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Draft for review, 30 May, 2000 Not for Distribution 

Trip Report, Egypt, 17-25 May, 2000 

Douglas Huber, Pathfinder International 

Purpose 

• Exchange experience on Norplant implants expansion in public and private sectors 
• Discuss the expansion and qualfiy improvement plan document wfih Dr. Ezz Eldin 

Osman 
• Give a presentation on implants and the experience of other countries 

Findings 

The draft plan for expanded access and qualfiy of Norplant services in Egypt was based 
on the considerable experience in Egypt with Norplant in the early clinical trials and a 
review of the introductory stages of Norplant in training and service delivery programs. , 

DRAFT REPORT ON EXPANSION AND QUALITY OF NORPLANT SERVICES BY DR. 
EZZELDIN OSMAN HASSAN 

This draft report was available just prior to my arrival; my visit was a good opportunfiy 
for it to be reviewed by me and Egyptian counterparts. It is an excellent overview of the 
past and current issues related to Norplant in Egypt-some of the highlights relevant to 
my visit are as follows: 

The early large trial (1988-1994) conducted by EFCS have given a good foundation of 
experience on which to build the service delivery components, Women were satisfied 
with the method, and providers in the clinical trial were well trained. In addition the 
1500+ removals at the end of the trial (1994) were used to train 2 or 3 staff in each of 
the five Universfiy Hospitals, in order to have a group of highly qualified trainers for 
Mure serve'Programs. (All women in the trial had their Norplant removed, a Significant 
effort even within the context of a well conducted clinical study,) 

In addition, Egypt, through the EFCS was one of eight countries to participate in the 
large and important WHO Post-Marketing Surveillance Study from 1987-1997. Dr. 
Ezzeldin Hassan was one of the principal investigators. 

A plan was developed for a phased Egyptian introduction of Norplant in 1994-1999 by 
the Norplant Task Farce. This included an implementation plan, The intent was to 
extend services gradually through Universfiy hospitals, MOHP teaching hospitals and 
some general hospitals and insurance programs. This stepwise introduction was to 
ensure quality training, counseling and ready access to good insertions and removals. 

However, it appears that the results from this introduction are not well documented, due 
in part to the MIS system working only partially for insertions and removals. Of the 
40,000 sets of Norplant received from USAID from 1994-January 2000,34,414 were 
distributed to teaching and university hospita.[s, the Regional training Center (RCT) and 
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to MOHP (Min of Hlth and Pop) service units (5000+sets were sent to Colombia 
because the expiry date was approaching). Of the 34,414 sets, 13,865 were inserted, 
according the MIS system. This is apparently due to underreporting of insertions. 

The MIS official MOHP records also show only 735 Norplant sets were removed (5.3% 
of the total inserted during this period-none were due for 5-year removal). Given the 
widely varying ratios of removals to insertions in the five University and teaching 
hospitals, from 53.5 removals/100 insertions during the perios to a low of 0.5 removals 
per 100 insertions, this raises the question about incomplete reporting of removals 
and/or the possiblility of a low level of access to removals at some institutions. 

Galaa hospITal, having the highest removal ratio 53.5, states that they remove Norplant 
inserted at other institutions. We do not know if this high ratio is because women 
choose to have them removed at Galaa, or whether other centers do not feel confident 
and competent, or are unwilling to do the removals. 

The draft report correctly identifies the reporting problems in the first period and the 
need for more clear information about the adequacy of removals in various centers. 
This will require follow-up with the training centers about the access to removals and the 
completeness of removal training. Recommendations for improving the reporting 
system will also be needed. 

One observation from the 13,400 Norplant insertion records processed centrally by the 
MOHP, is that the last contraceptive used was the IUD for 37%, injectables for 21%, 
COCs for 21%, and no method for 16%. Presumably, many Norplant acceptors were 
previously using the IUD or injectables. The implication is that those switching from a 
highly effective long-acting method like the TCu 380A IUD or injectables may not do 
much for improving program performance. However, given the large number of IUD 
users, IT is not surprising that there are substantial numbers who may want to try a 
different method. This could be good for quality if the result is more highly satisfied 
clients who want highly effective contraception. 

Dr. Hass6n will redraft portions of the report to include a separation between the 
introduction period and the program after August 1999, based on suggestions from the 
MOHP during my viSIT. 

OBSERVATIONS DURING VISIT 

Several colleagues have pOinted to the problem of untrained providers removing 
Norplanl Apparently private practitioners are not fully informed about Norplant, do not 
have access to provifjing IT themselves, and are negative about Norplant as a family 
planning method. Therefore, when they see a woman with Norplant they urge her to 
have it removed by the original providers, or they attempt to remove it themselves. The 
number of such inappropriate removals is unknown, but has resutted in reports of large 
incorrect incisions made by those attempting to remove Norplant . 

During our viSIT to Suiez, two of their six removals in the last 6 months were for women 
who still had capsules in place after attempted removals by untrained practitioners. 
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Lack of training in removal apparently extends to many of the clinicians already trained 
through the RCT program. Lack of cases at the time of training courses resulted in 
having one or no supervised cases for the trainees to perform. We understand that lack 
of insertion cases during some courses may have resulted in no practical experience in 
insertion for some trainees. Both of these outcomes are understandable during the 
expansion of a new Norplant program with limited case loads. However, there is a 
broad consensus that new intensive efforts to train and retrain in Norplant removal (and 
insertion) are needed. 

One would naturally suspect that providers not performing removals and with very little 
or no clinical training in insertion will not be inserting Norplant correctly. It is easier to 
insert Norplant deeper in the subcutaneous fat layer of the arm than subdermally and 
superficially just under the skin. Correct superficial insertions are very important for 
easy future removal. 

NORPLANT SEMINAR AT PATHFINDER 

Dr. Ezzeldin Ossman Hassan and I gave presentations on Norplant, both the Egyptian 
and internatioi'lal experiences at an informal three-hour seminar at the Pathfinder offices 
on 23 May (see overheadslhandouts of my presentation, attached). Fifteen people 
attended, representing the MOHP, USAID, ScheringlLeiras, CSI, EFCS, EPTC, 
MEDTEC, and Pathfinder International. 

There was a general consensus that both new and refresher training were needed for 
Norplant removal, insertion, and counseling. In addition, women will need reminders to 
have Norplant removed at 5 years and will need to be advised to go to a clinician 
specially in removal. Some surgeons in the private sector encourage Norplant removal 
and attempt to do so without special training. Broad public information about the need 
for 5-year removals, as well as at the woman's request at any time before 5 years will 
help ensure that the MOHP policy and guidelines on removals is honored in the public 
and private sectors. 

Norplant has be procured by USAID in the past and this will be turned over to the MOHP 
within the next 2-3 years. The MOHP purchased 10,000 sets of Norplant in the latter 
part of 1999, plus 10,000 additional sets due to be received within a few months. These 
were purchased at the public sector price of about $23, plus $2 for shipping. 

There are no plans to introduce Norplant in the private sector. If this were to be done 
the public sector price would probably not apply. The Schering representative stated 
they would charge at least LE 700 (more than $200) for each set of Norplant, in order to 
cover costs of traini"\9 private practitioners. There are no plans for such an introduction. 

Some participants suggested that Implanon, a one rod implant, may be a suitable 
alternative to Norplant in the future, even though it is for 3 years. Implanon is currently 
being registered in Egypt, and its potential distribution is not currently known. Implanon 
comes with its own inserter and would be easier to insert and remove than six capsule 
Norplant. 

Recommendations 
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1. Support the MOHP position to discontinue inserting Norplant through mobile clinics. 
The plans are that mobile clinics now provide transportation only for potential 
Norplant clients to receive services at static sites. 

2. Promote training in removal to serve women who request removal and those who 
will need a five-year removal in the relatively near Mure. Training in insertion 
should emphasize superficial subdermal placement. This training could be done 
through RCT supported training centers. possibly organizing removal clients at 
MOHP sites to have an adequate case load for clinical training. Refresher training 
will be needed for some clinicians and should include counseling as well as clinical 
skills in removal and insertion. 

3. Encourage outside monitoring and supervision of the clinical training. since the RCT 
does not monitor clinical training at the designated training centers. The EFCS is 
has the most experience with Norplant and would be a logical choice. 

4. Consider developing a special Norplant client card with her next visit appointment, 
and information reminding her that Norplant can be removed at any time she 
desires. and will need to be surgically removed after 5 years by a clinician trained in 
Norplant r~moval. The card could contain a few other key information items such as 
the frequency of bleeding side effects. as well as identifying conditions which weuld 
make continued use of Norplant inadvisable. such as if the woman became pregnant 
while using Norplant. A similar card may be very helpful for other modem methods. 
such as IUDs. injectables and COCs. 

5. Incorporate simple informational messages-Norplant needs to be removed after 5 
years by a trained Clinician. and may be removed at any time before then that the 
woman requests-into ongoing radio and "TV IEC materials on family planning. This 
can help reinforce the counseling information given to women about removal. 

6. Use the information from the client assessment study by Laila Nawar. when it 
becomes available. to help craft informational messages on Norplant. 

7. Provide information and training to strengthen management of common Norplant 
side effects. especially irregular or prolonged bleeding. The Arabic translation of 
The Essentials of Contraceptive Technology should be used to help meet these 
needs. The use of a short course of COCs ( one cycle) or ibuprofen to control a 
bleeding episode. when counseling and reassurance are not adequate. is included in 
this book. and is not in the current standards of practice. These options for 
managing side effects are approved by WHO and USAID. and this endorsement 
should be used to expand the use of these materials. 

8. Revise the standards to include the use of a second method of contraception for 
women who are not able to have Norplant removed at 5 years. while awaiting 
removal. This will protect against unwanted and ectopiC pregnancies. which could 
occur if Norplant is not removed for an extended period beyond 5 years. The IUD. 
injectables. COQs or other methods may be used while awaiting Norplant removal. 

9. Consider the advantages and disadvantages of a three year single rod implant, 
Implanon. as an easier implant to insert and remove than six capsule Norplant. for 
Mure programming. 

10. Consider strengthening the current MIS reporting system for Norplant insertions and 
removals. rather than a new decentralized data collection system. Additional MIS 
training. availability of reporting forms. and feedback to the clinical sites about their 
performance. may be more useful in collecting accurate information than starting a 
new system that reports only insertions ,!nd removals to the MOHP. 
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new system that reports only insertions ,!nd removals to the MOHP. 
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EXECUTIVE SUMMARY 

The Egyptian Fertility Care Society (EFCS) with support from the National 
Population Council (NPC) in Egypt, has implemented a Pre-introductory Clinical 
Trial on Norplant, sponsored by USAID Cairo, during the period 1988 - 1994. It 
was done thiouihfive University Centers; Ain Shams, Alexandria, Assiut, 
Mansoura and Al-Azhar, involving a total of 1536 cases. 

Norplant is a long acting reversible hormonal contraceptive consisting of six 
flexible capsules inserted in the woman's arm. It steadily releases a synthetic 
hormone (Levonorgestrel) for 5 years . 

This report is based on two main objectives fulfilled by the study: 

1. 
2. 

Assessment of the efficacy ofNorplant contraceptive implant. 
Evaluation of the safety and acceptability of the method. 

The advantages of Norplant implant use are that it is initiated by a single 
intervention, does not require the attention of the user, provides contraceptive 
protection for at least five years and its effect is rapidly reversed. The method is 
neither related to sexual intercourse nor genital manipulations. 

The capsules are free from estrogen, thus no estrogen side effects are 
produced. The release rate of progestin is low and constant thereby avoiding the 
hormonal surge of oral contraceptives and the high initial dose of injectables . 

Side effects of progestin-only contraception were found to occur with 
Norplant use, mainly some disruption of the normal menstrual function. More than 
25% Of cases complained of menstrual problems in the first year after insertion, and 
decreased thereafter. Intermenstrual spotting and bleeding occurred in 10.9% and 
11.6% respectively during the first year and decreased gradually to 0.3% and 1.1 % 
in the fifth year. Amenorrhea eccurred in 17.3% of cases during the first year and v 

decreased gradually. to reach 1.7% in the fifth year. Other reported side effects 
included weight gain, headache, loss of appetite, nausea, dizziness, lower abdominal 
pain, psychological changes, local pain and redness at site of implants. Norplant use 
seems to have no significant effect on blood pressure. • 
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contraceptive method. It provides an extremely low cumulative pregnancy rate 
(2.86%) at five years. Method failure and the occurrence of pregnancy was reported 
in 2.1 % of admitted cases. The cumulative 5-year discontinuation rates were 15.3% 
for menstrual problems and 13.4% for other medical reasons. This indicates good 
acceptability of the method. 

Complications during insertion occurred only in 0.4% and during removal 
only in 0.8%. This is attributed to proper training of physicians that is considered to 
be vital for initial method acceptance and long term use. 
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fre-Introduclory Clinical Trial. Norp/anl 
Contraceplive Subdermal Imp/anJs in Egypl 

INTRODUCTION 

Urider the support of the National Population Council in Egypt, the Egyptian 

Fertility Care Society (EFCS) has implemented a pre-introductory clinical trial on 

Norplant contraceptive subdermal implants. This method provides long term 

contraception and can be an alternative to oral and injectable contraceptives for 

women choosing long acting steroidal contraception. 

Norplant is an effective long acting reversible hormonal contraceptive. The implant 

system consistS of six flexible capsules made of soft silicone and filled with 

synthetic hormone. The capsules are inserted in the woman's arm by a minor 

surgery. Each capsule is 34 mm long, 2.4 mm wide and c:ontains 216 mg of 

crystallized levonorgestrel, a synthetic progestin. One third of the drug load is 

'. released in 5 years,the currently approved lifetime of the implant. Norplant implants 

.. 

... ~ 

'--

.• :" 

are inserted sequentially beneath the dermal layer of the arm through a 2-3 mm 

incision after a local anaesthetic has been applied. A number 10 gauge trocar 

deposits the capsules in a superficial plane 5-6 mm above the incision. The 

recolIllnended site of placement ism the inner aspect of the upper arm, contralateral 

to the handedness of the woman, well abov~ the elbow fold. After insertion of the 

Norplant implants, 1 levonorgestrel .is slowly released through the 

polydimethylsiloxane tubing, at a rate of 85 micrograms per day during'the first 12 

months of use, which diminishes to 50 micrograms per day for the following 6 

months before stabilizing at 25-30 microgram for the rest of the five years. The 

plasma level of hormone sufficient to\ prevent conception is reached within 8-24 

hours after insertion and is maintained for five years (1). 

EFCS 
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Norplant implants achieve their contraceptive effect in a variety of ways: The drug 

renders cervical mucus impenetrable to spermatozoa. Ovulation is inhibited in many 

cycles. If ovulation occurs, low levels of progesterone render the women infertile . 
. v-.- -

Under the influence of implants, cervical mucus is scanty, viscous and difficult to 

obtain. Controlled in-vitro and post-coital tests (Croxatto et aI., 1987; Brache et aI., 

1985) have demonstrated the impenetrability of cervical mucus of implant users as 

compared with that of lUI? and barrier method control subjects. In-vivo studies of 

women using Norplant implants have found only a few spermatozoa in the cervical 

canal, and these were characterized by poor motility. Microscopy reveals cervical 

mucus features eonsistent with poor sperm penetration (2). 

The advantages of the Norplant contraceptive subdermal implant use are that it is 

initiated by a single intervention, does not require the attention of the user, provides 

contraceptive protection for at least five years and its effect is easily reversed. The 

method is neither related to sexual intercourse nor genital manipulations. The 

capsules are free from ·estrogen, thus no estrogen side effects are produced. The 

release rate of progestin is low and constant avoiding the hormonal surge of oral 

contraceptives and the high initial dose of injectables. 

Progestin-only contraception is associated with some disruption of the normal 
r 

menstrual function. The pattern of these changes varies markedly from one woman 

to . the other and individual reactions vary as well. The side-effects most often 

reported with the use of the Norplant subdermal system are: frequent and longer 

bleeding episodes, spotting, reduction in total menstrual blood loss and sometimes 
. \ . . 

amenorrhea. Failure of the l11ethod and the occurrence of pregnancy was reported in 

less than 2% of cases with the first generation "hard tubing", and 0.2% with the 
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Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

second generation "soft tubing". Other side-effects as weight gain, headache, loss of 

appetite, nausea, acne, dizziness, lower abdominal pain, psychological changes, 

local pain and re'dness ~t site of implants were also reported . 

" 

This report is based on two main objectives fulfilled by the study: (1) assessment of 

the efficacy of Norplant contraceptive implant and (2) evaluation of the safety and 

acceptability of the method for which pregnancy and discontinuation rates due to 

. menstrual, medical or personal reasons are used as indicators. The results include all 

data received by,EFCS from 13.7.1988 to 31.01.1995. 

The first part of the report, is a description of the study methodology and 

population. In the second part, the results of the study during the period 1988-95 are 

given. The last part of the report is a discussion of the results . 

METHODS AND STUDY POPULATION 

METHODS 

The study was desigiied as a non-comparative longitudinal clinical trial. A study 

period of 5 years, starting from July 1988, was decided as the Norplant system was 

expected to be effective for at least 5 years. The recruited users were planned to be 

followed at periodic intervals from the date of insertion (one month, 3 months, 6 

months, 12 months then annually till the end of the study). Follow-up of recruited 

users was' completed at the end of the 5 years or until removal for accidental 

pregnancy, medical or personal reasons . 

EFCS 
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Contraceptive Subdermal Implants in Egypt 

Recruitment of subjects was planned to be completed within 12 months but was 

. ,. 
, 

• 
extended to 16 months due to obligation to the selection criteria. A screening ~ 

checklist for Norplant acceptors was completed for each woman considered in the 

study, Only women fulfilling the following inclusion criteria were enroHed: 

• Healthy. 

• Between 25-38 years. 

• Sexually active. 

• Have been previously pregnant. 

• Have not received an injection for contraception in the 12 months 

before insertion. 

• Be menstruating and within 5 days of the onset of her menses. 

• Willing to rely exclusively on the implants as a method of 

contraception during the course of the study. 

• Available for regular scheduled foHow up visits. 

.• Give informed consent (volunteer agreement). 

Women with any of the following conditions were excluded from the study: 

• Pregnancy. 

• Breast feeding. 

• History or evidence ofliver disease, jaundice, thromboembolic disease, , 

hypertension, anemia, herpes genital is, cancer, epilepsy, diabetes or 

pelvic inflammatory disease: 

• Undiagnosed vaginal bleeding. 

• Regular use of medications as antibiotics or barbiturates. 
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Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

Potential Norplant acceptors received complete information about the purpose of the 

study, the risks and benefits associated with the use of Norplant contraceptive 

subdermal implants prior to enrollment. Informed consent was obtained from all 

study subjects. Women who accepted participating in the study were asked to sign 

L. a volunteer agreement at least one week prior to insertion. Norplant insertions were 

" .. 

o. 

o. 

"--

o 

".c 

.. 

. . 

'" 

'-::. 

scheduled within 5 days from the onset of the following menstrual cycle. 

Data collection was performed t4rough five forms (Appendix I). An admission fonn 

was filled on the same day of insertion. Follow-up forms were filled for each 

scheduled follow-up visit. Unscheduled follow-up visits were also recorded and a 

special computer program was designed. A termination form was filled at the time 

of removal of the implants either after five years of use or earlier, when removal 

took place for any medicai or personal reasons. A pregnancy confirmation form was 

filled in case of termination due to accidental pregnancy. Since bleeding 

irregularities, including amenorrhea, were likely to occur with Norplant use (1), a 

pregnancy test was performed in cases with amenorrhea lasting for more than six 

weeks to exclude pregnancy. Whenever the pregnancy was confirmed, the implants 

were removed immediately. If the pregnancy continues, the woman was monitored 

throughout pregnancy and the outcome was reported on a pregnancy outcome form. 

STATISTICAL ANALYSIS 

Data entry was done using the dbase' III and analysis was performed using the 

SPSS computer packages. A Chi square test was used to calculate significant 

differences between proportions and for calculating significance in proportion 

EFCS 
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trends. This was done using the statcalc of Epi-Info computer software package, 

WHO/HRP computer . software package was used for life table analysis. Pregnancy 

rates and discontinuation rates for menstrual, medical and personal reasons were 

calculated as the ratio of the number of events on a given day divided by the number 

of women still in the trial on that day. The daily discontinuation rate was cumulated 

throughout the period of the study to derive the cumulative discontinuation rate. The 

continuous model (referred to as the Kaplan-Meier product limit estimate) was used 

to analyze the data. Accordingly it is assumed that on the given day, there are too 
~ 

many discontinuations that occur before any withdrawals .. Thus the discontinuation 

rate was calculated as follows: 

Discontinuation Rates~'/n 

Where d'= the number of events that day 

n= the number of subjects still at risk on that day 

DEFINITIONS OF TERMS 

Amenorrhea was defined as any case with absence of vaginal bleeding for more than 

six weeks. 

Hypertension was defined as any case with blood pressure exceeding 140190 

nunHg. 

Adverse Experience was defined as any condition that the service provider 

considers as a serious or unexpected health problem or event that occurs during the 

follow-up . period~ These caSes were classified as 'related' or 'possibly related' to 

Norplallt use. 
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. ABBREVIATIONS OF TERMS 

F01: Follow-up visit one month from date of insertion 

F03: Follow-up visit three months from date of insertion 

F06: Follow-up visit six months from date of insertion 

F12: Follow-up visit one year from date of insertion 

F24: Follow-up visit two years from date of insertion 

F36: Follow-up visit three years from date of insertion 

F48: Follow-up visit four years from date of insertion 
~ 

F60: Follow-up visit five years from. date of insertion 

STUDY POPULATION 

A total of 1,536 women (Table 1) were enrolled in the Norplant Contraceptive 

Subdermal Implant study in five Egyptian University Centers (Ain Shams, 

Alexandria, Assiut, Mansoura and Al-Azhar University Centers) from July 1988 to 

October 1989. There were 350 cases (22.8% oftotaI cases) recruited in Ain Shams 

University, 294 cases (19.1%) in Alexandria University, 242 cases (15.8%) in 

Assiut University, 3~0 cases (22.8%) in Mansoura University and 300 cases 

(19.5%) in Al- Azhar University. 

The study population was divided into 3 groups as follows: 

a. Intent to treat population: all women enrolled in the study. Analysis for this 

population are presented in the text for efficacy and safety parameters. 

EFCS 
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• b. Efficacy population: all women who received the Norplant excluding women i 

with major protocol violations. Women who got pregnant with estimated 

dates of conception on or before their dates ofNorplant insertion were also 

excluded from the population. 

c. Lost to follow-up population: all women in the intent to treat population who 

were not tenninat~d from the study because they couid not be traced. This 

happened mainly at Ain Shams center, as some women were displaced after 

the earthquake of October 1992. 

.. 
Table·2 shows the frequency of protocol violations by center and at all centers. A 

total of 44 cases were inadvertently admitted with protocol violations: 17 cases 

were less than 25 years of age, and 2 were more than 38 years old; 8 cases had 

systolic blood pressure > 140 mmHg, another 8 cases had intennenstrual ~potting. 

One case had hepatosplenomegaly. One case had both age and systolic blood 

pressure violations while 6 women had history of both intennenstrual bleeding and . 

spotting. One case had Norplant insertion on the 6th day of her menstrual cycle. 

These 44 cases were included in the data analysis to see whether Norplant can be 
. , 

safe for a wider range of women. Thus analysis is based on a total of 1536 women. 

\ 
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RESULTS 

.. Pre-introduclory Clinical TI'ial. Narplanl 
Contraceptive Subdenna/ implants in Egypt 

The results included all data received by the EFCS from 13.07.1988 to 31.0 L 1995. 

ADMISSION 

Voluntary recruitment of women was completed in sixteen months (from 13.07.1988 
to 02. I 0.1989).and 1,536 women were enrolled in the study (Figure 1). , 
The overall monthly proportion of recruitment showed an increase over time. A 
peak was reached during February 1989, then recruitment rates showed a decline 
thereafter (P<0.001). Two dips were encountered in October 1988 and May 1989. 
They were possibly related to the beginning of the academic year in October and the 
examinations at the end of this year in May. Recruitment may be considered as 
being completed in only 13 months as the main bulk of cases was recruited in that 
period, while the number of cases recruited in the last 3 months was almost 
negligible. 

Table 3 shows the sociodemographic characteristics ofNorplant users by center. 
Cases are distributed f almost equally among the three age groups 25-29, 30-34 and 
35-38 years. The mean age was (31.2 years). Except for Assiut and Mansoura, there , 
is no great disparity in the age of women recruited at the 5 centers. A lower 

!c, percentage of women in Assiut (25.6%) were above the age of 35 years in 
\. comparison to Mansoura (42%). \ 

The distribution of Norplant users according to their weight on admission shows that 
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the greatest percentage (42.3%) weighed 70 kgs or more, 27.8% weighed 60-69 

kgs, 22.9% were between 50-59 kgs and only 7% were less than 50 kgs. It should 

be noted that the perc~ntage of women weighing 70 kgs or more was highest in Ain 

Shams (51.4%) and lowest in Assiut (17.8%). 

More than half of participants (59%) had 4 to 6 living children (P <0.001),32.2% 

have less than .4 children and 8.5% have more than 6, children. The overall mean 

number ofliving children is 4.3. Assiut has the highest percentage ofliving children 

as 20.7% of women have more than 6. 

The majority of the women (82.6%) were illiterate (P<O.OOl) and only 1.6% had 

more than secondary education. 

Table 4 shows that most of the participants (85.9%) had used a contraceptive 

method prior to Norplant use. Assiut was the only center to show high percentage of 

women (43%) with no previous contraceptive use. It is also shown that oral 

contraceptive pills were used by 53.1 % of women, followed by IUDs (29.5%). 

Table 5 shows the abnormal findings detected at the time of physical examination 

on admission to the ~tudy by center. Fifty one women (3.3%) had cervical infection 

and fifty six cases (3.6%) had vaginitis. Six cases (0.4%) had albuminuria, 5 cases 

(0.3%) had galactorrhea, 4 cases (0.3%) had abdominal scars due to previous 

laparotomies, 3 cases (0.2%) had cystocele and prolapse, aQ-d only one case (0.1 %) 

had breast tenderness. These cases were,not considered as protocol violations as the 

reported conditions were not specified in the study protocol as criteria for exclusion. 
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Table 6 shows that local complications had occurred in 6 cases (0.4% of admitted 

cases) during insertion ofNorplant, five cases were in Al-Azhar and occurred during 

the first 3 months of the study. In four cases, there was slight bleeding at the 

insertion site and one case had a slightly larger incision. The sixth case, in Ain 

Shams university, complained from severe pain during insertion. 

FOLLOW-UP VISITS 

The total number of follow-up visits are reported for the intent-to-treat population. 

Women were asked to come for follow-up 1,3,6 and 12 months after insertion and 

every year afterwards. The follow-up windows were as follows: 

.1. Days 1-60 for the I-month visit 

Days 61-136 for the 3-month visit 

I, 

, . 

Days 137-273 for the 6-montll visit 

Days 274-547 for the I2-month visit 

Days 548-913 for the 24-month visit 

Days 914-1278 for the 36-month visit 

Days 1279-1643 for the 48-month visit 

Day 1644+ for the 60!month visit 

The overall follow-up attendance rates ranged between 81-94% in ail 5 centers 

(Table 7). The rate was highest in Mansoura and lowest in Assiut after F24. Efforts 
, 

were done to increase the follow-up rates in Assiut. The Principal Investigator was 

contacted by the EFCS Executive Director and site visits were intensified. Social 
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workers were appointed and given the task of canying out home visits to detect the 

cause of unattendance and persuade participants to present at the clinics for the 

scheduled follow-up visits. Follow-up rates improved drastically thereafter. 

During the follow-up visits, the main subjective complaints were headache and 

menstrual problems (Tables 8 and 9). This was the case in all the five centers. The 

complaint of headache tended to increase until the end of the second year and 

decreased thereafter (P<O.05). Menstrual problems showed a significant decline 

overtime (P<O.OOl). Complaints of nausea, vomiting, weight gain and insertion site 

pain and tenderness showed a significant improvement overtime (P<O.OI). It is 

important to note that the perception of weight increase diminished by time in spite 

of a continuous steady increase in body weight. Other complaints such as breast 

discomfort, chest pain, dyspnea and abdominal distention showed a more or less 

constant percentages over the study period. 

As menstrual problems are the most frequent side effects of Progestin-only 

contraceptives, these were analyzed separately (Table 10). Amenorrhea was 

defined as cases that had no vaginal bleeding for more than 6 weeks. Thus the 

results of this subjective complaint recorded at the follow-up visit after the first 

month of insertion (FO I) were disregarded. The percentage of participants reporting 

amenorrhea throughbut Norplant use showed a significant decline overtime 

(P<O.OOI). Some Norplantusers suffered from amenorrhea alternating with 

bleeding, these cases showed increasing percentages reaching its maximum after 

one year (P<O.OOI), then declined overtime. 
\ 

The percentages of participants, who suffered from intermenstrual spotting and 
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bleeding (Table 11) showed a clear improvement over the study period (P<0.001) .. 

Spotting occurred among 1O.l-18.2% of cases in the first year and diminished 

thereafter to reach 0.3% at 5 years. As well, bleeding occurred between 7.3-14.2% 

in the first 3 years and only among 1.1 % of cases at 5 years. 

Table 12 shows the percentage of cases reporting dysmenorrhea during the follow

up visits. It varied between 0.8-7.4% in different follow-up visits and the differences 

showed statistical significance (P <0.05). Fifty three cases reported having 

dysmenorrhea on, admission. By the end of 5 years, almost all Norplant users 

(99.2%) were free from dysmenorrhea. 

Table 13 shows that most cases complaining of dysmenorrhea were rendered free 

after Norplallt use, while a small percentage developed dysmenorrhea after Norplant 

insertion. 

Table 14 shows that on admission, the mean duration of the menstrua1 cycle was 

29.1 days and the mean duration of the menstrua1 flow was 4.6 days. These two 

figures did not change significantly among women who menstruated regularly during 

Norplant use. 

The majority (66-87%) ofNorplant users reported moderate menstrua1 blood loss on 

.. admission and during the follow-up yisits (Table 15). The percentage of participants 

reporting scanty menses on admission was 6.4%. These reports increased to 31.1 % 

during the first 3 months of use and diniinished thereafter ranging between 11.2% 

and 21.2% at different follow-up intervals. The percentage of women reporting 

moderate blood loss showed a drop three months after Norplant insertion then 
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significantly increased thereafter (P<O.OOO 1) mainly on the expense of diminution of 

the percentage of women who developed heavy bleeding. The percentage of women 

reporting heavy menstruation was 8.9% on admission, ranged between 14.3% and 

10.5% during the first year then tended to decrease thereafter (P<O.OOOI), reaching 

2.3% by the fifth year. 

Ta ble 16 shows that, on admission, the mean systolic blood pressure was 116.1 

mmHg and the mean diastolic blood pressure was 75.7 mmHg. Both readings did 

not show statistically significant differences throughout the study period. 

Table 17 shows that eight cases suffered from hypertension on admission. The 

differences in the percentage of cases reported as hypertensives on admission and 

during the different follow-up visits did not reach statistical significance. 

Table 18 shows that women steadily gained weight with Norplant use. As well, 

there was a significant increase in the percentage of participants weighing 70 kgs 

and over throughout Norplant use (P<O.OOI). On admission, 42.3% of women 

weighed over 70 kgs. This percentage increased steadily to reach 61.1 % five years 

after use. On the other hand, 6.8% weighed less than 50 kgs and 22.2% weighed 50-

59 kgs in the first follow-up visit. These percentages diminished to 2.8% and 11.7% 
" 

respectively at 5 years. 
. 
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Table 19 shows that the percent increase in body weight for each body weight ~.' I . 
group has shown an increase overtimt? for all body weight groups. This increase was . 
mainly marked among pll[ticipants weighing < 50 kgs in the first follow-up visit. 

The percentage decreased among heavier participants and was least among those 
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At each follow-up visit, some abnormal findings were detected on clinical 

examination (Table 20). Vaginitis. and cervical infections were the most commonly 

encountered findings. The percentage of both conditions grouped together showed a 

tendency to increase throughout Norplant use. Other abnormal findings were rarely 

encountered such as: local reactions at insertion site, breast tenderness, 

cardiovascular disorders, uterine or adnexal mass. These did not show a significant 

change over time. 
~ 

Tables 21, 22 and 23 show the adverse experiences observed by the investigators 

I~. among Norplant users at the different follow-up visits, classified according to body 

systems. The main adverse experiences encountered throughout Norplant use were 

vaginal bleeding, followed by irregular menses and headache. Eight cases developed 

diabetes while using the method. They were classified as possibly related to 

Norplant. However, filling an adverse· experience form for any case was left up to 

J", . the judgement of the physician. That was the reason for the wide variation seen in 

h. , . 

