countries 

 

R Parents asked to 

rank outcomes 4-point 

scale and to prioritise 

top 5 that made them 

feel their child was 

treated 

adequately/inadequate

ly 

 

No evidence of a 

priori  

 

Questionnaire 

developed in English 

and provided to 

parents in their 

mothers tongue. 

Answers translated 

back to English. 

 

No description of lay 

term considerations to 

avoid ambiguity. 

No 

evidence 

of a priori 

Guided by 

COS-

STAR 

Singendon

k  

Clinical 

trials or 

clinical 

research 

Gastroesophage

al reflux 

disease 

(GERD) 

 

Healthy infants 

diagnosed with 

GERD 

Any 

therapeutic 

interventions 

 Clinical 

experts. 

 

33 countries 

 

Consumers 

(caregivers) 

 

7 countries 

Paper survey 

 

Health care 

practitioners 

attending 

ESPGHAN 

annual 

meeting 

 

Parents 

surveyed  

Yes/Yes Survey 

2 round eDelphi 

2 x Consensus 

meeting 

 

HCPs rank outcomes 

on a 9-point Likert 

 

Parents Rank 

outcomes 4-point 

Likert based on 

confort and to 

prioritise 5 outcomes 

Shortlist 

consensus 

70/15 

 

Shortlist 

presented 

at the 

NMFGD 

working 

group at 

the 

ESPGHA

Not all 

elements 

clearly 

described 

 

No 

evidence of 

a priori 
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that make them feel 

the most comfortable. 

 

Five highest ranking 

outcomes from both 

surveys combined 

 

No evidence of a 

priori  

 

Illegible outcomes, 

and language 

translation resulted in 

some outcomes not 

being included 

N annual 

meeting. 

 

Consensus 

defined as 

a 

unanimous 

decision 

from the 

expert 

panel. 

 

No 

evidence 

of a priori  

Webbe  COS for 

clinical 

trials or 

clinical 

research 

Neonatal 

research 

 

Babies 

receiving care 

on any 

designation of 

neonatal unit in 

high-income 

settings 

Any Charities; 

Clinical 

experts; 

Consumers 

(caregivers); 

Families; 

Patient/ 

support group 

representatives

; 

Researchers; 

Consumers 

(patients). 

25 countries 

Systematic 

review of 

outcomes 

reported in 

neonatal 

trials 

 

Systematic 

review to 

identify 

outcomes 

from 

qualitative 

research 

Yes/Yes 3 round eDelphi 

process 

(DelphiManager) 

 

Consensus meeting 

 

9-point Likert 

 

Described in 

published protocol a 

priori 

 

Language ambiguity 

not mentioned 

70/15 

 

Consensus 

meeting: 

70% of 

attendees 

had to vote 

yes. 

 

Described 

in 

published 

protocol a 

priori 

 

All element 

described 

 

Described 

in 

published 

protocol a 

priori 

  

Guided by 

COMET 

methodolog

y and COS-

STAR 

Matvienko 

Sikar   

 

COS for 

clinical 

trials or 

clinical 

research 

Infant feeding 

 

Babies less than 

1 year old 

Any feeding 

interventions 

to prevent 

childhood 

obesity 

Clinical 

experts; 

Consumers 

(caregivers); 

Families; 

Researchers; 

Service 

Systematic 

review 

 

 

Yes/? 

Parents not 

included but 

findings 

from two 

recent 

3 round eDelphi 

(DelphiManager) 

process; 

Semi structured 

discussion; Consensus 

meeting 

70/15 

NGT: 70% 

of 

attendees 

All 

elements 

described 

Described 

in 

published 
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providers; 

Service users. 

 

35 nationalities 

qualitative 

syntheses of 

infant 

feeding 

crosschecked 

with no 

additional 

outcomes 

identified –  

Qualitative 

evidence not 

specific to 

study aims 

9-point Likert 

Described in 

published protocol a 

priori 

 

COMET plain 

language explanation 

of an outcome and a 

COS were provided. 

Outcome explanations 

were discussed with 

attendees. 

had to vote 

yes. 

Described 

in 

published 

protocol a 

priori 

 

protocol a 

priori 

 

Guided by 

COMET 

methodolog

y and COS-

STAR 

 

*
Registered as Devane in COMET register 

**Methods described in Bennett (1) 

#Methods outlined in Giacoia (2) 
aAssumed as broad statement regarding all methodological decisions made a priori 
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Portugal. 

