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CONTRACEPTION

MINI-PILL IN LACTATIKG WOMEN

T.E. Cantol, L. Veral, L.E. Polancol ana C.E. Colven?

1Biology of Reproduction Department

Centro de Investigaciones Regionales "Dr. Hideyo Neoguchi
Universidad Autonoma de Yucatan

Merida, Yucatan, Mexico

2Family Health International
Research Triangle Park, North Carolina, U.S.A.

Abstract

A non-comparative study of the progestogen-only oral
contraceptive, norgestrel 0.075 mg, in breast-feeding women
was conducted at the Centro de Investigaciones Regionales,
Merida, Yucatan, Mexico. The study was designed to evaluate
the overall acceptability and contraceptive efficacy of
norgestrel in breast-feeding women. This report includes a
survey of 200 women, all of whom were less than 26 weeks
postpartum at admission; 113 were interval patients and 87
were postpartum. Follow-up visits were scheduled at 2, 6
and 12 months after admission. Overall, women experienced
an increase in intermenstrual bleeding, amenorrhea, vaginal
discharge and breast discomfort. The discontinuation rate
at 12 months was 32.5 and the corresponding lost to follow-
up rate was 22.5; this is a measure of acceptability. The
12-month 1life-table rate for pPregnancy was 3.4 with a
standard error of 2.0. Three women discontinued use of the
mini-pill due to accidental pregnancy. One pregnancy was
attributed to user failure and the woman conceived 9 months
after entering into the study; the other two were attributed
to method failure, one woman conceived 3 months after
admission and the other conceived 6 months after admission.
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Introduction

Although breast-feeding provides a certain amount of
contraceptive protection, it is not completely effective,

occur. During the first 8 weeks after delivery, it is
highly recommended to use more effective contraceptive
methods to ,revent pregnancy (1-7). In Yucatan, Mexico, it

is often observed that women of lower economic status
breast-feed for longer periods and, because of the greater
amount of information available about contraceptive methods,
they are more frequently requesting other family Planning
methods, preferably of the oral type. Since several studijes
have shown that breast-feeding can be affected with the use
of combined contraceptives, even those which have minimal

amounts of estrogen, the mini-pill containing oniy
progestogen seems to be the alternative for these breast-
feeding women (7-12). However, after 20 Years since <the

introduction of the mini-pill for use as a contraceptive, it
has not been widely accepted at the individual level nor at

the national level in family planning programs. At this
point, the mini-pill is only considered for use as a
supplementary method. Likewise, there are only a few

researchers who give value to the effectiveness and
acceptability of this type of contraceptive, mainly during
breast-feeding. Due to the above-mentioned facts, it was
decided to conduct this study.

Material and Methods

In this study a total of 200 women were admitted for
dvaluation from May 1984 to March 1985 within the family
’lanning program at the Centro de Investigaciones Regionales
'Dr. Hideyo Noguchi". Al)l of these women had a follow-up of

l2 months postpartum as part of the study.

Of the 200 women included in the analysis, 113 women
rere interval patients (>42 days since last pregnancy
'ermination, but <26 weeks postpartum) and 87 were <42 days
lostpartum. All women were breast-feeding on admission to
he study.

To be included in this program certain requirements
eére needed: healthy with no contraindications for the use
f oral contraceptives, such as high blood pressure, heart
isease, diabetes, undiagnosed abnormal genital bleeding or
istory of ectopic pregnancy (due to the increased risk of

JUNE 1989 VOL. 39 NO. 6



CONTRACEPTION

Upon admission a medical history was recorded and a
complete medical examination was performed with priority on
liver palpation, breast examination and Papanicolaou smear
test for cytological examination.

The oral contraceptive adrinistered in this study was
provided in 28-day packs of 28 active steroid tablets, each
containing 0.075 mg of norgestrel (Ovrette).

Follow-up visits were scheduled at 2, 6 and 12 months
after admission to the study.

