Appendix 4. Quality Appraisal Scales
4.1. Newcastle – Ottawa Quality Assessment Scale – Cohort Studies:
	Newcastle – Ottawa Quality Assessment Scale – Cohort Studies  

	 
Quality Criterion 
 
	
Points available 
 

	Selection
	 

	1.
	NOS - Representativeness of the exposed cohort 
 
	a) truly representative of the average population in the community * 
b) somewhat representative of the average population in the community * 
c) selected group of users e.g., nurses, volunteers 
d) no description of the derivation of the cohort 
 
Item is assessing representative of people with premenstrual disorders in the community not the representativeness of the sample of women from some general population 
	2 

	2.
	NOS - Selection of the non-exposed cohort 
 
	a) drawn from the same community as the exposed cohort * 
b) drawn from a different source  
c) no description of the derivation of the non-exposed cohort	  
	1 

	3.
	NOS - Ascertainment of exposure 
	a) secure record (e.g. surgical records) * 
b) structured interview * 
c) written self-report  
d) no description  
	2 

	4.
	NOS - Demonstration that outcome of interest was not present at start of study 
	a) Yes * 
b) No 
	1

	Comparability
	 

	1.
	NOS - Comparability of cohorts on the basis of the design or analysis 
	a) study controls for premenstrual disorder symptoms * 
b) study controls for any additional factor * (e.g., age or other important factors) 
 
Either exposed and non-exposed individuals must be matched in the design and/or confounders must be adjusted for in the analysis. Statements of no differences between groups or that differences were not statistically significant are not sufficient for establishing comparability. 
	2 

	Outcome
	 

	1. 
	NOS - Assessment of outcome 
	a) independent blind assessment *  
b) record linkage * 
c) self-report (no ref. to original medical record to confirm outcome)  
d) no description  
	2 

	2. 
	NOS - Was follow-up long enough for outcomes to occur 
	a) yes (at least 1 month) * 
b) no 
	1 

	3. 
	NOS - Adequacy of follow up of cohorts 
	a) complete follow up - all subjects accounted for *   
b) subjects lost to follow up unlikely to introduce bias * small number lost - > ____ % (select an adequate %) follow up, or description provided of those lost)   
c) follow up rate < ____% (select an adequate %) and no description of those lost  
d) no statement 
 
This item assesses the follow-up of the exposed and non-exposed cohorts to ensure that losses are not related to either the exposure or the outcome. 
	2 

	Score – NOS Cohort items 
	/9


4.2. Newcastle – Ottawa Quality Assessment Scale – Case Control Studies:
	Newcastle – Ottawa Quality Assessment Scale – Case Control Studies

	
Quality Criterion

	
Points available


	Selection
	

	1.
	NOS – Is the case definition adequate?

	a) yes, with independent validation *
b) yes, e.g., record linkage or based on self-reports 
c) no description
	1

	2. 
	NOS – Representativeness of the cases
	a) Consecutive or obviously representative series of cases (e.g., appropriate/random sample) *
b) Potential for selection biases or not stated
	1

	3. 
	NOS – Selection of Controls
	a) Community controls (e.g., same community as clinical group) *
b) Hospital controls
c) No description
	1

	4.
	NOS – Definition of Controls
	a) [bookmark: _Int_iwomq6pg]No history of disease (explicitly state no history of premenstrual disorder symptoms) *
b) No description of source/mention of history of premenstrual disorder symptoms
	1

	Comparability
	

	1.
	[bookmark: _Int_hk6A5FxD]NOS - Comparability of cases and controls on the basis of the design or analysis
	a) study controls for premenstrual disorder symptoms *
b) study controls for any additional factor * (e.g., age or other important factors)

Either cases and controls must be matched in the design and/or confounders must be adjusted for in the analysis. Statements of no differences between groups or that differences were not statistically significant are not sufficient for establishing comparability.
	1

	Exposure
	

	1.
	NOS – Ascertainment of exposure (premenstrual disorder status)
	a) secure record (e.g., hospital record/ daily diary of symptoms) *
b) structured interview where blind to case/control status *
c) interview not blinded to case/control status
d) written self-report or medical record only
e) no description
	2

	2.
	NOS – Same method of ascertainment for cases and controls
	a) yes (e.g. both completed daily ratings) *
b) no 
	1

	3.
	NOS - non-response rate
	a) same for both groups*
b) Non respondents described
c) Rate different and no designation
	1

	Score – NOS Case-control items
	/8








4.3. Menstrual Quality Assessment – Cohort Studies:
	Menstrual Quality Tool – Cohort Studies
 
Adapted with reference to Schmalenberger et al. (2021): How to study the menstrual cycle: Practical tools and recommendations. Psychoneuroendocrinology. 2021 Jan; 123: 104895. Doi: 10.1016/j.psyneuen.2020.104895 
 

