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There are numerous brands of oral contraceptives in the international pharmaceu-
tical market each claiming its superiority over the others. Selection of one or more
suitable brands in preference to the others has been one of the most confusing tasks for
the persons involved in family planning programme. Major differences in side-effects
amongst the different brands of pill may be either due to different amounts of estrogen
and/ or progesterone, or different potency of the specific estrogen and/or progesterone
contained in the brands. Although brands of pills may contain the same quantities
of estrogen and progestogen, different levels of their estrogenic, progestogenic and
androgenic potency may give rise to different effects on the human body (Dickey, ]973).
Thus, oral contraceptives containing similar amounts of estrogen and progesterone may
actually produce side-effects of a different nature and magnitude.

In Bangladesh two major brands of pills were introduced in the family planning
programme. These were Combination-S (C-S), containing 0.5 mg of norgestrel and
O.OS mg of ethinyl estradiol, and Norinyl (recently renamed as Noriday), containing
1.0 mg of norethindrone and O.OSmg of mestranol. After the initial intrcducticn of
Norinyl in the programme, substituting it with C-S, Was widely claimed by the pro-
gramme persons as C-S Wasmore popular among the users than Norinyl. The general
impression they gave Wasthat C-S caused less side-effects such as irregular bleeding
and other disruptions of the menstrual cycle. This claim required to be empirically
tested. The present comparative study was, therefore, undertaken to assess if either
of these two oral contraceptives had any significant advantages over the other.

METHODS AND MATERIALS

The study Was conducted at the Family Planning Model Clinic and Research
Centre at Mohammadpur where a good record-keeping system was in practice and
trained manpower was available to conduct the study. All new contraceptive aCce-
pters in the clinic who were medically suitable to take oral contraceptives and did 110t
request for any specific pill brand were admitted in the study. A single blind study
design Wasutilized. On admission, the clients were randomly assigned to either Nor-
inyl or C-S. Both brands of pill were in standard blue lady package and thus looked
alike. Initially, anyone who used any steroid contraceptive earlier were excluded
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from the study. This Was revised later to include those who did not use any steroid

contraceptive in the last 6 months.

Routine screening for oral contraceptive clientswas utilized. This excluded clients

with a history ofthrombo-embolic disease, liver disease, pelvic infection, carcincma

and genito-urinary abnormalities.

REsuvrs AND DISCUSSION

Table-I shows that less than 5% of the clients in both pill groups were over 30

years of age and had essentially the same mean number of living children (2.3 cc.mpared

TABLE-I

Demoaraphic Characteristics of Norinyl and C-5 Clients
( Percent Distribution)

Demographic
Characteristic

Age of Clients
20 or less
21-30
31-40

Total living
Children

o
1
2
3
4
5+

Total Child Deaths
o
1
2
3

Unknown

10.6
26.6
27.7
20.2
10.6
4.3
2.1

84.0
11.7
2.1
t.l
1.1

0.39

Age of the Client's Husbands
20 or less
21-30
31-40
41+

0.0
51.0
43.8

5.2

1.1
54.3
42.6

2.1

5- 109

Norinyl
I

C-'
(N=96) ( N=94 )

32.3 29.8
63.5 67.0
4.2 3.2

Mean 27.6 27.3

6.3
32.3

25.0
17.7
11.5
7.3-

Mean 2.3

75.0

15.6
3.1
5.1

1.0

Mean 0.49
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to 2.1, Norinyl versus C-5 clients). A slightly higher proportion of the Norinyl clients
(18.8%) were of high parity (4 or more living children) compared to the C-5 clients
(14.9 %). A somewhat higher proportion of the Norinyl clients (8.2 %) than the C-5
clients (3.2%) had experienced two or more child deaths. The age distributions of the
clients' husbands were similar for both groups of oral contraceptive users.

Socio-economic Characteristics

A slightly larger fraction of the Norinyl clients (98.9 %) were Muslim ccmpar~d
to the C-5 clients (94.7 %) as seen in Table-II. The distribution of the two groups by
husbands' occupation were similar with the majority of husbands in both groups
being in business or service-related occupations (90.6 % for the Norinyl clients and 92.6%
for the C-5 clients). The difference in husband's education between the two groups
Was most striking, with about 94 % of the C-5 hust bands having 6 or more years

- TABLE-II

Socio-economic Characteristics of Norinyl and C-5 Clients
(Percent Distribution)

Socio-economic
Characteristics

Religion
Muslim
Hindu
Christian
Buddist

Norinyl
(N=96)

C-5
(N=94)

98.9
0.0
1.0
0.0

94.7
1.1
3.2
1.1

Education of the
Husband (years)

o
1-3
4-5
6-9

10-12
13+

14.6
4.2
9.4

10.4
29.2
32.3

3.2
0.0
3.2

11.7
37.2
44.7

Occupations of the
Husbands

Agricultural Labour
Service
Business
Professional
Unskilled Labour
Student

1.0
67.7
22.9

2.1
6.2
0.0

0.0
74.5
18.1

1.1
4.3
2.1
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of education compared to about 72 %of the Nodnyl husbands. These results may
reflect some observed differences between the two groups which were consistent with
higher level of husband's education and higher rate of past contraceptive practice for
C-5 users. Women with higher educational background with experience of contracep-
tive practice in the past were more likely to have known about C-5 and requested for
this brand. If the clinic personnel, in contradiction to the random aIlocation policy
of the study, obliged such requests, we would end up with the kind of differences in the
two groups as we have observed here.

