) iy LY
HNUTAURNDD

miAnuFauieul ssdvanm, munlseniv uss
midanfuramaanauiutinuaulu luuan-o uas
wwnen tuans inelunjumwanuas

quu yuyndes
1ns pandus»

Chompootaweep S, Dusisin N. The safty effectiveness and acceptability of two foaming
tablets in Thai women (nonoxynol 9 versus menfegol). Chula Med J 1989 Nov;33(11):

839-846

Two foaming vaginal tablets one containing nonoxynol-9 (OVT-n) and other menfegol
(OVT-m) were studied to evaluate their safety, effectiveness and acceptability. The study was
conducted at the Chulalongkorn University Institute of Health Research in Bangkok, Thailand.
The 102 women randomly assigned to one of the two types of tablets were scheduled for follow-up
visits at 1,3,6 and 12 months. Although there were differences between the two groups in the
gross cumulative 12-month life table rates and 12 month- continuation rates, these differences
were not statistically significant. Twelve-month discontinuation rates for accidental pregnancy
were 31.7 per 100 women for OVT-n group and 25.3 per 100 women for the OVT-m group.
Seventeen of the 22 total pregnancies occurred by user failure. This study seems to indicate that
the regular and proper use of OVI-n or OVT-m tablets are comparable and safe means of birth
control. Few product - related (burning) and medical complaints were reported by both groups
of tablet users. It seems that vaginal contraceptive can control fertility in a suitable population
which can use it regularly and properly.

Reprint reguest : Chompootaweep S, Department of Pharmacology, Faculty of Medicine,
Chulalongkorn University, Bangkok 10330, Thailand.
Received for publication. July 20, 1989.
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Table 1. Selected sociodemographic characteristics of OVT-n and OVT-m user.

Characteristic OVT-n OVT-m
No. No.

Number of users . 48 50
Age (years) : Range 18 — 36 19 — 39

: Mean £ SD 268 + 49 287 £ 48
Parity : Range 0-3 0-3

: Mean ¥ SD 1.2 08 1.4t 08
Education  : Range 3-17 0-19
(Years) : Mean ¥ SD 76t 4.4 8.4 %49
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Table 2. Prior contraceptive use among OVT-n and OVT-m Users.

OVT-n .OVT-m
Characteristic (N = 48) N = 50)
No. % No. %
None 8 16.7 6 12
Foam/jelly suppository tablet 0 - 1 2.0
Oral pills 23 47.9 23 46.0
IUD 1 2.1 2 4.0
Condom 11 22.9 6 12.0
Rhythm/withdrawal 2.1 4 8.0 -
Depo-provera (DMPA) 1 8.3 8 16.0
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Table 3. Regularity of use and reasons for irregular use, product-related problems by follow-up visit

Follow-up visit
1 month 6 month 12 month
OVT-n OVT-m OVT-n OVT-m OVT-n OVT-m
(N = 45) (N =47 N =31 N = 35) N =22) (N = 26)
No. % No. % No. % No. % No. % No. %

Regularity of use
Every intercourse 35 (77.8) 35 (74.5) 23 (742) 29 (82.8) 20 (909 25 (96.2)
Occasional nonuse 8§ (178 6 (128 5 (161 5 (143 2 (O 1 @338
Frequent nonuse 2 @44 5 106 2 (6.5 1 29 o0 ) 0 (=)
Not used 0 -) 1 @n o ) 0 =) 0 =) 0 ).
Unspecified 0 (-) 0 ) 1 32 o0 ) 0 -) 0 (-)
Total* 45 100.0 47 1000 31 100.0 35 1000 22 100.0 26 100.0
Reason for irregulur use**
Female discomfort 1 4 2 1 0 1
Male discomfort 2 1 0 2 1 0
Male 8 female discomfort 3 1 1 0 0 0
Too troublesome 1 2 1 0 0 0
Patient neglect 3 1 2 2 1 0
out of supplies 0 1 1 0 0 0
Thought she was safe 0 1 0 1 1 0
Unspecified 0 1 1 0 0 0
Product-related problems
None 27 (60.1) 24 (512) 21 (67.8) 26 (742) 17 (77.4 25 (96.2)
Burning, stinging, itching 10 (22 15 (319 5 (@61 7 @00 3 136 1 (3.8)
Inconvenient/messy 5 1.y 1 @D 2 65 1 @29 O ) 0 )
Male discomfort/irritation 0 -) 2 @43 1 (32 1 (29 1 @5 o0 (-)
Tablet didn’t dissolve 2 449 1 Q@1n O ) 0 (-) 0 ) 0 ()
Abdominal or pelvic pain 0 -) i @n 1 @32 0 -) 0 (-) 0 (-)
Prefers to douche after 1 22 0 (=) 0 (=) 0 (=) 0 =) 0 (-)
intercourse
Dislikes taste 0 ) 1 @1 O (-) 0 ) 0 ) 0 (-)
Vulval rash 0 (=) 0 (-) 0 (-) 0 (-) 1 “.5) 0 (-)
Unspecified difficulty 0 -) 1 @2n o -) 0 ) 0 ) 0 )
with insertion
Unspecified 0 (-) 1 2.1 1 3.2) 0 (=) 0 =) 0 (=)