L 

,'-~ 

:;,;' 

J.t. 

the number of adverse experiences reported by the different centers. 

REMOVALS 

Table 24 shows the numbers and percentages of cases that requested removal and 

those who never requested Norplant removal by center. Ain Shams center showed 

the highest percentage of cases that never requested but had the Norplant removed 

before completing 5 years for medical reasons (18.3%). Alexandria center showed 
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the highest percentage of women who never requested Norplant removal and 

completed 5 years with the method (64%). Assiut center had the highest percentage 

of women requesting Norplant removal and had the method removed before 5 years 

(40.3%). 

Table 25 shows the reasons for tennination of Norplant use. At the end of the five 

year period, a total of 1511 cases (99.4 % of those admitted) discontinued Norplant 

use, of whom 209 (13.8% of users) tenninated use because of menstrual problems; 

this represented the highest percentage of causes of removal.. The non-menstrual .. 
medical problems constituted 173 cases of removals (11.3% of users), headache 

being the most common. The OCCWTence of pregnancy was the reason for removal in 

32 cases, representing 2 .. I % of removals. Removal for personal reasons was done in 

! 181 cases (11.8%). 913 cases (60.4%) had used the Norplant capsulesforthe 

recommended 5-year period. 

During the study period, sudden collapse and immediate death occWTed in one case 

in Assiut, most probably due to heart attack (the case was attended by a medical 

personnel and post mortem was not done); and one case in Mansoura died in an 

accident. 

Figure 2 shows the percentages of removals for five year tennination by center. 

Alexandria center had the highest percentage of cases who completed using the , 

method for five years (65.4%), followed by Mansoura center (65%) .. Assiut center 

showed the least percentage of cases tenninating Norplant after 5 years (50.4%) .. 
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Method failure (accidental pregnancy) was reported in 32 cases (2.1 % of admitted 

cases) (Table 26). AI-Azhar had the highest number (13 cases), followed by Ain 

Shams (8 cases),-This shows statistical significance (P = 0.016). Only three cases of 

accidental prel,1J1ancy occurred in the first and second year, the majority occurring 

L. thereafter. Life table analysis (Table 27) showed a cumulative pregnancy rate of 

L .• 

2.86% after five years of Norplant use. The 5-year cumulative rates for the 

individual centers varied between 0.0 - 5.9%. In Assiut, no pregnancies occurred 

throughout Norplant use and it is important to remember that, in this center, the 

average weight was the least among all centers as 15.3% of the women weighed less 
, 

than 50 kgs and only 17.8% weighed more than 70 kgs on admission). It had been 

noted that nearly all method failures had occurred in women over 70 kgs at the time 

of Norplant insertion, or in those who had gained weight and exceeded 70 kgs 

during Norplant use. 

Table 28 shows the cwnulative pregnancy rates by weight recorded at admission. 

The failure rates between different body weights are statistically significant, i.e., the 

risk for getting pregnant increases if body weight is 70 kgs or more at the time of 

Norplant insertion particularly after the second year. 

The 5-year overall cqmulative discontinuation rates (Table 29) reached 38.74%. 

The least discontinuation rates were detected in Alexandria (33.53%) while the 

highest rates were detected in Assiut (47.86%). The overall 5-year cumulative 
> 

discontinuation rates were highest for menstrual problems (15.30%). However, in 

Ain Shams, the highest discontinuatiOIl- rates were for non-menstrual problems 

(17.79%) and in AI-Azhar, the highest rate was for personal reasons (17.86%). 
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Table 30 shows the cumulative discontinuation rates by removal reasons and age on 

admission. Discontinuations for menstrual problems were statistically insignificant 

in the different -age groups, while statistical significance was noted with the non

menstrual and personal problems. The non-menstrual medical problems were 

highest at the. age group 30-34 years, while personal reasons for discontinuation 

were highest at the younger age group of 20-29 years. 

Table 31 shows the removal expenences at the five centers. Difficulties during 

removal were reported in 3.9% of the cases. The figure was highest (9.6%) in Ain .. 
Shams, nearly equal in most centers: 2.6% in Mansoura, 2.9% in A~siut, 2.3% in Al

Azhar, and lowest (1.4%) in Alexandria. It should be noted that ali removals were 

perfonned by the "classical" method described for removal. 

Removal compliCations were encountered in 0.8% of the cases. It was highest in 

Assiut (1.7%) and lowest in Alexandria and Al-Azhar (0.3%). The main 

complications encountered during removal ofNorplant were: 

• Deeply embedded, scattered, broken or hard to retrieve capsules 

'requiring repeated attempts for removal (21 cases). 
. . . . 

• Larger than desired or multiple incisions (3 cases). 

• Post-removal inflammation (one case). 

• Severe pain during th~ removal procedure (one case). 

Re-training sessIOns were conducted for the working staff in the five Egyptian 

University Centers at the end of the fomth year of the study to minimize removal 

difficulties and complications, and to increase the number of trained service 
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providers at each center to cope with the increasing demand for Norplant removals 

L_ at the 5-year tennination period. 

36% of women who terminated the study intended not to use any contraceptive 

method after Norplant removal (Table 32). 150 women (16.8%) expressed interest 

to use oral contraceptive pills, 239 (26.9%) intended to use Depo-provera injections, 

while 460 (51.7%) intended to insert an IUD. Only 15 cases (1.7%) were planning 

to use a barrier or a local method for contraception. 

DISCUSSION 

The idea oflong-tenn contraception with the use of progestin-filled silastic Capsules 

.' was first proposed in 1967. In 1975, multinational trials were perfonned using the 6-

icapsuiles system of Norplant implants (3) and all indicate high effectiveness for at 

1'iOlpiant research has started in Egypt since 1980. The study was sponsored by the 

t-ockefell~~r foundatiOfl in four University Centers. The results of this research 

:eC()nune11ded a more elaborate pre-introduction trial. . 

report includes the results of a pre-introductory clinical trial of Norplant 

subdennal implants that had been perfonned in five Egyptian 

n.v,p,r"'.tv· Centers to detenriine the effectiveness and safety ofNorplant Implants 

among Egyptian Women. Pregnancy rates were taken as indicators of method 
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failure and hence ineffectiveness, while discontinuation rates were taken as one 

measure of the acceptability of the Norplant implants. The study started in July 1988 

and intended to follow-up users for a period of 5 years. 

Analysis of data is based on the total number of cases admitted to the study (1536), 

including 44 protocol violations. 

The recruited women were all multiparae, their age ranged between 2040 years old. 

Little variations in sociodemographic characteristics were seen between the centers. .. . 

However, in Assiut participants tended to be younger, slimmer, with higher parity 

and showed a higher percentages of no previous contraceptive users. ill Mansoura 

the participants tended to be of older age while in Ain Shams they showed a 

tendency to heavier body weight. 

The results suggest that proper training of service providers is important for 

Norplallt safety as during insertion complications occurred only in 0.4% of women. 

The follow-up rates were satisfactory in all centers except in Assiut where low rates 

were encountered and efforts were done to encourage follow-up attendance. 

Mansoura has shown a quite satisfactory rate throughout the study. The overall 

discontinuation rate af the end of 5 years was 38.74%, and this is comparable to the 

continuation rates mentioned in other International studies (4-6). 

The main subjective complaints throughout the follow-up visits were headache and 

menstrual problems, a finding similar \with other studies (7-9). Cases reporting 

headache .on follow-up visits showed an increase up to the second year after 

Norplant insertion but improved thereafter. The percentage of cases reporting 
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menstrual problems showed a definite improvement after the third month of use and 

thereafter. 

The length and duration of the menstrua1 cycles among women who continued to 

menstruate regularly after Norplant use did not show any change after NOIplant 

insertion. Irregular menstrual patterns were reported by some users. The percentage 

of participants reporting amenorrhea showed an improvement overtime and reached 

0.9% of cases at the end of the fifth year of the study. On the other hand, the 

percentage of participants reporting amenorrhea alternating with bleeding decreased 
~ 

from 9.1% at three months follow-up to 0.8% at the fifth year follow-up. Women 

need to be informed before use that amenorrhea during Norplant use is not a signal 

of pregnancy, in' the absence of other signs. Instruction should also be given that 

oligomenorrhea or amenorrhea does not augur compromised future fertility, or the 

retention of "bad blood" or other harmful effects, as rumoured in various areas. The 

percentage of participants suffering from intermenstrua1 spotting and bleeding also 

showed a clear decline throughout Norplant use and a percentage of 0.3% and 1.1% 

. were reported respectively at the end of the fifth year of follow-up. All i:ases 
reporting dysmenorrhea on admission were rendered free during Norplant use. 

Norplant appears to h~ve very littIe - if any - clinical effect on both systolic and 

•. diastolic blood pressure as both levels did not show significant changes during use . 

. This finding is similar to other studies (6-7). 

weight increased steadily after \ Norplant use with an increase of the 

ip(~rC(mt,'lge of w.omen weighing70 kgs or more. Expressed as a per~ntage from the 
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original body weight, weight increase is greater in the lower weight groups ( < 50 

kgs) compared to those in the higher weight groups (70 kgs or more). 

At each follow-up visit, few abnormal findings were detected on clinical 

examination. The more pronounced abnormalities encountered were vaginitis and 

cervical infections and their percentage showed a tendency to increase throughout 

Norplant use. 

Adverse experience throughout Norplant use was reported in 128 cases. The main 

conditions encoUntered that related to Norplant use were vaginal bleeding (40 

cases), severe headache (10 cases), hypertension (6 cases) and weight gain (3 

cases). Diabetes was reported in 8 cases and was classified as possibly.related to 

Norplant use. 

Norplant capsules showed good acceptability among users. The percent of cases 

who never requested removals and completed 5 years was 55.2 . 

Norplant proved to be a very effective contraceptive. Only 32 pregnancies (2.1%) 

had occurred among' Norplant users, all due to method failure: two occurred in the 

first year, two in the! second year, eight in the third year, thirteen in the fourth year 

and eight in the fifth year of use. 

, 
. All subjects in this clinical trial used capsules implants whose silicone rubber tubing 

("hard" tubing) contained more inert sllica filler than is contained in the currently 

manufactured and approved implants ("soft" tubing). 
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As in the original developmental studies ofNorplant utilizing hard capsules, there 

was a positive correlation between body weight and pregnancy rates (8). Studies 

done by the Population Council showed that Norplanfs efficacy rate is influenced by 

the women's weight. Among heavier women - those weighing more than 70 kgs -

t, cumulative 5-year pregnancy rates were more than twice as high as for women 

weighing less than 10 kgs (9).28 pregnancy cases (87.5%) were above 70 kgs on 

L. admission or reached 70 kgs at the time they had the accidental pregnancy. It should 

be noted that the trial had been undertaken using the "hard" capsules reported to 

have higher incidence of pregnancy among women> 70 kg (2). 
, 

Studies showed that differences in the pregnancy rates experienced by women using 

L these two types of tubing proved to.be statistically significant (P < 0.05). In clinical 

trials of the approved "soft" tubing implants, 5-year pregnancy rates have averaged 

0.2 per 100 women per year, and there has been no discernible difference to date in 

I .. 

I, 

I < 

h 
;' -

pregnancy rates as categorized by weight. 

Pregnancies may appear early in implant use either when fertilization occurred but 

went . undetected in the cycle before placement, or when admission is more than one 

week after the onset of menses, and follicular development has proceeded to the 

point where implant pJ;icement cannot prevent ovulation and fertilization (2). 

In this clinical trial, one such case was encountered, as Norplant was inserted on the 
> 

6th day of her menstrual cycle. One month later, she presented with amenorrhea and 

pregnancy test was positive. Gestational age was estimated as ± 5 weeks. This case 

was not considered as a method failure as estimated date of conception was prior to 
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Norplant insertion. It is therefore recommended that implants are inserted during 

menstruation (22). 

A ctunulative 5-year discontinuation rate of37.38% was encountered and as with 

other trials, a good percentage was ascribed to menstrual problems (10-11). In our 

study a ctunulative 5-year discontinuation rate of 14.73% was reached for menstrual 

problems, which compares with figures from other studies (12-19). ' 

Proper insertion and removal of Norplant capsules by well trained staff could 

minimize difficulties and complications. In this study, 94.7%ofremovals were not 

associated with any difficulties or complications. 

CONCLUSION 

As no contraceptive method is 100% effective, these results confinn that Norplant 

subdermal implants is an effective long term contraceptive method. The method 

provides a low ctunulative pregnancy rate (2.86%) at 5 years. Results found in other 

studies have shown :ijve-year pregnancy rates of 0.0 to 2.0 per 100 women (20-21). ' 

Utilizing well trained staff, Norplant insertion and removalcotild be done safely 

without difficulties or complications. The ctunulative discontinuation rate was , 

15.30% for menstrual problems and 13.41 % for other medical reasons after 5 years. 

60.4 % of cases had completed using \ the method for 5 years. This indicates good 

acceptability of the method. / 
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Table 1. Number and percentage of recruited participants in the five Egyptian 
University Centers 

Item I· Ain Shams Alexandria Assiut Mansoura AI-Azhar 

Intent to treat 
population ... 

No. 350 294 242 350 300 

, % 22.8 19.1 15.8 22.8 19.5 
Protocol. 
Violation 

/ 
No. 1 9 22 1 10 

% 2 20.9 51.2 2.3 23.3 
Efficacy 
population 

No. 349 285 200 349 290 

% . 23.4 19.1 14.7 23.4 19.4 
Lost to follow-up 
population 

No. 16 5 2 0 0 

% I.O OJ 0.1 0 0 

N.B. Calculations in text are those of intent to treat population 
'J""-.Jl"- ....... 

Total 

1536 
I 

100.0 

I 

43 

100.0 

1493 
I 

100.0 

! 

23 

1.4 
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Table 2. Description of Protocol Violations by type and center in the five 
Egyptian University Centers 

._, .. - - --'" ---_. -.. _., . 

Type of violation Ain AIex- Assiut Mansonra AI 
Shams andria Azhar ------------.. "''''---._'-'''-. -~-~~- ~,--~~------- ---.-~~-

: Age < 25 I 0 '11 0 4 ' 

-Age ;-38·-----;:.-----------------· 
0 2 0 0 0 

-Systolic-B~P.> 140 tnIIilii-- 0 0 6 0 1* 

-,-------.---~-~ .. --~.--.. -- -

Age <25y & Sys.B.P.>140mrnHg 0 0 1 0 0 

-~---.-

• --.----~ ___ ~~~r ___ '~~ 

'Intennenstrual bleeding 0 2 0 0 0 

.... _- --,~- .. .-.. -"'------ • ._-. ____ ,-._T _______ ,,_~. __ o 

Intennenstrual spotting 0 4 4 0 0 

---~-"--' --------- -.-,-"---'''---'-- - .. ------~~---

Intennenstrual Spotting and 
Bleeding 0 1 0 0 5 

'---._",,"-- -.-,~-
----_._ .. __ ._ .. ,,_ .. 

Hepatomegaly 0 0 0 1 0 

--
Pregnancy' 0 1 0 0 0 

-- -_ ..... ,,-- ,-

Total 1 9 22 1 10 

,-,'". 

* Diastolic B:P. > 90 mroHg ,-
'~"..I" ,," ~, 

.-, .-, -! 

Total 

16 

2 

7 

1 

2 

8 

6 I 

1 

1 

44 
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Table 3. Sociodemographic characteristics of participants on admission in each 
Ee:vDtian Uni • -- ....... J __ .... _. 

Item Ain Shams Alexandria Assuit Mansoura Al"Azhar Total 
(N=350) (N=294) (l>I=242) (N=350) (N=300) (N=1536) 
No. % No. % No. % No. % No. % No. % 

Age in 
~ , '. 
20-29 126 36.0 108 36.7 78 32.3 106 30.3 108 36.0 526 34.2 
30-34 ...; 119 34.0 100 34.0 102 42.1 97 27.7 97 32.3 515 33.5 
35-40 105 30.0 86 29.3 62 25.6 147 42.0 95 31.7 495 32.3 
Weight in 
Kg 
<50 22 6.3 20 6.8 37 15.3 9 2.6 20 6.7 108 7.0 
5CT-59 kg 69 19.7 57 1,9.4 82 33.9 78 22.3 66 22.0 352 22.9 
60-69 kg 79 22.6 83 28.2 80 '33.1 113 32.3 72 24.0 427 27.8 
_70 kg 180 51.4 134 45.6 43 17.8 150 42.9 142 47.3 649 42.3 

~ 
weight 70.8 68.6 60.8 69.6· 68.9 68.2 

Living 
children 
1-3 123 35.1 100 34.0 41 16.9 108 30.9 124 41.3 496 32.3 
4-6 207 59.1 168 57.1 151 62.4 220 62.9 163 54.3 909 59.2 
7 and more 20 5.7 26 8.8 50 20.7 22 6.3 13 4.3 131 8.5 
Educauoo 
llIiterate 273 78.0 240 81.6 218 90.1 293 83.7 245 81.7 1269 82.6 
Primary 31 8.9 23 7.8 10 4.1 21 6.0 26 8.7 111 7.2 
Prep. 17 4.9 13 4.4 3 1.2 6 1.7 13 4.3 52 3.4 . 
Secondary 26 7.4 15 5.1 5 2.1 22 6.3 12 4.0 80 5.2 
Higher 3 0.9 3 1.0 6 2.5 8 2.3 4 1.3 24 1.6 

" FA ... ..r< .... ,0, • 
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Table 4. Number and percentage of participants by last contraceptive method used 

S/ 

..., 
o 

Item Ain Shams 
(N=350} 

None 
No, 20 
% . 5,7 

Pills 
'No. 201 
,% 57.4 

IUDs 
No. 116 
% 33,1 

Barriers 
, No. 7 

% j 2.0 

o~_:, 

" '~ .. "'" ,'" " 

Alexandria 
{N=294) 

38 
12,9 

160 
54.4 

86 
29.3 

8 
2.7 

.. -" - "'.,--..... _--

2 
0,7 

, 

Assiut Mansoura AI·Azhar Total 
(N=242J .(N=350) (N=350) (N=1536) 

104 24 30 216 
43,0 6,9 10,0 14.1 

105 165 184 815 
43.4 47.1 61.3 53.1 

27 146 78 453 
11.2 41.7 26.0 29.5 

1 12 7 35 
0.4 3.4 2.3 2.3 ---, 

5 3 1 17 
2.1 0.3 0.3 1.1 

r 

I 

I 

i 
I 
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Table 5. Number and percentage of abnormal findings detected at time of admission in each 
Egyptian University Center 

t 

Abnonnal Findings Ain Shams Alexandria Assiut Mansoura Al-Azhar . Total .... 
N=350 N=294 N=242 N=350 N=300 N=1536 

• No. % No. % No. % . No. % No. % No. % , 

Albuminuria 0 . 0.0 0 0.0 4 1.7 1 0.3 1 0.3 6 0.4 
, 

Galactorrhea 2 0.6 0 0.0 0 0.0 3 0.9 0 0.0 5 0.3 . . 

Breast tenderness 0 0.0 0 0.0 0 0.0 0 0.0 1 0.3 1 0.1 

Cystocele & prolapse 1 OJ 0 0.0 0 0.0 2 0.6 0 0.0 3 0.2 

Cervical infection 6 0.7 9 3.1 4 1.7 18 5.1 14 4.7 51 3.3 

I 
I 

I 
Vaginitis 9 2.6 28 9.5 3 1.2 6 1.7 10 3.3 56 3.6 1 

Abdominal scar 1 OJ 1 0.3 1 0.4 1 OJ 0 0.0 4 0.3 

Total with abnonnal 
findings 19 5.4 38 12.9 12 5.0 31 8.9 26 8.7 126 8.2 
-- -- -- -.-~.--
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Table 6. Local Complications during insertion in each Egyptian University Center 
, 

Complication Ain Alex- Assiut Mansoura Al Total 
Shams andria Azhar 
N=350 N=294 N=242 N=350 N=350 N=1536 

Slight bleeding 
at insertion site 0 0 0 0 4 4 

-

Pain at insertion 
site 1 0 0 0 0 1 

.. ._._--- .-~." 

Slightly large 
incision 0 0 0 0 1 1 

... . - _._- .. 
'-"-~--------- - .. ----~ ..... 

Total 1 0 0 0 5 6 

--_. 

" '~~ "" ,,", ~' 

r-• 



----------~ .. -
r 
r 
r 
r 
r 
r 
r 
r 
r 

FIGURES r 
r 
~. 

~. 

, r 
'. 
,~ r ~,,, 

\ i: 
~ 
I I 

r 
r 

SlJ 



.-- '- '--

-Cj-' 

-~.~v_~ .. "'-;:;::-'" "'""="-;:'" _"".;=-r~:";:~~-f.'::',:~;';J='-:"> "'·T"--~' "::r '''., - -j J 
---~ -'~ -j -.~ 'l""'" 

. ' 

Table 7. Follow-up attendance rates (per 100) in each Egyptian University Center 

w 
w 

-' 

Follow-up Ain Shams Alexandria Assiut 
ruN 350 294 242 

Presented 317 262 210 
Rate 90,6 89,1 86,8 

EQlN 345 293 237 
, 

Presented 289 250 190 
Rate .... 83.8 . 85.3 80.2 

fQQ.N 340 290 235 
Presented 291 245 196 
Rate . 85.6 84,S 83.4 

El2.N. 335 284 228 
Presented 300 218 195 
Rate 89,6 76,8 85.s 

E2ili 313 261 200 
Presented 247 220 ISS 
Rate 78,9 84.3 77.5 

rn.N 279 233 171 
Presented 219 223 93 
Rate 78.5 95.7 54.4 

.ill.N 242 221 148 
Presented 185 215 84 
Rate 76.4 97,3 56,8 

E2Q.N 216 216 133 
Presented 200 200 122 
Rate 92.6 92,6 91.7 

N = expected number of cases to attend at each follow-up visit 
t' 
'J"~ .... ~, 

Mansoura A1-Azhar Total 
350 300 1536 
348 269 1406 
99.4 89,7 91.5 

347 298 ' 1520 
343 256 1328 
98,8 85,9 87.4 

342 291 1498 
339 231 1302 
99,1 79.4 86.9 

330 285 1462 
328 239 1280 
99.4 83.9 87.6 

301 258 1333 
291 192 1105 
96,7 74.4 82,9 

277 236 1196 
268 160 963 
96,8 67.8 80.5 

257 209 1077 
253 195 932 
98.4 93,3 86.5 

231 195 975 
.230 185 915 
99,6 94,9 93,8 

l""'" • 



~:~;';$}~A;;',:, /:";' 

sz 

w ... 

• 

/ 

" ',. ... ..t' .... ~ • 

Table 8. Number and percentage of subjective complaints reported at 

follow-up visits in the five Egyptian University Centers 

Follow-up Headache Insertion Weight gain Nausea! 
site/pain perception Vomiting 

tenderness 
No. % No. ' % No. % No.' % 

F01 (N=1406) 409 29.1 67 4.8 57 4.1 43 3.1 

F03 (N=1328) 404 30.4 28 2.1 60 4.5 25 1.9 

F06 (N=1302) 469 36.0 26 2.0 27 2.1 30 2.3 

F12 (N=1280) 516 40.3 39 3,0 20 1.6 43 3.4 

F24 (N= 1106) 459 41.5 27 2.4 7 0.6 23 2.1 

F36 (N=963) 327 34.0 12 1.2 3 0.3 10 1.0 

F48 (N=933) 265 28.4 11 1.2 6 0.6 14 1.5 

F60 (N=917) 149 16.2 7 0.8 5 0.5 2 0.2 

I 

I 

I 
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Table 9. Number and percentage ofsubjective complaints reported at follow-up 
visits in the five Egyptian University Centers (Cont.) 

Follow-up Menstrual Enlarged! Chest pain Dyspnea Abdominal 
Problems tender distention 

breast 
No. % No. % No. % No. % No. % 

.... 
FOI (N=1406) 356 25.3 8 0.6 8 0.6 24 1.7 16 L1 

F03 (N=1328) 415 31.3 8 0.6 7 0.5 14 L1 21 1.6 

F06 (N=1302) 357 27.4 11 0.8 11 0.8 18 1.4 32 2.5 

F12 (N=1280) 343 26.8 11 0.9 19 1.5 27 2.1 36 2.8 

F24 (N=1106) 247 22.3 8 0.7 15 1.4 26 2.4 25 2.3 

F36 (N=963) 159 16.5 13 1.3 7 0.7 7 0.7 4 0.4 

F48 (N=933) 114 12.2 8 0.9 2 0.2 7 0.8 14 1.5 

F60 (N=917) 27 2.9 4 0.4 1 0.1 3 0.3 4 0.4 
--
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Table 10. Number and percentage of cases rep()riing amenorrhea at follow-up 
visits in the five Egyptian University Centers 

Follow-up Amenorrhea Aunenorrhea All cases that 
Throughout Alternating with developed 
Norplant use , bleeding amehorrhea 

No. % No. % No. ' % ..... 

F03 (N*= 1328) 183 13.8 121 9.1 304 22.9 

F06 (N*=1302) 138 10.6 105 8.1 243 18.7 

F12 (N*=1280)' 92 7.2 129 10.1 221 17.3 

F24 (N*= 11 06) 41 3.7 52 4.7 93 8.4 

F36 (N*=963) 34 I 3.5 40 4.2 74 7.7 

F48 (N*=933) 36 3.9 31 3.3 67 7.2 

F60 (N*=917) 8 0.9 7 0.8 15 1.7 

>I< N is calculated as the number of women at each follow-up visit with valid data 
+ Results after 1 month were exduded because amenorrhea has been defined in this study as 

the absence of menstruation for 45 days or more ,-
e,,".-t' ..... ~. 

~"~~",,~~~,,,~,,~ 



. s; 

'" ... 

.~.-

i· 

" , .... 

"'-., 

... 

; .. ' .. ~ 
r." " .. ,,1 

.-, . .".... 
J .r " .-

"~ 
.,... ., - .. -.~-'" -) -.J ~ 

Table 11. Number and percentage of cases reporting intermenstrual 

spotting and intermenstrual bleeding at follow-up visits 

in the five Egyptian Univel'$ity Centers 

Follow-up Intennensttual Spotting Intennenstrual Bleeding 

-.. -- throughout Norplant use 
No. 

, 
% No. % 

FOI (N*=1404) 142 10.1 103 7.3 

F03 (N*1326) 241 18.2 188 14.2 

F06 (N*=1302) 185 14.2 148 11.4 

F12 (N*=1280) 139 10.9 148 11.6 

F24 (N*=1106) 65 5.9 III 10.0 

F36 (N*=963) . 38 3.9 79 8.2 

F48 (N*=933) 29 3.1 41 4.4 

F60(N*=917) 3 0.3 10 1.1 

• N is calculated as the number of women at each follow-up visit 
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Table 12. Dysmenorrhea reported on admission and follow-up 
visits in the five Egyptian University Centers 

Item Total " Dysmenorrhea 
, No. % :. 

Admission 1536 53 3.5 

FOI 1404 51 3.6 

F03 1327 67 5.0 

F06 1302 87 6.7 

F12 1280 83 6.5 

F24 1106 82 7.4 

F36 963 33 3.4 

F48 933 29 3.1 

F60 917 7 0.8 

.. 

(P <0.05) 
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Table 13. Distribution of cases rendered free 'rom dysmenorrhea and those 
who developed dysmenorrhea at follow-ups 

Follow-up Rendered free * Developed :* 
No . % 

t 
No. - % 

... 
FOI (N=1404) 45 84.9 43 3.2 

F03 (N=1327) 45 90.0 62 - 4.9 

F06 (N= 1302) 38 84.4 80 6.4 

FI2 (N=1280) 42 89.4 78 6.3 

F24 (N= 1106) 40 90.9 78 7.3 

F36 (N= 963) 33 94.3 31 3.3 

F48 (N=933) 35 97.2 28 3.1 

F60 (N=9IO) 30 100.0 7 0.8 

'--~. 

'" Cases who had dysmenorrhea on admission and improved after Norplant insertion 
"'''' Cases who developed dysmenorrhea after insertion 
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Table 14. Mean length ofthe menstrual cycle and duration of the 
menstrual blood flow by days as reported on admission 

and follow-up visits in the five Egyptian University 
Centers 

Item· , Length Dur~tion 
Mean SD Mean ,SD 

Admission (N=1535) 29.1 1.7 4.6 1.3 

F01 (N=818) 27.6 2.7 4.9 2.8 

F03 (N=884) 29.1 2.4 5.4 2.8 

F06 (N=931) 29.3 2.0 5.4 2.5 

F12 (N=952) 29.3 1.9 5.3 2.3 

F24 (N=904) 29.4 1.4 4.8 1.6 

F36 (N 826) 29.3 1.5 4.8 1.5 

F48 (N=830) 29.2 1.1 4.5 1.3 

F60 (N=894) 29.2 1.0 4.3 l.2 

N = Number of regularly menstruating women 
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Table 15. Amount of menstrual blood reported at admission and follow-up 

visits in the five Egyptian University Centers 

Item Scanty Moderate Heavy 
No. % No. % No .. % 

..... 
Admission (N= 1535) 98 6.4 1301 84.8 136 8.9 

, 

FOl (N= 818) 305 37.2 543 66.3 86 10.5 I 

F03 (N= 884) 275 31.1 683 77.3 126 14.2 

F06 (N= 931) 197 21.2 778 83.6 118 12.7 

F12 (N= 952) 133 14.0 804 84.4 136 14.3 

F24 (N= 904) 150 16.6 789 87.3 88 9.7 

F36 (N= 826) 137 16.6 702 85.0 68 8.2 

F48 (N= 830) 157 18.9 671 80.8 48 5.8 

F60 (N= 894) 100 11.2 777 86.9 21 2.3 

N = Number of regularly menstruating women 
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Table 16. Mean blood pressure reported at admission and follow-up 
visits in the five Egyptian University Centers 

Item Systolic Diastolic 
Mean' SD Mean SD 

....; 

Admission (N=1536) 116.6 9.5 75.7 6.5 

FOI (N=1406) 115.7 8.6 75.1 6.2 

F03 (N= 1328) 114.8 8.2 74.8 6.0 

F06 (N= 1302) 114.8 8.5 74.9 6.0 

F12 (N=1280) 114.7 7.7 74.4 5.8 

F24 (N-ll 06) 115.4 8.0 75.4 6.0 

F36 (N=963) 115.8 6.5 75.8 5.2 

F48 (N- 933) 115.4 6.7 75.3 5.2 

F60 (N 917) 115.8 6.6 75.6 4.8 

(P>0.05) 
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Table, 17. Number and percentage of hypertensive cases 

reported at admission and follow-up visits 
, 

Item Total Hypertensive 
No. % 

Admission 1536 8 0.5 

FOI 1399 7 0.5 

F12 1280 2 0.2 

F24 1106 7 0.6 

F36 963 3 0.3 

F48 933 3 0.3 

F60 917 2 0.2 

I 
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Table 18. Number and percentage of cases in d"iiterent bodyweighf 
categories at admission and at follow-up visits in the 

five Egyptian University Centers 
Item <50 kg 50-59 kg 60-69 kg _70 kg 

No. % No. % No. % No. % 

Admission (N-1536) 108 7 352 22·9 427 27.8 649. 42.3 

... 
FOl (N=1406) 95 6.8 312 22.2 395 28.I 604 43.0 

V03 (N=I328) 76 5.7 284 2I.4 365 27.5 603 45.4 

F06 (N= 1302) 88 6.8 265 20.4 345 26.5 604 46.4 

F12 (N=1280) 74 5.8 253 19.8 334 . 26.1 619 48.4 . 