(n, % not available) 

Meher 36 countries  

 

High income (76.3) 

Upper middle (9.9%)  

Lower middle (11.2%) 

Low income (2.6%) 

Nijagal 8 middle and high income countries 

 

Australia (8.7%) 

Italy (4.3%) 

Malaysia (8.7%) 

Netherlands (21.7%) 

South Africa (4.3%) 

Sweden (4.3%) 

UK (8.7%) 

US (39.1%) 

Townsend 23 countries  

Dominated by Europe and North A  

Not described 

Healy 36 countries Not described 

Bogdanet 33 countries and 5 continents,  

Ireland and UK dominated.  

  

 

Low-income countries were  

underrepresented 

Albania (0.3%) 

Argentine (7.3%) 

Australia (3.1%) 

Austria (0.7%) 

Belgium (1.0%) 

Canada (1.0%) 

Chile (0.3%) 

Croatia (0.7%) 

Czech Republic (0.3%) 

Denmark (3.8%) 

France (1.3%) 

Germany (1.0%) 

Greece (0.7%) 

Hungary (0.3%) 

India (0.7%) 

Ireland (49.8%) 

Israel (0.7%) 

Italy (2.1%) 

Jamaica (0.3%) 

Lithuania (1.4%) 

Malta (0.3%) 

The Netherlands (0.7%) 

New Zealand (3.8%) 

Nigeria (0.3%) 

Poland (0.7%) 

Portugal (0.3%) 

Romania (0.7%) 

Spain (2.1%) 

Sweden (1.0%) 

UAE (0.7%) 

UK (7.4%) 
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Webbe 25 countries (5 continents) 

 

(n, % not available) 

Australia 

Austria 

Bangladesh 

Canada 

Denmark 

Estonia 

Germany 

Guatemala 

India 

Iran 

Ireland 

Japan 

Kenya 

Netherlands 

New Zealand 

Portugal 

Slovenia 

Spain 

Sweden 

Switzerland 

Turkey 

Ukraine 

United Kingdom 

United States of America 

Matvienko Si   35 nationalities 

(Irish, British and American  

over-represented  

(64% R1) 

American (7.9%) 

Asiana (0.4%) 

Australian (6.7%) 

Austrian (0.4%) 

Belgian (0.8%) 

British (17.8%) 

Burkinabé (0.4%) 

Canadian (4.3%) 

Croatia (0.8%) 

Czech (0.4%) 

Dutch (0.4%) 

French (1.6%) 

French/Italian (0.4%) 

German (1.2%) 

Greek (0.4%) 

Hungarian (0.4%) 

Indian (0.8%) 

Iranian (0.4%) 

Iraqi (0.4%) 

Irish (38.7%) 

Irish/German (0.4%) 

Israeli (0.4) 

Italian (1.6%) 
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Note: Where countries are not fully described, we report any available information provided by the authors.

Liberian (0.8%) 

Maltese (0.4%) 

New Zealander (1.2%) 

Norwegian (0.4%) 

Pakistani (0.4%) 

Polish (0.8%) 

Portuguese (0.8%) 

Sinhalese (0.4%) 

South African (0.4%) 

Spanish (0.4%) 

Swedish (0.4%) 

Turkish (6.3%) 
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SUPP TABLE S10 

Results of PROM studies on measurement properties (structural validity, internal consistency and reliability) 

 Structural validity Internal consistency Reliability 

 n Meth qual Result (rating) n Meth qual Result 

(rating) 

n Meth qual Result 

(rating) 

PROMIS          

Hays (9) 21,133 CFA: 

Very Good 

2 dimensions 

GPH: 

CFI = 0.999; 

TLI = 0.998; 

RMSEA = 0.081 

GMH: 

CFI = 0.998; 

TLI = 0.995; 

RMSEA = 0.084 

(+) 

21,133 Internal 

consistency 

statistic calculated 

for each 

unidimensional 

scale 

 

Very good 

GPH: α = .81 

GMH: α 

= .86 

(+) 

- - - 

Revicki 

(10) 

- - - - - - 20,400 ICC conducted but 

model not 

described. 