Previous Contraception and Desire for More Cbildren

More than three quarters of the Nodnyl clients stated they had never used contrac-
eption before, compared to slightly more than one half of the the C-5 clients (Table-III).

TABLE - III

Previous Use of Contraception and Desire for More Children
Among the Nodnyl and C-5 Clients (Percent Distribution)

Client
I

Norinyl
I

C-5
Characteristics (N=96) (N=94)

Family Planning Methods
U sed Previously

None 76.0 58.5
IUD 0.0 3.2
Pills 11.5 17.0

Condom/Foam 9.4 19.2
Withdrawal 1.0 1.1
Unknown 2.1 1.1

Desire for More
Children

No 38.5 28.7
Yes 55.2 64.9

U ndecided/U nknown 6.2 6.4

Person who Referred

Family Welfare Worker 1.0 0.0

Family Planning Worker 4.2 4.3
Private Doctor 2.1 4.3
Another Client 13.5 5.3
Self 76.0 85.1
Others or Unknown 3.1 1.1
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TABLE - IV

Reproductive Status of Norinyl and C-5 Clients
(percent Distribution)

Reproductive
Status

Norinyl
(N -96 )

C -5

(N=94)

Last pregnancy Outcome

Live birth
Non-live birth
Unknown

91.7
7.3
1.4

90.7
10.0
0.0

Breast Feeding Status on First Visit.

Breast feeding
Non-breast feeding

55.2
44.8

47.9
52.1

Time Postpartum at First visit (in months)

o
1-3
4-6
7-12

13-24
25-48

49+

4.2
5.2
9.4

28.1
29.2
17.7
6.3

8.5
12.8
11.7
28.7
16.0
13.8

8.5

Age of the Youngest Living Child at First Visit (in months)

o
1-3
4-6
7-12

13-24
25-48
49+

2.1
5.2
9.4

27.1
28.1
20.8
7.3

9.6
9.6

11.7
29.8
16.0
14.9
8.5

Menstrual Status on First visit

Menstruating
MR on first visit

68.8
31.3

62.8
37.2
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TABLE-V

Incidence of Menstrual Irregularities Among Norinyl and C-5 Clients
(Percent Distribution)

Regularity of Pill Use Among Norinyl and C-5 Clients
(percent Distribution)

Menstrual Norinyl C-5
Irregularities (N=96) (N =94)

1st Follow-up Visit (N =82) (N = 82)
No irregular bleeding 59.8 74.4
Bleeding between periods 14.6 7.3
No Menses 8.5 14.6
Unknown 17.1 3.7

2nd Follow-up Visit (N=38) (N =44)
No irregular bleeding 55.3 . 72.7
Bleeding between periods 21.1 9.1
No Menses 15.8 13.7
Unknown 7.9 4.6

3rd Follow-up Visit (N= 14) (N=29)
No irregular Bleeding 50.0 55.2
Bleeding between periods 14.3 24.1
No Menses 21.4 20.7
Unknown 14.3 0.0

TABLE-VI

Number of Pills Clients Norinyl C-5
Stated they Missed (N=96) (N=94)

1st Follow-up Visit (N-82) (N= 82)
0-3 71.0 84.0
4+ 14.0 10.0
Unknown 15.0 4.0

2nd Follow-up Visit (N.=38) (N=44)
0-3 84.0 91.0
4+ 7.0 6.0
Unknown 0.0 1.0

3rd Follow-up Visit (N= 14) (N=29)
0-3 86.0 79.0
4+ 14.0 17.0
Unknown 0.0 3.0
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TABLE- vn

Medical and Non-medical Reasons for Drop Oui Among Norinyl and C-5 Clients
(Percent Distribution)

Medical Reason
for Drop out.

None

Suspected pregnancy.
Breast Milk decreased
Amenorrhoea

Irregular bleeding
Combinations (dizziness,
headache, nausea)
Others (burning sensations,
weight gain)
N.A. (Continuing Clients)

Non-medical reason for drop-out

None
Wanted more children

Moved aWay, can't visit Clinic
Husband not at home

Changed to another pi1l+
Changed to another clinic+
Changed to another method +
N.A. (Continuing clients)

19.8
1.0

11.4
1.0
2.1
5.2
4.2

55.2

21.3
2.1
6.3
2.1
3.2
0.0
3.2

61.7

*5 of the 6 C-5 clients were confrmed pregnant; among the 10 Norinyl clients
only 3 pregnancies Were confirmed.