F24 (N= 1 106) 46 4.2 21I 19.1 304 27.5 545 49.3 

F36 (N=963) 30 3;1 161 16.7 252 26.2 520 54.0 

F48 (N=933) 27 2.9 141 15.1 . 248 26.6 517 55.4 

1;\60 W: 917) 26 2.8 107 lI.7 224 24.4 560 61.I JI 
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Table 19. Mean increase in bodyweight* at the follow-up visits in the five Egyptian 
University Centers 

Follow-up < 50 kg 50-59 kg 60-69 kg _70 kg All cases 

-j 

Mealt SD Mean SD Mean SD Mean SD Mean SD 
FOl, (N=1406) 3.5 14.3 1.1 4.5 0.5 4.8 0.2 5.0 0.7 6.0 

F03 (N= 1328, 5.0 .16.3 2.6 7.4 1.5 6.3 1.1 6.2 1.8 7.5 

F06 (N=1302) 5.1 15.3 3.3 8.7 2.2 7.5 1.5 6.4 2.4 8.2 

F12 (N=1280) 6.9 17.5 4.6 8.2 3.3 7.5 2.5 6.5 3.5 ,8.5 

F24 (N=1l06) 9.4 19.2 6.1 9.6 4.6 8.0 2.9 7.1 4.6 9.4 

F36 (N= 963) 13.3 22.7 7.2 10.0 6.2 8.6 3.9 7.2 5.8 10.1 

F48 (N= 933) 16.9 23.6 9.0 9.6 7.1 9.8 4.3 8.1 6,9 11 ,0 

F60 (N= 917) 14,6 14.3 12.5 12.0 10,5 11.1 6.7 9.7 9.5 11.3 
-----" 

* expressed as percentage from original body weight 
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Table 20. Number and percentage of abnormal findings detected at follow-up visits in the five 

Egyptian Centers 

Follow-up Insertion site Breast (2) Cardiovasc. 
(\) (3) 

No. % No. % No. 

FO I (N= 1406) .; 21 1.5 0 0.0 I 

F03 (N=1328) 9 0.7 3 0.2 0 

, 

F06 (N=1302) 4 0.3 5 0.4 1 

F12 (N=1280) 5 0.4 4 0.3 1 

F24 (N=1106) 6 0.5 8 0.7 3 

F36 (N=963) 3 0.3 5 0.5 1 

F48 (N=933) 3 0.3 7 0.8 0 

F60(N=917) 1 0.1 2 0.2 0 

(1) Local reaction or infection 
(2) Tenderness, discharge or galactorrhea 

(3) Hypertension, extrasystole or functional murmur 

(4) Ov,wian cyst or unspecified 
\ ... .,ro. .~ -~. 

% 

0.1 

0.0 

0.1 

0.1 

OJ 

0.1 

0.0 

0.0 

Vaginitis Cervical Uterine mass Adnexal mass 

infection .11)_ 
No. % No. % No. % No. % 

78 5.5 13 0.9 1 0.1 0 0.0 

56 4.2 13 1.0 4 0.3 0 0.0 

57 4.4 14 l.l 2 0.2 0 0.0 

63 4.9 19 1.5 3 0.2 2 0.2 

134 12.1 22 2.0 3 0.3 1 0.1 

99 10.3 17 1.8 5 0.5 1 0.1 

71 7.6 14 1.5 10 1.1 0 0.0 

32 3.5 5 0.5 3 0.3 1 0.1 I 
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Table 21. Number of Women reported as having Adverse Experience related to Norplant among 

NomlantU -

Adverse Experience <1m I-3m 3-6m 6-12m 12-24m 24-36m 36-48m 

I. Omito IIrinl\Ol ~st~m 
- VaginallUterine bleeding (1) 10 4 4 8 5 3 3 

- Irregular menses (2) 0 0 I 1 I 0 7 

- Pelvic Inflammatory , 
Disease 0 0 0 0 0 0 I 

II. CirrulatolY ~stem.. 
- Hypertension (3) 1 0 0 0 2 1 I 

- Increased varicosities 
oflower limbs 0 0 0 1 0 0 0 

III. Nerv<>l!s ~stem 
- Severe headache (4) 0 0 0 2 4 I 1 

IV. Skin;"'d 8\JbctiIDD~US lissu~ 
- Expulsion of one or more 

capsules after local Trauma 0 1 I 0 1 0 I 

-lnfectionlpain at insertion 
site 2 I 0 I 0 0 2 

- Local allergic reactions I 0 0 0 0 0 0 

- Herpes zoster 0 0 0 0 I 0 0 

- Psoriasis 0 0 0 0 0 I 0 

- Falling of hair 0 0 0 1 0 I 0 

V. llIlllld. 
_ Anemia (5) 0 0 0 0 0 0 1 

VI. Endocrine nutritional 
IIldaboljc and jmmunity 
disprders 
- Weight gain (+10 kg) 0 2 I - - - 1 

- Weight loss 0 1 - - - - -
Total _ .. 

(1) One of the cases with menorrhagia has also irregular uterine bleeding 

(2) One of the cases with irregular bleeding, D & C showed endometrial atrophy 

(3) One of the cases complaining of headache had amenorrhea for 6 months and abdominal distension 

(4) The blood pressure was 150/95 mmHg 
(5) Anemia = (Haemoglobin _ 9 gms) 

,-
'1 .. ..1' ....... 

48-60m Total 

3 40 
0 10 

'. 

I 2 

1 6 

0 1 I 

2 10 
I , 

I 5 

0 6 
0 I 
0 I 
0 I 
0 2 

0 1 

I 5 

- 1 
92 
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Table 22. Number of Women reported as having Adverse Experience possibly related to Norplant 
among Norplant users 

Adverse Experience <1m I-3m 3-6m 6-12m 12-24m 24- 36- 48- Total 
36m 48m 60m 

I. GenitQ urimuy s~stem , 
" 

~ Leukoplakia Vulvae I 0 0 0 I 0 0 O. 2 
- Vulvar dystrophy 0 0 I 0 0 0 0 0 I 
- Pyelonephritis 0 0 0 I 0 0 I 0 2 

II. CirculatolY s~st!ml 
- Transient syncopal attacks 0 1 0 0 0 0 I I 3 

III. Digestive s~stem 
- Nausea and vomiting I 0 0 0 0 0 0 0 I 
- Infective Hepatitis 0 0 I 0 0 0 I I 3 
- Abdominal distension 0 0 0 0 0 0 0 1 I 
- Calcular Cholecystitis 0 0 0 0 0 0 0 1 I 

IV. ReS}2iratOlY ~stem 
- Psychic Aphonia 0 0 0 0 1 0 0 0 I 
- Tuberculosis 0 0 0 I 0 0 0 I 2 
- Bronchial Asthma 0 0 0 0 0 0 I 2 3 

V. Nervous S)'Stem I 
. - Myasthenia gravis I 0 0 0 0 0 0 0 I 
- Facial palsy 0 1 0 0 0 0 0 0 
- NumJ>ness and pain in left I 

arm 1 0 0 0 0 0 0 0 

"t"'·· 
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Table 23. Number of Women reported as having Adverse Experience possibly related to Norplant 

among Norplant, users 

Adverse Experience 

VI. M!JsQ!JIQsk!,ll~tal s~st!illl and 
CQnn!,lctive tiss!re . ..; 

- ~eumatoid arthritis 
- Muscle twitches 
- Disc prolapse/sciatica 
-Chest pain 
- Fatigue 

VII. EndQ.crine, metabolic 
andjmmunity disQrders 

- Generalized allergy 
- Diabetes Mellitus 

VIII.Tumors 

- Bilateral diffuse 
fibrodenosis ofbreast 

- Breast cancer 

. -, 

Total 

" '.~.J" 

<1m I-3m 3-6m 

0 0 0 
1 0 0 
0 0 0 
0 0 0 
1 0 0 

1 0 0 
1 0 0 

0 0 0 
0 0 0 

6-12m 12-24m 24- 36- 48- Total 
36m 48m 60m 

I 

0 1 0 0 0 1 I 

0 0 0 0 0 I 
0 1 0 I 0 2 
0 1 0 0 0 1 
0 0 0 0 0 1 

0 2 0 0 0 3 
1 0 3 2 1 8 

0 1 0 0 0 I 
0 1 0 0 0 1 

43 
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Table 24. Number and percentage of cases who requested and never requested 
Norplant removal by center in the five Egyptian University Centers 

Center Never requested Never requested Requested but Requested and 
and completed but removed for reassured removed 

5 years medical reasons < 5 ye~rs t 

< 5 years 
.....; No. % No. % No. % No . % 

AinShams 
(N=334) 134 40.1 61 18.3 57 17.1 82 24.6 

Alexandria 
(N=289) 185 64.0 31 10.7 4 1.4 69 23.9 

Assiut 
(N=238) 113 47.5 22 9.2 7 2.9 96 40.3 

Mansoura 
(N=349) 221 63.3 56 16.0 6 1.7 66 18.9 

Al-Azhar 
(N=299) 180 60.2 12 4.0 5 1.7 102 34.1 

Total 
(N 1509) 833 55.2 182 12.1 79 5.2 415 27.5 

" 'J"'~ .~.~' 
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Table 25. Number and percentage of reported reasons for Norplant discontinuation 

Reason Number of cases % From study population 
N=1511+ 

I. Menstrual problems 209 13.8 
2. Pregnancy 32 2.1 , 
Non-menstrual me.di~a\ problems 173 11.4 
3. Headache.&: Dizziness 42 2.8 
4. Hypertension 14. 0.9 
5. Other circulatory disorders 3 0.2 
6. Infection at insertion site 3 0.2 
7. Arm pain 19 1.3 
I!.. Leg pain 4 0.3 
9. Backache I 0.1 
10. Breast disorders 8 0.5 
II. Diabetes 9 0.6 
12. Allergic reactions 3 0.2 
13. Weakness & nervousness II 0.7 
14. Other medical causes • 57 3.8 

Persona! reasons .. 181 12.0 
I 5. Desired pregnancy 61 4.0 
16. Widow, separated or divorced 59 3.9 
17. Other personal causes 61 4.0 
18. Completion of 5 years without removal 913 60.4 
Total discontinuation 1511 99.7 

• Include: Transient syncopal attacks, myasthenia gravis, infective hepatitis, extrasystole, change to 
sterilization, bronchial asthma, loss of libido, tuberculosis, Iymphadenitis,haematemesis, varicose 
veins, hepatic bilharziasis, urinary tract infection, increased weight and hepatomegaly 

•• Include: husband travel, husband request, death of daughter .. etc 
+ 23 cases (1.5%) were lost for follow-up 

N.B. Sudden collapse and immediate death occurred in one case in Assiut, most probably due to heart 
attack (the case was not attended by a medical personnel and post mortem was not done); and 
one case in Mansoura died in an accident. 
.,' 
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Table 26. Annual Number of pregnancies reported in each Egyptian University Center 

Year Ain Shams Alexandria Assiut Mansoura A1-Azhar \ Total ... 

First Year 
N= 1536 1 0 0 0 0 1 . 
Second Year 
N = 1462 " 0 0 0 1 1 2 

Third Year 
N= 1333 1 4 0 0 3 8 
Fourth Year 
N= 1196 4 1 0 3 5 13 

Fifth Year 
N=1077 . 2 1 0 1 4 7 

Total 8 6 0 5 13 32 
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Table 27. Life table tumulative pregnancy rates reported in each Egyptian 
University Center 

Year Ain Shams Alexandria Assiut 

First Year 
Rate 0.29 0.34 0.00 
SE .... 0,29 0.34 0,00 

Second 
Year 0.29 0.34 0,00 
Rate 0.29 0.34 0.00 , 
SE 

Third Year 0.66 2.04 0.00 
Rate 0.46 0.90 0.00 
SE 

Fourth Year 2.39 2.48 0.00 
Rate 0.97 1.00 0.00 
SE 

Fifth Year 2.85 2.94 0.00 
Rate 1.07 1.00 0.00 
SE 

.~..... . 

(Assiut Center was excluded from the analysis) 
(P = 0.0164) 

" .~ .. .",. ." ~. 

Mansoura Al-Azhar Total 
, 

0.00 0.00 0.13 
0.00 0.00 0.09 

0.32 0.38 0.28 
0.32 0.37 0.14 

0.32 1.64 0.95 
0.32 0.81 0.27 

1.49 3.94 2.16 
0.74 1.30 0.43 

1.91 5.92 2.86 
0.85 1.60 0.50 

, 
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Table 28. Life table cummulative pregnancy rates by weight on admission. 

Year 50-59 kg 60-69 kg 70+ kg 
, 

'. 
First Year 
Rate ..... 0.29 0.24 0.00 
SE 0.29 0.24 0.00 

Second Year 
Rate < 0.29 0.76 0.00 
SE 0.29 0.44 0.00 
-' 

Third Year 
Rate 0.29 1.07 1.35 
SE 0.29 0.53 0.51 

Fourth Year 
Rate 0.29 2.10 3.47 
SE 0.29 0.79 0.83 

Fifth Year 
Rate 1.24 2.81 4.14 
SE 0.72 0.93 0.91 

(P == 0.075) 
·t ... ·· 
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Table 29. Life table cumulative discontinuation rates for removal reasons reported 

h E!!votian Universitv C ..... --- --~ ---
Item (I )Menstmal 

Problems 
Rate SE 

Ajn Shams 
First yeur 2.65 0.87 

Second year 6.59 1.36 

. 111ird year 9.61 1.64 

F ollrth year 13.41 1.97 

Fifth year 13.81 1.20 

Alexandria .... 
First year 2.43 0.91 

Seeond year 6.33 1.44 

T)lird year 10.18 1.83 

F6urth year 10.98 1.90 

Fifth year 13.15 2.08 

Assillt . 
First year 5.13 1.44 

Second year 13.01 2.26 

Third year 18.00 2.62 

Fourth year 23.87 2.97 

Fifth year 26.81 3.14 

MansourB 
First year 2.65 0.87 

Seeond year 9.97 1.65 

Third year 12.53 1.83 

Fourth year 13.90 1.93 

l'illll year 15.35 2.03 

t'.1-8i'llac 
First year 2.05 0,83 

Second year 6.36 1.45 

Third year 7.17 1.55 

Fourth year 9.77 \.83 

Fifth year 10.24 1.88 

All Centers 
First year 2.88 0.43 

Second year 8.25 0.71 

TIlird year 11.19 0.84 

Fourth year 13.88 0.93 

Fifth year 15,30 0.98 

(I) Menstrual problems : P = < 0.001 

(2) Non-Menstrual problems: P = 0.Q18 
" OJ" -" '.. .' 

(2) NonMenstmal (3 )Personal (4) All causes 

Medica I Reasons Rea,ons 

Rate SE Rate SE Rate SE 

2.89 0.90 1.18 0.59 6.86 1.35 

5.71 1.27 3.69 1.05 15.43 1.93 

11.59 1.80 6.79 1.44 26.00 2.34 

14.84 2.03 
, 

9.11 1.68 34.58 2.56 

17.79 2.24 14.78 2.19 41.78 2.67 

0.34 0.34 1.37 0.68 4.4'2 1.20 

4.76 1.29 3.96 1.17 14.63 2.06 

7.91 1.66 5.13 1.34 23.13 2.46 

9.98 1.86 5.99 1.46 26.53 2.57 

14.88 2.27 7.36 1.64 33.53 2.76 

3.40 1.18 0.87 0.61 9.15 1.86 

7.17 1.73 7.14 1.78 25.01 2.80 

9.85 2.05 9.32 2,05 32.97 3.04 

12.75 2.36 11.69 2.31 41.35 3.18 

14.08 2.50 17.09 2.85 47.86 3.25 

1.79 0.72 3.18 0.94 7.43 1.40 

3.38 1.00 5.12 1.21 17.73 2.04 

4.09 1.11 8.47 1.57 23.46 2.27 

5.56 1.32 11.61 1.83 29.19 2.43 

9.06 1.71 13.82 1.99 34.35 2.54 

1.37 0.68 3.42 \.06 6.69 1.44 

3.99 1.18 7.39 1.55 17.06 2.17 

6.77 1.54 11.60 1,93 24.75 2.49 

8.47 1.73 15.25 2.20 32.78 2.71 

10.84 1.99 17.86 2.38 38.16 2.81 

1.93 0.35 2.07 0.37 6.85 0.64 

4,90 0.57 5.32 0.59 17.62 0.97 

8.01 0.73 8.20 0.74 25.72 1.12 

10.27 0.84 10.71 0.85 32.49 1.20 

13.41 0.96 14.01 0.98 38.74 \.25 

(3) Personal reasons : P = 0.017 

(4) All reasons including pregnancy: P = 0.005 
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Table 30. Life table cumulative discontin~ation rates by removal reasons and age on admission in 
the five E!yptian Universi 

Item (l )Menstrual 
Problems Rate 
SE 

20-22yem 
First year 3.31 0.79 
Second year 8.0t 1.22 
Third year 10.92 1.42 
Fourth year 14.33 1.63 
Fifth year . 16.73 1.77 

. 
30-34 y:em 
First year 2.41 0.69 
Second year 8.28 1.25 
Third year 11.95 1.50 
Fourth year 14.20 1.64 
Fifth year 15.57 1.72 

3540 years 
First year 2.91 0.77 
Second year 8.47 1.28 
Third year 10.73 1.44 
Fourth year 13.14 1.59 
Fifth year 16.65 1.62 

(I) Menstrual problems : P> 0.20 
(2) Non-menstrual problems: P = 0.01 I 
(3) Personal reasons : P < 0.001 

(2)Non-menstrual 
problems 

Rate SE 

0.98 0.44 
3.10 0.79 
5.68 1.09 

. 7.73 1.28 
. 11.29 1.59 

3.16 0.78 
·7.45 1.20 
11.13 1.46 
14.08 1.64 
16.49 1.78 

1.65 0.58 
4.1 I 0.92 
7.18 1.23 
8.94 1.37 
12.42 1.62 

(4) All causes including pregnancy: P = 0.006 
* Including pregnancy 

,'to, .. 

',/"'.J' ."" •• 

ty Centers 
(3)Personal reasons (4 )A11 causes * 

Rate SE Rate SE 

, 
\ 

2.53 0.69 6.85 1.10 
7.94 1.22 18.10 1.68 
11.92 1.48 26.69 1.93 
15.76 1.70 34.61 2.08 
21.36 1.98 43.86 2.18 

1.60 0.56 7.20 1.14 
4.02 0.90 18.87 1.73 
6.69 1.18 27.84 1.98 
8.78 1.37 34.69 2.10 
11.36 1.58 39.49 2.16 

2.06 0.64 6.48 l.ll 
3.84 0.89 15.79 1.64 
5.74 1.10 22.47 1.88 
7.26 1.24 27.97 2.02 
8.89 1.39 32.55 2.11 

I --. ., -. -, .., --.-. -, -, ,., -, ---. -, ., --. -, --. -, --. 
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Table 31. Number and percentage of cases reporting removal difficulties 
d complications in each El!:vptlan Universitv Cent, ---- ----- ---~-------- ---- ------ - ------ - -.~ --- - ------

Center Difficulties during removal· Complications during removal 
No. % No. % 

, Ain Shams 
(N=334) 

'''; 32 9.6 3 0.9 

Alexandria 
(N=289) 4 1.4 1 0.3 

Assint 
(N=239) 7 2.9 4 1.7 

Mansoura 
(N=350) 9 2.6 3 0.8 

A1-Azhar 
(N=299) 7 2.3 1 0.3 

Total 
(N=1511) 59 3.9 12 0.8 

-- ---.- -----

• These include: 
- Embedded or hard to retrieve capsules requiring repeated attempts for removal 
- Larger than designed incision 
- Inflammation after removal 
- Severe pain during procedure 
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Table 32. Number and percentage of cases intending to use contraceptive methods after Norplant 

termination in each Egyptian Center 

Center None Pills Injectables IUD Tubal Barrier Total 
Iiga-tion Methods+ methods 
No. % 

No. % No. % No. % No. % 
, 

No. % No. ;% 
; 

.... 

Ain 
Shams 69 22.2 14 5.& 176 72.7 35 14.5 15 6.2 2 0.& 242 77.8 

(N=311) 
¥ 

A1exandri 56 20.9 94 44.3 10 4.7 94 44.3 11 5.2 3 1.4 212 79.1 

a (N,:".26&) 

Assiut 20& 88.5 12 44.4 2 7.4 12 44.4 o 0 1 3.7 27 11.5 

(N=235) 

Mansoura 60 17.2 19 6.6 51 17.6 214 74.0 o 0 51.7 289 82.8 

(N=349) 

A1-Azhar 107 47.1 11 9.2 0 0 105 87.5 o 0 4 3.3 120 52.9 

(N=227) 

Total 
(N=1390) 500 36 15016.8 239 26.9 460 51.7 26 2.9 15 1.7 '890 64.0 

+ include condoms and vaginal foam tablets 
"tit>, 
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I. INTRODUCTION 

r Contraceptive implant systems can provide an alternative to 
oral and injectable contraceptives for women who want steroidal rr contraception. Unlike oral contraceptives and to a lesser extent 
injectable methods, implants do not require daily or monthly 
motivation. Furthermore, the method is reversible since the 
implants can be removed at any time the woman wishes. 

NORPLANT is the ,registered trade mark of the Population 

r 
r 

Council for contraceptive subdermal implants. The NORPLANT six- r, , 
capsule system has received approval for marketing in Finland, 
where it is manufactured by Leiras Pharmaceuticals; it has also 
been approved in eight other countries in Europe, Asia, and Latin 
America. NORPLANT has also been,approved for research use in the 
USA, and a US application for marketing approval is expected to 
be filed in 1988. 

The NORPLANT system consists of six 3.4 cm. capsules, each 
r 

of which contains approximately 36 mg. of levonorgestrel, a rsynthetic progestogen that is widely used in ,oral contraceptives. 
The total release rate of steroid into the bloodstream is about 
50 mcg.per day d~ring the first year of use and 30 mcg per day in 
subsequent years. .The, capsules are designed to be implanted 
subdermally in the upper arm but can be removed at any time the 
woman so desires. Both placement and removal are performed as a 

\ minor surgical procedure through a single 2rnrn. incision with a 
local anesthetic. The effective lifetime of the NORPLANT system 
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L 
The side-effects most often reported with the use of the 

l NORPLANT subdermal system have been more frequent and longer 

L 

bleeding episodes, increased spotting, a reduction in total 

menstrual blood loss and sometimes amenorrhea. Contraceptive 

effectivenes's' of NORPLANT capsules has been determined to be less 

than 0.5 pregnancies per 100 continuing users over the first 

l three years of use. Since NORPLANT systems contain no estrogen, 

some of the major complications and side-effects that have been 

associated with the estrogen component of combined oral 

contraceptives would not be expected to occur with these implants. 

In Egypt, a set of four coordinated trials was conducted in 

1980-1983 at AI-Azhar, Assiut, Alexandria, and Zagazig 

Universities, involving 250 cases each. The results of these 

trials were presented at a symposium in Assiut on February 23-24, 

L 1984. 
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The primary objective of this clinical trial is to evaluate 

the safety, effectiveness and overall acceptability of the 

NORPLANT contraceptive implant system in different patient 

populations. Pregnancy rates, rates of removal,for menstrual 

problems, side effects or other medical reasons, and continuation 

rates will be used to evaluate safety, efficacy and 

acceptability. Study sites under consideration for this trial 

include five research centers in Mansoura, Ain Shams, Al-Azhar, 

Assiut, and Alexandria Universities. 

.. 
III. LENGTH OF STUDY 

Women volunteering to participate in this clinical trial will 

be recruited over a maximum period of 12 months. Since the 

NORPLANT system is expected to be effective for at least' five 

years, follow-up of the women will continue for five years or 

until the implants are removed, whichever comes first. If the 

woman'continues use of the implants for the full five years, she 

must return to the same clinic for'removalof the implants at the 

end of the five years. 

l 
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IV. NUMBER OF PATIENTS 

The total case load will depend on the number of interested 

investigators, in the different university hospitals, and on the 

number of cases that are acceptable to local regulatory agencies. 

Ideally, a fotal of 1500 women at 5 clinics will be recruited in 

this clinical trial. The exact number of investigators and number 

of cases per center will be determined individually for each 

center prior to initiation. 

V. INSTITUTIONAL REVIEW 

This study has received approval from the Protection of Human 

Subjects Committee of Family Health International (FHI), 'from the 

Egyptian Fertility Care Society (EFCS) Review Committee and from 

the Supreme Organization for Pharmaceuticals. Prior to shipment 

of any supplies, the Principal Investigator will provide EFCS 

with written documentation that the Study Protocol and Volunteer 

Agreement forms have been approved·by the appropriate local insti-

tutional review committee. 

1 
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The purpose of the study, as well as the benefits and risks 

of using NORPLANT contraceptive implants will be fully 

explained to each potential subject prior to entering the study. 

Women electing-to 'participate in the study will read or will have 

read to them a copy of the Fact Sheet (Appendix A), which 

explains the reasons for the study, the way in which it will be 

conducted and potential side effects that they may encounter 

during the study. Each woman will be required to sign a Volunteer 

Agreement (Appendix B), acknowledging that the study has been 

explained to her and that she has been offered a copy of the Fact 

Sheet and Volunteer Agreement. The signed Volunteer Agreement 

will be retained by the Principal Investigator. The.Volunteer 

Agreement Form should be signed at least one week prior to the 

insertion. Under no condition should the Volunteer Agreement be 

signed on the same day as the procedure. 

\ 
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Women will be screened for admission to the study according 

to the Screening Checklist for Norplant Users (Appendix C)· 

A. Inclusion Criteria 

Each woman admitted to the study must: 

1. ~e in good physical health. 

2. Be between the ages· of 25 and 38 years old. 

3. Be sexually active·. 
• 

4. Have been previously pregnant • 
• 

5. Be menstruating and within 5 days of the onset of her 

mense~. 

6. Have not received an injection for contraception in the 12 

months before insertion. 

7; Be willing to rely exclusively on the implants for 

contraception during the course of the study. 

8. Give informed consent (Volunteer Agreement). 

9. Be willing to return for regularly scheduled follow-up 

visits. 

B. Exclusion Criteria 

Normal clinic criteria for contraindications to steroidal 

contraceptive uselwill be followed. In addition, women with any 

of the following conditions will be excluded from the study: 

1. Pregnancy. 

2. History or evidence of liver disease, jaundice, 
, , 
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gestationis, cancer or diabetes. 

3. Pelvic inflamatory disease (PID). 

4. Undiagnosed vaginal bleeding. 

5. Breastfeeding. 

6. The '-prese'nt use of internal medications, such as 

antibiotics and barbiturates, could reduce 

contraceptive effectiveness. In this case, the woman 

should be advised to use another contraceptive other 

than hormonal contraceptive 

VIII. EXPERIMENTAL PROTOCOL 

A. Study Design 

The basic research design of this study is that of a non

comparative clinical trial. Women will be recruited into the 

study prospectively and followed up at periodic intervals. All 

women will be inserted with NORPLANT capsules by trained 

physicians. No comparison group will be enrolled. 

Training in the proper placement and removal of the 

implants will be required of all investigators participating in 

this clinical trial. Each investigator will be required to 

observe the impl~nt placement procedure and to perform a minimum 

of three placements and one removal under supervision of a 

trained physician. 'Training will be , conducted in identified 

training centers -according to the training program approved by 

the EFCS Research Committee. \ 
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B. Admission Procedures 

A Screening Checklist for Norplant Users (Appendix C) will 

be completed for each woman considered for participation in this 

study. At this time, the purpose of the study and the risks and 

benefits associated with the use of this contraceptive method 

will be fully explained to each woman. Only women who meet all 

the patient. selection criteria described in Section VII will be 

admitted to the study. Women elected to participate in the study 

must sign a Volunteer Agreemenrt Form (see Section VI) and an 

appointment will be scheduled for her to come within 5 days from 

I.. .the onset of the following menses for insertion of the implants. 

L, A medical history will be taken and physical and pelvic 

examinations performed on e.ach woman. Sociodemographic and 

~, medical data about the woman and information about the implant 

procedure will be collected for each subject admitted to the 

study and recorded on a NORPLANT Implant Study Admission Form 

(Appendix D). This form also records data about the woman's 

menstrual pattern and any complaints she may have had in the 

" previous month. The Admission Form is printed on 2-ply paper with 

a confidential Patient Identification section at the top that 

t, should be separated with ·the duplicate copy and retained by the 

I. 

Clinic. Only the Qriginal copy of the Admission Form, without the 

top portion, should be returned to EFCS. Each center will receive 

a NORPLANT Implant Study Instruction Manual, which explains the 
> 

proper way of completing the data collection forms and reviews in 

detail each item included on th~ forms 

8 
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c. Follow-up Visit 

All women will be required to return to the clinic for 

regularly scheduled follow-up visits at 1, 3, 6, and 12 months 

post-implementation and once a year thereafter, until removal of 

the implants or five years, whichever comes first. Every effort 

must be made to locate women who fail to return for their 

scheduled follow-up visits. 

At each clinic follow-up visit, whether scheduled or 

unscheduled, a NORPLANT Implant Study Follow-up Form (Appendix E) 

will be completed for each woman. The woman will be queried about 

side effects or other complications or problems she has .. 
experienced since her last follow-up visit. A pelvic examination 

is recommended. 

In addition to the standard Follow-Up Form completed at the 

woman's regularly scheduled 6-month follow-up visit, a User 

Satisfaction Questionnaire (Appendix J) should also be 

administered. This questionnaire provides more subjective 

information on acceptors' opinions and impressions about the 

method than the clinical data collected' on the Follow-up Form. 

It should be administered only at the 6-month follow-up visit, 

regardless of whether the woman is continuing to use the implants 
! 

or she has had them removed. 

D. Termination of use " 

Women ,will be terminated from the study if they become 

pregnant or decide to discontinue use of the method for any 
\ 

reason. The implants can be removed at any time the woman so 

desires, but she should be told that she must return to the same 
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clinic for removal since physicians at other clinics may not be 

properly trained in removal technique and that improper removal 

could result in serious complications. If a woman has the 

implants removed but wants to continue contracepting she should 

be offered another method of contraception available at the 
.~. . 

clinic. Reason for discontinuation should be fully documented on 

a Termination Form (Appendix Fl. 

If a woman expresses the wish to have implants removed, the 

~ physician should determine the reason whY, and if appropriate 

provide information and counselling. If however, the woman 

genuinely desires. to have the implants removed, the physician 

should do so immediately, regardless ~f the reason, without 
" 

attempting to dissuade her. Reas.on for termination will be fully 

documented for each woman. 

E. Pregnancy 

A Pregnancy Confirmation Form (Appendix G) will be completed 

l~ for all pregnancies that occur during the study. Since bleeding 

irregularities, including amenorrhea, are likely to occur with 

use of this method, careful attention should be given to women 

who are amenorrheic. If bleeding has not occurred within six 

weeks since the beginnin~ of the previous bleeding episode, and 
! 

there is reason to suspect that the woman may be pregnant, a 

pregnancy test should be'performed. If the woman is confirmed to 

be pregnent, the implants'should be removed immediately. If the 

woman chooses to continue the P!egnancy, she should be monitored 
, 

throughout the pregnangy, and the outcome should be reported to 

10 
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EFCS on a Pregnancy Outcome Form (Appendix H). 

F. Adverse Experience 

Each woman will be instructed to notify the clinic if she 
experiences any of the side effects listed on the Fact sheet or 
she has any complications or adverse reactions not listed. The 
woman should be encouraged to return to the clinic for any 
problem she considers serious even if it is not a scheduled 
follow-up visit .. Any serious or unanticipated adverse reactions, 
whether or not related to use of the implants, will be recorded 
on an Adverse Experience Form (Appendix I). 

IX. STUDY SUPPLIES 

All study supplies, including the NORPLANT sets, trocars, 
data collection forms and instructional materials will be 
provided by EFCS, after joint approval of this study by the 
Principal Investigator and the EFCS. 

The Principal Investigator is responsible for proper storage 
conditions 

heat or 

for the implants, 
t 

moisture. The 

avoiding its exposure to excessive 

Principal Investigator is also 
responsible for keeping an accurate inventory of the implants· 
supplied by EFCS and the set supplied to each woman. All removed 
and unused sets of NORPLANT must be returned to EFCS. 

\ 
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l X. STUDY TERMINATION 

The study as planned will continue until all women have used the 
l 

implants for five years or had them removed prior to that time. 

I~ EFCS will terminate the study in each participating center when 

it has determined that the data are complete from that center • . --.- -

t, However EFCS may terminate the trial at any time should 

sufficient evidence become available that shows the implant 

system to be associated with any major complications or 

discontinuation for medical reasons accidental· pregnancy or 

other unanticipated or undesirable effects. 

~ XI. INVESTIGATOR RESPONSIBILITIES 

Each principal .Investigator will be responsible for 

carrying out the following tasks· or for delegating them to 

L appropriate clinic personnel and supervising their performance: 
.' 

,-' 

1. Informing each subject of the risks and benefits of her 

2. 

3. 

participation in the study and obtaining a properly 

executed, . signed, and witnessed "Volunteer Agreement" 

for each study patient. 

Performing all insertions and removals of the NORPLANT 

system following standard insertion and removal 

techniques •. 

Providing appropriate health care for the subject after 

her enrollment in tn~ study if problems relating to 

the study products occur. 

12 



4. 

5. 

completing data collection records as required at 

designated times. 