* total N is number of women with follow-up data.
** Irregular use includes occasional nonuse and frequent nonuse.

o a o o o P ' va ad an .
NN INN 3 NnfumsdumIsenty @c-  lunnidewusn udaruindsilaivey (male discom-
1 x o) U 4 1 -
ceptability) wuhmsldnissesrfialusadnedl §au  for) sziAedulunnidounsn

LI ¥ da 1 ' 1l ° 4 o o A [l -
Ingildnnasandinisdaume mguagulngiftlildmin figad 24 30 AFAFquiniadulutasszusia

ll core a g 4 vlm a__ . ¥ o o A A - IR
wualuizuzmafneil esnineuldfumioaciss sz aams 7 9w Mitndequinfenievidequiia Sala
a v a4 d1 ) R o P d A v o« sma o
Wasnnuathadumed livey (male discomforty*  fapanlUanmifinen  Amfethedliiindimeouen
] ] ] - ] LY - =
dmlngnuhaaTuzfulinlunniougaie snnnin wialfqeeewdvdhn  Jefaiudfioniu usnwnile

I3
o

. v v wa 1 a A ' A o '
* male discomfort = 1HudaFnlaind wialud samsnrmiinwenne: wisusuou szmoiies (Toirlilivey - distike)



4 o
i 33 mium 11
nOAINYM 2532

lunnmsldnaaquiuiia
amIthafssfiianinumasessfian 1ugae
LUTRAAMUNR WU m?vfmmnq’uﬁmn’n ausy
1hafeu ua:ﬁ'uu’mﬁqa wannniuffidasnntlal
sranmiipasesnes usslatmaTzanmfesludhore
aluszurfamunalwdond 12 % wuiwedAly
OVT-n flormsuinnirandfily OVI-m atheiie
fagneda (X2 = 3.88, p < 0.05)

Table 4. Distribution and rates of pregnancies.
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OVT-n OVT-m
Event (N = 48) (N = 50)
No. No.
Pregnancy
Method failure 3 1
Use failure 8 9
Planned pregnancy 1 0
Pearl pregnancy rates* 37.7 30.0

* Pearl pregnancy rates are calculated on 12-month data and include all pregnancies and total woman-month of use.
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Table 5. Reasons for discontinuation.

OVT-n OVT-m
Discontinuation Reasons (N = 48) N = 50)
No. No.

Pregnancy 12 10
Vaginal/penile discomfort reasons

Burning, stinging, heat 5

Penile irritation 0 1
Medical reasons

Moniliasis 0 1

Vulvovaginitis 1 0

Cervical dysplasia 1 0

Dysuria 0 1
Product-related reasons

Messy, inconvenient 1 1
Other personal reasons

Desires another method 0 1

Partner objects 2 0

Partner had vasectomy 1 0

Unable to continue 1 1

follow-up visits

Lost to follow-up 5 4
Completed 12 month of use 19 24

o 8 - J
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. . P ' al '
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al s
years WEAINlY OVT-n uaz¥owuas 30.0 da 100

woman-years uga3fild OVT-m. smivdasming
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Table 6. Gross cumulative life table rates per 100 women.

845

6 month 12 month
OVT-n OVT-m OVT-n OVT-m
Event Rates/100 women Rates/100 women Rates/100 women Rates/100 women
Esp1 Esp1 & sp & sp
Continuation rate* 66.9 66.3 45.4 55.3
Follow-up rate 85.3 88.6 79.2 82.6
Discontinuation rate
Accidental pregnancy 152158 133 % 56 31.7 8.1 253+ 173
Planned pregnancy 0.0+ 00 00X 00 48t a6 0000
Discomfort discontinuation 101 ¥ 49 13.4 T 51 135%57 162 %57
Method-related discontinuation 26 %25 22122 26125 22122
Other medical discontinuation 54137 51135 54137 s1%3s
Other personal discontinuation 47133 481%33 1247160 48133
Lost to follow-up rate 10.42 8 39.58 42.0
Total woman-month of - - 350.0 400.0

use 12 months

1. standard error of rate
* Includes 9 women who subsequently became lost-to-follow-up
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