Adequate 

ICC = 0.73 

(+) 

Lundsberg - - - - Internal 

consistency 

statistic calculated 

for each 

unidimensional 

scale 

Very good 

 

Very good 

GPH: α = .63 

(-) 

GMH: α 

= .85 

(+) 

- - - 
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 Structural validity Internal consistency Reliability 

ICIQ-UI 

SF 

- CFAa: 

Very good 

Unidimensional 

No information 

reported 

(?) 

- Internal 

consistency 

statistic calculated 

Very good 

α = .92 

(+) 

- Evidence provided 

that patients were 

stable with an 

appropriate 2-week 

time interval but 

similar test 

conditions were 

assumed. 

Adequate 

Weighted 

Kappa on 

10 items 

0.58 to 

0.90 

(Average 

0.65) 

 

92% high 

Kappa of 

0.74 

(?)b 

Wexner          

Jorge - - - - - - - - - 

Vaizey - - - - - - 13 Intra-rater 

Evidence provided 

that patients were 

stable, time frame 

appropriate, similar 

conditions. Pearsons 

correlation. 

Adequate 

 

r = 0.75 

(+) 

Vaizey - - - - - - 2 Inter-observer 

Evidence provided 

that patients were 

stable, time frame 

appropriate, similar 

conditions. Pearsons 

correlation. 

Adequate 

 

r = 0.88 

(+) 

EPDSc          
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 Structural validity Internal consistency Reliability 

Cox 1986 63 FAd 

Very good 

Information not 

reported 

(?)` 

63 ICC not reported 

for both subscales 

 

Full scale 

0.36-.82 

(?) 

- - - 

Cox 1987 - - - 84 Standardised alpha 

coefficient 

Very good 

α = .87 

(+) 

84 Assumed that 

patients were stable, 

time frame 

appropriate, 

assumed that test 

conditions were 

similar.  

Split half reliability 

Adequate 

r = 0.88 

(+) 

Murray  - - - - - - - - - 

PHQ-2          

Kroenke - - - - - - 580 PHQ-2 cut 3 

concordance with 

mental health 

professional 

interview. Patients 

assumed to be 

stable, Kappa 

calculated. 

Adequate 

Any 

depression 

Kappa =  

0.62 

(-) 

 

Major 

depression 

Kappa =  

0.48 

(-) 

Gjerdingen - - - - - - - - - 

SIMSS - - - - - - - - - 

MIBS          

Taylor 161 PCA (EFA) 

performed; 

Sample size 

>100. 

Not all 

information for 

PCA reported  

(?) 

161 Internal 

consistency 

statistic calculated 

α = .71 

(+) 

144 Assumed women 

were stable and test 

conditions similar 

Rho =  

0.54-0.61 

(-) 
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 Structural validity Internal consistency Reliability 

Adequate with Cronbach’s 

alpha 

Very good 

(though settings 

differ).  

Doubtful whether 

time interval was 

appropriate (early 

weeks scores based 

on recall at 12 

weeks. Spearmans 

calculated without 

evidence of no 

systemic change. 

Doubtful 

Wittkowski - - - 96 Unclear if scale 

unidimensional; 

Internal 

consistency 

statistic calculated 

Doubtful 

Criteria for 

at least low 

evidence of 

structural 

validity not 

met 

T1: α = .55 

T2: α = .49 

(?) 

   

BSS-R 228 CFA 

performed: 

Sample size 

>100 

Very good 

CFI = 0.98; 

RMSEA = 0.04; 

SRMR = 0.05 

(+) 

228 Internal 

consistency 

statistic calculated 

with Cronbach’s 

alpha 

Very good 

Total: α 

= .79 (+) 

Stress: α 

= .71 (+) 

Attributes: α 

= .64 (-) 

Quality: α 

= .74 

(+) 

- - - 
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 Structural validity Internal consistency Reliability 

BSES 491 PCA (EFA) 

performed; 

Sample size 

>100. 

Adequate 

Not all 

information for 

PCA reported  

(?) 