Maintaining a master log of study participants and 

establish a filing system to alert clinic personnel to 

scheduled follow-up contacts; establishing procedures to 

follow those who miss scheduled appointments. 

6. providing the original copies of all completed Admission 

and Follow-up forms to. EFCS on a monthly basis; 

maintaining clinic files, including "Volunteer 

Agreements" for this study for five years after the 

study is completed. 

7. Responding to data queries initiated by EFCS project 

staff. 

8. Making available for review patient clinic records which 

relate to this study for EFCS study monitors and 

authorized individuals. 

9. Notifying EFCS immediately of any serious or unanticipated 

adverse experience by telephone or telegram and by 

submitting an Adverse Experience Form. 

10. Signing all data collection forms. 

11.· Providing a curriculum vitae for all responsible study 

personnel to EFCS. 
f 
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L XII. DATA ANALYSIS 

l 
All completed data collection forms will be hand delivered 

to EFCS monthly for processing and analysis. On-site monitoring 
of each study-, including a review of patient and clinic records, 

l will be conducted throughout the course of the study by EFCS. All 
site visits will be arranged at the mutual convenience of the 
study investigator(s) and EFCS. 

The primary analysis will consist of life table continuation 
~. rates and rates of discontinuation due to menstrual problems, 

side effects' and other medical or personal reasons. The 
proportions of women reporting menstrual pattern changes and side 

,~ 
effects not leading to discontinuation will also be evaluated. 
A final report will be sent to the Principal Investigator after 

k completion of the study. 
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THE EGYPTIAN FERTILlTY CARE SOCIETY 
NORPLANT IMPLANT STIJDY 

ADMISSION FORM 

"-II ~I O,JI 
........................................................................................................................................................... -.................................................. : i.I,,-Il r:-I - T 

...........................................•................................................................................................................................................................... _..... : I,:ly - t 

.............. , .................................... " ................. ,.............................................................................................................. : i.I,,-Il '*'"" Ji..,..} r-I - 0 

.....................•.............. : "yi,W1 r>J ...........•.................................................................... : "Iroll -, 

7.·Centernumber ........................................ ~ 1-3 

8. User order number .............................. 1 1 1 1 4-7 

9. Norplantsetserialnumber .......... , , , , , I 8-12 

USER CHARACfERISTlCS 
10. Age (years completed) ................................ rn 13-r4 

II. Number of living children : total ............... rn 15-16 

sons ................... 0 17 

~ 
daughters ........... 0 18 

12. Education ...................................................... 0 19 

0) fione, I) primary, 2) preparatory 
3) secondary, 4) above secondary 

13. Last contraceptive used ................................. 0 20 
0) none 
I) pills 
2) i u d 
3) barriers 
4) other (specify) ................................................ . 

14. Year last pregnancy ended ........ 11191 1 121-22 

MENSTRUAL HISTORY (past 3 cycles) 

15. Date of onset of current 
day month year 

CD CD CD 23-28 
menses .................. . 

16. Averagelength of cycle (days) .................... CD 29-30 
88 = irregular 

17. Averagedurationofmenses(days) ............ CD 31-32 

18. Averageamount ............................................ 033 
1) scanty, 2) moderate, "1 3) heavy 

19. Intermenstrual bleeding ................................ 0 34 
0) no, 1) yes 

20. Intermenstrual spotting .................... :............ 0 3S 
0) no, 1) yes 

21. Dysmenorrhea ............................................... 0 36 

PLEASE DELIVER TO: 

EGYPTIAN FERTILITY CARE SOCIETY 
2 (A) Fl-Mahrouky St .• Mo'bandeseen. Cairo 
P .O.Box 126 Orman, Giza 
Td. (02) 3470674 

(02) 3473246 
(02) 3412018 

\ 

MEDICAL EXAMINATION 

22. Weight in 1:g. ...............................•.......... !II] 37-39 

23. Blood pressure: systOlic ......................... !II] «>-42 

d,iastolic ....................... !II] 43-4S 

24. Urine: albumin ................................... :........ 0 46 
0) no. 1) yes 

sugar .................................................. 047 
0) no, 1) yes 

25. Breast: .......................................................... 048 
0) normal 
1) abnormal (specify) ......................................... . 

26. Abdomen: ..................................................... 0 49 
0) normal 
1) abnormal (Specify) ......................................... . 

PELVIC EXAMINATION 
0) no, 1) yes 

27. Vaginitis ....................•................................... 050 
28. Cervical infection· .......................................... 0 51 

29. Uterine mass (specify) ................................... 0 52 

30. Andexal mass (specify) .................................. 0 S3 

31. Other (specify) .............................................. 054 

INSERTION PROCEDURE 
day month rear 

32. Date of insertion ....................... rn rn CD S5~ 
33. Site of insertion ............................................. 0 61 

I) right arm 
2) left arm 

34. Complication (s) ofinsertion ......................... 062 
0) none 
I) present (specify) · .......• m ........ ••••• ••• ••••• ••••• • ••••••• 

35. Investigator's name ...........•.......• , ........................ . 

36. Signatnre· ......................... Date ........................ . 

REMARKS ................................................................ . 



• :1" -r' 

THE EGYPTIAN FERTIllTY CARE SOCIETY 
NORPLANT IMPLANT STUDY 

FOLLOW·UP. FORM 

............................................................... : eJwI - Y .............................................................. . 
<.:....J I .,...:J I r ."ll 

: i.lo-ll J-WI 1")1 - \ : i.l.z-lI.Jot;'" 

........................................................................................................................................................................................................... : u,....)1 r-I 

............................................................................... ,.................................................................................................................... : (po 1;\) I,.:lp 

-,-
- t 

CONTACf DATA 
S. Center number ........................................ 0::0 1.3 

6. User order number .............................. I I I I 4.7 

7. Norplant set serial number .... ·· .... ·1 1 I 1 1 I 8.12 

8. Date of this visit .....•...........•..... CD CD CD 13.18 
day month year 

COMPLAINTS (AS PRESENTED BY PATIENT : 
DO NOT ASK LEADING QUESTIONS) 

0) no, I) yes 

9. Headache ....•.......................•.......................... 0 19 

10. Nausea/vomiting ..•..... h................................. 0 20 

1 1. Enlarged/tender breast •................................. 0 21 

12. Chest pain .............................•....•................... 0 22 

13. Dyspnea ......................................................... 0 23 

14. Menstrual problems •..............•...................... 0 24 

IS. Abdominal distension ................................... 0 25 

16. Insertion site pain/tenderness ....................... 0 26 

17. Weight gain ................................................... 027 

18. Other (specify) ....................•.......................... 0 28 

............................................................................... 

MENSTRUAL PATTERN 
19. Amenorrhea .................................................. 029 

0) no. 1) present throughout. 
2) alternating with bleedinS 

20. Average I~hsth of cycle (days) 
00) amenorrhea throuShout 
88) irresuJar 

IT] 30-31 

21. Average duration of menses (days) ............ CD 32-33 
00) amenorrhea thrO)lghout 

22. Averageamount ................................... ; ........ q 34 
0) none, I) scanty, 2) moderate. 
3) heavy 

23. Intermenstrual bleeding 
0) no, I) yes 

24. IntermenstruaJ spotting .......................... ;;:.... 0 36 
0) no, I) yes 

25. Dysmenorrhea ............................................... 0 37 
0) no, I) yes 

\ 

MEDICAL EXAMINATION 
26. Weight in Kg .......................................... lID 38-40 

27. Blood Pressure: systolic ........................ ITTI 41-43 
diastolic ...................... lID 44-46 

28. Insertion site: .......•........................................ 0 47 
0) normal 
I) complications (specify) ..........•......•................. 

.......................................................................... 
29. Breast: .......................................................... 0 48 

0) normal 
I) abnormal (specify) ......................................... . 

30. Cardiovascular: ............................................ 049 
0) normal 
1) abnormal (specify) ......................................... . 

.......................................................................... 
PELVIC EXAMINATION 

0) no, 1) yes 

31. Vaginitis ......•..... ............................................ 0 50 

32. Cervical infection .......... ................................ 0 5 I 

33. Uterine mass (specify) ................................... 0 52 

.......................................................................... 
34. Adnexal mass (specify) .......••.............•........... 0 53 

.......................................................................... 
35. Other (specify) ............................................... 0 54 

36. REQUEST FOR REMOVAL 
0) no 
I) yes, user reassured 
2) yes, removal scheduled 
3) yes, removed 
(IF REMOVED, COMPLETE TERMINATION FORM) 

055 

37. Investigator's name ............................................. . 

38. Signature ....•...••............... Date •...••. : ..............•.. 

REMARKS ................................................................ . 

PLEASE DELIVER TO: 

EGYPTIAN FERTILITY CARE SOCIETY 
2 (A) EI·Ma!1roulcy St., Mo~, CaIro 
P.O.Box I26Orman.OIu 
Tel. (02) 3470674 

(02) 3473246 
(02) 34'2011 
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THE EGYPTIAN FERTILITY CARE SOCIETY 

NORPLANT IMPLANT STUI;.y 

ADVERSE EXPERIENCE FORM 

"-...ll ~I : i..t.:-J1:-\ - -

............................. : ( ;" u! ) l,;l~ - ~ 

• ( "1'1 •. ,1.11 • 
.. , .. , ............................................. J>"'.) oJ~ r'.J 

TO BE FILLED ONLY IN CASE Of SERJOUS MEDICAL PROBLEMS 

OR DEATH RELATED OR NOT RELATED TO NORPLANT 

CONTACT DATA 

S. Center number ........................................ [IJ] 1.3 

6. User order number .............................. I I I I 4-7 

7.Norplantsetserialnumber ............ / / I / / I 8·12 

8. Date event reported .................. rnrnrn 13.18 

day month year 

ADVERSE EXPERIENCE 

9.Description of adverse experience : , ............................................................................... 

10. Datestarted ································rnrnrn 19-24 
day month year 

II. Treatment given ............................................ 0 2S 

0) none 
I) outpatient 
2) inpatient 

12. Treatment outcome ....................................... 026 

0) no response 
I) improved 
2) recovered 
3) ueatment ongoing 

4) died 
S) no treatment given 

PLEASE DEUVER TO, 

EGYPTIAN FERTILITY CARE SOCIETY 
2 (AI, El-Mahroul:y St., M<>lw><I=, Cairo 
p .O.Box 126 Orma.b.. Giza 
Tel. (02) 3470614 

(02) 3473246 
(02) 3452018 

, , 

13. Relation to Norplant ..................................... 0 2, 

0) not related 
I) possibly related 

2) related 

14. Other possible causes ..................................... 0 28 

0) not related 
I) related to concomitant drug 

2) related to concomitant illness 
3) other (specify) ............................................... .. 

IS. Current use of Norplant ................................ 029 
I) Continuing 
2) stopped 
3) removal scheduled 

DEATH NOllFlCATlON 
(FILL ONLY. IN CASE OF DEATH) 

16. Dateofdeath ............................ rnrnrn30-3S 
day tnOIltb )'C2J' 

17. Cause of death (on death certificate) : 

.18. Investigator's name ....................................... _ ..... . 

19. Signature ......................... Date ........................ . 

REMARKS ................................................................ . 
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mE EGYPTIAN FERTILITY CARE SOCIETY 

NORPLANT IMPLANT STUDY 
PREGNANCY CONFIRMATION FORM 

............................................................. : ~):JI - T 
<o..J1 .J+-l.l1 r ."II ................... : '-I,-ll J-WIJ>')I - \ : i.Io-ll <.i!.I" 

........................................................................................ : ............................ ~.............. ................................................................... : i.lo-Ilr-I -, ,. 
............................................................................................................................................ ............................................. : ( .,;.; 1::'1) \rIp - t 
............................................... : .. ;:.: .... :: ........ ;.......................... : (.,;.; 1:'1) ... .,¥ll r-i J .......................•.....••..........................•..•....•.....•........•.............. 

IqJMPLETE THIS FORM ONLY IF PREGNANCY IS CONARMED) 
CONTACT DATE 
S.Center number ............... , .......•.......................................................................................................................... [OJ 1-3 
6. User order number ....................................................................................................................................... I I I I 4-7 
7. Norplant set serial number ....................................................................................................... · ............ 1 I I I I I 8-12 
8. Date of this visit ................................ ..................... ................................... .............. .......... ................. CD CD CD 13-18 

day month year 
PREGNANCY DIAGNOSIS 
9. Dateofonsetoflastmenses .......... , ............................................ , ........................................................ CD CD CD 19-24 

day month year 10. Diagnostic method (s}, ............................................................................................................................................. 025 1) pregnancy test 
2) pelvic examination 
3) Iand2 
4) other (specify) ......................................................................................................................................................... .. 

PREGNANCY INFORMATION 
11. Gestational age (in weeks) ................................................................................................................................... CD 26-27 
J 2. Location qf pregnancy ................... .................... ................ ............ ............................ ........ ......... ............................ 0 28 J) uterine 

2) extrauterine 
3) undetermined 

13. Pregnancy Occured .................................................................................................................................................. 0 29 1) before Noq,lant insertion 
2) after Norplant insertion 

. 3) uncertain 

14. Suspected cause(s) of method failure ..................................................................................................................... 030 0) none 
. 1) incompatible drug administration 
2) sebeduled removal overdue 
3)other (specify) .............. '1" ...................................................................................................................................... .. .................................................................................................................................................................................... 

15. Investigator's name ........................................................................................................................................................ . 
16. Signature .............................................................................. Date ........................................................................ .. 
REMARKS , 

. .............. , ........................................................................................................................................................... . ................................................................................................................................................................................................ ................................................................................................................................................................................................ 
\ 

PLEASE DEUVER TO: 
EGYPTIAN FERTILITY CARE SOCIETY 
2 (A). E1-Mahrouky St., MobaDdeseen. Cairo 
P.O.Box 126 Orman. Giza. 
Tel. (02) 3470674 

(02) 3473246 
(02) 3452018 
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THE EGYPTIAN FERTILITY CARE SOCIETY 
NORPLANT IMPLANT S1llDY 

PREGNANCY OUTCOME FORM 

: ~}:JI - T ..................................................... '"""", : u,...JJ.J .... l ... U r-')I - \ : iJ...J1~;N 

""""'''''''''''''''''''''''''''''''''''''''''''' ............................. " ............................................................ ,.......................................................... : &.>.,...ll ~I - T' 
"""""""",,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, ....... ' .. ' ................ , ................................... "................................. : ( p; 1;1 ) Y.I~ - t 
........................................... :"............................................ : (;;.; 1;1) ,)yi,I:ll r' j """""",,,,,,,,,,,,,,,,,,,,,,,,,,-,,,,,,, .... ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 

I~ CO~TAcr DATA 

l 

11 , , 

I, 

5. Center number ........................ " .............. " .. """""""""""",, " .... " .... " .. " .... , """""" "'''''''''''' " .. '" ....... " .... " .. ,," [I]J 1-3 
6. User order number ........................... -........................................................................................ -............... I I I I 4.7 
7. Norplant set serial number .... " ...... ""." .. "" .... " .... """"""""""'''''''''''''''''''''''''''''''''''""""""""""""" I I I I I I 8-12 
8. Date of this visit " .................. " ........ " ................................. , .. " .. "" .............. "" .......................... " ...... rn rn rn 13-18 

day tDOnlh-)'Qf 
PREGNANCY OUTCOME 
9, Date of pregnancy termination ..... " ...... " .. " .... " ...... "· .... · ...... · .. ,, ...... · .. ,,· .... ,,· .......................... · .... · ...... ,rn CD rn 19-24 

dAy monlh yeat_ 10, Gestational age (in weeks) ."""" ...... " .. " .................... " ................ , ........................................................ , .. ",,,"" .. ' rn 25-26 , . 
II, Pregnancy outcome ........................................ " ...................... " .. " .......... " .......... " ............ " .... ' .... _ ................ " ... ".... 0 27 I) live birth 

2) still birth 
3) induced abortion 
4) spontaneous abortion 
5) other (speci fy) ...... " .......... " ....... ,,"""" ........ '"'''''''''''''''''''''''''' ................ """""'"'''''''''''' "',,,,"" .. """" .. " ............. " 

12. Congenital malformation ........... " ................ , ...... " .............. " .. " .................... " ........ " .............. " ... " ............... ,......... 0 2& none 
I) present (speci fy) """,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, " ............................ "." ........................ '" " .. " ....... " ................... . 

13. Intended contraceptive use ..................................... -................................................................................................. 029 0) none 
I) norplant 
2) pills 
3) i u d 
4) other (specify) ........ " ...................................... " .......... " .... " ............ "" ........ , ........ " ..... " ........... " ...... " ....... "' .. "" " ... " . .................................................................................................................................................................................... 

14. Investigator's name .................................................................................................. _ ................................................... . 
15. Signature .......... " ......... " .. " ....... " .................... " ......... , ..... " ... Date " ......... " ..... "" ........... " ................. "" .............. "."." 

f REMARKS " ............... " ........ " ........ " ... " ..... " ................. " .... " ....................... " .......... , .. " ......... " ........ " .............. ", ............. .. ........................ ; ...................................................................................................................................................................... . ................................................................................................................................................................................................ 

> ' 
PLEASE DEUVER TO: 
EGYPTIAN FERTILITY CARE SOCIETY 
2 (A). EI,Mahrouky St" Moband<se<n. Cain> 
P.O.80x 126 Orman. Giza 
Td. (02) 3470674 

(02) 34732<6 
(02) 3452018 
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THE EGYPTIAN FERTILITY CARE SOCIETY 

NORPLA..~ IMPLANT STUDY 

TERMINATION FORM 

: C):ll - y · .. · .. ;·:· ... i,·· .. · .... ··:;-;:ii· ..... ··· .. r-;Ji···· .. · : '-'.--ll J-UI ~)I -, : i.i,.J1..J.J;I'1 

.......................................... : ~'r-' -,. 

............................... : ( piS 1;'1> yl"., - t 

................................................ ,............................................. :. ( po 1;'\ ) iJ #' ~) ....................................................................................... . 

5.Center number ...............................................................................................................................
.................... D:IJ 1-3 

6. User order number ............................................................................................ ......................................... I I I I I 4-7 

7. -Norplant set serial number .................................................................................................................... , , I I I I 8-12 

8. Dateofremoval ...............................................................................................................................
... rn rn rn 13-18 

day month year 

r 
r: 
r 
r~ 

r 
9. Primary reason (s) for removal ........................................................................................................................... . rn 19-20 r 01) Menstrual'problems 10) Breast disorders 

02) Pregnancy 11) Diabetes 

03) Headache! dizziness 12) Allergic reaction 

04) Hypertension 13) Weakness/nervousness 

05) Other circulator~ (specify) ............. _ ................. . 14) Other medical (specify) 

06) Infection at insertion site 15) Desired pregnancy 

07) Pain in ann 16) Widowed!separated/divorced 

08) Paln in leg 17) Other personal (spedfy) .......................................... .. 

09) Backache 
18) End of recommended use period . 

10. Difficulties during removal ...............................................................................................................................
...... 0 21 

0) no 
I) yes (specify) ...............................................................................................................................

............................. .. 

II. Complications of removal ............................................................. ......... ........ ...... ........................... ....................... 0 22 

0) no 
I) yes (specify) ......................................................................................... , ...................................

...... , .................... : ... . 

12. Reinsertion after removal ..............................................................................................................................
......... 023 

0) no 
I) yes (same arm) 
2) yes (other arm) 

13. 'Intended contraceptive use ...............................................................................................................................
....... 024 

0) none 
I) norplant 
3) pills 
4) other (specify) ............. 1 ........................................................................................................................................ , .. 

14. Investigator's name ................................................................................ : .....................................................
................. . 

15. Signature ................................................ :............................ Date ............................................................................ . 

REMARKS .......................................................... > ..............................................................................................................
 .. 

........ ; ..........................................•............ , .........................................................................................................................
.... . 

, , PLEASE DEUVER TO: 

EGYPTIAN FERTILITY CARE SOCIETY 
2 (A), Et-Mahrouky St., Mohandeseen, Cairo 
P.O.80x 126 Onnan", Giza 
Td. (02) 34706" 

(02) 3473246 
(02) 34S2018 
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Contraceptive Subdermal Implants in Egypt 

AIN SHAMS CENTER 

1) Center name : Ain Shams 

Center number : 001 

User order number : 18 

Norplant set serial number : 00533 

~ . 
A 27 years old woman was admitted to the study on 10.09.1988. She was 

illiterate, para 3, used contraceptive pills before and her last menstrual period was 

on 06.09.88. She used to have regular menses 3/30 scanty in amount. Her weight 

was 79 kgs; blood pressure was 100/70 mmHg. There were no abnonnalities 

detected on general or pelvic examination and Norplant capsules were inserted in 

the left arm without any complications. 

After one month, she gained 2 kgs. 

On 10.12.88, her weight reached 84 kgs, and on 11.03.89 she weighed 87 

On 11.09.90, she had symptoms of urinary tract infection, and vaginitis was 

detected on pelvic examination. , 
On 12.10.92 she complained of low back pain. She did not present for follow-

.. 
up until she came back on 22.12.93 and was lactating. A history of pregnancy and 

> 

normal delivery was given. She had a healthy baby. The capsules were removed on 

that day. 
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2) Center name 

Center number 

User order number . . 

Norplant set serial number 

: Ain Shams 

: 001 

: 128 

: 1132 

f're-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

This case was a para 2 and used an IUD for 2 years before Norplant. On 

18.12.1988, (third day of the menstruaI cycle), the IUD was removed and Norplant 

was inserted and no complications occurred. At that time, she was clinically free, 

weighed 56 kg'S and her B.P was 110/70. 

On 18.1.1989, she presented for her scheduled one month visit. She was 

amenorrheic since insertion, and pelvic examination showed a normal size uterus. 

On 23.2.1989, she came for an unscheduled visit because of amenorrhea. A history 

of ampicillin intake was obtained. The last menses (that was at the time of 

insertion), was since 10 weeks. Pregnancy test proved positive. Pelvic examination 

revealed that the size of the uterus corresponded to eight weeks gestation confumed 

by ultrasound. Ovulation most probably occurred around 29.12.1988; i.e. the 

pregnancy was a true method failure. Norplantuse was terminated on the same day 

because of the diagnosed pregnancy. 

On 28.2.1989, she reported that she had an induced abortion performed 
'\ • 

outside the hospital. She was seen once again on 8.3.1989, one week after the 

induced abortion. 

'\ 
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3) Center name 

Center number 

User order number 

Norplant set serial number 

: Ain Shams 

: 001 

: 138 

: 1206 

Pre-Introductory Clinical Trial. Narplant 
Contraceptive SubdermolImplanlS in Egypt 

This case was admitted on 25.12. I 988. She was 27 years old, illiterate, para 
2, her weight was 93 kg, her last pregnancy was 6 years·prior to admission, and the . f· 

I:; last contraceptive method used before Norplant insertion was the IUD. Her 

,I 
, f 

r 

, .. 

menstrual pattern was 5/28 and of moderate amount, and she had no history of 
intermenstrual spotting or bleeding. Norplant insertion was done on the 3rd day of 
her menses. She weighed 93 kgs and her B.P. was 120/80 mmHg on admission. 

At the one month follow-up visit, her weight was still 93 kgs, and she 
complained of amenorrhea throughout. Pelvic examination revealed vagUiitis. At the 
3rd month follow-up visit she had resumed menstruation and her menses was 10/30 
and scanty in amount. Her weight decreased to 91 kgs. The case missed her 
scheduled 6 months follow-up visit. 

At one year after insertion, her menstrual pattern was 5/30, of moderate 
amount and her weight was 91 kgs. At the two year folIow-up visit, her menstrual 
pattern was 8/29, of moderate amount, and her weight had decreased to 90 kgs. 

1 . 
On 3107.1991; (31 months after Norplant insertion), she attended the clinic, 

complaining of a missed period; her last menstrual period was 3.6.1991. Pregnancy 
was confirmed, both by a pregnancy test and ultrasonography that estimated the 

r. gestational age to be eight weeks. The Norplant capsules were removed 
immediately. On 5.8.1991, 0e case developed vaginal bleeding and was admitted to 

I. Ain Shams Hospital. Ultrasonography revealed a living fetus and was diagnosed as 
threatened abortion. The case developed 2 more attacks of vaginal bleeding on 

EFCS 
iii 
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Pre-Introductory Clinical Trial, Norplant 

Contraceptive Subdermal Implants in Egypt 

18.8.1991 and on 29.8.1991. On 3.9.1991, the bleeding increased in severity, and 

abortion was completed by surgical evacuation. The case intended to use an IUD 

thereafter. 
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4) Center Name 

Center No. 

User Order No. 

Norplant.setserial nwnber 

: Ain Shams 

:001 

: 211 

: 01273 

Contraceptive Subdermal Implants in Egypt 

A 25 years old woman was admitted on 2L2.1989. She was illiterate, para 3, 

with no past history of previous use of contraceptive methods, her last pregnancy 

was in 1987. She used to have regular menses 3/30 with moderate amount. She 

weighed 65 kg; her B.P. was 110/80 mmHg. There was no abnonnality detected on 
~ 

general or pelvic examination and Norplant capsules were inserted without any 

complication. 

She came for regular follow-up visits with no complaints. Her weight showed 

gradual increase to 81 kgs. Her menstrual pattern was regular except on her 6-month 

visit when she had amenorrhea alternating with bleeding. 

On 31.3.1993 she attended the outpatient clinic complaining of nausea and 

vomiting, tender enlarged breasts and amenorrhea. She was not sure about her last 

menstruation, but recalled spotting on 9.3 .1993. Pelvic examination revealed a soft 

cervix, and the uterus was enlarged (about 8 weeks) and soft. 

Pregnancy test was positive. There was a history of antibiotic and vitamins 

intake. 

Removal of the capsules was done on 7.4.1993 without complications; and 

she was followed up for antenatal care. 

On 05.11.1994, pregnancy ended with a live birth (gestational age 39 weeks). 

Congenital biliary atresia was diagnosed after birth. Late neonatal obstructive 

jaundice was detected. The' new born was incubated for 2 weeks but died the next 

day. 
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5) Center Name 

Center No. 

User Order No. 

Norplant set serial number 

: Ain Shams 

: 001 

: 223 

: 01124 

Pre-Introductory Clinical Trial. Norplant 
Contraceptii'e Subdermal Implants in Egypt 

This case was admitted on 28.2.1989. She was 25 years old, illiterate, para 2, 

her last delivery was in 1984. She had used the contraceptive pills before. Her 

menstrual pattern was 4/28, moderate in amount, she weighed 74 kgs: B.P. 110/80 

and no abnormality was detected on general, abdominal or pelvic examination. 

She presented for follow-up visits through the years 1989, 1990, 1991 

without any complaints. 

On 18.10.1992 she attended the outpatient clinic complaining of amenorrhea 

for 6 months with perception of fetal movements, pregnancy was confirmed by 

abdominal and pelvic examination. Pelvic sonography confirmed pregnancy (26 

weeks gestation). Norplant capsules were removed on 18.10.1992 (the same day) 

without any complications. 

She gave a histOIY of antibiotic therapy 0 taken by her on Apnl 1992 for 

common cold. 

On 1O.02.l993, the pregnancy ended with a live birth (39 weeks), with no 
or 

congenital malformation. Depo provera will be used for contraception. 

\ 

EFCS 
vi 

~. 

~, 

r 
r 
r 
r 
r 
r 
r 
r 
r 
r 
~. 

, r < 

,~ 
~ -t ," 

~ 

~ 
i I 

~ , 
1iJ? _ 



! . 

6) Center Name 

Center No. 

User Order No. 

Norplant set serial number 

: AinShams 

: 001 

: 271· 

: 01594 

Pre-Introductory Clinica! Trial.- Norplant 

Contraceptive Subdermal ImpltllllS in Egypt 

This case was admitted on 11.4.1989. She was 30 years old, illiterate, para 4, 

her last pregnancy was in 1983 and her last contraceptive method used before 

Norplant insertion was the pills. On admission she wejghed 74 kgs, her B.P. was 

100/80 mmHg-. Her menstrual pattern was 3/30 moderate amount. General, 

abdominal and pelvic examination revealed no abnormality. She came for regular 

follow-up visits. 

On 17.8.92 she came complaining of headache. On 3.4.1993 she attended the 

outpatient clinic complaining of nausea and vomiting with breast heaviness and 

tenderness although there was no missed period. The case has had menstrual-like 

flow . during March. Pelvic examination revealed that the uterus was enlarged (about 

10 weeks in size). Pelvic sonograpby revealed intrauterine pregnancy (gestational 

,age = I] weeks). Norplant capsules were removed on 3.4.1993 without any 

complication. 

On 16. I 2. I 993, the pregnancy ended with a live birth (4 I weeks) with no 

'\ 

congenital malformanon. She intends to use an IUD. 
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7) Center name 

Center nmnber 

User order nmnber 

Norplant set serial nmnber 

: Ain Shams 

: 001 

: 282 

: 1585 

Pre-Introductory Clinical Trial, Norplant Contraceptive Subdermal Implants in Egypt 

This case was admitted to the study on 14.05.1989. She was 28 years old, illiterate and para 4. Her weight was 69 kgs and blood pressure was 120/80 mroHg. 
She had no complaints, so she did not attend her follow-ups regularly. On 09.10.1990 het body weight was 72 kgs. 
On 04.06.1991, she complained of amenorrhea and her weight reached 81 

kgs. 

On 12.07.1992 her menstrual problem was still persisting. On the follow-up dated 10.03.1993, her menstrual pattern was normal again and her weight reached 82 kgs. On 24.04.1993 she complained of amenorrhea, abdominal distension, nausea, vomiting and quickening. On medical examination her weight was 85 kgs, 
breasts were enlarged and-the uterus was enlarged. Pregnancy test was positive and 
ultrasOlUld showed ± 12 weeks pregnancy. Capsules were removed in the same 
setting. 

On 26.10.1993 the pregnancy ended (39weeks)givingalivebirthwithno 
congenital malformation. -IUD was inserted for contraception. 

'. 
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8) Center Name 

Center No. 

User Order No. 

Norplant set serial number 

: Ain Shams 

: 001 

: 350 

: 01958 

- • - ••• _______ •• ' ..................... " • ...... • ... n y'OAiU 

Contraceptive Subdemw/lmp/anlS in Egypt 

This case was admitted on 2.10.1989. She was 37 years old, para 5, with 

secondary school education. The last pregnancy was in 1986. She was using Cu T 

380 A IUD for contraception during the last 3 years before Norplant insertion .. Her 

menstrual pattern was 6/30 with moderate amount. Her weight was 78 kgs, B.P. 
, 

110/70 mmHg with no abnonnaIities detected on general, abdominal or pelvic 

examination. She presented for regular follow-up visits. 

On 20.1.1993 the case attended the emergency outpatient clinic complaining 

of severe lower abdominal pain. Her vital signs were stable, yet abdominaI 

examination showed tenderness, rigidity, and rebound tenderness in the suprapubic 

region. Pelvic examination revealed that the cervix is soft with severe pain induced 

on its movement. Pregnancy test was positive and pelvic sonography confirmed the 

presence of a disturbed tubal extrauterine pregnancy. Laparotomy was immediately 

performed, tubal abortion was found and right salpingectomy was done. The case 

had a smooth postoperative course. 

Removal of thl! Norplant capsules was done on 17.2.1993 and one of the 

capsules was broken. 

On removal she weighed 83 kg, her B.P. was 120/70 mmHg. , 
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LontraCeplJve ;)ulJaermal implants In l!-gypt 

ALEXANDRIA CENTER 

Center name 

Center number 

User number 

Norplant set serial number 

: Alexandria 

: 002 

: 0141 

: 1005 (old) 

1007 (new) 

~ . 
The case was admItted on 27.12.1988. She was 35 years old, para 3, 

illiterate, her last contraceptive method was the pill, and her last pregnancy ended in 

1982, 

Her menstrual pattern was 3/30, and moderate in amount. She weighed 84 

kgs. and her blood pressure was 120/80. On insertion, one of the capsules fell on the 

ground, and another set was opened (serial No. 1007) for replacement. The case 

CaIne for regular visits; she once complained of dizziness but on examination there 

was nothing abnormal. She showed a gradual weight gain as on the last visit before 

pregIlaI1CY she was 86 kg. On 18.4 .1992 she presented complaining of amenorrhea, 

her last menstruation was on 10.3 .1992. She weighed 94 kgs, her blood pressure 

was 120/80. PregI1fU1cy was confirmed by a pregnancy test. The capsules were 

removed on the same day. 

