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INTRODUCTION AND AIMS OF THE PROJECT

Menorrhagia, heavy menstrual blood loss, is an important healthcare issue, and is one of the main reasons for women of the developed world to seek medical advice. In the United Kingdom, 5% women of reproductive age will consult their General Practitioners (GPs) annually for menorrhagia 1, accounting for over £7 million being spent on prescribing 2 and up to 12% of new referrals to the Gynaecology clinics 3. Within 5 years of referral, up to 60% of women will have had a hysterectomy 4, and by the age of 55 years, 20% women in the UK will have had a hysterectomy 5.

The impact of menorrhagia on the social, economical and psychological well being of women can be severe. Ineffective drug prescriptions at the primary care level increases repeated consultations and decrease the trust between doctors and patients. Referrals to the Gynaecology department are increased which in turn results in increased surgical interventions with its added mortality and morbidity.

The Royal College of Obstetricians and Gynaecologists (RCOG) has issued clinical guidelines, which provide recommendations to aid GPs and gynaecologists in the initial management of menorrhagia 6 (Appendix 1). These recommendations are based on best current evidence. However, there is still a wide variation in practice in the initial management of menorrhagia in primary care. The reason for this could be a lack of awareness of the effective treatments available. A recent study in East Anglia showed that carefully planned initiatives with a well designed educational package could increase the level of appropriate prescribing and lower the number of hospital referrals in menorrhagia 7.

The aims of my project were to review the current literature to enable me to improve my knowledge on the management of menorrhagia, perform a notes review to see if the doctors in my training practice were following the current RCOG guidelines for the initial management of menorrhagia, and to design an evidence based protocol with a view to improve current practice.
Summary of aims

· Review current literature on the management of menorrhagia
· Perform a notes review to verify whether current RCOG guidelines for the initial management menorrhagia were being followed in our surgery with respect to: -

-Performing a vaginal examination

-Full Blood Count (FBC)

-Offering effective evidence based (EB) treatment

· Discuss ways of improving current practice by designing an agreed EB protocol for the management of menorrhagia in primary care
LITERATURE REVIEW

A review of current literature was performed by accessing the MEDLINE, EMBASE, BANDOLIER, e-GUIDELINES and COCHRANE databases by combining the key words “menorrhagia”, “dysfunctional uterine bleeding”, “heavy periods”, and “primary care”. Also the document “The initial management of menorrhagia: evidence-based clinical guidelines, No. 1” was referred to from the Royal College of Obstetricians and Gynaecologists’ website 6. I also consulted the “Prodigy: evidence based clinical guidance” 8 and the “Clinical evidence” 9 while writing the project.

The word menorrhagia is derived from the Greek and literally means, “to burst forth monthly” (mene, the moon and rhegnymi, to burst forth) 10.Objectively, menorrhagia is defined as a menstrual loss of 80 ml or more in a month. However, perception of heavy bleeding is highly subjective and the actual blood loss of women seeking medical care is often less. Although nearly a third of the women consider their periods to be heavy, population studies have shown that this amount of loss is only present in 10% of women11. Up to 50% of women complaining of menorrhagia have blood loss within normal range 12. In a Swedish study, it was found 28% of the female population consider their menstruation excessive and will plan their social activities around their cycle. In the same study nearly 10% of employed women will need to take time off work because of excessive menstrual loss 13. In a community survey, in England, 30% women rated their menstrual loss to be heavy and 22% stated that heavy periods interfered with their lives 14.

The purpose of investigations in menorrhagia is to assess associated morbidity and to exclude major pathology. Existing literature suggests that full blood count should be performed in all women presenting with menorrhagia (Grade B evidence) 6. In the western world it is the commonest cause of iron deficiency anaemia 15. Other blood tests, including tests for coagulopathy and thyroid function tests should only be performed if there are suggestive features present in the history or on examination. There is little evidence to link menorrhagia with hypothyroidism or any other endrocrinological abnormality 16, 17. Routine ultrasound has little place in the initial investigation of menorrhagia 6. Endometrial biopsy is not required in the initial management of menorrhagia, irrespective of the age of the woman (Grade C evidence) 6.