Data from this study were recorded on standard forms by
the clinical staff and sent to Family Health International
(F.H.1.) for processing and analysis.

Method of Analysis: Treatment performance was measured
using life-table procedures. (The cumulative 1life-table
discontinuation rates were calculated using the Tietze-
potter method (13)).

Results

Socjodemographic characteristics and contraceptive practice

Selected patient characteristics are presented in Table
I. Women admitted to the study had an average age of 26.1
years, the education level was 3.7 years, and the total live
births was 3.5, which is similar with the figures already
reported (14). Table I also presents a summary of the
contraceptive practices of the women studied 1 month prior
to their last conception.

At admissicn, 138 women (69%) reported minor physical
complaints (Table 1II). The most frequently reported
complaints were headache by 93 women (46.5%), vaginal
discharge by 44 women (22%) and dizziness by 34 women (17%).

ide ects

None of the women reported any serious complications
during the study period. For the statistical analysis we
considered 182 patients who had more than one follcw-up
visit during the time of the study (Tables III and 1IV).

None of the women reported intermenstrual bleeding upon
admission. At follow-up visits, 96 women (52.7%) cont inued
without complaints of intermenstrual bleeding, 70 women
(38.5%) reported staining and spotting, 14 women (7.7%)
reported moderate and 2 women (1.1%) reportec severe
intermenstrual bleeding. One woman reported amenorrhea upon
admission but did not report the problem during her follow-
up visits. NKinety women (49.5%) reported amenorrhea later

JUNE 1889 VOL. 38 NO. 6 691
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TABLE I.

SELECTED SOCIODEMOGRAPHIC CHARACTERISTICS
Characteristic No. L 3
(n=200)
Age (yr)

Less than 20 40 20.0
20-24 57 28.5
25-29 55 27.5
30-34 28 14.5
35+ 19 9.5

Mean 26.1
Education (yr)

None 35 17.5
1-6 142 71.0
7-12 23 11.5

Mean 3.7
Total live births -

1 22 11.0

2 46 23.0

3 44 22.0

4 43 21.5

5 15 7.5

6+ 30 15.0

Mean .5
Contraceptive method
used in month prior
to last conception

None 77 38.5

Oral 53 26.5

Injectables 34 17.0

IUD 23 11.5

Withdrawal /Rhythm 10 5.0

Condonm 3 1.5

JUNE 188 VOL. 38 NO. 6
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TABLE II. COMPLAINTS AT ADMISSION

Complaint No. %
(n=200)

Nausea 9 4.5
Vomitiny 4 2.0
Headache 93 46.5
Dizziness 34 17.0
Vaginal discharge 44 22.0
Breast discomfort 9 4.5

Total women with
1+ complaints 138 69.0

Multiple symptoms may be reported per woman.

in their follow-up visits. A summary of complaints reported
at all follow-up visits is shown in Table III.

Discontinuation rates and reasons

A summary of several reasons for not continuing the
study is presented in Table IV. One-hundred-and-eight women
(59.3%) did not continue the study. The reasons for
discontinuation given in most cases were personal reasons,
and the desire ror a change in method was the primary one.
Three weriien (1.6%) discontinued the study due to accidental
preghancy. One case was attributed to user failure because
the woman forgot 3 pills and conceived after 9 months in the
study. The researcher attributed the other two pregnancies
to method failure because the patients reported they did not
miss any pills: one woman conceived 3 months after admission
and the other conceived 6 months after entering the study.
The 12-month life-table rate for pregnancy was 3.4 with a