Abortion was indlJced 4 days after removal of the capsules. The general 
; 

condition of the case was good and she is now using an IUD for contraception. 
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10) Center name 

Center nwnber 

User order nwnber 

Norplant set serial number 

: Alexandria 

: 002 

:145 

: 1078 

- ...... - -... ---_ . ., --.------ -

Contraceptive SubdennaJ Implants in Egypt 

This case joined the study on 13.01.1989. She was 38 years old, illiterate, 

para 6 and used and IUD before Norplant insertion. Her Jast pregnancy was in 1988. 

She weighed 71 kgs and her blood pressure was 110170 mmHg. Irregular 

menstruation with intermenstrual spotting was present, and still existed on her third 

~ 

month follow-up, 18.04. I 989, together with dysmenonilea. 

On her second year follow-up at 06.04.1991, she recalled that because of 

having amenorrhea for 1 month, a vaginal examination was done outside the center -

by a private physician - and a pregnancy test turned out to be positive. Spontaneous 

abortion happened 2 weeks before date of Norplant removal which was on 

06.04.1991. 

f 
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II) Center name 

Center number 

User order number 

NorpIant set serial number 

: Alexandria 

: 002 

: 253 

: 01645 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

The case was admitted to the study on 14.6.1989. She was 30 years old, para 
7, weight 74 kgs, B.P, 120/80, illiterate, the last contraceptive method used was the 
pills and her last pregnancy ended in 1987, Her menstrual pattern was 6/30 and 
moderate in amount. 

On her follow-up visit dated 2.1 1.1989, she complained of nausea/vomiting 
and abdominal distention, Examination revealed no abnormality, her menstrual 
pattern was 3/30 with moderate amount. 

On her follow-up visit dated 10.7.1989, she complained of amenorrhea that 
disappeared on her subsequent visit dated 20.6.1 990, and her menstrual pattern 
became 3/28, of moderate amOlU1t. On 25.I I.I 991, she attended the clinic 
complaining of nausea/vomiting, enlarged tender breast and amenorrhea for 2 
months. On examination the uterus _ was found to be 8 weeks in size, soft and the 
pregnancy test was positive. The Norplant capsules were removed immediately, 

The pregnancy ended in a spontaneous abortion at 12 weeks gestation in Dar . 
-, 

Ismail Hospital. Her husband is using the condom for contraception. 
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12) Center name 

Center nwnber 

User order nwnber 

Norplant set serial nwnber 

: Alexandria 

: 002 

:269 

: 2052 

Pre-IntroduclOry Clinical Trial. Norplont 
Contraceptive Subdermal Imp/QlfIS ill Egypt 

The client was recruited on 01.07.1989. Her body weight at the time of 

insertion was 66 kgs. She had regular cycles. 

After Norplant insertion, she complained of heavy menstrual bleeding which 

returned back tc normal without treatment. 

Her last menstrual period was on 25.05.1993. on 26.07.1993 the client 

suspected pregnancy by the development of amenorrhea and pregnancy symptoms_ 

Pregnancy test was done on the same day and turned out to be positive. 

On the following day, 27.07.1993, a pelvic examination was done and 

showed uterus size about 6-8 weeks. A second pregnancy test was done and 

k confirmed the same positive result. Her weight was 76 kgs at that visit. 

L 

I, 

L. 

I . 

;:..!r 

The Norplant capsules were removed on the same day. The client is willing to 

continue the pregnancy and her follow-up was conducted by the center. 

On 02.03.1994, the pregnancy ended (40 weeks) with a live birth with no 

congenital malformation. IUD will be used for contraception. 
! 

'. 
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13) Center name 

Center number 

User order number 

Norplant set serial number 

: Alexandria 

: 002 

: 276 

: 01646 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

The case was admitted on 19.7.1989. She was 28 years old, para 4, illiterate. 

The last contraceptive method used was the IUD, and the last pregnancy ended on 

1985. Her menstrual pattern was 5/30. On admission she weighed 62 kg and her 

blood pressure'was 120/70. 

She presented on two consecutive follow-up visits complaining of headache, 

and on examination she was found to be normal. On her visit dated i4.4.l992, she 

was complaining of amenorrhea and her last menstruation was on 20.2.1992. Her 

weight reached 66 kgs. 

Pregnancy was confirmed by pelvic examination and pregnancy test. She was 

fowld to be 8 weeks pregnant. Norplant capsules were removed on the same day. 

Abortion was induced 2 weeks after removal of the Norplant capsules. She is 

. now using an IUD for contraception. 

\ 
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14) Center name 

Center nwnber 

User order nwnber 

Norplant set serial nwnber 

: Alexandria 

: 002 

: 283 

: 1650 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive SubdennaJ Implants in Egypt 

The case was admitted on 22.7.1989. She was 25 years old, para 2, with 

preparatory education, her last" contraceptive method used was pills, and her last 

pregnancy ended on 1987. Her menstrual history was 4/30. She weighed 72 kgs 

and her blood pressure was 110/80. 

She came regularly for follow-up visits, 'complaining occasionally of 

headache and irregular menses, moderate in amount. On 11.7.1992, she presented 

complaining of amenorrhea and her last menstruation was on 18.5.1992. She was 

found to be 8 weeks pregnant by pelvic examination and pregnancy test was .. -" 

positive. The Norplant capsules were removed on the same day. -

The pregnancy ended by normal vaginal delivery on 3.3 .1993. She delivered a 

single living female baby, with no congenital anomalies. 
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Pre-Introductory CllnlCti/ THo/, NorpItIIIl 

COnlraceptlv~ Subtk""al JmpltIIIl6l11£r)1p1 

MANSOURA CENTER 

15) Center name 

Center number 

User order No. 

Norplant set serial number 

: Mansoura 

: 004 

:8 

: 00893 

The case was admitted to the study on 30.7.1988, she was 38 years old, para 

5 with primary education. Her last contraceptive method used was the pills and the 

last pregnancy ended on 1987. 

On admission, she weighed 92 Kgs, her blood pressure was 120/80 mmHg 

and her menstrual pattern was 6/28. Her weight increased to 99 kgs on her last 

follow-up visit before pregnancy dated 20.7.1991. During her follow-up visits, she 

used to complain of headaches. 

On 18.4.1992, she came complaining of amenorrhea, nausea, and vomiting. 

, She was not sure about the date of her last menstruation. Pregnancy was diagnosed 

by clinical examination, pregnancy test and sonography, that confirmed a 6 weeks 

intrauterine pregnancy. The capsules were removed immediately. 
'.. -She delivered on 4.12.1992, the gestational age was 40 weeks. The 

pregnancy outcome was a live birth with no congenital malformations. 
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16) Center name 

Center number 

User order nwnber 

Norplant set serial number 

: Mansoura 

: 004 

: 54 

: 827 

Pre-Introduclory Cllnlcol Trial. Not:pIlUI' 
Contraceptive Subdermal Implants III /i,gypI 

L1 This case was recruited on 15.10.1988. She was 35 years old, illiterate, para 
, 5 and her last pregnancy ended 4 years prior to admission. The last contraceptive f I i method used before Norplant was oral pills. Her weight was 65 kgs, B.P. 120/80 , 

L 

L, 

II 

and no other medical problems were noted. Her menstrual history was 5/30 and of 
moderate amoWlt. Norplant insertion was done on the 3rd day of her menses. 

At the one month follow-up visit, her weight increased to 67 kgs, and no 
other significant clinical changes were noticed. At the 3rd month follow-up after 
insertion, she complained of headache, and her weight increased to 69 kgs. At the 
6th month follow-up after insertion, she had no complaints and her menses was 

r~ regular, but her weight increased again to 70 kgs. 

The case presented on 26.12.1989 for an Wlscheduled visit, and was 
complaining of nausea/vomiting and secondary amenonnea. She was not sure about 
the date of her last menstruation but recaJIed it at the end of October. Her weight 
was 70 .kgs, and on pelvic examination the uterus was fOWld enlarged, size of8 
weeks gestation and\oft. The Norplant capsules were removed immediately and the 
case decided to continue her pregnancy. 

~ She was followed-up regularly during the pregnancy that was uneventful and v 
she was delivered at full term by C.S. done because ofa breech presentation. , , 

xvii 
EFCS 



_____________ ..... .lIIa:~.I_' __ , ___ ......_,,"""""="" ..... ~~ _____ _ 

17) Center name : Mansoura 

Center munber : 004 

User order number : 64 

Norplant--set serial number : 833 

Pre-Introductory Clinical Trial, Norplant 

Contraceptive Subdermal Implants in Egypt 

The case was admitted to the study on 01.11.1988. She was 28 years old, 

illiterate, para 4. Her body weight was 106 kgs. 
-

During her follow-up visits, no abnonnalities were detected except an 

increase in body weight reaching 115 kgs. 

On 03.07.1993, the client complained of amenorrhea, with nausea and 

vomiting. Breasts were, enlarged and hot. Pelvic examination revealed an enlarged 

uterus ± 8 weeks. Date of onset oflast menses was 04.05.1993. Pregnancy test was 

done and proved positive. Norplant capsules were removed. 

On 10.02.1994 the pregnancy ended (40 weeks) with a live birth with no 

congenital malfonnation. IUD is intended to be inserted for contraception. 

, , 
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18) Center name : Mansoura 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermal Implants in Egypt 

t Center mnnber 

User Order Ntunber 

: 004 

: 136 

I, Norplant Set Serial Ntunber : 01186 

The case was admitted to the study on 7.1.1989. She was 32 years old, para 

4, illiterate, last contraceptive method used was IUD. Her menstrual pattern was 

l, 5130. She weighed 77 kgs and her B.P. was 120/80 mmHg. 

L . , 

, -

During the first 3 years after insertion ofNorplant, no abnormalities were 

detected apart from pruritis vulva in her 6th month follow-up. However, during the 

follow-up visit dated 21.12.1992, she complained of amenorrhea, nansea and 

enlarged breasts. Her last menstruation was on 1.10.1992. Examination revealed an 

enlarged uterus ± lOw and the pregnancy test was positive. There was no history of 

drug intake except for vitamins. The Norplant capsules were removed. 

On 16.07.1993, the pregnancy ended (40 weeks) with a live birth with no 

congenital malformation. IUD is intended to be used for contraception. 

\ 
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19) Center name 

Center l1lunber 

User order number 

Norplant set serial number 

: Mansoura 

: 004 

: 318 

: 1883 

Pre-Introductory Clinical Trial, Norplant 
Contraceptive Subdermal implants in Egypt 

The case was admitted to the study on 09.04.l989. She was 30 years old and 

para 4. Her body weight was 83 kgs, blood pressure was 100/70 mmHg. 

On her first and second follow-up visit, there were no complaints. After 6 

months, she complained of headache and scanty menses. 

On 28.09.1992, the client came·· to the center with symptoms suggestive of 

pregnancy; amenorrhea, nausea, vomiting and enlarged breasts. Date of onset of last 

menses was 30.07.1992. Examination revealed enlarged, hot breasts and an 

enlarged uterus of ± 8 weeks. Pregnancy test was done and proved positive. 

Norplant capsules were removed immediately. 

Nonnal delivery took place on 18.12.1993 (gestational age 39 weeks), a live 

birth with no congenital malfonnations. No other contraceptive method was 

. intended to be used. 

., , 
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Pre-Introductory Clinia>1 Trial. Norplant 
Contraceptive Subdennallmplanrs in Egypt 

AL-AZHAR CENTER 

20) Center name : AI-Azhar 

: 005 Center number . 

User order number 

Norplant set serial number 

: 49 

: 00969 

This case was admitted to the study on 10.12.1988. She was 25 years old, 

illiterate, para 3, and her last pregnancy ended 3 years ago. The last contraceptive 
.. -

method used before Norplant insertion was the pill. Her weight was 84 kgs. B.P. 

was 110170 rnrnHg, her menstrual pattern was 3/28 and of normal amount. 

Her weight showed a steady incre~e to 100 kgs in the subsequent foUow-up 

visits. 

On her last visit before pregnancy (25.9.91), her menstrual pattern was 3/30 

with no intermenstrual bleeding, her weight was 93 kgs. On 17.3.92, she attended 

the clinic and complained of headache, nausea, vomiting and amenorrhea since 

19.10.91. Abdominal examination revealed a pelviabdominal swelling (20 weeks) 

~onfirmed by pelvic examination as a uterine mass .. Sonography revealed a single, 

viable fetus, biparidtal diameter = 53 min = 21.2 wks. gestation. There was no 

history of concomitant use of medications. Norplant capsules were removed 

immediately. 

On 15.12.1992, pregnancy ended (39 weeks) with a live birth with no 
, 

congenital anomalies. IUD will be used for contraception . 
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21 ) Center name : Al-Azhar 

Center number : 005 

User order number : 54 

Norplant set serial number : 966 

Pre-Introductory Clinical Trial, Norplant 
Contraceptive Subdermal Implants in Egypt 

This case was admitted to the study on 10.12.1988. She was 25 years old, 
with a preparatory education and para 3. She weighed 50 kgs and her blood 
pressure was 120/80 nunHg. Slight bleeding was encountered at the site of insertion, 
considered as a complication of insertion. 

On 12.01.89, she had irregular menstruation, moderate in amount with 
intermenstrual bleeding. 

On 20.03.89, she had irregular cycles, average duration 10 days and heavy in 
amount. 

On 28.10.89, menstruation problems were still present. On 11.12.90, 
menstruation was heavy in amount with intermenstrual bleeding and spotting. 
Dysmenorrhea was also present. -

On 14.12.91, her menstruation pattern was 8/28 and heavy in amount. 
On 05.01.93, menstruation was regular. On 16.10.93, she was amenorrheic 

and stated that she was aborted since 20 days in a private clinic after 3 months -, pregnancy. Her weIght was 59 kgs, and normal blood pressure. The capsules were 
then removed. 
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22) Center name 

Center number 

User onler number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 94 

: 01420 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdermallmplanrs in Egypt 

The case was admitted to the study on 14.1.1989, she was 33 years old, with 

preparatory education, para 3, her last pregnancy was 6 years before insertion and 

the last contraceptive method used before Norplant was the IUD. Her weight was 

72kgs, her B,P, was 110/80 rnmHg. Her me~trual pattern was 5/28 and of 

moderate amount. Norplant insertion was done on the 5th day of her menses. 

At the one month follow-up visit, her weight dropped to 70 kgs. She 

complained of amenorrhea but the size of the uterus was normal and the pregnancy 

test was negative. At the 3rd and 6th months follow-up after insertion, her weight 

increased to 72 kgs and her menses was reported to be regular. Her last scheduled 

visit before pregnancy was on 11.2.1990; her menstrual pattern was regular 4/28, 

her weight increased to 73 kgs. 

On 25.1.1992 (3 years after Norplant insertion), she attended the clinic, 

complaining of amenorrhea since 1.12.1991, enlarged tender breast, nausea and 

vomiting. On pelvic examination, the uterus was enlarged, 8 weeks in size and soft. 
t 

Pregnancy test waS done on 25.1.1992 and was fmUld positive. Her body weight 

was 70 kgs, and she had no history of any medical treatment during Norplant use, 

The Norplant capsules were removed immediately. 

On 5.9.1992 the pregnancy e~ded with a live birth (40 weeks gestational 

age), with no congenital malformation. No other contraceptive method was intended 

to be used. 
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23) Center Name 

Center number 

User Order number 

Norplant.setserial number 

: Al-Azhar 

: 005 

: 106 

: 01418 

ConlraC"pIIV< Suhdfrmallmplanl' In 1S$.."1'1 

This case was admitted on 24.01.1989. She was 36 years old, illiterate, para 

5, and her last pregnancy was 6 years ago. The last contraceptive method used 

before Norplant insertion was the pills. Her weight was 64 kgs, her B.P. was 130/80 

rmnHg. Her menstrual pattern was 5/30 and of moderate amount. Norplant insertion 
~ 

was done on the 4th day of her menses. 

At the one year follow-up after insertion, her weight increased to 66 kgs, and 

her menses was regular. 

On 10.08.1991 she came for an unscheduled visit, her weight increased to 67 

kgs, her menses was regular and her B.P. was 110170 rmnHg. 

At the 3rd year follow-up, her weight was 67 kgs, her B.P. was 110170 

rmnHg, and her menses was regular. 

On 5.9.1992, an unscheduled visit, her weight increased to 70 k~s. her B.P. 

120/80 rmnHg, and she complained of amenorrhea, headache, nausea, vomiting and 

enlarged tender breasts. Her last menstruation was on 23.06.1992. On pelVic 
examination the sizelof the uterus was ± 10 weeks, pelvic ultrasonography was done 
and revealed intrauterine pregnancy (gestational age = ± 10 weeks). 

The Norplant capsules were removed irmnediately. There . . 

receiving any medical treatment through 1992. On 25.03.93, she delivered ." '{fIQ[lI 

live birth with no congenital malformations. 
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24) Center Name 

Center nwnber 

User order 

Norplant set serial nwnber 

: Al-Azhar 

: 005 

: 147 

: 01370 

Pre-Introductory Clinical Trial. Norplant 

Contraceptive Subdermal Implants in Egypt 

The case was admitted to the study on 20.2.1989. She was 33 years old, 

illiterate, para 6, her last pregnancy ended in 1987, and no method of contraception 

,_, was used before Norplant insertion. Her weight was 88 kgs. her B.P. was 120/80 

I .. 

h 

mmHg. Her menstrual pattern was 5/30 and of moderate amount. Norplant insertion 

was done on the 4th day of her menses. 

At the one month follow-up, her weight was 87 kgs, her B.P. was 120/80 

mmHg and her menses was-regular. 

At the 3rd month follow-up, her weight was 83 kgs, her B.P. was 120/80 

mmHg, and her menses was regular. 

At the 6th month follow-up, her weight has increased to 86 kgs, her B.P. was 

120/80 nunHg, and her menses was regular but heavy. 

At one year follow-up, her weight had increased to 92 kgs, her B.P. was 

120/80 mmHg,. her menses was regular and heavy. She complained of insertion site 

pam. 

At the 2nd ;ear follow-up, her weight was 92 kgs, her RP. was unchanged, . 
her menses was regular and of moderate amount, and she was complaining of ' 

~ 

headache. 

On 6.5.1991, she presented fo~ an unscheduled visit, her weight was 90 kgs, 

her B.P. was 120/80 mmH~, and she complained of menorrhagia. She was reassured 

~ -. and received homeostatic drugs. 

At the 3rd year follow-up, her weight was 90 kgs, her B.P. was 120/80 

EFCS 
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Contraceptive Subdermallmpiants in Egypt 

mmHg, her menses was regular and of moderate amount. 

On 19. I 2. I 992, she presented for an unscheduled visit. She weighed 100 kgs, 
her B.P. was 120/80 nunHg, and complained of amenorrhea. Her last menstruation 
was on 1O.1OJ992. She also complained of headache, nausea, and vomiting. On , 
pelvic examination the, uterus was enlarged (size ± 10 weeks) and soft. Pelvic 
ultrasonography revealed intrauterine pregnancy (± 9 weeks). The capsules were 
removed immediately. The case had received antidepressant drugs (Tofranil and 
Tryptizol) for one year before pregnancy. On 10.07.93, she gave birth to a male live 
birth with no congenital anomalies. 
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Contraceptive Subdermal Implants in Egypt 

25) Center name : Al-Azhar 

Center nwnber : 005 

User erder nwnber : 0161 

Nerplant set-serialnwnber : 01407 

This case was admitted to. the study en 4.3.89. She was 34 years eld, 

illiterate, para 4 and her last pregnancy ended in 1984. The last contraceptive 

methed used befere Nerplant was a barrier method. Her weight was 93 kgs, her 

B.P was 130/80 mmHg. Her menstrual pattern was 5128 and ef mederate ameunt 
, 

Nerplant insertien was dene en the 3rd day efher menses, 

At the ene menth fellew-up visit, her weight drepped to. 90 kgs and her 

menses was reperted to. be regular and heavy in ameunt. At the 3rd menth 

fellew-up, she cemplained ef headache and heavy menstruatien; her weight 

increased to. 94 kgs. At the 6th menth fellew-up, she cemplained efheadache while 

her weight was still 94 kgs. 

Her last scheduled visit befere pregnancy was en 9.3 .1991 and her menstrual 

pattern was 4/30, ef mederate ameunt, with no. intermenstrual spetting er bleeding 

and she weighed 89 kgs. 

On 25.5.1991, she attended the clinic with a missed period since 9.3.1991. 

On examinatien, the ut~rus was feund enlarged, seft, and 10 weeks size. Pregnancy 

test was pesitive. There was no. histery ef cencemitant use ef medicatiens, and the 

Nerplant capsules were remeved en 25.5.1991. 
> 

Her pregnancy ended en 15.9.1991 with a single live birth (40 weeks 

gestatienal age). No. cengenital malfermatiens were ebserved. The case intended to. 

use the IUD fer centraceptien.-
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26) Center name 

Center number 

User Order number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 171 

: 01425 

Pre-Introductory Clinical Trial, Norplant 
Contraceptive Subdermal Implants in Egypt 

This case was admitted to the study on 7.3.1989. She was 34 years old, 

illiterate, para 2, her last pregnancy ended in 1986 and the last contraceptive method 

used before Norplant insertion was the pills. Her weight was 66 kgs, her B.P. was 

120/70 mmHg. Her menstrual pattern was 6/30 and of moderate amount. Norplant 

insertion was done on the 3rd day of her menses. At one month follow-up, her 

weight was 60 kgs, her B.P. was 120/80 mmHg and with regular menstrual cycle. 

At the 3rd month follow-up, her weight was qO kgs, her B.P. was 120/80 mmHg and 

with regular cycle. At the 6th month follow-up, her weight increased to 65 kgs, her 

B.P. was 120/80 kgs, and her menstrual cycle was regular but heavy in amount. At 

one year follow-up, she complained of headache, her weight was 66 kgs, her B.P. 

was 120/80 mmHg and with regular cycle. 

At the 2nd year follow-up, her weight increased to 67 kgs, her B.P. was 

120/80 mmHg, her menstrual cycle was regular. 

At the 3rd year follow-up, she weighed 68 kgs, her B.P. was 120/80 mmHg, 

and her menstrual cycle was regular. 

The case maae an unscheduled visit on 28.12.1992. She complained of 

nausea, vomiting and amenorrhea since 25.10.1992. Her weight has increased to 73 

kg£, her B.P. was 120/80 rrunHg. On clinical examination, the uterus was enlarged 

(± 8 weeks) and soft. Ultrasonography was done on 29.12.1992 and revealed 
. \' 

intrauterine pregnancy, sin~e viable fetus ±8.4 weeks gestational age. Norplant 

capsules were removed on 9.1.1993. The case delivered on 24.07.93 a male live 

birth with no congenital anomalies. 
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27) Center name 

Center number 

User order number. .. ~ - . 

Norplant set serial number 

: Al-Azhar 

: 005 

: 181 

: 907 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdennol Implants in Egypt 

The case joined the study on 16.03.1989. She was 27 years old, illiterate, 

para 4. Her last pregnancy was 4 years ago, and the last contraceptive method used 

before Norplant insertion was an IUD. Her weight was 70 kgs, blood pressure 

120/80 mmHg. Menstrual pattern was 5/30 and of moderate amount. 

Norplant capsules were inserted on the second day of her menses. 

At the first one month follow-up, her weight was unchanged, blood pressure 

110/80 mmHg and menses was regular. 

At the three month follow-up, her weight was still the same, blood pressure 

120/80 InmHg, with regular menses, scanty in amount. 

At the one year follow-up, her weight was 71 kgs, blood pressure 120/80 

mmHg, and some intermenstrual bleeding was encountered. 

In the second year follow-up, her weight increased to 73 kgs, her blood 

pressure wasIl 0/80 mmHg, and her menses was again regular. 

At the third year follow-up, her weight reached 74 kgs, blood pressure was 
l 

110/80 kgs and menses was regular. 

At the fourth year follow-up, the weight was 72 kgs, blood pressure 110/80, 

re!,ruIar menses, and complaint of pain at the insertion site. 

The client came on 24.04.1992, for an unscheduled visit, with amenorrhea 
\ 

S1l1ce 10.01.1993, complaining of headache, nausea and vomiting. Her weight was 

74 kgs. Pelvic examination showed enlarged uterus ± 14 weeks. Pregnancy was 

confinned by ultra-sonography. The capsules were removed immediately. 

EFCS 
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Pre-Introductory Clinical Trial, Norplant 
Contraceplil'e Subdermal ImplaniS in Egypt 

On 20.10.1993 the pregnancy ended (40 weeks) with alive birth with no 
congenital malfonnation. IUD will be used for contraception. 

.. 
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28) Center name 

Center number 

User order number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 0200 

: 01379 

Pre-Introductory Clinical Tria~ Norplant 

Contraceptive Subdermal Implants in Egypt 

This case was admitted to the study on 4.4.1989, she was 35 years old, with 

primary education, para 4 and her last pregnancy ended in 1988. The last 

contraceptive method used before Norplant insertion was the pill. Her weight was 

82 kgs; her B':P was 130/90 mmHg. Her menstrual pattern was 4/30 and of 

moderate amount. Norplant insertion was done on the 2nd day of her menses. 

At the one month follow-up, her weight dropped to 80 kgs, and her menses 

was reported to be regular and heavy in amount. At the 3rd month follow-up, her 

cycle was regular with intermenstrual bleeding and her weight was still 80 kgs. At 

the 6th month follow-up, she complained of headache and her weight was 80 kgs. 

Her scheduled visit before the pregnancy was on 28.10.1990, during which, 

her menstrual pattern was 5/30 with no intermenstrual spotting or bleeding and her 

weight was 80 kgs. 

On 9.12.1991, she attended the clinic with a missed period. Her last 

menstruation was on 14.10.1991. A pregnancy test was done on 1.12.1991 and was . -

found positive. There was no history of concomitant drug use before the missed 

period. Pelvic Ultrasonography was done on 13.12.1991, and it showed a single, 

viable, intrauterine pregnancy CRL = 13.5 cm = 7.4 weeks. Removal of the 

Norplant capsules was difficult as 2 capsules were deeply embedded. Four capsules 
\ 

were removed on 9.12.1991, the case received ampicillin capsules 500 mg/8 hrs. 

~, and Haemoclar cream for one week. The remaining two capsules were removed on 

22.12.1991 and the case was advised to return for antenatal care. 

EFCS 
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Pre-introductory Clinical Trial, Norplant 
Contraceptive Subdermal implants in Egypt 

On 15.7.1992, her pregnancy ended with a nonnal, single, live birth (38 
weeks gestational age). No congenital malfonnations were observed. The IUD was 
her choice for future contraception. 
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29) Center name 

Center number 

User order number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 0212 

: 01842 

Pre-Introductory Clinical Trial. Norplant 
Controceptil'e Subden1/olimplants in Egypt 

This case was admitted to the study on 30.4.1989. She was 30 years old, 
illiterate, para 5, and her last pregnancy ended in 1984. The last contraceptive 

h method used before Norplant was the pill. Her weight was 69 kg, her B.P. was 

h 
120180 mmHg.' Her menstrual pattern was 3/28 and of moderate amount. Norplant 
insertion was done on the 2nd day of her menses. 

At the one month follow-up visit, there was no change in her weight; her 
menses was reported to be regular, yet she complained of pain at the insertion site. 

~" At the 3rd month follow-up, there were no complaints, only her weight increased to 
70 kgs. At the 6th month follow-up visit, no complaints were made and she weighed 

r; 68 kgs. 

Her last scheduled visit before pregnancy was on 4.6.1990 and her mens1rual 
pattern was 4/28 with no intermenstrual spotting or bleeding and her weight was 70 
~. 

On 24.7.1990, she attended the clinic, her last menstrual period was on -s 
25.5.1990. On examination, the uterus appeared to be enlarged, soft and about 10 
weeks size. Ultrasonic scan ·performed on 24.7.1990 showed a single, viable, 8.6 
weeks fetus. The Norplant capsules were removed on 1.8. I 990. The pregnancy 
ended by induced abortion. There was ,no history of concomitant use of medications , 
before the missed period. 
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30) Center name 

Center number 

User order number 

Norplantset serial number 

: Al-Azhar 

: 005 

: 0230 

: 01800 

-' - ----- ----~-./ ~ ............... .......... ~ ..... ,y."' •• 

Contraceptive Subdermal implants in Egypt 

This case was admitted to the study on 22.5.l989. She was 32 years old, with 

preparatory education, had five children, and her last pregnancy ended in 1989. The 

pill was the last contraceptive method used before Norplant insertion. Her weight 

was 89 kgs, her B.P was 120170 mmHg. Her menstrual pattern was 3/25 and scanty 
.. 

in amount. Norplant insertion was done on the 2nd day of her menses. At the orie 

month follow-up, her weight was 93 kgs, and her menses was reported to be regular. 

At the 6th month follow-up. she complained of increased body weight that reached 

100 kgs. 

Her last scheduled visit before the pregnancy was on 25.8.l991. Her 

menstrual pattern was 5128, moderate in amount, with no intermenstrual spotting or 

bleeding and her weight was 98 kgs. 

On 30.9.1991, she attended the clinic. Her last menstruation was on 

25.7.1991. On examination, the uterus was found to be enlarged, 8 weeks 

gestational size and soft. On 30.9.1991, ultrasound revealed a single, viable 8 weeks 

fetus. There was nQ history of concomitant use of medications before the missed 

period. Five capsules were removed on 30.9.1991 and one capsule was deeply 

implanted. Three subsequent trials failed to remove that capsule. 
> 

A 4th trial for removal of the remaining capsule was done on 1.2.1992 with 

the assistance of a surgeon; under local anaesthesia, a longitudinal incision (3 cm) 

was done, dissecting a dense layer of fibrous tissue. The capsule was extracted and 

three sutures were taken. 
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rre-lnlro<luclory Clinical Triol. Nary/ant 
Contraceptive Subdennallmplants in Egypt 

Pregnancy continued to tenn and the case delivered on 25.4 .1992 a nonnal, 

single live birth (40 weeks gestational age). No congenital malfonnation was noted. 

The IUD was the contraceptive method of her choice. 

! 
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31) Center name 

Center number 

User order number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 240 

: 1759 

Contraceptive Subdel'/tlalll/lpldflls In Ii«YPI 

On date of admission to the stndy, 30.06.1989, she was 35 years old, 

illiterate, para 7. Her last pregnancy was 2 years ago, and the last contraceptive 

method used before Norplant insertion was IUD. Her weight was 59 kgs and blood 

pressure was 130/80 mmHg. Her menstrual pattern was 2/30 and of scanty amount. 
~ 

Norplant insertion was done on the third day of her menses. At one and three month 

follow-up she complained of headache, her blood pressure, weight and menses were 

unchanged. At the sixth month follow-up, she complained of headache, nausea and 

vomiting and her weight became 60 kgs, then increased to 62 kgs at the one year 

follow-up. Still the weight increased to 65 kgs at the third year follow-up and she 

complained of scanty menses yet regular. 

On 21. 08 .1993, she attended the clinic complaining of headache, nausea, 

vomiting, enlarged tender breasts and amenorrhea since 15.06.1993. Her weight was 

65 kgs, blood pressure 120/80 mmHg. On physical examination the uterus was 

enlarged, pregnancy test was positive and ultrasonography confirmed a single 

intrauterine pregnanqy of ± 9 weeks. Norplant capsules were immediately removed. 

On 07.03.1994, pregnancy ended (38 weeks) with a live birth with no 

congenital malfonnation. IUD will be used for contraception. 
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32) Center name 

Center number 

User order number 

Norplant set serial number 

: Al-Azhar 

: 005 

: 268 

: 1837 

Pre-Introductory Clinical Trial. Norplant 
Contraceptive Subdennal Implants in Egypt 

This case joined the study on 19.06.1989. She was 33 years old, illiterate and 

para 5. Her last pregnancy was 5 years ago and the last contraceptive method used 

was oral pills. The body weight was 90 kgs, blood pressure was 130/80 mmHg. Her 

menstrual patteIll was 4/30 and of average amount. Norplant insertion was done on 

the second day of her menses. At the one month follow-up, her weight decreased to 

88 kgs. At the sixth month follow-up, she complained of headache. Vaginitis was 

detected at the one year follow-up. At the second and third year follow-up, no 

complaints were given. Then at the fourth year follow-up, she complained of 

headache and amenorrhea since 13.05.1993, her weight decreased to 85 kgs. 

Through physical examination the uterus was found enlarged ± 8 weeks and 

ultrasound was done on 17.07.1993 to reveal intrauterine pregnancy ± 9 weeks. The 

Norplant capsules were removed immediately. It is worth mentioning that the client 

received antirheumatic treatment for three weeks before the last menstrual period. 

On 05.02.1994,. pregnancy ended (39 weeks) with a live birth with no 

congenital malformatioh. IUD will be ~ed for contraception. 