A wide variety of drugs have been used in the management of menorrhagia in primary care 18. A study surveying the British GPs prescribing habits in 1995 revealed that the most effective drug (tranexamic acid) was little used and the least effective drug (norethisterone) was most frequently used 19. However, a later survey from Scotland revealed that majority of GPs selected an effective treatment as their first or second choice of treatment 20.

The rationale of treatment-

Randomised controlled trials (RCT) in women treated with tranexamic acid versus placebo, no treatment or any other medical therapy for menorrhagia showed that it is superior to all others in reducing heavy menstrual blood loss. It is a plasminogen-activator inhibitor, which acts at the endometrial level. There is a reduction of 40–50% menstrual blood loss (MBL) from baseline 21. It is usually a well-tolerated drug with no increase in significant side effect compared to placebo or other treatments 21. There is no evidence of an increased incidence of thrombogenic disease 21.

The effectiveness of nonsteroidal anti-inflammatory drugs (NSAID) in menorrhagia has also been shown in a number of studies. Sixteen RCTs were identified and the results revealed that they were more effective than placebo, oral contraceptive pills and ethamsylate but were less effective than tranexamic acid 22. They reduce blood flow by 20-50% and have the added advantage of reducing period pains. Mefenamic acid has been studied the most and is thought to act by reducing uterine prostaglandin levels, which are thought to be elevated in women with menorrhagia.

Combined oral contraceptive pills (COC) are thought to reduce flow by inducing regular shedding of a thinner endometrium. In one small RCT it reduced blood loss by 43% and was as effective as NSAIDs and danazol 23.

Levonorgestral intrauterine system (Mirena) is effective in the treatment of menorrhagia and reduces blood loss up to 90%, with 20% of women being amenorrhoeic after a year24. Its advantages over other drugs are that it can be kept in place for 5 years, relieves dysmenorrhoea, is an effective contraception and may be cost effective if kept for the full 5 years. Its main disadvantage is irregular bleeding and breast tenderness in the first few months of insertion. The mode of action is probably due to localised effect of the progestogen inducing endometrial thinning.

Other medical treatments-

Danazol reduces MBL by up to 80% but is poorly tolerated due to androgenic side effects 25. Ethamsylate is not an effective treatment for menorrhagia 6. Depo provera may be an option as it renders 45-50% women amenorrhoeic after a year 6. Low dose oral progestogen in the luteal phase is not effective but higher dose for 21 days of the cycle, although poorly tolerated, is effective 26. Gonadotrophin – releasing hormone analogues are poorly tolerated and cannot be used for long term 6.

METHOD OF NOTES REVIEW

The training practice, where I undertook the project, has its own computer programme running for the last 10 years and is completely paperless. There is a computer programmer always available on site and I took his help in selecting the computerised case notes for review. We selected all patients who were seen in the surgery, during the study period (13/02/02 to 13/08/02), with Read Codes of “menorrhagia”, “polymenorrhoea”, “dysmenorrhoea” or “menstrual problems”. Cross-searches were performed to include any female patient who was prescribed Tranexamic acid (TA), Mefenamic acid (MA), Mirena, Ethamsylate or Norithesterone (NET). A preliminary database was created with 181 patients. All the case notes were then reviewed with a view to collate a final database according to the following criteria: -

Criteria for inclusion- Women who had menorrhagia, or received any treatment for the same, in the study period, irrespective of whether they were newly diagnosed or were on the medication before.

Criteria for exclusion – women who had-

Dysmenorrhoea not associated with menorrhagia

Irregular or intermenstrual bleeding

Bleeding associated with Hormone Replacement Therapy/Depo- Provera/ Copper Coil

Post-menopausal bleeding

TA, NET, Mirena, Ethamsylate or MA prescribed for any other reason

A final database of 108 patients was prepared which included the following:

· Age of the patient

· Whether they had a vaginal examination from the onset of treatment to date

· Whether a Full Blood Count (FBC) was arranged 

· Whether evidence based treatment was offered

RESULTS

At the start of the review, the practice population was 16139. The age range of women who complained of menorrhagia, in this study, varied from 13 to 52 years. There were 4494 females in the above age range registered in the practice (i.e. 27.9% of the practice population). In the study period 108 women consulted their doctors for menorrhagia (2.4 % in 6 months).