JUNE 1989 VOL. 39 NO. 6 693
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TABLE III. COMPLAINTS SINCE ADMISSION

Complaint No. %
(n=182) *

Nausea

None 167 91.8

Sometimes 12 6.6

Often 3 1.6
Vomiting

None 170 93.4

Sometimes 10 5.5

Often 2 1.1
Headache

None 101 56.5

Sometimes 75 41.2

Often 6 3.3
Dizziness

None 152 83.5

Sometimes 28 15.4

Often 2 1.1
Vaginal discharge

None 119 65.4

Sometimes 61 33.5

Often 2 1.1
Breast discomfort

None 142 78.0

Sometimes 39 21.5

Often 1 0.5

Total women with
1+ complaints 130 71.4

Multiple symptoms may be reported per woman.
*Number of women followed up

694 JUNE 1989 VOL. 39 NO. 6
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TABLE IV. PRIMARY REASONS FOR DISCONTINUATION

Reason No.
(n=182)*

Accidental pregnancy
Method failure 2
User failure 1

Menstrual problems
Spotting 1
Bleeding 16
Amenorrhea 1
Polymenorrhea 2

Side effects
Nausea 1
Vomiting 5

Other medical
Fever
Allergy, rash
Diminished milk

~N =

Planned pregnancy 2

Other personal
Fear of method
Forgetfulness
Desire change 4
Not needed
Troublesome
Religious reason
Dislike taking pills

PR EeLOOLN

~

Method unrelated

Total women who
discontinued 108

*No. of women followed up

JUNE 1989 VOL. 39 NO. 6 595
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standard error of 2.0. Gross cumulative life-table
continuation and event rates are presented in Table V. The
12-month continuation rate was 32.5 with a corresponding
lost to follow-up rate of 22.5. The 12-month total
discontinuation rate (including those lost to follow-up) was
76.5 (Table Vi).

Discussion

The pill based on progestogen-only (mini-pill) seems to
be the ideal oral rethod for women ir the breast-feeding
period since until now the information published shows that
it does not interfere with breast-feeding. Even in the case
when there is transfer of hormones to the child through the
mother's blood, it has not been reported to affect the
child's health or growing process (11). However, its use
has not beer widely accepted, among other reasons, because
of changes in  menstrual bleeding and its lesser
effectiveness when compared with other oral contraceptives
of the combination types (10, 15-18). At the same time it
is known that the irregularities in the menstrual patterns
are one of the main reasons why women abandon this method.
It has been found that between 20% to 30% of mini-pill users
show irregular bleeding or spotting, and two-thirds of the
women who use this type of contraceptive have shown
menstrual irregularities in at least one instance
(10,16,17).

In our study we found a frequency of intermenstrual
bleeding that is apparently higher than the figures reported
in earlier studies. Although there was a large discrepancy
due to the lack of standardization in the previous studies
conducted, including the different types and dosages of
progestogen used, with the special case of the mini-pill of
0.075 mg norgestrel, the figures published of women who
experienced intermenstrual bleeding fluctuate between 21%
and 28.5%. With respect to amenorrhea, since we know that
it can be found with variable frequency when using the
progestogen-based contraceptives, we chose in our study not
to count the frequency since there are some doubts about the
method of obtaining these data and their accuracy. However,
we should give some consideration to those women with
menstrual irregqularities which apparently did not reflect in
our follow~up rates since, of the 108 women who did not
continue the method, only 20 (18.5%) showed menstrual
problems as the primary reason for discontinuance.
Likewise, contrary to studies publishecd previously, a higher
rate of complaints was found after 6 months (Table 1IV).
This trend can be explained by the fact that the study was
conducted on breast-feeding women who had physiological
amenorrhea and had not re-established their ovarian cycle.