EFCS 
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List of Research Team 
L at the Five University Centers 

L, 
Co-investigators and Investigators 

,~ 

Dr. Ihab Abdel Fattah Ain Shams 
,., Dr. Khaled Swidan Ain Shams 

Dr. Diaa Rizk Ain Shams 

L Dr. Hesham Fathy Ain Shams 

Dr. Nasser Ahmed Ain Shams 
, 

L 
Dr. Osama El Ashkar Alexandria 

!~ Dr. Aly Kholeif Alexandria 

I~ Dr. Yakoub Abdalla Assiut 

Dr. Safwat Abdel Rady Assiut 

I., Dr. Alaa Abdel Hamil Assiut 

Dr. Essam El Din Abdalla Assiut 

Dr. Ahmad Makhlouf Assiut 
,,~ 

Dr. Mornen Mohammed Kamel Assiut 

Dr. Ahmad Fayek Assiut 

h Dr. Sabry Mahmoud Assiut 

.. 

r~ 
! 

Dr. Abdel Fattah Haroun ·Mansoura . 
Dr. Mostafa Tewfik Mansoura , 

L 
.. , 

~,,, 

-- Dr. Abdel Nasser Aly Al-Azhar 

I • . Dr. Assern Anwar Al-Azhar . 
, 

Dr. Mostafa El Arnly 
, Al-Azhar 

., 



Social workers and Nurses 

Ms. MOlUlira Ibrahim 
Ms. Rawya Shehata 
Ms. Manal Hosny 

Ms. Zeinab Osman 
Ms. Sabah Mohammed 
Ms. Fatma Mahmoud 

Ms. Fadya Abdel Meguid 
Ms. Fawzeya GalaI 
Ms. Soad Mahmoud 

Ms. Farida Youssef 
Ms. Samar Aly 
Ms. Inas KamaI 

Ms. Soha BaImasy 
Ms. NaIled Negm 
Ms. lman MaIunoud 
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The acceptability of Norplant in Egypt 

E.O. HASSAN (I), L. KAFAFI (2), M. EL HUSSEINI (I), 
K. HARDEE·CLEAVELAND (3) and L. POTIER (3) 

(1) Egyptian FeTti/ity Care Society, PO Box 126, Onola", Giza, Cairo, Egypt 
(2) Tanta University, FHI/Cairo, 9 Rostom Street, Suite 25, Garden City, Cairo, Eg)'pt 
(3) Family Health Intemational, Box 13950 RTP Brandl, DuriJam, NC 27709, USA 

Abstract 

Currently, the pill and IUD account for 83% of contraceptive use in Egypt; 
Norplant* will be an important complement to those methods of family 
planning. In Egypt where childbearing begins early, and closely spaced 
pregnancies are the norm, the long duration of Norplant's effectiveness and its 
relative ease of use should be appealing. The Egyptian Fertility Care Society 
(EFCS) initiated a study in 1988 on the acceptability of Norplant in Egypt to 
study the clientele of the EFCS clinical trial in the five university teaching 
hospitals. 

The clinical trial participants were women in their thirties who had an 
. average of four children. Most had used a method of family planning before 
Norplant, and were anxious to maintain contraceptive protection as most Vt'3nted 
no mOre children. Satisfaction with Norplant among users was high. In the 
survey, 93% of the women expressed satisfaction with the method. More than 
half (67%) of the women said they would consider using Norplant again in the 
future, and another 22% were undecided. Eighty-seven percent of the women 
who had not discontinued were planning to continue with their current Norplant 
set for the full five years. 

Egyptian women like Norplanl because of its long duration of effectiveness, 
the site of insertion, its ease of use, and its relative lack of perceived side-effects 
compared to the pill and IUD. In Egypt where a reliable, long-term, but not 
permanent method of contraception is badly needed, Norplant should become a 
popular method of family planning. 

1 
• The Norplant system is a long-acting. low-dose, progestin-only contraceptive method for '9o'OmeD. !be 
drug, levonorgestrel. is delivered by means of six silaslic capsules implanted subdennally in the ann by a 
minor surgical technique: Eife~iveness is achieved by the steady release of Ihe progestin hom the interior 
of the capsules through the silastic into the b100d_ A level of Ievonorgestre1 sufficient to prevent 
conception is reached 24.hours after placement and is maintained for more than rl'o'C years 111. 

'. 
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Introduction 

When approved for general use, the five-year subdermal contraceptive implant, 
Norplant, is likely to playa significant role in the family planning program ill Egypt. 
Currently, the IUD and the pill account for 83% of contraceptive use in Egypt [2J. 
Norplant will be an important complement to those methods of family planning. In a 
country where childbearing generally begins when women are young, and closely 
spaced pregnancies are the norm, Norplant's long-term effectiveness and its relative 
ease of use could be appealing. Women may face several years at the end of their 
reproductive lives when they have completed their families, and yet they still need a 
reliable, yet reversible form of family planning. 

Worldwide, over 55 000 women have participated in clinical or pre-introduction 
trials of Norplant in 44 countries [3J. Norplant has been found to be a highly effective • 
and safe method of contraception. For a new contraceptive method to be widely used, 
however, safety and efficacy must be accompanied by acceptability. Norplant requires 
minor surgery for insertion and removal, which could give some women the feeling of 
having less control of this method than of other methods such as the pill or even the 
IUD, which can be more easily removed. Social or religious reactions to the 
menstrual disturbances caused by Norplant could discourage its use in some cultures. 
The long duration of use could be perceived as a constraint to its use for women who 
want to space their next birth, but not by five years. On the other hand, the long 
duration of usc could make Norplant highly acceptable, as could the insertion site in 
the arm. 

Women, and their partners where they have been asked, have generally been 
satisfied with Norplant [4-17J. Most information on the acceptability of Norplant has 
been derived from clinical trial data on discontinuation and complaints about 
side-effects, with user-satisfaction questionnaires administered after six months [5-7J. 
Some studies have specifically included acceptability components [8,l1J. 

While Norplant has been found to be a highly acceptable method in a number of 
cultural settings, no work has been conducted previously on the acceptability of 
Norplant in an Islamic country in the Ncar East. The importance of religious 
observances and their link to menstruation could affect the acceptability of Norplant • 
in Egypt, since the major side-effect of Norplant to date has been menstrual 
disturbances. 

TI,. Egypt Norplant clinical trials 

Norplant has undergone two sets of pre-introductory clinical trials in Egypt. The first 
was supported by the Rockefeller Foundation and the Population Council in Assuit, 
Alexandria, Zagazig and Al Azhar in the early 1980s [18J. The second study was 
conducted in five university teaching hospitals in Assuit, Alexandria, Cairo (Ain 
Shams and Al Azh.r), and Mansour.. Under the sponsorship of the Egyptian 
National Population Council, it was coordinated by the Egyptian Fertility Care Society 
(EFCS), with support from the United States Agency for International Development 

-
(USAlD) and technical assistance fro!l} Family Health International. 

As an integral componeni' of1h{ I'I<lrplant project initiated by the EFCS in 1988, 
research was included on the acceptability of Norplant in Egypt, to complement the 
clinical data on the safety and efficacy of this new method. The acceptability study 
focused on the clients in the clinical trial in the five university teaching hospitals. This 
paper discusses the acceptability of Norplant in Egypt, client satisfaction with 
Norplant services, access to removal, intention to use Norplant in the future, and the 
recommendation of Norplant to others. 

Methodology 

The study used both focus group discussions (FGD) and a survey to measure the 
acceptability of Norplant. The survey was used to quantify behavior and attitudes 
towards Norplant while the FGDs were used to explore opinions about and reactions 
to Norplant in more depth, The results of the FGDs cannot be generalized, but they 
provide a rich complement to the survey data. Table 1 shows the methods used for the 

study. 

Table 1 Norplant acceptability study design, Egypl, 1989 

--------... -~~.-~-~ .. 

Method 

Pocus group discussions 

Field survey 

GrOllp 

Users. initiol 

LaiC, continuers 
< 1 year 

> 1 year 

,.-

Late, diScORtinuers 

Users, continuers 
and discontlncrs 

Number 

10 FOD; 3-11 participants 
/' 

S FODi 10-13 participants 

S FODi 8-10 participants 

S FGD~ 4-5 participants 

1351 

The acceptability study followed the experience of the EFCS clinical trial 
participants. It included two series of focus group discussions with users at the 
beginning of the five-center Norplant clinical trial and one year later, after some users 
had more than one year of experience with Norpl.nt. Finally, all clients in the clinical 
trial participated in a field survey. 
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Tlible Z Chltraderislits or pltrlidpants In Initial FGD on NorpJanl in five Norplant clinical trial centers, 
Egypt, 1989 

Celller 

Characlt:risric Ai" Shams Alexandria Assuir Mansoura AI Azhar 

Age (years) 26 30 31 33 31 
Range 22-35 25-38 NA 28-38 24-38 

Children ever born 4 4 5 4 5 
Range 2-6 2-6 NA 2-10 4-6 

The user reactions in thiselir1y ((~iie are likely to be very important, as common 
side~effects frequently occur soon after insertion, when the woman may be anxious 
and uncertain, and when experience with Norplant is new. Clients may have many 
questions and the need for strong client-provider relations is greatest at this time. 
Clients may have complaints about the service delivery sytem. 

Characteristics of the new users 

The ages of the users ranged from 22 to 38 years, as shown in Table 2. They had 
between 2 and 10 children, with ao average of 4. Most of the participants were 
illiterate women who did not work outside of the home. Virtually none of them 

Education (0/0) 
Illiterate 95 100 82 67 NA 
Literate 5 0 18 33 

() wanted more children. 

Does user work 
outside home (%) 

Yes 5 0 NA NA 0 
No 95 100 100 

Residence 
Urban 100 48 39 60 100 
Rural 0 52 61 40 0 

No. or participants 
inFGD 22 25 18 15 NA 

Note: These characteristics represent those or two FOD al each cenler. For·Ain Shams and AI Azhar, 
both groups were 'rom urban arellS. For Alexandria, Assuit and Mansura, one group al each cenler was 
urban and the other group rural 

Results 

The EFCS Norplanl clinical trial was initiated in 1988 at the five university teaching 
hospitals (Alexandria, Assuit, Ain Shams, Mansoura, and AI Azhar). Special care was • 
taken to provide Iraining to the health eare providers in hoth technical and counseling 
aspects of Norplant. Enrollment of the 1537 women ended in Septemher 1989. The 
acccplabilitY,study slarted in late 1988 with the initial reaction FGD. 

Initial ~'GD with new users 

FGD were held with users in each of Ihe five centers in order to sludy clienlS' early 
renctions to Norplnnt. These participants had used Norplnnt for between one 10 six 
months at the time of the FGD. In three centers clients were divided into urban and 
rural groups; in two centers clients were homogeneous (all from semi-urban areas) sO 
no division among clients was made [19,20). 

Kllow/edge of Norp/ant 

Previous and present Norplant users play an important role in spreading information 
about the method, and in convincing relatives and neighbors to use it. FGD 
participants reported that their main initial sources of information about Norplant 
were users, relatives, neighbors, friends, and family planning clinic staff. 

Advalltages of Norp/allt 
,-

Almost all of the women bad used another melhod of family planning before trying 
Norplant - generally the pill or IUD, and switched to Norplant due to the side-effects 
they had experienced with the previous method. Most were happy that Norplant had 
relatively fewer side-effects. The ..yomen considered the advantages of Norplant to be 
its long duration of effectiveness, its relative lack of side·effects, its ease of use (it 
cannot be forgotten like the pill), and its insertion site (unlike the IUD). 

Frob/ems ellcoulltered witlrNorp/ollt 

After two to six months of experience, the women had few complaints about 
Norplant. The most common side-effect experienced, as in other studies, was 
menstrual irregularity, but the women who had experienced amenorrhea generally 
said that it went away after two monlhs or so. Other side-effects experienced were 
headaches, dizziness, weight gain or loss, and initial pain at the site of insertion. 

Satisfactioll with Norp/allt alld services 

Most of the women we:e satisfied with Norplanl; only a few women had considered 
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side-effects said that these were a small price to pay com pared to getting pregnant 
again. The users said they were generally satisfied with the services they had received, 
although many did complain that the waiting time (sometimes up to two hours) to see 
the doctor was too long. They were satisfied with the insertion procedures, although 
many said that the procedure was not fully explained to them. A few of the women 
mentioned the Norplant booklet they had received. EFCS developed, in collaboration 
with PATH/PlACT, three information booklets/leaflets for use during counselling, 
one of which was a user information leaflet in Arabic. The booklet for users was 
mostly pictorial, geared to illiterate clients [21,22). Women who experienced 
side-effects said that they wished the drugs prescribed to alleviate the effects were 
free of charge since many of them said they .could not afford to buy the treatments. 
Most of the participants mentioned that they would (or already had) recommend • 
Norplant to others. 

Follow-up FGO 

One year after the initial discussion with users, three sets of FGD were again held in 
each of the five centers, this time with users of less than one year, users of more than 
one year, and with discontinuers. The purpose of these FGDs was to get users' 
opinions after a longer duration of use, and to talk more specifically to discontinuers. 

Characteristics of the users 

The characteristics of the three groups of users are shown ih Tables 3-5. The women 
were, on average, between 29 and 33, had an average of three to six children, were 
mostly illiterate (60-100%), lived in either mostly rural or mostly urban areas, 
depending on the location of the center (Assuit was 90% rural, while AI Azhar in 
Cairo was 100% urban). Between 8O-J(lO% of the women worked at home. The 
discontinuers had similar characteristics to the users, although they tended to be • 
slightly older, slightly more educated and to have up to one fewer children than the 
continuers. Most of the users and discontinuers had used a method of family planning 
prior to trying Norplaot. 

Salis/aCliofl .. wilh Norp/anl 
I 

Reactions to Norplant were similar to those articulated during the initial FGD. Major 
advamages were Norplant's long duration, its ease of use, that it produced less 
side-effects than the pill or IUD, that insertion was in the arm rather than in the 
genital area, and its effectiveness in preventing pregnancy. Women again reported 
having first heard about Norplant mostly from other users, neighbors, relatives or 
friends. 

"r - - -

Table 3 Characterislics ot participants who had used NorpJant for less than one year in five Norplullt 
clinical triul centers, Egypt, 1989 r 

.. ~' ..... or ... :1. 
Cemer 

Characterislic Ain Shams Alexandria Assuit Maluol4ra A/Azhor 

Age (years) 29 30 29 35 29 
Range 22-35 20-35 22-36 25-38 24-34 

Children ever born 4 4 6 5 4 
Range 2-6 2-6 3-10 3-7 1-6 

Education (%) 
Illiterate 80 9t 9! 91 NA 
Literafe 20 9 9 9 

Does user work 
outside home (%) 

y", 0 0 0 9 0 
No 100 100 100 91 100 

Residence 
Urban 90 45 36 18 100 
Rural IO 55 64 82 0 

No. of participanls 
inFGD to t1 II t1 to 

All of the continuers and most of the discontinuers said they were satisfied with 
Norplant, with the exception of discontinuers at one center, where the 5 discontinuers 
in the FGD were not happy with the side-effects from Norplant. Some discontinuers 
at other centers understood that the problems leading to removal might have been 
associated with factors not related to the method (e.g. social or cultural). Others said 
that Norplant was not suited to some women. The majority of users said they had 
recommended Norplant to others as a good method;'some of their relatives, friends 
and neighbors were already using it, due to their recommendation. 

The women in these later FGDs also thought that they were treated well by the 
family planning clinics. Most women found the insertion to be painless, although they 
had been worried beforehand. Follow-up care and counselling were considered 
satisfactory, although going for follow-up Was considered onerous, as was waiting if 
one had to see the doctor. The counselling, both pre- and post-insertion, which had 
been noted for its deficiencies during the initial FGDs, had definitely improved over 
the intervening year of the study. Women generally said that the insertion procedure 
Was explained to them and that they understood how ,to care for the insertion site 
after insertion. 
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Celller 

Characteristic Aill Shams Alexandria Assui( Mansollra AI Azhar 

33 30 
25-38 22-33 

Age (years) 30 32 :lO 
Range 25-37 26-40 28-35 

Children ever born 4 5 5 5 3 
Range 2-6 3-6 4-8 2-8 2-4 

Eductllion (0/0) 
Illiterate 77 100 100 89 NA 
Litemte 23 0 0 11 

Does user work 
outside home (%) 

Yes 8 0 0 0 0 
No 92 100 100 100 100 

Residence 
Urban 92 50 33 56 100 
Rural 8 50 67 44 0 

No. or participants 
inFGD 13 8 9 9 10 

Problems associated with Norp/allt 

The women complained moslly about menslrual irregularities, both excessive bleeding 
and amenorrhea (for continuers of more than one year and discontinuers). Other 
complaints continued to be headache, weight gain and loss, weakness, laziness, and 
hand and leg pain. Social problems were mentioned by some women: one woman 
thought she could not pray while she was bleeding; another woman's mother-in-law 
wanted her to have another child but she and her husband did not want one; and one 
woman complained about the curiosity of her neighbors. 

Rumors 

It appeared t.hat worries and doubts about Norplant Increased between the initial and 
later FGD, mainly due to the rumors that had been circulating regarding Norplant. 
Rumors included that Norplant causes cancer; it is under experimentation; it is not 
effective; it eats bones and skin; it causes diabetes, infertility, paralysis, and heart 
problems and that it moves around in the body. Interestingly, the main sources of 
rumors were reported to be doctors outside of the clinies, neighbors, and relatives. 
Most women discounted the rumors, but they were still worrisome. 

-- -... - --- .. - ,- - . 

I 
Tuble 5 Characterislics or participants who had discontinued use or Norplant in nve Norplant clinical 

trial centers, Egypt, 1989 • ~..... ,.1" .. "~ 

Center 

C/taractcristic Ain Shcml$ Alexandria Assuil MansQllra AfAr/tar 

Age (years) 33 33 33 31 33 

Range 29-36 25-40 29-36 25-38 30-40 

Children ever born 3 5 5 4 4 

Range 2-5 3-9 2-7 2-4 4-6 

Education (%) 

~ 
Illiterate 60 83 100 80 NA 

Literate 40 17 0 20 

Does user work 
outside home (0/0) 

Yes 20 0 0 20 0 

No 80 100 100 80 100 

Residence 
Urban 100 50 75 20 100 

Rurtll 0 50 25 80 0 

No. or panicipants 
inFGD 5 6 4 5 5 

Discontinuation --
Most of the women who had discontinued did so mainly due to menstrual 
irregularities and headaches. Social reasons included the desire for another child, 
husband's travel, and divorce. In one case a husband threatened to divorce his wife if 
she did not remOve the implants. Discontinuers were generally satisfied with the 

• removal procedure and counselling, although one woman was angry that the nurse 
had berated her for having Norplant removed. 

It appears that one area of counselling did not improve over the year: 

• 

post-removal contraceptive use. Most of the discontinuers did not have a 
contraceptive plan followrng Norpl.nt; one woman was already pregnant and wished 
she had not had the implants removed. 

Future use 

Perhaps the best litmus test for satisfaction of a method is whether a woman would 
use it again in the future. Most users said they would. Many discontinuers commented 
that were it not for the side-effects, they would also consider using Norplant again. 

•. - ,-,.( 
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UDle 6 .selected characteristics 01 NOrpJanf USers in five NurplanC clinicuJ trial centers, Egypt, 1989 

J2 

17 

74 
12 
14 

11 
89 

41 
J1 
18 

98 
2 

4.J 
2.4 
1.9 

8 
92 

As a final stop in the Norplant acceptability research, a survey of aU the clients in the EFCS clinical trial was conducted to supplement and complement the FOD. Users' and discontinuers' reactions to Norplant On a raoge of topics were quantified, including past contraceptive use, knowledge of Norplant, counselling, problems encountered, removal, and Norplant cOlltinuation. A total of 1351 women (88%) were interviewed out of 1537 warnell in the clinical trial. The survey was conducted in November IDecember 1989. The average duration of use was 433 days, with a range of Use of 9 to 688 days. 

• 

Table 7 Contraceptive history ~mong women in live NorpJant clinical trial CE:nr~rs. and reasons ror discontinuation, Egypt, 1989 '. ~'.... tI"' .. r" 

Method(s) used 
prior 10 current 
Norplant· 

Never used 
Pill 
tUD 
I njeclables 
Condom 
Norplanl 
Other 

Main reason 
stopped using 
last method 

Wanted pregnancy 
Menstrual problem 
Other side-effects 
Method failure 
To use Norplant 
Other 

• 

Ail, Sh4ms AI/:,xQlldria 

4 9 
74 75 
50 55 
5 7 
t 4 
0 J 
1 7 

0 2 
26 26 
42 39 
12 6 
15 t6 
4 12 

Cenler 

Assuit 

22 
70 
27 
9 
7 
8 
9 

2 
24 
39 
12 
3 

21 

c.: All 
Mansoura . .:...:har cclJlcrs 

6 4 8 
74 68 72 
59 58 51 
15 3 8 
2 3 J 
0 0 2 
3 J 4 

0 t t 
27 17 24 
32 11 J2 
6 7 8 

27 31 20 
9 JJ 15 

"Totals do not sum to 100 since women could have used more than one method of contnlception 
" 

The characteristics of the women in the survey mirrored those of the women in the focus groups, indicating that the FOD .of users and discontinuers were reasonably representative of those enrolled in the clinical trial. Table 6 shows the characteristics of the women surveyed. . 
Characteristics of the women in Asspit showed the m'ost variation compared to the other centers. The age of the women in each of the five centers ranged between 22 and 33, and their average age of marriage ranged from 16 to 18. Most (74%) of the women had nO education; ,c.be husbands tended to be more educated than their wives. In only one center (Mansoura) did more than 20% of the women work outside of the home, whereas virtuaUy all of the husbands (98%) had jobs. 
Women in Assuit had the most living children, 5.2, compared to 3.9 in AI Azhar and just over 4 children in the three olher centers. Eighty-four percent of the women in Assuil said they did not want more children, compared to Over 90% of the women in the other centers. 

, 
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Previous Ilse of family plannillg 

In Egypt it appears that Norplant, at least initially when it is introduced, may be a 
method of choice for women who have tried other methods of family planning and 
have experienced difficulty in using them. Over 90% of the women in centers other 
than Assuit had used another method of contraception before trying Norplant 
(Table 7). 

Most women stopped using the method they were using prior to Norplant due to 
menstrual problems and other side·effccts, although onc·fifth of the women stopped • 
specifically to try Norplant. 

Ill/amlatioll abolll Norp/alll 

In all centers; the initial sources of information about Norplant were neighbors, 
friends, relatives, and doctors. Nearly three·quarters (72%) of the women had known 
someone who was using Nerplant. 

Women varied in their main reason for choosing Norplant (Table 8). Reasons 
include that Norplant lasts longer (30%), that they were not satisfied with their 
previous method (19%), th.tthey had been advised to do so by neighbors, relatives or 
friends (16%), and that Norplant is easy to use (11%). 

}C,g 

Problems ""Coll"tered witll Norplallt 

--More than half of the women in the clinical tilal experienced problems with Norplant 
(Table 9), including menstrual irregularities (62%), and other medical problems 
(37%). Only 1% said that the main problem they encountered was non-medical. 

Discolltilluatioll of Norplollt 

At the time of the acceptability survey, 13% of the respondents had requested 
removal and 7% of the WOQ>eD had actually had the implants removed (see Table 10). 
The others were generally reassured that the side·effects they experienced were not 

serious, or would diminish with time. 
Women requested removal generally because of menstrual or other medical 

problems (44% and 37%, respectively). Four percent each wanted to get pregnant or 
cited other social problems as their reasons for discontinuation. Although a higher 
percentage of women from Assuit said they wanted more children (Table 6), the 
highest percentage of women who actually discontinued due to a desire for more 
children were from AI A.har. Otherwise, personal or social problems were a small 

factor in discontinuation. 

- -.. ..... -" 
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Table 10 Removal experience 01 NorpJanl, tor women In five Norpla tf I' . J • 
Most women themselves made t~ .decision to discontinue, although husbands and 1989 (%) I C lIuca Inal centers, Egypt, 

doctors tended to be involved'in'·decl;lons regarding discontinuation. While most of 

Cenler 
tbe women had to wait after their initial request for the removal to be done, the 
majority of women at all centers reported that they were not pressured to keep the 

item Aill Shams Alexandria 
AI All Norplant against their wishes. Assuil- Mal/sollra Azhar centers 

RemOV"dl request 
Yes 10 18 15 Satisfaction willI Norpiallt Number 16 15 13 280 236 218 322 295 1351 

Main rcuson (or With the exception of Assuit, over 90% of the women surveyed in each of the centers 
wanting removal said they were satisfied with Norplant (Table 11). In Assuit, 87% of the women 

Menstrual disturbance 32 49 46 43 53 expressed satisfaction with Norplant. Again, with the exception of Assuit, over 90% of Other medical 43 44 
Desired pregnancy 

35 41 40 t3 37 • the women were satisfied wilh the service they had received. In Assuit, 85% of the 7 5 3 0 13 Other personal 4 4 women were satisfied with the service. Most women (79%) reported going to the 2 3 6 0 Other 14 4 9 8 10 20 clinics on their scheduled dates for follow-up; of those who do not go on time, most Number 28 1J 43 37 48 15 172 said that it takes too long to get to the clinic and wait to receive service. 
Were capsules removed 
a! first request? 

Yes 36 16 11 Number 10 67 21 COlllillllation alld future use of Norplclllt 28 43 38 48 15 173 
Why nOI removed <II 

When asked if they would consider using Norplant in the future, an average of 67% firsl requcsl? 
Encouraged 10 conlinue 39 16 27 2S 20 

said they would, and an additional 22% said they were not sure. Most of the women 
Doclor nOI in 39 2S (89%) mentioned that they would advise 01 hers to use Norplant. Told to come back if 

33 6 7 20 18 
symploms nOI improved 

Took medicine (or side~ 
22 19 15 33 60 24 

effects 0 11 Discussion 
," 

Olher 3S 23 0 19 0 19 18 Number 12 0 13 18 36 34 43 5 136 Norplant appears to be as acceptable in Egypt as it is in other countries. at leust 
Did you reel pressure among the group of women under study. The participants in this study were women 10 keep il? 

Yes 2Z 11 
mostly in their thirties who had an· average of four children. Most of them had used a 

Number 24 12 20 16 method of family planning before Norplant, and were eager to maintain contraceptive 18 36 34 43 5 136 
Who decided on removal? • protection as most wanted no more children. These women were motivated family 

Self 76 planning users, who had already decided before enrolling in the study that they 
Husbl\nd 50 57 59 86 18 64 wanted to practice family planning. 
Bolh 14 0 5 7 8 
Doclor 

0 18 10 14 It could be that the acceptability of Norplallt will not be as high among the general 
6 0 9 

Olher 14 24 9 0 11 population once the method has spread into the national population program, but 
Number 

0 4 10 14 17 7 7 results from these acceptability studies suggest an important role for this long-term 22 Z, Z2 15 97 
method. Centers in the EFCS study reported that women still came asking for 

hems may not sum fo ]00 due 10 rounding Norplant insertion one year after enrollment in the clinical trial was completed. Some 

·'n Assull. there were StYen disconlinuen who did 
women in the FGD recommend that Norplant be made available in rural areas as 

10 dllConlinuc (or medical reaSOns Thtse seve not rcqu~st remavol; Ihey were odvised by Iht doctor soon as possible. Nearly three-quarters (72%) of the women said they would be 
rcquCIif. and are included in Ihe rcn;oinder O(Ta~I;~~s lire Included In the 'olher' calcgory (or remoyol willing to pay for Norplant, with suggested prices ranging from 0-400 LE, and a 

median price of 5 LE ($1 u 3.3 LE). 

, 
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Ilem 

General satisfnclion 
with use of Norplant 

Overall satisfaction 
wilh Ihe services 
provided by the clinic 

A ill Shams 

94 

90 

Center 

Ale."«lndn·a Assuil 

91 87 

89 as 

AI All 
Mansoura Azhor centers 

93 99 93 

9g 99 93 

The FGD and surveys found similar results: satisfaction with Norplant among 
users was high. In the survey, 93% of the women expressed satisfaction with the 
method. More than half (67%) of the women said they would consider using Norplant 
agaip in the future, and another 22% were undecided. Eighty-seven percent of the 
women who had not discontinued were planning (0 continue with their current 
Norplant set for the full five years. 

Norplant is liked by the women in the clinical trial because of its long duration, the 
site of insertion, its ease of use, and its relative lack of side-effects compared to the 
pill and IUD. Egypt is a country where a reliable, long-term, but not permanent 
method of contraception is needed, as is a method that has less perceived side-effects 
than the IUD and is easier to use correctly than the pill. Norplant has both of these 
charac[eristies; as such i[ shOUld become a popular method of family planning in 
Egypt. 
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Resum' 
,..-

AClueUement, III pillule et Ie disposilif inlra-ulerien reprcsenlent 83% des moyens controcepti(s utilises, en 
Egyple (EDHS, 1989). Norplanl apportern un complement importanl , ce$ melhodu de planning 
familial. En Egypte, ollie. (emmes sonl CIU jeunes en Age de proc~er eC oilies grosse,," se succ:~dent 
generalement A inlervalles ItCS I1Ipproches, la longue duree et I'efficacill! de Norpllln( alnsl que la 'acilled 
relative de son utilisalion devraient ~tre Ill1ruyanles. L'u&ocilliion dgyplienno quls'occupc de, queilloni 
de (ccondlle (EPCS) II entrepril en 1988 une etude sur I'aaceptlbllitc de Norplant en Egyple. Cene etude 
porte sur des palience. qui $C IOnl $Oumiscs , un e"ui cUnique parralneS plitt I'BFCS dlln' clnq h6pltllux 
univcrsilaire" 

l..eJ remme' participant. I'ewi clinique elaienc tOules Agees de 30 a 40 IIns et 4vuient en moyenne 
qUltre enflnl'. La pl~part IVllcnt (Ill appel a une methode de planning r.mlllal avant d'utUiser lea: 
Implant. el lOuhaicalent continuer A benUicier d'unc proteclion contraceptive car elles voulaienl, pour la 

, 
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plupart, ne plus avoir d'enfants. Les utilisatriccs de Notplant ont lemoigne d'une Ires grande satisfaction. 

Au ('Ours de I'cnquete, 93% des femmes se sont dites satidailes de 13 Illtthode. Plus de 1a moitie (67%) 

ont pric~ qU'clles envisageraient d'uliliscr Norplant dans ravenir. ators que 22% o'cn etaient pas 

absolument certaines. De celles qui n'8wient pas abandonne Ia methode, 87% privoyaicnt de continuer 1 

utiliser leur serie CQuranle de Norplant pour 13 periode complete de cinq annees. 

Lcs femmes egyptiennes aimen! Norplant en raison de 13 longue durec d'cfficacite, du site d'insertion. 

de 18 facilite d'utilisation et de I'absence relative d'drets serondaircs pen;us. par comparaison 8'-'CC La 

pillute et les DIU. En Egypte, QU it est absolument necessaire de pouvt>ir compter sur une methode de 

contraception liable, a long terme mais non permanenle. Norplant devrait devenir une methode populaire 

de planning familial. 

R~men 

) 

) 

La pndora y el DIU representan actuaimente el 83 por ciento de la utilizaci6n de antkonceptivos en 

EgiplO (EOBS, 1989); el Norplant sera un complemento importante de los mitodos de planil"icaci6n 

familiar utilizados. En Egipto. donde se comienza a tener hijos a edad temprana y los embarazos con poco • 

intervalo entre sf son 10 habitual, la duraci6n prolongada de la dicacia del Norplant Y $U rclalM facilidad 

de uso habran de ser caracteri'sticas atraclivas. La Asociaci6n de Atenci6n de la fecundidad en Egipto 

(EFCS) inici6 en 1988 un estudio sobre la aceptabilidad del Norplant en Egipto a fin de examinar la 

c1ientela del ensayo clinico de la EFCS en los cinoo hospitales escuela universitarios. 

Las participantes del ensayo dinico eran mujeres de edad comprendida entre los treinta y cuarenta 

ailos que tenian en promedio cuatro hijos. La mayoria hab!a utilizado un metodo de planiHcaci6n (amilar 

anles del Norplant y tenfa gran interes en mantener la protecci6n anticoneeptiva 13 que no deseaba tcoer 

tMs hijos. Las mujeres manifestaron un alto Rivel de satisfacci6n con eI Norplanl. En eI estudio, el93 pot 

cienlo de las mujeres se mostraron satisfechas con el metodo. Mas de la mitad (67 por clento) de las 

mujeres dijeron que considerarian velver a utilizar el Norplant en eI futuro y el 22 por ciento de Las 

mujeres se mostraron indeclsas. E1 87 por ciento de las mujeres que no habfan intenumpido el uso 

proyectaban continuarlo con su actual Norplant durante el periodo completo de cinco anos. 