491 Internal 

consistency 

statistic calculated 

with Cronbach’s 

alpha 

Very good 

α = .94 

(+) 

- - - 

Cross cultural validity/measurement invariance not evaluated 
aPrincipal factor analysis 
bPragmatic rating.  
cEPDS not assessed as previously rated by Blower et al (18).  
dFactor analysis performed  but method not fully described, CFA assumed. 
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SUPP TABLE S11 

Results of PROM studies on measurement properties (measurement error, criterion validity, hypothesis testing and 

responsiveness) 

 Measurement error Criterion validity Hypothesis testing  Responsiveness 

 n Meth qual Result 

(rating) 

n Meth qual Result 

(rating) 

n Meth qual Result 

(rating) 

n Meth qual Result 

(rating) 

PROMIS             

Hays (9) - - - - - - 21,133 Convergent 

validity 

Constructs 

measured by 

EQ-5D are 

clear; 

Measurement 

properties are 

similar to study 

population; 

tests 

appropriate 

Very good 

The result 

is in 

accordance 

with the 

hypothesis 

(+) 

- - - 

Revicki  

(10) 

20,400 Patients 

were 

stable, 

Bland 

Altman 

method 

used, 

95% 

LoA 

-0.21 

to 

0.21; 

- - - 20,400 Convergent 

validity 

Constructs 

measured by 

EQ-5D are 

clear; 

Measurement 

The result 

is in 

accordance 

with the 

hypothesis 

(+) 

- - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

LoA 

calculated 

Very 

good 

MIC 

not 

defined 

(?) 

properties are 

similar to study 

population; 

Tests 

appropriate 

Very good 

Lundsberg 

(11) 

- - - - - - 161 Convergent 

validity 

Constructs 

measured by 

SF-12 are clear; 

Sufficient 

measurement 

properties but 

unsure if they 

apply to a  

pregnant 

population 

Adequate 

The result 

is in 

accordance 

with the 

hypothesis 

(+) 

- - - 

ICIQ             

Abrams 9a - - - - - - - Convergent 

validity 

Constructs 

measured by 

ICSmale and 

BFLUTS are 

clear; 

Measurement 

properties are 

similar to study 

population: 

The results 

are in 

accordance 

with the 

hypothesis 

(+) 

- - - 



 

 

149 

 Measurement error Criterion validity Hypothesis testing  Responsiveness 

Tests 

appropriate 

Very good 

Abrams 9b - - - - - - - Discriminate 

validity 

Adequate 

description of 

two 

intervention 

groups, 

statistical 

methods 

appropriate 

Very good 

The results 

are in 

accordance 

with the 

hypothesis 

(+) 

- - - 

Wexner             

Jorge  - - - - - - - - - - - - 

Vaizey - - - 18 Correlations 

with clinical 

assessment; 

Very good 

r = 0.78 

(+) 

18   23 Construct 

approach 

(Pre and 

post-

operative 

assessment) 

Mean change 

scores and 

correlations 

with 

investigators 

assessment 

of 

improvement 

Very good 

Mean 

change 

range 29 

(AMS) to 

53 (new 

score). 

Wexner 

mean 

change = 

46 

 

Results are 

in 

accordance 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

with 

hypothesis 

(+) 

Vaizey - - - - - - - - - 13 Construct 

approach. 

Test-retest 

reliability 

compared 

between four 

scoring 

systems on a 

random 

subset of 13 

patients, 14 

days (range 

8-20) after 

the first test. 

Constructs 

measured by 

comparator 

is not clear. 

Inadequate 

Wexner  

(r = 0.75) 

 

Other 

scales 

(r = 0.58 – 

0.87) 

 

Results are 

in 

accordance 

with 

hypothesis 

(+)  

EPDS             

Cox 1986 

(13-item 

scale) 

- - - 63 Gold 

standard: 

Semi-

structured 

Psychiatric 

Interview 

Sensitivity 

and 

Not all 

informati

on 

reported 

(?) 

- - - - - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

specificity 

calculated. 

Very good 

Cox - - - 84 Sensitivity 

and 

specificity 

calculated. 

Very good 

Not all 

informati

on 

reported 

(?) 

84 - - ? Construct 

approach 

(hypothesis 

testing: 

comparison 

between 

subgroups) 

Mean change 

scores 

between 

subgroups of 

depressed 

and non-

depressed 

women from 

interview 1 

and 

interview 2 

(11-weeks) 

Very good 

t-tests used 

Results are 

in 

accordance 

with 

hypothesis 

(+) 

Murray - - - 100 Sensitivity 

and 

specificity 

calculated. 