596 JUNE 1889 VOL. 39 NO. 6
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TABLE V. GROSS CUMULATIVE LIFE-TABLE RATES

Event Rate + S.E.
(n=200)
Pregnancy
2-month 0.0 + 0.0
6-month 0.9 + 0.9
12-month 3.4 + 2.0
Menstrual problems
2-month 3.4 £ 1.4
6-month 11.5 + 2.6
12-menth 13.4 + 2.8
Side effects
2-month 3.2 + 1.3
6-month 3.2 + 1.3
12-month 3.2 + 1.3
Other medical reasons
2-month 0.0 £ 0.0
6-month 5.2 £+ 1.9
12-month 8.0 + 2.7
Planned pregnancy
2-month 0.0 + 0.0
6-month 0.0 £ 0.0
12-month 2.7 £ 1.9
Other personal reasons
2-month 4.4 + 1.5
6-month 15.4 + 3.0
12-month 50.7 + 4.9
Method unrelated
2-month 0.5 + 0.5
6-month 3.8 + 1.7
12-month 9.1 + 3.0
JUNE 1989 VOL. 39NO. 6 597
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TABLE VI. GROSS CUMULATIVE LIFE-TABLE RATES

Event Rate
(n=200)

Woman-months

2-month 355.5.
6-month 856.0
12-month 1264.5
Continuation
2-month 88.9
6-menth 65.5
12-month 32.5
Lost to follow-up
2-month 70.0
6-month 15.5
12-month 22.5
Total discontinuation*
2-month 15.5
6-month 45.5

12-month 76.5

*Includes lost to follow-up

We observed that the continuation rate after 6 months
was 65.5 and after 12 months it dropped to 32.5. The
highest rate of discontinuation was due to a desire to
change methods during the time when the baby started to be
fed other foods in addition to breast-feeding. It should be
emphasized that the most beneficial effect of use of this
contraceptive mainly during the first months of breast-
feeding was that very few women complained of a milk
decrease. In general, the contraceptive was well tolerated
and it cannot be proven that the complaints from the
patients were, in fact, caused by the progestogen since, if
we compare Tables II and III, it is noted that the most
frequent complaints were headache, dizziness, vaginal
discharge, breast discomfort, etc., which were recorded upon
admission to the study before starting the mini-pill intake.

658 JUNE 1989 VOL. 38 NO. 6
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It has been established that the effectiveness of the
method varies between 1 and 4 pregnancies per 100 woman-
years. Although in our study we used the life-table method
to evaluate the different events, we also used Pearl's
formula as a means to compare our results with those
previously published. We found a rate of 2.84% pregnancies,
which is within the 1limits already mentioned (16,19,20).
Likewice, it can be compared to the effectiveness of the IUD
that has a rate ranging between 0.5% and 5% (21,22).

There have been few studies of continuation rates among
wini-pill users. Cultural and socioeconomic differences
among ‘the groups studied make comparisons difficult;
however, less than 50% of those who started mini-pills were
still wusing them one year later (18,20). We found a
continuation rate at 12 months of 32.5 and the corresponding
lost to follow-up rate was 22.5. The 12-month total
discontinuation rate (including those lost to follow-up) was
76.5 (Table VI).

Following 12 months of taking oral contraceptives, 151
women were still breast-feeding. These results make an
indirect confirmation to previously published data that the
mini-»ill does not affect the quantity of milk production.

The effectiveness of the contraceptives containing
progestogen only is less than those of the combined types
which are not indicated during lactation. Therefore, women
can only use alternative methods, such as the intrauterine

device or the injectable forms. The IUDs are similar in
effectiveness to the mini-pill but not well accepted for use
by the Yucatecan women. The injectable contraceptives, at

present, are not readily available for use and the only one
advisable during lactation, medroxyprogesterone acetate, is
not well accepted by the physicians because the use of this
contraceptive remains controversial in Mexico (22-24). In
the future it is important that further research studies be
conducted to evaluate the acceptability as well as the
effectiveness of this method among women in the lactation
period.

Acknovledgements
This study was partially supported by Family Health
International, Research Triangle Park, North Carolina. Dr.

Jose Enrique Bajueiro Cardenas is acknowledged for his
assistance in the translation of the paper.

JUNE 1389 VOL. 38 NO. 6 599



CONTRACEPTION

10.

11.

12,

References

Gerrad JW. Breast-feeding: second thoughts.
Pediatrics 1974;54:757-64.