A las muje-res egipcias les agrada el Norplant por su prolongada duraci6n de eficacia. el lugar de 

inserri6n, su factlidad de uso y su relativa falta de efectos secundarios 8dvertidos en comparaci6n ron los 

de Ia pOdora y eI DIU. En Egipto. donde se necesita en gr.\n medida un metoda anticollttplivo flable., de 

larga d~raci6n pero no permanente. el Norplant podrla lIegar a ser un metodo popular de planirK:aCi6n 

familiar. 
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POST-MARKETING SURVEILLANCE OF NORPLANT* CONTRACEPTIVE 
IMPLANTS: I. CONTRACEPTIVE EFFICACY AND REPRODUCTIVE HEALTH 

International Post-Marketing Surveillance ofNorplant 

Investigators. Bangladesh: H. Akhter', Bangladesh Fertility Research Programme, Dhaka; 
MA Quader, Bangladesh Association for Voluntary Sterilization, Khulna; T. Hossain, Family 
Planning Association of Bangladesh, Khulna; S. Rahman, Mohammadpur Fertility Services and 
Training Center, Dhaka. 
People's Republic of China: Gu Su-juan', PI, Beijing Municipal Research Institute for Family 
Planning, Beij1tJg; Du Ming-kun', Shanghai Medical University, Shanghai; Wang Shu2hua. 
Meng Fan, Beijing Municipal Research Institute for Family Planning, Beijing; Zhou Shi-hui, 
Hunan Province Research Institute for Family Planning, Changsha; Deng Shu-sua, Chongqing 
Family Planning Service Center, Chongqing; Wu ]jng, Gong Xiao-qing, Guizhou Province 
Research Institute for Family Planning, Guiyang; Qi Li-fang, Shandong Provincial Research 
Institute for Family Planning, Jinan; Shen Qi-feng, Feng Zuan-chong, Shanghai Institute of 
Planned Parenthood Research, Shanghai; Zhang Ling-de, Laoning Province Research Institute 
for Family Planning, Shenyang; Liu Ying-lin, The Second Teaching Hospital ofTianjin Medical 
College, Tianjin; Tong Zhao-jin, Henan Province Research Institute for Family Planning, 
Zhengzhou. 

Chile: S. Diaz', Instituto Chileno de Medicina Reproductiva, Santiago; I Carnpodonico', 
Hospital Clinico San BOIja-Arriaran, Santiago, E Quinteros, Instituto Chileno de Medicina 
Reproductiva, Santiago and Sonia Pizarro Hospital Clinico San Borja-Arriarall, Santiago. 
Colombia: G. Ojeda', Prof amilia, Bogota; lA. Torres, J. Martinez, Profamilia, Bogota; 
1. Angel, LA Torrl!s, Claudia Cruz, Prof amilia, Cali; G. Raigosa, RL Restrepo, Profamilia. 
Medellin. 

Egypt: E.O. Hassan', Egyptian Fertility Care Society, Cairo; AR Arnmar, Khaled Diab, Ain < 

Shams University; M. Toppozada, N.l. Ali, Alexandria University; H. Thabet, M. Zakhera, ,_~ 
Assiut University; M.A Azeem, AF. Haroun, Mansoura University; A.K. EI Hemaly, LM. 
Talaah, Al Azhar University. 
Indonesia: B. Affandi', University of Indonesia, Jakarta; Hanny Ponpon, University of 
Padjadjaran, Bandung; H. K'~sidi, H.M. Hoesni, BKKBN, Jakarta; N.B. Azwar, University of 
Andalas, Padang; Noor Pramono, University of Diponegoro, Semarang; R.B. Farid, 
Hasanuddin University, Ujung Pandang . 

Principal investigator 
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Sri Lanka: S. Basnayake1
, The Family Planning Association of Sri Lanka, Colombo. 

Thailand: Suporn Koetsawang1
, Siriraj Hospital, Bangkok; A. Patanayindee, 
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ABSTRACT 

Norplant contraceptive implants have been studied extensively in clinical trials. To further 

examine the safety ofNorplant in developing countries a cohort study of 5 year duration 

was undertake~ of 7,977 women initiating Norplant use, and age matched initiators of IUDs 

(6,625) or surgical sterilization (1,419) in 32 clinics in 8 developing countries (Bangladesh. 

Chile, China, Colombia, Egypt, Indonesia, Sri Lanka and Thailand) from 1987 to 1997. Here is 

reported on contraceptive efficacy, continuation rates and reproductive health events. 

At admission, women had a physical examination arid their medical histories, demographic and 

socio-economic characteristics were recorded. Follow-up visits were scheduled 2 weeks after 

admission and -every 6 months thereafter for 5 years irrespective of change of contraceptive' 

method. At all visits, information about the woman's health was obtained; details of all 

hospitalizations or out-patient care were ascertained by extracts from hospital and clinic case 

records. The study evaluated efficacy of the methods, health events, surgical procedures, 

medications and pregnancy outcomes. Rates of major health events, adjusted for clinic or clinic 

and age were compared between groups. 

The study accumulated 78,323 woman-years of observation, of which 39,337 were in the 

Norplant group, 31,915 in the IUD groups and 7,071 among sterilized women with mean age 

of28,5, 28,5 and 29,6, respectively. Of the 16,021 women enrolled, 306 (1.9"/0) women were 

released by the end of 6 months because they had changed the initial method or became 

pregnant in the interval, and 553 (3.5%) women discontinued follow-up. By the end or5 years, 

the mean duration of first segment use per initiator was 4.16 years for Norplant®, 4.10 years 

for the IUD and 4.96 years for sterilization. Overall Pearl pregnancy rates for Norplant 

implants, Copper IUDs and female sterilization, 0.27, 0.88, and 0.12 per 100 woman years, 
, 

respectively. Users ofNorplant® implants, Copper IUDs and sterilization had ratesofectopic 

pregnancy 0[0.25,0.65 and 0.11 per 1,0pO woman years, respectively, this rate was 2.66 per 

1,000 woman years for non-contracepting women. 

Major health events related to the reproductive system were rare. The incidence of breast and 

cervical cancer was below 1 per thousand women-years in the three groups. Rates of acute 



I ' 

I 

I 

• 

I. 

I 

I. 

, 

• 

• 
4 

PID were significantly lower among Norplant users than in the nJD group (p = 0.004). The 

rates of ovarian enlargement was higher in Norplant users (p<O.OOI), but not hospitalization for 

this condition. Two deaths related to the reproductive system occurred (0.26 per 10,000 

women-years). Rates of other reproductive health events were not significantly different 

between the groups . 

This prospective, longer term post-marketing surveillance project in developing countries 

confirmed that the contraceptive methods studied were highly effective and safe, and were 

associated with few major reproductive health problems. 

, 
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INTRODUCTION 

Norplant subdermal contraceptive implants continuously release the synthetic progestogen 

levonorgestrel at a low concentration which is sufficient to provide effective contraception for 

five years. Long term users ofNorplant implants are under the influence of uninterrupted 

exogenous steroid during several years of their reproductive life. Regulatory approval of 

Norplant implants was based on large-scale, well-designed clinical trials, which indicated that 

Norplant provides effective contraception, with a safety profile similar to that of other steroidal 

contraceptives, although its use is associated with prevalent bleeding irregularities (1-4). Pre

marketing clinical trials, however, are seldom large enough to evaluate the occurrence of rare 

adverse events that may have public health significance (5). Moreover, clinical trials are 

conducted undsc strict supervision, in circumstances that differ from the usual clinic ' 

management, and they involve selected participants who are usually released from follow-up 

after discontinuation of the method being investigated. Hence the safety of the method should 

be evaluated during use in the usual service conditions. 

In 1985-86, three agencies concerned with reproductive health (Family Health International. 

FHI; the Population Council; and the UNDPIUNFPAlWHOlWorld Bank Special Programme of 

Research, Development and Research Training in Human Reproduction, HRP) agreed to 

evaluate the safety ofNorplant implants by means of a controlled cohort study. The 

international post-marketing surveillance ofNorplant was initiated in 1987 in developing 

countries where this contraceptive had been approved by the national regulatory bodies. The 

objective was to evaluate, in the short and medium term, the occurrence of health events of 

public health import¥1ce which may have not been detected in the previous clinical trials. 

This is to OUf knowledge, the first large-scale, prospective. multi-country, long-term drug 

surveillance project in developing countries. The five year follow-up study involved women 

initiating use ofNorplant implants or intrauterine devices (IUDs) and women undergoing 
, 

surgical sterilization. This report describe~ the methodology of the study and focuses on 

reproductive health events during and after use of these fertility regulation methods, the 

contraceptive efficacy of the methods, and the extent of continuing use of them. Health effects 

on other body systems are described in an accompanying paper (6). 
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METHODS 

Study design: A concurrent cohort study of five-years duration in women initiating use of 

Norplant implants (index subjects), IUDs or sterilization (controls), the study was designed to 

have sufficient statistical power (80 %) to detect a doubling of event rates among implant users 

from a baseline incidence rate of I per 1,000 woman-years (5% significance, 2-sided test). This 

required observation ofJO,OOO woman-years in each of the index and control groups. 

Enrolment of 8,000 index subjects and the same number of controls was planned, given 

anticipated method discontinuation rates and losses to follow-up. 

The protocol instruments and logistics of the study were reviewed, discussed and modified in' 

meetings held before launching the study with potential country co-ordinators and principal 

investigators. The protocol, guidelines for investigators, forms and logistics were tested in a 

pilot phase in 1987-1988, engaging a total of 800 women in three centres in Chile, Sri Lanka, 

and Thailand. After revision ofthe study instruments, the main phase of the study was 

conducted in 32 family planning clinics in 8 developing countries (Bangladesh, 2 clinics; Chile, 

2 clinics; China, 10 clinics; Colombia, 3 clinics; Egypt 5 clinics; Indonesia, 5 clinics; Sri Lanka, 

1 clinic; and Thailand, 4 clinics). Enrolment into the main phase started in January 1989 and 

was completed in December 1991. Participants in the pilot study were included in the main 

study. Follow-up was completed in 1997. The study was monitored through frequent visits to 

the clinics by project co-ordinators from the three agencies involved and by the review of all 

study forms at the co-ordinating centre at WHO in Geneva. Problems and achievements were 

reviewed in several inV)::stigators' meetings. 

Contraceptive methods: Norplant implants consist of 6 Silastic capsules which are placed 
, 

subdermally (1-4). Each capsule contains 36 mg levonorgestrel. A set of six capsules delivers 

approximately 30 ug oflevonorgestrel per qay and provides mean plasma levels that range from 

0.35 nglml in the first year to 0.29 nglml in the fifth year of use (7). Implants used in this study 

were manufactured with the so called "hard tubing" Silastic (2,3). Removal of implants was 

scheduled at the end of five years, if they had not been removed earlier. Locally available 

Copper IUDs were provided at all clinics while non-Copper IUDs were also used in some 
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countries, notably China and Indonesia. The sterilization procedures as preferred by the clinics 

were applied in the study. Other contraceptive methods were available for women who 

discontinued their initial method during the course of the study. 

Admission requirements: Women attending family planning clinics who wanted to initiate use 

of Norplant implants, an IDD or sterilization, were eligible if they were: aged 18-40 years; 

living in the catchment area of the clinic; willing to participate and to attend the clinic semi

annually for 5 years; and if they satisfied medical criteria for the use of all three contraceptive 

methods involved. For each woman choosing Norplant implants, a control subject in the same 

five year age band (e.g. 20-24, 25-29 years, etc.) was enrolled. 

Medical exclusron criteria were: current clinical evidence of pregnancy, hypertension, jaundl'ce 

or active liver disease or anaemia, as defined according to local standards; history of 

hypertension, diabetes mellitus, mental illness, epilepsy, severe or frequent headaches, persistent 

abnormal genital bleeding, ectopic pregnancy, cancer, stroke, thrombophlebitis, 

thromboembolism, severe cardiovascular problems, or jaundice either during pregnancy or in 

the preceding year. Breast-feeding women were eligible six weeks post-partum. 

Admission procedures: Contraceptive methods available in the clinics and their known side 

effects, were explained to clients. Women who selected Norplant implants, an intrauterine 

device, or sterilization were informed of the purpose of the study, the importance of recording 

all health events and of attending the clinic for semi-annual visits during 5 years. Women were 

also informed of their right to change contraceptive method at any time, if they wished. 

Although the counse\ling placed emphasis on the follow-up procedures, women were assured of 

their freedom to withdraw from the study. 

> 

At admission, women provided information on their demographic and socio-economic 

characteristics, on their medical, reproduc~ive, and contraceptive history and on life-style 

variables such as alcohol and cigarette consumption. Physical examinations were performed, 

including breast and pelvic examination, cervical cytology, blood pressure and haemoglobin 

measurements. 
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Problems related to method initiation were recorded. Women were provided with a card, with 

subject number and clinic identification, the study name, and information that the study was co

ordinated by WHO. This card was used to record health events when the clients visited health 

care providers, clinics or hospitals, other than those involved in the study. 

Follaw up: Women were scheduled for follow-up visits in the first 6 weeks after admission and 

every 6 months thereafter for 5 years, irrespective of change of contraceptive method, except as 

noted in the following paragraph. Women were encouraged to visit the clinic if they had any 

problems related to their health or contraceptive method. After a change of contraceptive 

method, additional visits were scheduled according to local practices, but were mandatory for 

women when selecting Norplant, an IUD, or sterilization. Women who still used their original 

Norplant impl3'l1ts at the end of five years, had the implants removed and were followed-up With 

a visit at 6 weeks after removal. All other women were released from the study at five years. 

Since the study was designed to investigate effects associated with longer term use of the three 

study contraceptives, women who discontinued their contraceptive method within the first six 

months were released from follow-up, after removal, as were women who became pregnant in 

the same interval. 

At all visits, information about the health of the women was obtained through interviews. The 

interview, at semi-annual visits, included open-ended questions about general wel1-being and 

health complaints, as well as structured questions on current contraceptive method, smoking, 

last menstrual period (LMP), occurrence of pregnancy, health problems, out- and in-patient 

medical care includirrg name and address of care provider(s), clinics and hospitals, surgery and 

medications. Physical examinations, cervical cytology, blood pressure and haemoglobin 

measurements were perfof1)1ed whenever women changed contraceptive method or when 
> 

medically indicated. Pregnancy was confirmed by pelvic examination, urinary pregnancy tests 

and, in some centres, by ultrasound exami.nation. Other laboratory tests or procedures were 

performed only when medically indicated. 

Problems related to implant or IUD insertion, to the sterilization procedure or to implant 

removal were recorded as well as reasons for discontinuing the initial and subsequent methods. 
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To facilitate follow"up, women provided, in addition to their addresses and telephone numbers. 

those of husband's or partner's workplace, and of two friends or relatives not in the core 

family. Permission was sought to contact these persons in case of missed visits. At scheduled 

follow-up visits, inquiries determined whether the subject had moved or planned to move and 

women were asked about changes in the partner's workplace. Clinics established their own 

means to trace women who were overdue for scheduled visits. These included phone calls, 

letters, home visits and/or contacting the partner, relatives or friends, according to procedures 

agreed upon at adniission. 

Ethical aspects: All women had freely selected one of the study methods, and they gave 

informed conSent to participate in the study after hearing and reading explanations of the sludy's 

purpose, and of the procedures and examinations involved. The study was approved by the 

ethical review committee of each participating institution and by the Scientific and Ethical 

Review Group of the UNDPfUNFPAlWHO/World Bank Special Programme of Research, 

Development and Research Training in Human Reproduction. 

Country research teams: Providers in charge of admission and follow up were physicians. 

nurses or midwives trained in contraceptive counselling, insertion and removal ofNorplant and 

IUDs and other clinical procedures. They were trained in the study protocol and procedures, 

including interviews and record keeping. All were aware of the importance of quality of care to 

ensure long term follow up. Each of the 32 clinics participating in the study had a responsible 

investigator who reviewed the completeness of forms and checked the coding of diagnoses. All 

countries had a cotfntry co-ordinator (two in China) who reviewed the forms of all subjects 

with health problems. 

~ 
~ ~~ 

Data management: All complaints and symptoms, and diagnoses reported by the women were 

coded by the interviewer according to t~e International Classification of Primary Care, ICPC 
, 

(8) and the International Classification of Diseases 9th Revision, ICD9 (9), respectively. The 

provider also assessed whether the interview or examination had uncovered any health problem 

or pregnancy. When needed, information about hospitalizations was supplemented by extract 

from hospital case records including duration of hospitalization, medication, and laboratory, x-

\~o 
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ray, surgery and histopathological reports and discharge diagnosis. Similar additional 

information was obtained from clinics visited for out-patient care when needed. 

When pregnancy or health events were recorded, the case form and supplementary information 

were reviewed by the local principal investigator who coded diagnoses according to ICD9 and 

surgical procedures and medications according to International Classification of Procedures in 

Medicine, ICPM (10). The country coordinators subsequently reviewed the case forms and 

classified each event as a major or other event as defined below. Forms were despatched to 

WHO, Geneva, where they were checked for completeness and errors before data entry (SB). 

All study forms and extracts of supplementary information of subjects who experienced a major 

health event were reviewed by the overall project co-ordinator (OM), who checked the coding 

and assessed the Validity of the diagnosis. Whenever a diagnosis of a major health event was' 

uncertain, additional information was requested from the clinic before the final diagnosis was 

given. After data entry, detailed validity and consistency checks were applied. All problems 

identified were reviewed and resolved by correspondence with and/or visits to the centres. The 

diagnostic codes of other health problems, as defined below, were given at the clinics and 

reviewed by the country the co-ordinators. When OHPs were analysed at the ICD9 3 digit 

level for reasons described elsewhere (6), the forms and validity of the diagnoses were in 

several instances reviewed by the project co-ordinator. Thus the OHP 3 digit diagnoses were 

reviewed for myoma uteri (ICD9 218), benign tumours of the breast (ICD9 217) and diseases 

of the breast (lCD9 610-611), inflammatory disease of ovary, fallopian tube, pelvic cellular 

tissues and peritoneum, and uterus (lCD9 614-615), and symptoms and signs at site of 

Norplant insertion and removal. 

! 

Definitions: To achieve uniform review, validation and coding of health events at centre and 

country levels, and at the overall study level, health events were categorized as "major health 
> 

event"(MHE) or "other health problem" (OHP). MHEs included deaths and morbid or 

traumatic events which are potentially life-t~reatening, required hospitalization or 

convalescence for a period of at least one month, had physical or mental sequela, or lead to 

long term medication (three months or more). OHPs were defined as events or conditions 

deviating from normal mental and physical health status, except common colds and minor 

injuries. 

• 

\"'61 
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Pregnancies were considered major health events. The date of conception of pregnancies was 

estimated as 14 days after the onset of the last menstrual period (LMP), and adjusted by 

ultrasound diagnosis or duration of pregnancy as estimated at delivery. The post-partum period 

was defined as 42 days after a delivery. 

Diagnosis of acute pelvic inflanunatory disease (PID) (ICD9 614.0) required oral temperature 

of at least 38°C, and lower abdominal tenderness with guarding, and a pelvic examination 

revealing either tenderness on cervical motion, adnexal tenderness, or palpable adnexal mass. 

Women given an outpatient care diagnosis of acute PID but not fulfilling such criteria, were 

classified as "unspecified" PID (ICD9614.9). Women hospitalized for repeated episodes of 

lower abdomina! pain and given a diagnosis ofPID but not fulfilling the criteria for acute PID, 

or who had laparoscopy or laparotomy revealing old pelvic adhesions, were classified as 

"chronic PID", hospitalized (ICD9 614.6-7), while outpatient diagnosis of PID among women 

with repeat episodes or prolonged pelvic pain not fulfilling the study criteria of acute PID, were 

classified as "other chronic PIO", outpatient (ICDP 614.6-7). 

Increased or irregular vaginal bleeding or both (ICD9 626.2; 626.4; 626.6; 626.8-9) was 

categorized as severe if it lead to hospitalization, dilatation and curettage, or both. A diagnosis 

of anaemia required a haemoglobin value ofless than 10 gldL. Diagnoses of myoma uteri 

(ICD9 218) were stratified by whether the myoma(s) were discovered incidentally by systemic 

screening or by symptoms compatible with myoma followed by clinical examination including 

ultrasound. A diagnosis ofa neoplastic lesion of the breast (ICD9 174,217) required biopsy or 

other surgery (except one case with metastatic breast cancer). Benign lesions of the requiring 

surgical biopsy were considered a major health event (ICD9 217). 

Data Analysis: This report includes reproductive health events in Norplant users and control 

subjects from initiation to the last study visit, provided this occurred within 63 months of 
\ . . 

admission to study. Data from continuing users oflUDs and sterilized women were censored 

at that point while Norplant implants generally were removed around the 5 year point. Women 

who discontinued their contraceptive method within the first six study months contributed to 

events rates during any remaining study participation. When women moved out of the area, 
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were lost to follow up, refused to continue in the study or died, their data were censored as of 
the time of their last visit or the time of death. 

Data have been analysed both by method in current use and by initial study method. Incidence 
rates for reproductive health events are given according to current method, unless otherwise 
stated. Observations during the second or subsequent segments ofNorplant or IUD use and 
observations recorded in women who had switched from Norplant to an IUD or vice versa, 
contribute to event rates according to the method currently used at the time of the event. 

When the data were analysed by method initiated at admission, all events recorded were 
considered, regardless of changes in contraceptive method that occurred during the study. 

Statistical analysis: Life-table methods were used to summarise the cumulative and annual 
rates of pregnancy according to contraceptive method, of other reasons given for 
discontinuation, and of all reasons combined, treating all other reasons for discontinuation as 
censored. The cumulative rates reported here are indistinguishable from the cumulative net 
rates of Chiang or the gross cumulative rates computed using the Tietze-Potter method 
(II, 12, 13). Women determined to have been pregnant when stopping their contraceptive 
method for another expressed reason were classified as pregnant at the approximate date of 
conception, in preference to the originally stated reason and date. The incidence of pregnancies 
by current contraceptive method was expressed as a Pearl rate (pregnancies per 100 or per 
1,000 woman-years) and confidence intervals computed from the Poisson distribution (14). 

Incidence rates werei;:xpressed per 1,000 woman-years according to the initial method chosen 
or the method currently used at the time of the event. Only the incidence of first events of a 
specific type, or within a class of diseases, were considered and thus experience observed in the , 
study after the first occurrence of an event was disregarded (censored) in the calculations for 
that endpoint. Crude disease incidence ra~es were computed according to the initial method 
chosen or the method used at the time of the event. Comparisons between incidence rates (rate 
ratios) were adjusted for differences between clinics by Poisson regression using STATA (lIb). 
In addition, rate ratios comparing users of different contraceptive methods were adjusted for 
age of the woman at the start of the study. 
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RESULTS 

Participants alld contraceptive methods: Altogether 16,021 women were enrolled of whom 

7,977 were Norplant users, 6,625 were IUD users, and 1,419 were women undergoing 

sterilization. Clinics in China recruited 38% of participants; Egypt, Indonesia, and Thailand 

each enrolled between 11% and 13%, Bangladesh, Chile, Colombia, and Sri Lanka each 

contributed between 5% and 8% of the participants (Annex 1). Some clinics (one each in 

Bangladesh and in China) recruited only sterilized women as controls while others (all 5 in 

Egypt, 6 clinics in China, and one each in Bangladesh, Chile, Indonesia, and Thailand) recruited 

only IUD users as controls. At admission locally available Copper IUDs (TCu 220C, TCu·' 

380A, Multiload 250 and 375, Shanghai V) were provided to 5,996 women in all clinics, while 

629 women in China and Indonesia, received non-Copper IUDs (Lippes Loop, Stainless Steel 

ring, Mahua ring, Plastic flower, UCD-indomethacin, Uterine cavity shape ring). The 

sterilization procedures at admission were minilaparotomy (1,073 subjects, 76 %), laparoscopy 

(307 subjects, 22%) and transcervical chemical sterilization with phenol atabrine (18 subjects, 

1%) or quinacrine (2 subjects). Other contraceptive methods were available for women who 

discontinued their initial method during the course of the study. 

When all countries were taken together, study and control groups differed moderately in terms 

of age, age at first union and at first full term pregnancy, parity, outcome oflast pregnancy, 

educational level, tobacco consumption, and had similar alcohol consumption (Table 1). 

Although small, most of these differences were statistically significant given the large study size 

(p < 0.001). Mean age at last birthday before admission was 28.5 years for both Norplant and 

IUD users while sterilized women were on average 1.1 years older. About 1% of participants 

were as single or separated at admission. IUD users were oldest at the age of first union and of 

first full term pregnancy while sterilization subjects were the youngest. IUD users had the 

lowest parity and sterilized women the highest. Overall, 91.6% of sterilized women had a full 

term pregnancy as their last pregnancy outcome, in contrast with 71.5% ofNorplant® users 

and 71, I % of IUD users, and induced abortion accounted for nearly all the remaining 

outcomes. Educational attainment was highest among IUD acceptors while sterilized women 
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had the least schooling. Less than seven percent ofNorplant and IUD users and 10.6% of 
sterilized women had ever smoked, less than five percent of participants had ever drunk alcohol 
and still fewer women currently smoked or drank alcohol regularly (not shown). Mean weight 
ranged between 51. 7 kg and 55.6 kg, women choosing sterilization being the lightest and those 
choosing IUD the heaviest. Few women reported previous diseases related to the reproductive 
organs: an ovarian cyst had been experienced by 0.8 %, 0.7% and 0.5% of women in the 
Norplant, IUD and sterilization groups, respectively, while a history ofPID was reported by 
1.5%,0.9% and 1.8% of women iri the three groups, respectively (not shown). 

A higher proportion (p < 0.001) ofNorplant users had previously used contraception before 
entering the study than were women in the control groups (Table 2). Overal~ IUDs, oral 
contraceptives, barrier methods, and injectables, in descending order, were the methods that·' 
had been most frequently used; only 2.5 percent of the participants had previously used 
implants. 

Follow-up andyears of observation: Of the 16,021 women admitted to the study, 15,161 
(94.6%) were followed through 5 years (Table 3). A total of303 users ofNorplant or IUDs 
were released from the study within the first six months because they had discontinued the 
method chosen at enrolment or became pregnant in this interval. Three women in the 
sterilization group were also released in the first six months because they were pregnant at or 
soon after admission; another woman in this group was released after 12 months because her 
admission cervical cytology had shown a carcinoma in situ. Thus, 1.9"/0 of the initial acceptors 
were released in the early course of the study. Of the remaining 15,714 women, 15,161 women 
(96.5%) completed the 5 years follow-up, with similar follow-up rates for the three groups. The 
study encompassed 78,321 years of observation: 39,336 years (50.2%) in women initiating 
Norplant; 31,915 years (40.8%) in IUD initiators and 7,070 years (9.0%) in women undergoing 
surgical sterilization. 

The mean duration offollow up per woman was 4.9 years in Norplant initiators, 4.8 years in 
IUD initiators and 5.0 years among sterilized women (Table 4). The mean number of 
scheduled follow up visits was 9.3 per woman with small, although significant differences 
between groups (p < 0.001) in the number of scheduled, unscheduled and total visits and in the 

/ 
\~ 
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mean number of physical examinations, pelvic examinations and haemoglobin measurements. 

Sterilized women had the fewest physical exams and haemoglobin measurements. 

Removals of the initial method (life table rates): First segment continuation and termination 

rates for the three methods are shown in Table 5. For most women, the scheduled removal of 

Norplant took place shortly after 5 years from insertion, while for 818 women it occurred 

shortly before they completed 5 years. Two clinics had policies requiring IUD removals in the 

fourth year. Of 701 such removals, 302 women had another IUD inserted during the same 

visit and are considered, in this analysis, to have continued the first segment. Life table rates 

were calculated by considering terminations for end of effective life of IUDs and implants as 

censored observations. 

The first segment cumulative life table removal rates for all causes at the end of 5 years were 

33.2%, 30.5% and 27.0% among women initiating Norplant, Copper IUDs and non-Copper 

IUDs respectively (p< 0.001). Norplant subjects stayed with their initial method an average of 

4.17 (Standard error (se) 0.02) years while IUD users continued on average 4.10 years (se 

0.02). First segment use of non-copper IUDs, principally in China, was on average 4.23 years 

(se 0.07) compared with 4.09 years (se 0.02) for Copper IUDs. 

The removal rate for pregnancy in Norplant users included a total of 88 pregnancies, 77 clearly 

due to method failures (2 in the first year, 6 in the second, 20 in the third, 19 in the fourth and 

30 in the fifth year), and II whereit was not known whether conception took place before or 

after insertion (n=6) or removal (n=5), 1 in the first year and 2 each in the third and fourth 

year). In the IUD groups, no pregnancies were reported to have occurred around the time of 

insertion. 

Bleeding problems were the most frequent medical reason for discontinuation in the Norplant 

group, leading to a cumulative discontinuation rate of 13.7% at the end of 5 years, significantly 

higher (p < 0.001) than in the Copper and non-Copper IUD groups, which were 6.4% and 

4.7%, respectively. Other medical reasons for discontinuation included a large variety of 

complaints and health events. Among Norplant users, conditions associated with the use of 

hormonal contraceptives constituted the majority of reasons for discontinuations, being 
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headache, weight change, skin changes, mood changes and breast symptoms or diseases the 

most frequent. On the contrary, among IUD users, symptoms and diseases of the reproductive 

tract constituted, the majority of medical reasons for removal, pelvic pain and infection being 

the most frequent. 

Annual first segment life table pregnancy rates and 5 year cumulative life table pregnancy rates 

(Table 6) were significantly lower (p < 0.005) among Norplant users and sterilized women than 

among IUD users in the first four years. Sterilized women had lower pregnancy rates than did 

Norplant users from the third year through fifth years (p < 0.01). Norplant pregnancy rates 

increased with duration of use from around 0.1 per 100 women in the first two years to 0.6 per 

100 women in the fifth year of use (p <0.001). In contrast, annual pregnancy rates among IUD 
, 

users declined with longer duration of use (p < 0.00 I). Copper IUDs were six-fold more 

effective than non-Copper IUDs in the first year (p <0.001) and two-fold more effective in the 

next four years. 

Contraceptive dynamics: Women discontinued or changed their initial contraceptive method 

during the course of the study as indicated in Table 7. As a result the observations include 

more than 1,000 woman years of use for each of condom, combined oral contraceptives 

(COCs) and no method, and shorter accumulations of use with other methods. This permitted 

an assessment of contraceptive efficacy and ectopic pregnancy rates with study methods and 

other methods. Women who were pregnant or in the puerperium accounted for a further 966 

woman-years of observation (not shown). 

For methods with more than 1,000 woman-years of use and based on all segments of use, Pearl 

pregnancy rates (intra- and extra-uterine pregnancies considered together) were lowest for 

Norplant implants and female sterilization, 0.27 and 0.17 per 100 woman-years, respectively 

(Table 8). The pregnancy rate for Copper IUDs and COCs was less than 1 per 100 woman

years, while it was about three times higher among users of non-Copper IUDs. The pregnancy 

rate among users of condoms was substantially higher, 7.4 per 100 woman-years. Of the total 

1,737 pregnancies recorded in the study, the great majority (1,134, 65.3%) were among non

contracepting women, in whom the pregnancy rate on average was 45.1 per 100 woman-years, 

the rate was 172 among those stopping contracepting for want of another child and 17.6 among 

IS? 
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those who stopped for other reasons. 

Seven pregnancies among non-contracepting women were ectopic (rate 2.7 per 1,000 woman

years). For women who conceived while using Norplant, Copper-IUDs or sterilization, the 

ectopic pregnancy rates were 0.30,0.68 and 0.13 per 1,000 woman years, respectively, 

compared with 1.30 for those using non-Copper IUDs. The proportion of ectopic to total 

pregnancies was higher for users ofNorplant, Copper IUDs and non-Copper IUDs, than for 

non-contracepting women 

Outcome a/pregnancies: The outcome of pregnancy was known for 1,720 of the 1,737 

pregnancies recorded, 603 of which occurred while women were using contraception (Table 9). 

A lotal of 1,119 pregnancies were carried to delivery, and 10 of these were multiple. Among 

singleton live births, the mean birth weight of the infants of non-contracepting women and 

women using Norplant at the time of conception were similar. The birth weight ofthe infants 

of women with an IUD in uteri at conception appeared to be lower than the mean birth weight 

of the infants of non-contracepting women, but this difference was attributable to birth weight 

differences among clinics (stratified p-value 0.13). Of the 47 women giving birth to an infant 

conceived with an IUD in utero, 42 (89%) of them had the IUD removed before 13 completed 

weeks of pregnancy. 