	 
Quality Criterion 
 
	
Points available 
 

	M0. 
	Design & hypotheses 
	a. Clearly stated purpose of study & emotion regulation hypotheses to be tested 
b. Sufficient sample size for study design (with a priori power calculations) 
c. Eligibility criteria comprehensive & stated with reference to sufficient variables affecting menstrual cycle – e.g., hormonal medications, pregnancy & breastfeeding status, typical length of cycle, age in relation to puberty & menopause transitions, gynaecological conditions 
	a. 1 point 
b. 1 point 
c. 1 point 

	Selection
	 

	M1. 
	Representativeness of the exposed cohort 
 
	a. Sufficient selection methods - assessment process (i.e., prospective) and robustness of measurement tool (i.e., validated scale) 
b. Was a minimum of two menstrual cycles observed, this length is standard for establishing diagnosis of premenstrual disorders (e.g., PMDD) 
c. Controls exposed to same selection assessment methods 
d. Consideration of representativeness & data presented – ethnicity, educational level, gender identity, socioeconomic status, etc. 
	a. 1 point
b. 1 point 
c. 1 point 
d. 1 point 

	M2. 
	Method to ascertain exposure (menstrual cycle phase) 
	a. Method used to ascertain exposure (menstrual cycle phase) is robust? E.g., forward backward count / hormonal assays used. 
	a. 1 point 
 

	Outcome 
	 

	M3. 
	Assessment of outcome 
	a. Validated measure of emotion regulation variable 
b. Sufficient consideration of confounds (e.g., medications, stressful events, negative affect, etc.) 
	a. 1 point 
b. 1 point 

	M4. 
	Was follow-up long enough for outcomes to occur 
	a. Outcomes measured as within-person variable – prospective repeated measurements across cycle with at least 3 or more observations across 2 cycles 
b. Daily ratings or multi-daily ratings (EMA) 
c. Thoughtful selection of number & timing of assessments 
d. Gold standard statistical approach – multilevel modelling or random effects modelling 
	a. 1 point 
b. 1 point 
c. 1 point 
d. 1 point 

	M5. 
	Adequacy of follow up of cohorts 
	a. complete follow up - all subjects accounted for 
b. subjects lost to follow up unlikely to introduce bias – where attrition rate reported low (<30%), and the same in exposed and non-exposed (where applicable) 
c. no statement/follow up likely to introduce bias (>30%) and different between exposed and non-exposed. 
	a. 1 point 
b. 1 point 
c. 0 point 

	Score – Menstrual Quality Assessment Items 
	/16





4.4. Menstrual Quality Assessment – Case Control Studies:


	Menstrual Quality Tool – Case Control Studies

Adapted with reference to Schmalenberger et al. (2021): How to study the menstrual cycle: Practical tools and recommendations. Psychoneuroendocrinology. 2021 Jan; 123: 104895. Doi: 10.1016/j.psyneuen.2020.104895


	
Quality Criterion

	
Points available


	M0.
	Design & hypotheses
	a. Clearly stated purpose of study & emotion regulation hypotheses to be tested
b. Sufficient sample size for study design (with a priori power calculations stated)
c. Eligibility criteria comprehensive & stated with reference to sufficient variables affecting menstrual cycle – e.g. hormonal medications, pregnancy & breastfeeding status, typical length of cycle, age in relation to puberty & menopause transitions, gynecological conditions

	a. 1 point
b. 1 point
c. 1 point

	Selection
	

	M1.
	Representativeness of the cohorts

	a. Sufficient selection methods - assessment process (i.e., prospective) and robustness of measurement tool (i.e., validated scale)
b. Was a minimum of two menstrual cycles observed, this length is standard for establishing diagnosis of premenstrual disorders (e.g., PMDD)
c. Controls exposed to same selection assessment methods
d. Consideration of representativeness & data presented – ethnicity, educational level, gender identity, socioeconomic status, etc.

	a. 1 point
b. 1 point
c. 1 point
d. 1 point

	M2.
	Method to ascertain exposure (menstrual cycle phase)
	a. Method used to ascertain exposure (menstrual cycle phase) is robust? E.g., forward backward count / hormonal assays used
	a. 1 point


	Exposure
	

	M3.
	Assessment of outcome
	a. Validated measure of emotion regulation variable
b. Sufficient consideration of confounds (e.g., psychiatric medications, stressful events, negative affect, etc.)

	a. 1 point
b. 1 point

	M4.
	Analysis
	a. Thoughtful selection of number & timing of assessments 
b. Appropriate statistical approach (e.g., controlling for multiple comparisons)

	a. 1 point
b. 1 point


	Score – Menstrual Quality Assessment items
	/12



