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A RANDOMISED PLACEBO CONTROLLED CLINICAL TRIAL ON
THE EFFICACY OF CHIROPRACTIC THERAPY ON
PREMENSTRUAL SYNDROME.
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BACKGROUND

Premenstrual syndrome (PMS), also known as Late Luteal Phase Dysphoric Disorder (LLPDD),
describes a wide range of presenting signs and symptoms suffered during the premenstrual phase of
the menstrual cycle (1). Currently, PMS is regarded as a milder version of Premenstrual Dysphoric
Disorder for which research criteria has been included in the DMS-1V (2,3). ‘

Tt is estimated that 10-20% of women of reproductive age experience severe or disabling symptoms
with up to 95% of such women experiencing some form of PMS (4,5). Over 150 symptoms have
been identified including psychological problems e.g. irritability, mood changes, anger and
depression, physical symptoms like abdominal cramping, breast tenderness, low back pain and head-
aches, and joint pain, and behavioral changes e.g. food craving, insomnia, and loss of libido (4).
There are many postulated etiologies, and various treatment regimes that are used to manage PMS
(6). The major non-chiropractic therapeutic intervention for PMS sufferers involves a wide variety of
drugs, as well as psychotherapy, vitamin supplements, diet control, exercises, and lifestyle
management. Several authors (7,8) have reviewed the major therapeutic interventions and found
them in general to be ineffective when compared to placebo effects, or to have undesirable side
effects. Recent research (9,10) has indicated that drugs such as fluoxetine (prozac) and sertraline
that affect serotonin activity and reuptake, may be effective in the treatment of PMS and PMDD
Anecdotal evidence of the effectiveness of chiropractic manipulative therapy (CMT) in reducing the
symptoms associated with PMS is abundant, but no clinical trials have been performed. Published
case studies (11-14) offer some support for the anecdotal evidence.

Definition and diagnosis of PMS ,

To make a diagnosis of PMS, the signs and symptoms must occur cyclically, particularly in the luteal
phase of the menstrual cycle. Also, during the follicular phase there should be at least seven
symptom-free days in each cycle.

There are no biological markers for PMS, and the diagnosis by necessity is made on the history and
particularly on prospective recording of signs and symptoms on a daily basis. Retrospective
evaluations have been found to be very unreliable, while self-diagnosis has been estimated to be
incorrect in up to 50 per cent of patients (7).

Other disorders that may contribute to PMS symptoms and need to be ruled out prior to treatment
for PMS include thyroid disease, mammary dysplasia, polycystic ovary syndrome, and galactorrhoea

(5).
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OBJECTIVES:
To evaluate the efficacy of chiropractic therapy on the treatment of symptoms associated with
premenstrual syndrome (PMS).

METHODS

The trial design was a randomised, single blind placebo controlled cross-over clinical trial. The
subjects were female of reproductive age with diagnosable PMS (according to DMS -III-R criteria)
and regular menstrual cycles. They were excluded from the study if they had medically diagnosed
psychiatric, gynecological or hormonal disorders, had had chiropractic treatment in the previous Six
months, were on medications that affected the menstrual cycle or had contraindications to
chiropractic manipulation.

A sample of 54 women with diagnosable premenstrual syndrome were initially recruited. All subjects
underwent an initial interview and examination. Those that satisfied the DMS -III criteria for PMS
and had no contra-indications to chiropractic therapy were admitted to the study. The subjects
monitored their major PMS symptoms on a daily basis for two complete cycles prior to any
intervention. Forty-five subjects had symptom patterns consistent with PMS and were divided
randomly into two groups. Group | (n=28) initially received chiropractic treatment for three-cycles.
followed by the placebo consisting of a sham adjustment for a further three cycles after a one cycle
wash-out. Group 2 (n=17) received the placebo first then the treatment. Treatment consisted of
standard manual or drop-piece adjustments as indicated and soft tissue therapy. The sham treatment
utilised an activator adjusting instrument wound fully down. Subjects monitored their PMS
symptoms on a daily basis for the full course of the trial. A global score was calculated for each
subject as a measure of the symptom severity for the premenstrual week for all phases of the trial.
Statistical analysis: The total symptom scores for the premenstrual week for the base line period
were compared to the treatment phase, and the treatment phase scores compared to the placebo
phase. In each case, paired t-tests and Wilcoxon Signed Rank tests were calculated with the
statistical significance set at p< 0.05.

RESULTS

A total of 25 subjects completed all phases of the study. Preliminary analysis was done using paired
t-tests and Wilcoxon tests to compare base vs treatment and treatment vs. placebo global scores for
the total sample. .

There was a significant decrease in scores following treatment compared to base line scores

(p=0.00001), and a statistically significant decrease in scores for the treatment phase compared to the

placebo (p= 0.006).

For Group 1 (n=16), there was a significant decrease in scores following treatment compared to base
line scores (p=0.0001), and a statistically significant decrease in scores for the treatment phase
compared to the placebo (p= 0.041). For Group 2 (n=9), there was a significant decrease in scores
during treatment compared to the base line (p=0.01), however,there was no difference at the p=0.05
level between treatment and placebo scores.
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CONCLUSIONS

Within the limitations of the study, the results support the hypothesis that the symptoms associated
with PMS can generally be reduced by chiropractic treatment consisting of adjustments and soft
tissue therapy. However, the role of a placebo effect needs further elucidation, given that the group
receiving the placebo first, while improving over the base line, showed no further 1mprovement when
they had actual treatment.
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