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Appendix 1. Quality assessment of studies included in the systematic review

The studies included in the systematic review have been evaluated in terms of methodological
quality according to a Modified Newcastle-Ottawa Quality Assessment Scale for case-control
studies [1] or cross-sectional studies [2].

CASE-CONTROL STUDIES

For case-control studies the maximum of total points was 9; 0 to 3 points indicated — low-quality
study, 4 to 6 points — medium-quality study, and 7 to 9 points — high-quality study. Each study
was assessed in terms of 3 categories: selection, comparability, and exposure. The criteria,
which were taken into consideration while assessing the studies, are presented below.

Selection (maximum 4 points)
(1) Is the case definition adequate?

(a) Yes, with independent validation, in our case we accepted Daily Symptom
Record as the best method, but we also accepted other well-described scales like
Calendar of Premenstrual Experience (COPE) or Premenstrual Symptoms
Screening Tool (PSST) with modifications [1 point];

(b) yes, e.g., record linkage or based on self-reports — when patients were only
asked whether they define themselves as PMS cases [0 points];

(c) no description [0 points]
(2) Representativeness of the cases:

(a) consecutive or obviously representative series of cases (cases with the
outcome of interest over a defined period, all cases in a defined catchment area,
all cases in a defined hospital or clinic, group of hospitals, health maintenance
organization, or an appropriate sample of those cases) [1 point];

(b) potential for selection biases or not stated [0 points].
(3) Selection of controls:

(a) community controls — cases and controls had to be from the same population
[one point];

(b) hospital controls [0 points];
(¢) no description [0 points].
(4) Definition of controls:
(a) no history of disease (end-point) [1 point];
(b) no description of source [0 points].
Comparability (maximum 2 points)

(1) Comparability of cases and controls on the basis of design or analysis:



(a) study controls for age [1 point];

(b) study controls for other potentially important factors like body mass index.
We decided not to make strict criteria because factors affecting PMS are still not
definitively defined and are the subject of research [1 point].

We accepted statements of no differences between groups or statements that the
differences were not statistically significant as sufficient for establishing
comparability.

(c) no factors included [0 points]
Exposure (maximum 3 points)
(1) Ascertainment of exposure:
(a) secure record [1 point];

(b) structured interview where blind to case/control status — when women did
not know what criteria had to be met to be classified into one of the groups [1
point];

(c) interview not blinded to case/control status [0 points];
(d) written self-report or medical record only [0 points];
(e) no description [0 points].
(2) Same method of ascertainment for cases and controls:
(a) yes [1 point];
(b) no [0 points].
(3) Non-Response rate:
(a) same rate for both groups [1 point];
(b) non respondents described [0 points];

(c) rate different and no designation [0 points].

CROSS-SECTIONAL STUDIES

For cross-sectional studies the maximum of total points was 10; 0 to 3 points indicated — low-
quality study, 4 to 6 points — medium-quality study, and 7 to 10 points — high-quality study.
Each study was assessed in terms of 3 categories: selection, comparability, and outcome. The
criteria, which were taken into consideration while assessing the studies, are presented below.

Selection (maximum 5 points)

(1) Representativeness of the sample:



(a) Truly representative of the average in the target population - all subjects or
random sampling [1 point];

(b) Somewhat representative of the average in the target population - non-
random sampling. We accepted studies where the sample included women from
various faculties, universities, provinces etc. [1 point];

(c) Selected group of users [0 points];
(d) No description of the sampling strategy [0 points].
(2) Sample size

(a) Justified and satisfactory. We accepted every mention, e.g. calculation of
sample power [1 point];

(b) Not justified [0 points].
(3) Non-respondents

(a) Comparability between respondents and non-respondents characteristics is
established, and the response rate is satisfactory [1 point];

(b) The response rate is unsatisfactory, or the comparability between respondents
and non-respondents is unsatisfactory [0 points];

(c) No description of the response rate or the characteristics of the responders
and the non-responders [0 points].

(4) Ascertainment of the exposure (risk factor)

(a) Validated measurement tool — PMS diagnosed by Daily Symptom Record
Scale [2 points];

(b) Non-validated measurement tool, but the tool is available or described [1
point];

(c) No description of the measurement tool [0 points].
Comparability (maximum 2 points)

(1) The subjects in different outcome groups are comparable, based on the study design
or analysis. Confounding factors are controlled.

(a) The study controls for the most important factor - age [1 point];
(b) The study control for any additional factor [1 point];
Outcome (maximum 3 points)
(1) Assessment of the outcome:

(a) Independent blind assessment [2 points];



(b) Record linkage — well described scales like Daily Symptom Record Scale,
Premenstrual Symptom Screening Test etc. [2 points];

(c) Self report [1 point];
(d) No description [0 points].
(2) Statistical test

(a) The statistical test used to analyze the data is clearly described and
appropriate, and the measurement of the association is presented, including
confidence intervals and the probability level (p value) [1 point];

(b) The statistical test is not appropriate, not described or incomplete [0 points].
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