The age distribution of the study population is depicted in the following bar chart: -
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The following Table shows the total number of women who had FBC or pelvic examination in each age group: -

	AGE GROUP


	TOTAL NUMBER


	FBC (%)

	PELVIC EXAMINATION (%)



	< 20 years
	8
	1 (12.5)
	2 (25)

	20-29 years
	23
	7 (30.4)
	2 (28.6)

	30-39 years
	26
	10 (38.5)
	11 (42.3)

	40-49 years
	41
	17 (41.5)
	21 (51.3)

	>50 years
	10
	4 (40)
	4 (40)


A pelvic examination (from the start of the treatment to date) was documented in 40 patient’s notes, out of a total 108 patients (37.4%). The percentage of pelvic examination according to age group is shown below: 
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Full blood count was arranged in 39 patients from the documentation of the diagnosis till date (36.1%) and 3 women were found to be anaemic.
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The following table shows the different treatment modalities received by the study population: -

	TREATMENT
	NUMBER
	%

	Tranexamic acid (TA)
	66
	61.1

	Mefenamic acid (MA)
	19
	17.6

	Norethisterone (NET)
	11
	10.2

	COC
	4
	3.7

	Mirena
	3
	2.7

	TA + MA
	2
	1.8

	No Treatment
	2
	1.8

	Referral after scan
	1
	0.9
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In the above bar chart “others” include 2 women who were prescribed both tranexamic acid and mefenamic acid, 2 women who did not require any treatment and one woman who was referred to the specialist after the diagnosis of fibroid uterus.

DISCUSSSION OF THE RESULTS

Effective management of menorrhagia in primary care is extremely important as it has far reaching impact on women’s lives and on the National Health Service resources. 2.4% of women of reproductive age consulted in the six months study period in keeping with other studies1.

Only 37% of women had a pelvic examination and 36% a FBC, which is not significantly less than other studies 18, 20. However, in younger women who present with reliable history of heavy cyclical bleeding, the value of pelvic examination is still not clear (Grade C evidence) 6. Other reasons for not performing a pelvic examination could be that women seek advice at the time of their periods or they were seen by male GPs. A study from Scotland has shown that there is a significant difference in male and female GPs performing pelvic examination (42.6% as to 76.6%) while treating women with menorrhagia 20.

An FBC is recommended, as the simplest objective test for excessive blood loss but normal results does not exclude the diagnosis of menorrhagia. It might be more practical to do an FBC (and a clotting screen in a very young woman) when the diagnosis is in doubt or where anaemia is a clinical concern. This could be the reason of performing more FBC and pelvic examination in the age groups above 30 years.

Contrary to studies performed a few years ago7, 19, 27, 28, both in the UK and elsewhere, this study shows that majority of GPs in the practice are prescribing the treatment recommended by the RCOG guidelines. Tranexamic acid and mefenamic acid were the two most commonly used drugs in the study. Mefenamic acid was more frequently used in the younger population, as dysmenorrhoea could be an associated complaint. Also the need for contraception accounts for the use of the combined pill in these age groups. “Mirena”, presently licensed for menorrhagia, was prescribed to 3 women.

STRENGTHS AND WEAKNESSES OF THE STUDY

Strengths-

· The study was done in a practice with a relatively large patient population and 13 GPs (5 females and 8 males) thus giving a large sample size.

· The final data base of the study population was compiled after cross checking of notes and by setting a definite selection and exclusion criteria

Weaknesses-

· The study only includes women seeking help from their GPs but the actual prevalence in the population might be higher as many women might have been taking over the counter medication (e.g., ibuprofen) for their period problems.

· As with most other studies on menorrhagia, the study was based on subjective rather than objective heavy period complaint. However, women have a precise understanding of their complaint and attach more emphasis on how they felt or their inability to function and reject the emphasis on blood loss evaluation 29.

· This was a retrospective notes review and depends entirely on the read codes entered by the clinician seeing the patient. Thus for instance, an entry in the notes for a woman complaining of menorrhagia for the first time, also requiring contraception, could have been made as “contraception”. Thus some women with menorrhagia could still have been missed from the study.

CONCLUSIONS AND RECOMMENDATION FOR CHANGE

The findings of the project were presented in a primary care team meeting, along with an evidence-based protocol (see appendix 2) on 20/1/03. All queries from doctors and nurses were answered. 