Very good 

Not all 

informati

on 

reported 

(?) 

100 Convergent 

validity 

Constructs 

measured by 

the GHQ-30 is 

not clear and 

no information 

re measurement 

No 

hypothesis 

defined by 

the review 

team 

(?) 

- - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

properties. 

Unable to 

retrieve 

comparator 

papersb 

Inadequate 

 

PHQ-2 

            

Kroenke - - - 580 AUC 

calculated 

and 

sensitivity 

and 

specificity 

calculated. 

Very good 

Major 

depressiv

e disorder 

AUC = 

0.93; 

Any 

depressiv

e disorder 

AUC = 

0.90 

(+) 

 

6,000 Convergent 

validity 

Constructs 

measured by 

SF-20 are clear. 

Sufficient 

measurement 

properties 

Adequate 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 

 - - -  - - 580 Discriminate 

validity 

Comparison 

between groups 

with major 

depression  

(n = 41) and 

any depressive 

disorder (n = 

106). 

Sensitivity,  

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

specificity, 

PPV and LR 

presented at 6 

cut-points. No 

description in 

terms of 

perinatal 

information. 

Doubtful  

Gjerdingen - - - 506 Gold 

standard is 

clinical 

interview. 

Sensitivity 

and 

specificity 

calculated. 

Very good 

Correlati

on with 

gold 

standard 

not 

reported 

(?) 

438 Convergent 

validity 

Constructs 

measured by 

the PHQ-2 and 

PHQ-9. 

Sensitivity and 

specificity 

measured for 

different 

screening 

methods. 

Very good 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 

SIMMS - - -  - -  Convergent 

validity 

Constructs 

measured by 

‘12-item social 

support index’ 

are not clear 

and 

measurement 

No 

hypotheses 

defined by 

review 

team 

(?) 

 - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

properties not 

described.  

Inadequate 

SIMSS - - -  - - - Discriminate 

validity 

Adequate 

description of 

most 

characteristics. 

Statistical 

methods 

applied are not 

appropriate. 

Frequencies 

and 

percentages 

provided with p 

but limited 

information on 

effect size. 

Inadequate 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 

MIBS - - - - - - 144 Convergent 

validity 

Constructs 

measured by 

EPDS, Blues 

and Highs are 

clear. Sufficient 

measurement 

properties of 

comparators to 

Partially in 

accordance 

with the 

hypothesis. 

EPDS 

(+) 

- - - 



 

 

155 

 Measurement error Criterion validity Hypothesis testing  Responsiveness 

the study 

population. 

Statistical 

methods 

adequate 

Very good 

Taylor - - - - - - 144 Discriminate 

validity 

Adequate 

description of 

subgroup 

(EPDS score) 

Statistical 

methods were 

appropriate 

Very good 

Mann 

Whitney U 

 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 

Wittkowski - - - - - - 96 Convergent 

validity 

Constructs 

measured by 

the Postpartum 

Bonding 

Questionnaire 

and Kennerley 

Blue Scale are 

clear. Sufficient 

measurement 

properties in a 

similar 

population 

Very good 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

BSS-R - - - - - - 221 Discriminative

/ known group 

validity 

Comparison of 

mean scores for 

total and 

subscales for 

women who 

experienced 

normal birth 

and women 

who 

experienced 

non-normal 

birh 

Very good 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

- - - 

BSES - - -  - - T1: 

491 

T2: 

459 

T3: 

389 

Convergent 

validity 

Constructs 

measured by 

RSES, EPDS, 

PSS are clear; 

Measurement 

properties are 

similar to study 

population; 

Tests 

appropriate 

Very good 

The results 

are in 

accordance 

with the 

hypothesis. 

(+) 

 - - 

BSES - - - - - -  Discriminative 

validity 

The results 

are in 

 - - 
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 Measurement error Criterion validity Hypothesis testing  Responsiveness 

Adequate 

description of 

characteristics 

Parity and time; 

Tests 

appropriate 

Very good 

accordance 

with the 

hypothesis. 

(+) 

aEPDS not assessed as previously rated by Blower et al (18); bComparator papers by Goldberg (59, 60) 

 