World Health Organization. Breast-feeding and
fertility regulation: current knowledge and programme
policy implications. A WHO/NRC Meeting Bull World
Health Org 1983;61:371-82.

Simpson~Herbert M, Huffman SL. The contraceptive
effect of breast-feeding. Stud Fam Plann 1981;12:125-
33.

Short RV. Breast-feeding. Scientific American
1984;25:35~-41.,

Perez A, Vela P, Masnich GS, Poller RG. First
ovulation after childbirth: the effect of breast-

feeding. Am J Obstet Gynecol 1972:;114:1041-47.

Buchanan R. Breast-feeding. Aid to infant health and
fertility control. Population Reports 1975;J4:49-67.

Betrabet S, Shikary 2K, Toddywalla VS, Toddywalla SP,
Patel D, Saxena B. Transfer of norethisterone (NET)
and levonorgestrel (LNG) from a single tablet into the
infant's circulation through the mother's milk.
Contraception 1987;35:517-22.

Short R. The biological basis for the contraceptive
effects of breast-feeding. Int J Gynaecol Obstet
1987;25 Suppl.:207-17.

Howie PW, M:Neilly AS, Houstcn MJ, Cook A, Boyle H.
Effect of supplementary food on suckling patterns and
ovarian activity during lactation. Br Med J
1981;2:757~59.

Howie PW. The progestogen-only pill. Br J Obstet
Gyrecol 1985:;92:1001~02.

Nilsson S, Nygren K-G. Transfer of contraceptive
steroids to human milk. Research in Reproduction

1979:11:1-2.

Zanartu J, Agquilera E, Mufioz-Pintoc G. Maintenance of
lactation by means of continuous low-dose progestogen
given postpartum as a contraceptive. Contraception
1976;13:313-19.

JUNE 1983 VOL. 39 NO. 6



13.

14.

15.

l6.

17.

18.

19.

20.

21.

22.

23.

24.

CONTRACEPTION

Potter RG. Use-effectiveness of intrauterine
contraception as a problem in competing risks. In:
Freedmaun R, Takeshita JY, eds. Family planning in
Taiwan. Princeton, NJ: Princeton Unijiversity Press,
1969;pp 458-66.

Canto T, Lugo F, Marrufo L. Caracteristicas
socioeconomicas y continuidad de las aceptantes en la
Clinica de Planificacion Familiar de la Universidad de
Yucatan. Salud Publica de Mexico 1977;19:685-89.

Fotherby K. The progestogen-only contraceptive pill.
Brit J Family Planning 1982;8:7-10.

Rinehart W. Mini-pill. A limited alternative for
certain women. Population Reports 1975;A-3:53-67.

Apelo R, Velooso I. Clinical experience with microdose
d-norgestrel as an oral contraceptive. Fertil Steril
1973:;24:191-97.

Tejuja S, Saxena NC, Choudhury SD, Malhotra V.
Experience with 50 mcg and 75 mcg dl-norgestrel as a
mini-pill in India. Contraception 1974:;10:385-94.

Graham S, Fraser IS. The progestogen-only mini-pill.
Contraception 1982;26:373-88.

sheth A, Jain V, Sharma S, hdatia A, Patankar S,
Andolselk L, et al. A randomized, double-bind study of
two combined and two progestogen-only oral
contraceptives. Contraception 1982;25:243-59.

sivin I, Schmidt F. Effectiveness of IUDs: a review.
Contraception 1987;36:55-84.

Liskin L. DIU: Un anticonceptivo apropiado para muchas
mujeres. Populaton Reports 1982;B4:28-30.

Benagiano G, Fraser 1I. The Depo-provera dabate.
Commentary on the article "Depo-provera, a critical
analysis". Contraception 1981;24:493-528.

Liskin L, Blackburn R. La anticoncepcion hormonal:
nuevos metodos de accion prolongada. Population
Reports 1988;K3:18-26.

JUNE 1983 VOL. 39 NO. 6 601