The following conclusions, noted from the study, were presented:

· Menorrhagia is an important reason for women seeking help from their GPs

· Evidence-based investigations and treatments do exist

· The majority of women, attending the surgery with menorrhagia, did not have a pelvic assessment from diagnosis or start of the treatment to date

· The majority of women complaining of menorrhagia did not have an FBC

· But 89% women with menorrhagia are receiving evidence-based treatment

Thus, there is still scope for improvement in the investigation and treatment for menorrhagia in this practice. The Evidence-Based protocol, made in agreement with other members of the team, could help in raising the standard of care.

The consensus of opinion was that the protocol (Appendix 2) would be incorporated in the practice computer “information system”. It could show up every time the Read Code “menorrhagia” was entered. This will ensure effective prescribing. It has been suggested that involving patients in the decision making process may increase the effectiveness of the treatment 30. As the protocol contains the percentage of reduction of menstrual blood loss, it would be very effective in counselling patients and involving them in their management. The protocol will also be placed in the surgery’s website so that others could access it.
(Word count 2585)
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Appendix 1

Recommendations from “The initial management of menorrhagia: evidence-based clinical guidelines No. 1. London: Royal College of Obstetricians and Gynaecologists. 1998”

1. A history of heavy cyclical menstrual blood loss over several consecutive cycles without any intermenstrual or postcoital bleeding should be obtained (C). 

2. An abdominal and pelvic examination should be performed in all women complaining of menorrhagia (C). 

3. Full blood count should be obtained in all women complaining of menorrhagia (B) 

4. Thyroid function tests do not need to be routinely performed in the initial evaluation of menorrhagia unless the woman has symptoms or signs of hypothyroidism (C). 

5. No other endocrine investigations are necessary in the investigation of menorrhagia (B). 

6. An endometrial biopsy is not required in the initial assessment of menorrhagia (C). 

7. Tranexamic acid and mefenamic acid are effective treatments for reducing heavy menstrual blood loss (A). 

8. Antifibrinolytic drugs and non-steroidal anti-inflammatory drugs are both effective in reducing heavy menstrual blood loss in women with intrauterine contraceptive devices (A). 

9. Combined oral contraceptives can be used to reduce menstrual blood loss (A). 

10. A progestogen-releasing intrauterine device is an effective treatment for menorrhagia (A). 

11. Continued use of long-acting progestogens renders most women amenorrhoeic and therefore could be considered for use in menorrhagia (C). 

12. Low dose, luteal phase administration of norethisterone is not an effective treatment for menorrhagia (A). 

13. Ethamsylate, at currently recommended doses, is not an effective treatment for menorrhagia (A). 

	Grade A 
	Based on randomised controlled trials

	Grade B 
	Based on other robust experimental or observational studies

	Grade C 
	Based on more limited evidence but the advice relies on expert opinion and has the endorsement of respected authorities




Appendix 2











 



THE EVIDENCE-BASED MANAGEMENT OF MENORRHAGIA IN PRIMARY CARE





MEDICAL TREATMENT





If no treatment required and Hb normal - Reassure





History /Abdominal and Pelvic examination (C), R/V smear.


FBC (B)





Iron for Anaemia





Non- Hormonal





Hormonal/ Needs contraception





Mefenamic acid 0.5mg tds (A) 20-50% X


Avoid in peptic ulcer disease and asthma. Use with caution in renal impairment, cardiac failure, hypertension, with steroids and warfarin


Use in dysmenorrhoea





Tranexamic acid 1gm tds/qds (A) 40-50% X 


Avoid in thrombo-embolic disease and use with caution in renal impairment 


S/E nausea, vomiting, diarrhoea & colour vision disturbances 








Mirena (A) 80% X


S/E irregular bleed in 3 mths 


helps in dysmenorrhoea 





Combined OC pills (A) 43% X also helps in dysmenorrhoea








Long acting progestogens (C)





Review in 3mths and 6 mths





Review in 3 mths, if unacceptable 





REFER TO SECONDARY CARE 





Symptoms suggestive of other pathology: uterus> 10/40 size, irregular bleed/post-coital bleed, significant tenderness, resistance anaemia, tamoxifen, dyspareunia





R/v in 6 mths, if no better





Risk factors for endometrial cancer-


PCO, Tamoxifen, obesity, unapposed oestrogen





X  = percentage reduction in menstrual blood loss
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