+These clients did not give any specific medical complaint for changing methods,
pills or clinic.

Among those clients who stated that they had previously used some contraceptives,
in both groups, oral contraceptives followed by condom and foam were reported
as the most frequently used methods. Essentially the samC proportions of cliems
in both groups were undecided about whfther they wanted more children. However,
a larger fraction of Norinyl clients (38.5 %) compared to the C-5 clients (28.7 %)
expressed no desire for any more children (Table-III). The Norinyl clients responded
more frequently to the question that another client had referred them to the clinic.
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Norinyl C- 5
(N=96) (N=94)

22.9 17.0
10.4 6.4
1.0 I.1
1.0 0.0
1.0 0.0

8.3 8.5

0.0 4.2
55.2 61.7
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About 10% more of the C-5 clients said they were self motivatt:d to ccme to the clinic
for contraceptive than did the Norinyl clients.

Reproductive Status

Approximately the same percentages of Norinyl and C-5 clients had a live birth as
their most recent pregnancy outcome (Table-liV). There were, however, moderate
differences in the breast feeding status of the two groups of Women. A slightly higher
proportion of the C-5 clients (8.5 %) accepted contraception immediately post-partum
than the Norinyl clients (4.2%). Thirtythree per cent of the C-5 clients accepted
contraception during the first six months postpartum compared to 18.8%of the Nodnyl
clients. A considerably lower proportion of the Norinyl clients (I 6.7 %) had a child-.j
younger than 6 months old than the C-5 clients (30.9 %). Despite this, a smaller pro-
portion (47.9 %) of the C-5 clients were breast feeding compared to (55.2 %) the
Norinyl clients. Approximately similar percentages of the Norinyl and C-5 clients
were menstruating at the time of their first visit. The remainder in each group had an
MR done on their first visit.

Menstrual Irregularities and Regu&arity of pill use.

The percentage of clients with no complaints of irregular bleeding between men-
stural cycles remained more constant among the Norinyl clients than among the C-5
clients from the first to the third follow-up visit (Table-V). A consistently higher per-
centage of C-5 clients on all three visits had no complaints of irregular bleeding. There
seemed to be a rising trend in the incidence of menstrual irregularities on subsequent
visits, and on the third visit about half the clients continuing on C-5 or Norinyl were
complaining of irregular bleeding. A higher fraction of C-5 clients stated that they
had not missed any pill on the first and second visits (Table-VI). By the third visit
this trend Was reversed. In addition, the majority of the Norinyl clients who had
missed pills had missed 3 or more pills during the cycle. Because of lower estrogenic
potency of Norinyl, a higher incidence of break-through bleeding is expected with
Nroinyl use than with C-5 use (Hatcher, 1976). Double blind comparative studies
conducted in other countries have documented a higher incidence of break-through
bleeding among Norinyl users than users of Ovral, a product containing the same
ingredients as C-5 (Ravenholt, 1976). Tn our study, if we consider the~mall number
of Case in the third follow up visit and attribute the observed differences as essen-
tially due to small sample size, then the differences between Norinyl and C-5 users
observed during the first and second visits would be consistent with our theoretical
ex'pectation.

Medical and Non-Medical Reasons for Drop Out

The most frequent medical reason for discontinuation of both methods was preg-
nancy or suspected pregnancy and side-effects like dizziness, headache or nausea (Table-
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VII). The high incidence of pregnancy Was not surprising since many of the clients did
not come back to the clinic at the scheduled time for their next supply of pills. Also,
on all subsequent follow-up visits 10% or more of the clients admitted that they had
not been taking pills as prescribed. The most frequent non-medical reason given was
that the client had moved away and could not visit the clinic.

Interestingly, proportions dropping out due to medical reasons were approximately
same in the both groups (21.7% among Norinyl users and 20.2% amongC-5users), but
drop out rate due to non-medical reason Was considerably higher among Norinyl users
(25.0 %) than C-5 users (16.9 %). While medical reasons for dropout were of fundamen-
tal biological origin and thus not likely to be dfe'cted by motivational level of users,
the non-medical drop outs may be considerably infiuenced by users education and
motivational level. The differences in the results of this study must be interpreted
with the following constraints. First, they apply only to the select sample population in

the Model Clinic subjects and to the nece~sary limitations of the sample size. They may
not be generalized. Second, there are certain differences between the two groups of Wc-
men using C-5 and Norinyl (i.e., age, parity, ed.ucation of the husbands, breast feeding
patterns and past contraceptive practice) which makes interpretation of the observed
differences in the side-effects more difficult and somewhat inconclusive, Overall,
the findings suggest that the C-5 is less likely to interfere with the menstrual regularity.
The study experience indicate the need for more rigid policy of random allocation to
the methods under study, the need for a larger comparative study with effective mecha-
nism to keep the loss in follow-up at minimum to be able to document minor
differential advantages of the brands under question.
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