No malformations at birth were recorded among infants of women who used Norplant, IUDs or 

who were sterilized at time of conception. Three infants (0.3 %) of non-contracepting women 

had malformations recorded (including one infant with transposition of the great vessels). Most 

of the 603 contraceptive failures ended with an induced abortion. The percentages of such 

pregnancies ending in induced or spontaneous abortion varied for the different contraceptive 

methods. Two molar pregnancies occurred, in one Norplant user and in one condom user. 

Problems at method initiation alld discolllilluatioll: Problems during or soon after the 8,146 

recorded Norplant insertion were reported in 89 (1,1%) cases, including haematomas (n=42), 

inflammatory reactions (n=36), and complaints of pain, itching or other effects (n= 11). 

Problems recorded during or soon after the 8,876 IUD insertions were perforation (n= 1), 

fainting or dizziness (n=2) and severe pain (n=4); 43 expUlsions were detected within the first 
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12 weeks. Problems during and after sterilization procedures were one case of bleeding in the 

mesosalpinx during laparotomy; excess damage of one tube at cauterization by laparoscopy; 

eight wound infections after laparotomy; and two episodes of fever after transcervical chemical 

sterilization with phenol atabrine paste. 

At the end of the study, a total of7,850 Norplant removals, including second segment 

removals, had been reported. Of these, 79 (1%) were considered difficult, including 36 cases of 

broken capsules. ./ 

Reproductive health events: Cancer of the breast was diagnosed in 4 initial acceptors of 

Norplant, two of whom were using other contraceptives at the time of detection, and one in a 

woman initiating IUD use who also used the IUD at detection of the cancer (Table 10). Four 

of these women lived in China, all of whom had the histopathological diagnosis confinned by an 

independent referee pathologist. One women lived in Bangladesh and had a clinical diagnosis 

of advanced breast cancer. The overall incidence rate of breast cancer for Norplant initiators 

was 0.10 per 1,000 woman-years and 0.03 for IUD initiators (p=O.21). 

In China one Norplant initiator had in-situ cancer of breast and another had a non-invasive 

phyllodes tumour according to the referee pathologist. Benign tumours of the breast requiring 

biopsy, had similar rates in women initiating Norplant or IUD, the rate ratio for Norplant vs. 

controls was 0.86 and not statistically different from unity. Analysis according to current use of 

Norplant, IUD or sterilization gave similar results. 

Invasive cancer of the genital tract was diagnosed only once, in a sterilized woman in Chile who 

developed cervical cancer (Table 10). The incidence of carcinoma in situ of the cervix and 

cervical dysplasia was similar in all groups of contraceptive users whether analysed by initial or 

current contraceptive method. No invasive cancers were reported for the corpus uteri including 

the endometrium, or of the ovary. One sterilized woman in Chile had a choriocarcinoma 

diagnosed two months after the sterilization surgery. The incidence rates of myoma of the 

uterus, whether incidentally detected or symptomatic, were similar in the Norplant, IUD and 

sterilization groups. 
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Among women currently using Norplant the incidence of ovarian enlargement managed on an 

out-patient basis was approximately three times that among women currently using IUD or 

sterilization (Table II). Further analysis of ovarian enlargements by functional cysts (ICD9 

620,0 and 620, I) and other unspecified ovarian cysts (ICD9 620.2, 620.9) showed a similar 

pattern (not shown). The incidence of ovarian enlargements requiring hospitalization was 

similar among current users ofNorplant and IUD or sterilization combined. Of the hospitalized 

women, 8 Norplant users, 5 IUD users and I sterilized woman had abdominal surgery. 

Incidence rates of acute pelvic inflammatory disease (PID), as defined in the methods section, is 

shown in Table II according to current use ofNorplant, IUD or sterilization. Acute PID was 

more frequent in current IUD users than in users ofNorplant or sterilization. The incidence of 

acute PID was 0.18,0.61 and 0.26 per 1,000 woman-years among current user ofNorplan(' 

IUDs, and sterilization, respectively (p< 0.01 for the comparison between Norplant and IUD 

users). Unspecified PID, a less specific diagnosis, also was less frequent in Norplant users than 

in current IUD users (p <0.00 I ). There was no evidence of a change in incidence of acute or 

other PID according to the time since insertion of the IUD. The frequency of repeated lower 

abdominal pain (chronic PID), whether requiring hospitalization or not, was similar among 

current users of Norplant and IUDs , it occurred at rates in the order of I per 1,000 woman

years or less. For all four types ofPID the crude incidence rates among sterilised women were 

substantially higher than in Norplant users (1.4-fold for acute PIO, 1.7-fold for unspecified PIO, 

2.9-fold for hospitalised chronic PID and 1.3-fold for outpatient chronic PID). However, the 

incidence rate ratio after adjustment for clinics were substantially attenuated (reduced to 0.8, 

1.0, 1.4 and 0.5, for the four endpoints, respectively). This was due to the influence of 

Colombia which had the highest incidence rate of these endpoints, and which contributed a 

greater proportion of the total sterilisation experience (16%) than current Norplant exposure 

(5%) to the study. A similar pattern occurred with the ratio of incidence rates ofPID in current 

IUD users compared with Norplant users, where the adjustment had the effect of slightly 

increasing the incidence rate ratios. Colombia contributed 4% of current IUD exposure in the 

study. 

The most common diagnosis in this study was related to frequent or excessive vaginal bleeding 

(Table II). Bleeding disorders characterized as excessive, irregular, or both, occurred at the 
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rate of 64 per 1,000 woman-years among current users ofNorplant, more than twice that found 

among current nJD users (25 per 1,000 woman-years) (p <0.001 and an order of magnitude 

larger than reported by sterilized women (7 per 1,000 woman-years) (p <0.001). Altogether 

1919 (23,6 %) Norplant users and 698 nJD users (9.5%) had excessive andlor frequent vaginal 

bleeding at least once during the course of the study. Despite the frequency of the diagnosis, 

Yo few women (0.10 % of current Norplant users and 0.08% of current IUD users) were 

hospitalized for bleeding problems. The incidence of anaemia with haemoglobin <10 gldl was 

low (1.4 per 1,000 woman-years in current users ofNorplant and 2.2 per 1,000 in users of 

nJD) and not statistically different. 

Amenorrhea, including scanty bleeding, was recorded at least once in 6.0 % of current 

Norplant users, and in 1.3 % and 0.9 % of current IUD users and sterilized women, 

respectively. The incidence of amenorrhea among Norplant users (15.5 per 1,000) was about 

four times the rate among nJD users. 

,; 

Recovery of fertility: During the study, 436 Norplant users and 559 IUD users discontinued 
c·-....,;.· 

the method during the first segment of use, stating that they desired a child, pregnancy was 

diagnosed within one year in 214 and 291 of them, respectively. Table 12 shows the recovery 

of fertility and resumption of contraceptive use for these women during the first year after 

stopping Norplant or nJD. The median interval between removal of the device and the 

estimated conception date was 9.4 months (se 1.1) in the Norplant group and 6.0 months (se 

03) in the IUD group. Of the women who discontinued Norplant or IUD stating that they 

planned pregnancy, 27 (12.6 per 100) and 41 (14.1 per 100) women, respectively, had 

reinitiated use of a contraceptive method within one year. For 222 former Norplant and 376 

nJD users with parity 0-1 the lifetable rate for pregnancy at 12 months were 64.5;!: 3.5 and 

66.3 ;!:2.9, respectively. For women of higher parities the rates were lower, and lower among 

former users ofNorplant than ofIUDs. Among women aged <30 years the probabilities of 

conception at I year were 59.4 ;!:3.2 and 67.5 ;!:2.9 per 100 for former Norplant and IUD users, 

respectively; for women 2:30 years they were 48.8 ;!:4.4 and 57.5 ;!:4.0 per 100 for former 

Norplant and nJD users, respectively. 
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Deaths related to the reproductive system: Two out of34 deaths recorded (described in the 

accompanying paper), were related to the reproductive system. One Norplant user from Sri 

Lanka, who had the device removed after two years, used no contraceptive method thereafter, 

and died one year later of gas gangrene following incomplete septic abortion. The second death 

occurred in the woman from Bangladesh with a clinical diagnosis of metastatic breast cancer. 

DISCUSSION 

This five year cohort study including 16,021 women from developing countries confirms the 

safety with respect to reproductive health and the high contraceptive efficacy of Norplani' 

implants, Copper IUDs or female sterilization. Incidence rates of adverse reproductive health 

events were low among women in the study. The adherence of women to the study and the 

performance of the clinics ensured high follow-up rates in the study and high method 

continuation rates. The intended 30,000 woman-years of observation during use ofNorplant 

and of non hormonal methods was exceeded. 

Contraceptive efficacy is a component of contraceptive safety, particularly in countries where 

abortion is unsafe. Contraceptive failure rates were similar with Norplant implants and female 

sterilization and lower than failure rates with other reversible methods, with the exception of 

injectable contraceptives. The contraceptive efficacy of Copper IUDs was significantly higher 

than that of non-Copper IUDs. The pregnancy rate for Norplant implants was in the lower 

range of previously reported rates, most likely because of the low body weight of the women in 

this study. Pregnancy rates for IUDs, interval salpingectomy and other methods were similar 

to those reported elsewhere (2-4,16-20). 

Rates of ectopic pregnancy varied among current users of contraceptive methods, but all were 

lower than the rate observed in women using no contraception. Ectopic pregnancy rates in 

Norplant and Copper IUD users were a tenth and a quarter, respectively, of the rate among 

non-users. In users of all other reversible contraceptive methods taken together, the rate of 

ectopic pregancy was 0.52 per 1,000 woman-years or about a fifth of the rate among non-
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contraceping women. The proportion of ectopic pregancies to total pregnancies among 

Norplant and Copper IUD users was 0.11 and 0.08 per 1,000 woman-years, respectively, 

higher than that reported from other studies (2,3,21-23). This may result from the higher 

average age of women in this study compared to the previous studies. 

Birth outcomes after Norplant method failures were similar to those of women not using 

contraception at the time of conception. This finding confirms a previous report on the 

outcome of childbirth among women conceiving while using Norplant (24). Although infants 

born following IUD failure appeared more likely to be below 2,500 g at birth, and their mean 

birth weight was about 200 g less than that of infants of non-contracepting women, this 

difference arose from birth weight variability among the clinics rather than from contraceptive 

method. The IUD was removed during the first trimester of the pregnancy in 40 (89"/0) of the 

45 ·singleton birth conceptions while using an IUD, in compliance with established practice (21). 

The study found low rates of adverse reproductive health events among users of all methods. 

Few significant differences were detected between women using Norplant and non-hormonal 

methods. There were five invasive breast cancers, an overall incidence of 0.07 per 1,000 

woman-years, albeit that the study was not designed to have the statistical power to examine 

events as rare as reproductive cancers in the age range included in this study. Based on 

reported age-specific incidence rates of breast cancer (25) and the age-distnoution of the 

women in this study, an estimated 8.6 breast cancers would have been expected during the five 

year follow-up. Four of the five breast cancers reported in the study were diagnosed in China 

where an estimated 2.8 breast cancers would have been expected (25). 

The diagnoses of myoma uteri occurred at similar rates in users ofNorplant and of non

hormonal methods. The apparent protective effect on myoma uteri from current and recent 

past use of other hormonal contraceptive methods, such as combined oral contraceptives and 

depot-medroxyprogestrone acetate reported previously (26,27), was not observed in this study. 

The incidence of invasive cervical cancer was low (one case, 0.01 per 1,000 woman-years) 

compared with the expected 9.5 cases based on age-specific incidence rates ofinvasive cervical 

cancer (25). The low incidence of cervical cancer may be because the women who enrolled to 

this study five-year follow-up study came from relatively stable social segments of the 
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the most likely reason for implant removal but nevertheless, removal rates for this reason were 

as low as 2.1 per 100 in the first year of use and only 13.7 per 100 at the end of 5 years. This 

low discontinuation rate ofNorplant for bleeding problems may be related to the counselling 

and the quality of the services provided. In this study situation, some women possibly chose to 

I keep the method because they were encouraged to tolerate the inconvenience associated with 

bleeding problems. 

I 

Among women who wished another child and stopped using Norplant or IUD for that reason, 

I the lifetable pregnancy rates at the end of the first year after stopping, were 55.6 and 63,9 per 

100, respectively. Women less than 30 years old and women ofiow parity had as expected, 
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higher rates than women 30 years or older and women of higher parity. The pattern of slightly 

or moderately higher rates pregnancy rates among former IUD users compared to former 

Norplant users was seen among women of younger and older age, and among women with 

higher parity but the rates were similar among former Norplant and IUD users with low parity. 

These rates for recovery of fertility in the first year after stopping use ofNorplant or IUDs are 

lower than that reported from most other studies (2, 38, 39, for IUDs see review 16 ), one 

recent study from Indonesia of women stopping use ofNorplant or Implanon® reported 

pregnancy rates similar to those reported here (40). This study was not specifically designed to 

evaluate recovery of fertility after stopping contraception, the apparent low rates observed 

during the first year in this study should be further evaluated. 

Of the 34 deaths recorded in this study, only two were related to reproductive health 

conditions. One woman who was using no contraception at the time of conception, died after a 

septic abortion. One woman, a former user ofNorplant and COCs, died from a clinically 

diagnosed invasive breast cancer. 

The study has similarities to other large contraceptive follow-up studies undertaken in 

developed countries such as the Oxford Family Planning Association study (41), the Royal 

College of General Practitioners Oral Contraception Study in the UK (42), and the Walnut 

Creek study in California, USA (43). The women were followed-up irrespective of change of 

contraceptive method. They had admission criteria which resulted in recruitment of married 

women with children, from stable, middle to low middle socio-economic segments of the 



I 

I 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

25 

communities. The studies largely relied on passive follow-up as enrolled women regularly or 

spontaneously visited their medical practitioners for health care, although the Oxford studyalso 

used postal and telephone interviews and traced women lost to follow-up (38). The 

practitioners also routinely received the reports of hospitalizations, including discharge 

diagnosis and they reported the findings from the health care visits and the hospital stays to the 

study co-ordinators. In one important aspect, the Post-marketing Surveillance ofNorplant 

study was different. This study applied active follow-up procedures, including tracing of 

women overdue for their scheduled 6 monthly visits and of hospital and outpatient clinics 

records. This active follow-up was deemed necessary because in most participating countries. 

the infrastructure of the health care services included no pre-existing systems for exchange of 

information between hospitals or outpatient clinics and the family planning clinics providing -, 
Norplant, IUDs and other contraceptives, and there was no previous experience in sustainable 

follow-up through 5 years. The final outcome of the study depended on ensuring client 

adherence to the return visits. 

As in other observational studies some bias in reporting and recording health events according 

to contraceptive use may have occurred. Unlike IUDs and sterilization, Norplant subdermal 

implants were a new contraceptive method in most of the communities and clinics involved. 

Women starting use ofNorplant had few relatives or friends with experience of and knowledge 

about Norplant with whom they could discuss concerns or fears. This may have prompted 

more frequent visits, and consequently more reports to health care providers by Norplant users 

than by users of IUD or sterilization of symptoms and conditions. Indeed there were more 

unscheduled visits to the study clinics by women using Norplant than by users of other 

contraceptive methods. Surveillance bias also may have occurred, as more care may have been 

taken by study providers to elicit responses about complaints and symptoms from women in the 

index group. Both these biases would lead to higher incidence rates of medical diagnoses 

among users ofNorplant than among users of IUD or sterilization. Moreover, preferential 

attention may have been paid to symptoms known to be associated with the contraceptive 

method such as bleeding problems in Norplant users or PID among IUD users. If this latter 

bias has occurred, it would have magnified differences between groups in the known side 

effects of the methods studied. However, the definition ofMHEs was such that these events 

seem unlikely to be affected by this type of bias. 
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The diagnoses of OHPs which were assigned at the clinics and reviewed by the country co

ordinators, do not have the same consistency across countries as the diagnosis of MHEs. 

Individual clinics within countries applied different patterns of use of the codes within the ICD9 

sub-chapters, and within 3 digit codes the 4 digit (decimal) codes were applied differently. 

Therefore OHPs were generally analysed at the level ofICD9 sub-chapter. Only when 

indicated for reasons described elsewhere (6), were the OHPs analysed at the ICD9 3 digit level 

and the distribution of the 4 digit (decimal) ICD9 codes were reviewed at the project co

ordinating centr.e. 

Another feature of the reporting of OHPs was that the frequency of reporting of them varied" 

between countries and within countries between clinics. This pattern can be attributed to 

differences between countries and between regions within countries in the incidence of the 

conditions, to the importance the women assigned to the conditions and symptoms from them, 

the interest of the nurses and physicians to probe presence of symptoms and signs of the 

conditions, and also to the threshold at which complaints and symptoms resulted in assigning a 

medical diagnosis. With the information available to us it is not possible to separate the reasons 

for differential frequency of reporting OHPs by countries and clinics. For comparison of 

incidence rates ofMHEs and OHPs, all incidence rate ratios were adjusted for differences 

between clinics, and selected additional factors when relevant, consistent with the design of the 

study whereby women undergoing IUD insertion or sterilisation, age-matched to the Norplant 

initiators, were enrolled as a comparison group within each clinic. This was in anticipation of 

the substantially different social conditions and health care environment in the participating 

countries and clinics. The design was also robust against the different levels of reporting 

between the participating clinics, particularly of Other Health Problems. It was impossible to 

apply uniform criteria for reporting all health problems, but the high sensitivity of the systems 

established in the study ensured that MHEs were not missed. 

Some differences in socio-demographic and biomedical characteristics of women between 

contraceptive groups at admission were anticipated since the women had freely chosen their 

method of contraception. However, additional adjustment for these characteristics (such as 
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educational level) had little impact on the estimated incidence rate ratios. 

Some clinical service aspects merit comments. The low incidence of problems at Norplant 

insertion and removals was probably because providers were well trained and had experience 

provision ofNorplant. This low incidence appears to confirm the importance of adequate 

training of providers, both in insertions and removals (4). Similarly, the rates of expulsion and 

perforation of Copper and non-Copper IUDs in this study are at the lower end of the range of 

reported expulsion rates at one year for Copper IUDs (21). Virtually all women initiating use 

of IUD in the study were parous and they had a mean age of28.5 years, characteristics which 

also contribute to the low IUD expulsion rate. 

The high follow-up rates in this study and the high continuation rates for Norplant and IUDs 

throughout 5 years, could be explained by several factors. Women understood the purpose of 

the study and the importance it had for developing countries. They complied in a remarkable 

way with the visit schedule, responding positively to the interest shown by the providers about 

their concerns, health and symptoms experienced during use of the contraceptive methods. 

Because they wanted long-term contraception, the participants were probably interested in a 

long-term care program and selected themselves as recruits to the study. The participating 

clinics had experience in research and in the management of the methods provided and offered 

good quality services. In addition, the clinics made a great effort to ensure follow-up, through 

tracing women overdue for scheduled visits. Alternative contraceptive methods were available 

for women who were dissatisfied with their initial choice, and many chose to change. 

Nevertheless, the results of the study strongly indicate that the quality of the services affects in 

a favourable way the performance and continuation rates of provider dependent methods, 

although some women may have continued with their initially chosen method longer longer as a 

result ofloyalty to and encouragement by the providers. 

This prospective post-marketing surveillance study has shown that large scale follow-up studies 

are feasible in selected sites in developing countries and that they provide significant 

information on women's reproductive health, beyond the specific aspects that are relevant to 

the method under surveillance. The follow-up of women during five years, irrespective of 

change of method, also permitted the study of contraceptive dynamics in the cohort. Since this 



I 

--.' ------------------
28 

study applied uniform recording and coding, it is possible to perform further analyses 

comparing health, method performance and other outcomes between countries and also in 

relation to the demographic and social background information collected at admission. We can 

conclude that, in settings similar to the clinics panicipating in the study, Norplant implants are a 

safe, well tolerated and highly effective contraceptive method. 
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Table 1. Characteristics of women at admission 

Norplant 

No. of subjects 7977 

Age(%) 
<25 years 18.6 

25-29 years 39.9 
30-34 years 29.9 

>35 years 11.6 

Age (years)" 28.5 ± 4.5 

In union (%) 99.1 

Age at first union (years)' 21.J ± 3.9 

Age at first delivery (years)' 22.4 ± 3.9 
Parity (%) 

0 0.6 
I 47.1 
2 25.6 
>2 26.8 

Parity' 2.1 ± 1.6 
Outcome oflast pregnancy (%) 

delivery 71.5 
abortion 28.1 
ectopic/molar 0.1 
never pregnant 0.3 

Education level (%) 
< elementary 21.4 
elementary 22.2 

secondary 42.1 

higherb 14.3 

Ever smoked (%) 6.9 

Ever drank alcohol (%) 5.0 

Body weight (kg)' 53.7 ± 10.5 

'mean± sd 

b includes technical and university education 
* comparing delivery with other outcomes 

Study group 
IUD 

6625 

19.3 
40.4 
27.5 
12.9 

28.5 ± 4.7 

98.9 

22.0 ±3.8 

23.2 ±3.8 

0.7 
57.2 
20.2 
22.0 

1.9 ± 1.5 

71.1 
28.5 

0.1 
0.4 

13.9 
18.2 
48.1 

19.8 

5.6 
4.2 

55.6 ± 11.0 

Tman I mar.xls Table I Revised 7 April 1999 

Sterilization p values 

1419 

13.3 
36.6 
36.4 
13.7 

29.6 ±4.1 <0.001 

99.3 

19.9 ± 3.8 <0.001 
, 

21.2 ± 3.6 <0.001 

0.1 
1.3 

48.6 
50.0 

2.9 ± 1.3 <0.001 
<0.001 * 

91.6 
8.4 
0.0 
0.0 

0.000 
23.8 
47.5 
24.2 

4.5 

10.6 
4.2 

51.7 ± 9.8 <0.001 
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r Tabl~ 2. Percentage of women with prior contraceptive use and use of specific methods 

I 
Contraceptive group 

Methods used Norplant IUD Sterilization p values 

I No. of subjects 7977 6625 1419 

Any 85.4 75.9 74.8 < 0.001 

I 
Oral contraceptives 37.8 28.3 27.6 < 0.001 
Injectables 19.2 11.2 15.2 < 0.001 

I Implants 3.5 l.5 0.9 < 0.001 

IUD 37.6 33.9 48.2 < 0.001 

Barriers 30.2 30.1 ll.& < 0.001 
I Spermicides 6.3 5.4 5.8 0.Q7 

Other 9.5 9.3 7.2 0.02 

I 

, 

I 

I 

I 

I 

I 

I 

I 

I 
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table 3. Number of women admitted, released and followed-up 

by contraceptive method chosen at admission 

Contraceptive group 

Norplant IUD Sterilization All subjects 

~dmitted 7,977 6,625 1,419 16,021 

I<.eleased in first 6 months 95 208 4" 307 

IMoved 29 4 0 33 

":"ost to follow-up 202 238 40 480 

I 
.~efused to continue 25 10 5 40 

I Completed follow-up 7,626 6,165 1,370 15,161 

(95.6%) (93.1%) (96.5%) (94.6%) , 

I Woman-years 39337 31915 7071 78323 

I 
'includes one woman with cervical cancer at admission, released at month 12 

I 

I 

I 

• 
I 

I 

I 

I 

I 

I 
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Table 4. Follow-up experience by initial method 

Initial method All 

Norplant IUD Sterilization subjects 

Number of women 7977 6625 1419 16021 

Length of follow-up 

per subject (years) 4.9 ±0.7 4.8 ± 1.0 5.0 ± 0.6 4.9 ±0.8 

Number of post-admission 

visits per subject: 

Scheduled follow-up 

Year 1 I.S ±0.6 1.4 ± 0.6 L3 ± 0.5 1.4 ± 0.6 

Year 2 1.9 ± 0.7 1.9 ± 0.7 2.0 ±0.6 1.9 ± 0.7 

Year 3 1.8 ±0.7 1.8 ±0.7 1.6 ±0.7 1.8 ±0.7 

Year 4 1.9 ± 0.7 1.8 ± 0.7 1.8 ±0.7 1.8 ±0.7 

Year 5 1.8 ±0.7 1.7 ± 0.8 1.6 ±0.7 J.7 ± 0.7, 

Year 6 0.7 ± 0.5 0.7 ± 0.5 0.8 ± 0.4 0.7 ± 0.5 

Total 9.4 ± 1.7 9.2 ±2.1 9.2 ± 1.7 9.3 ± 1.9 

Unscheduled visit 0.7 ± 1.3 0.5 ± 1.0 0.3 ± 0.6 0.6 ± 1.2 

Clinical follow-up 1.0 ± 0.5 1.1 ± 0.6 1.1 ± 0.5 1.1 ± 0.5 

Procedures 

Physical examination 2.6 ± 2.3 2.5 ± 2.3 2.2 ± 1.8 2.6 ±2.2 

Pelvic examination 2.6 ±2.3 2.5 ± 2.2 2.2 ± 1.8 2.5 ±2.2 

Haemoglobin measurement 1.5 ± 1.7 1.6 ± 1.7 1.0 ± 1.0 1.5 ± 1.6 

Values are mean ± SD 

I 

I 

I 
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or IUDs, cumulative net life table discontinuation rates and standard error per 100') 

Year I Year 3 Year 5 
rate SE rate SE rate SE 

Norplant@ 
I b "regnancy 0.1 0.04 0.5 0.09 1.5 0.16 

::xcessive bleeding 2.1 0.2 9.4 0.3 \3.7 0.4 

I Other medical 1.4 0.1 5.5 0.3 9.1 0.4 

Device complications 0.Ql 0.01 0.04 0.02 0.04 0.02 

Planning pregnancy 0.3 0.1 3.3 0.2 6.8 0.3 

I Other personal 0.7 0.1 3.9 0.2 7.3 0.3 

Method continuation rate 95.4 0.2 79.1 0.5 66.8 0.5 

I 

Copper IUDs 

Pregnancy 1.0 0.1 3.0 0.2 4.2 0.3 

I Excessive bleeding 1.9 0.2 4.7 0.3 6.4 0.3 

Other medical 1.0 0.1 4.0 0.3 5.4 0.3 
, 

I Expulsions 1.7 0.2 3.Q 0.2 3.6 0.3 

Other device complications 0.05 0.03 0.09 0.04 0.14 0.05 

Planning pregnancy 0.9 0.1 5.5 0.3 9.8 0.4 

I Other persona I 0.9 0.1 3.0 0.2 5.3 0.3 

Method continuation rate 92.8 0.3 78.8 0.5 69.5 0.6 

I 
Non-Copper IUDs 

Pregnancy 6.3 LO 10.6 1.3 \3.0 1.4 

I Excessive bleeding 0.8 0.4 2.3 0.6 4.7 0.9 

Other medical 0.2 0.2 1.1 0.4 LI 0.4 

Expulsions 2.7 0.7 3.9 0.8 4.3 0.8 
I Planning pregnancy 0.5 0.3 2.0 0.6 5.5 1.0 

Other personal 0.2 0.2 0.5 0.3 1.6 0.6 

I Method continuation rate 89.7 I.2 80.9 1.6 73.0 1.8 

I a Cumulative life table discontinuations rates in percent (standard error) at 365,1110 and 1826 

days since insertion 
b Pregnancy rate in Norplant@ users includes pregnancies where it was questionable if conception 

I had occurred before or after admission (n~6) or around the time of removal (n~5) 

I 
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fable 6. First segment annnal and cumulative (at the end of 5 years) pregnancy rates 
I per 100 women 

Method 
I Norplant Copper IUD Non-Copper IUD Sterilization 

,Year I 

Woman years • 7827 5767 593 1409 
Events 9 59 39 3 • Rate (SE) 0.12 (0.04) 1.02 (0.13) 6.34 (0.98) 0.21 (0.12) 

• Year 2 
Woman years' 7232 5273 540 1395 

Events 6 66 17 3 

• Rate (SE) 0.08 (0.03) 1.24 (0.15) 3.08 (0.73) 0.22 (0.12) 
, 

Year 3 

• Woman years • 6558 4816 516 1380 
Events 22 38 8 1 

, Rate (SE) 0.33 (0.07) 0.78 (0.13) 1.54 (0.56) 0.07 (0.07) 

Year 4 

• Woman years a 5957 4370 496 1368 
Events 21 36 8 2 

Rate (SE) 0.35 (0.08) 0.81 (0.14) 1.60 (0.54) 0.15 (0.10) 
I 

Year 5 
a 

Woman years 5403 4064 474 1353 

• Events 30 16 5 I 

Rate (SE) 0.59 (0.11) 0.41 (0.10) 1.08 (0.51) 0.08 (0.08) 

• Cumulative rate at 5 years 
• Woman years 32977 24289 2619 6905 

• Events 88 215 77 10 

Rate (SE) 1.46 (0.16) 4.19 (0.28) 13.00 ( 1.39) 0.72 (0.23) 

• a year intervals of 365 days 

I 

• 

• 

• 
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• 
lie 7. Contraceptive use dynamics during the study, according to contraceptive method chost'll 

at admission 
I 

Initia1mcthod 
Norplant Copper IUD Non-Copper IUD Sterilization All initiators 

Irrcnt method N Wyrs N Wyrs N Wyrs N Wyrs N Wyrs 

)rplant 
... rst segment 7977 33206 7977 33206 

Ibsequent segments 80 65 80 169 8 22 2 169 258 

• ·per IUDs 
rst segment 5996 24517 5996 24517 

iubsequent segments 506 891 714 821 31 60 2 1252 1774 

o.l-Copper IUDs 
first segment 629 2660 629 2660 

ubsequent segments 121 249 52 109 23 44 3 6 199 .,408 

It.rilization 238 435 133 236 3 7 1419 7041 1793 7719 

~ectables 155 183 166 207 12 18 0 333 408 

• 
Cs 503 758 378 506 14 25 2 2 897 1291 

I-ps 64 86 64 86 0 1 0 129 172 

ondoms 812 1208 529 671 85 120 2 0 1428 1999 • 
:rmicides 30 43 21 17 2 0 53 61 

• ler methods 91 129 74 103 7 10 2 7 174 249 

., methods 37253 27442 2967 7060 74722 

1.0 method 1614 987 27 5 2633 

I = number of women using method at least once during the study 
• 

• 

I 

• 

I 
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Table 8. Intra- and extrauterine Pearl pregnancy rates by current contraceptive method: crude rates 

Contraceptive 
method 

Norplant 
Copper IUDs 
Non-Copper IUDs 
Sterilization 
COCs 
POPs 
lnjectables 
:ondoms 
'permicide 
)ther methods 

'10 method' 
Planning pregnancy 
Not planning pregnancy 

per 100 woman-years 
per 1000 woman-years 

Exposure 
(years) 

N 

33465 89 
26292 232 
3067 85 
7720 13 
1292 1 1 

173 2 
408 1 

1999 148 
61 9 

249 13 

2633 1134 
433 744 

2200 390 

Total pregnancies Intrauterine 

Rate' 0.95 CI N Rate' 0.95 CI 

0.27 (0.21, 0.33) 79 0.24 (0.19, 0.29) 
0.88 (0.77, 1.00) 214 0.81 (0.71,0.93) 
2.77 (2.21, 3.43) 81 2.64 (2.10,3.28) 
0.17 (0.09, 0.29) 12 0.16 (0.08, 0.27) 
0.85 (0.43, 1.52) 10 0.77 (0.37, 1.42) 
1.16 (0.14,4.18) 2 1.16 (0.14, 4.18) 
0.25 (0.01, 1.37) 1 0.25 (0.01, 1.37) 7.40 (6.26, 8.70) 146 7.30 (6.17, 8.59) 14.75 (6.75, 28.0) 9 14.75 (6.75, 28.0) 
5.22 (2.78, 8.93) 13 5.22 (2.78,8.93) 

43.07 (40.6,45.7) 1.127 42.80 (40.4, 45.4) 
171.82 (159.8,184.7) 740 170.90 (158.9, 183.8) 
17.73 (16.0,19.6) 387 17.59 (15.9, 19.4) 

includes women not exposed to the risk of pregnancy while not using contraception, but excludes 984 w/years during pregnancy and post-partum period 

)r 11 (ten intrauterine and one ectopic) of the 89 pregnancies that occurred among Norplant® users, it is testionable if they are method failures or not since conception took place close to the time of Norplant® ;ertion (n=6) or removal (n=5). In the sterilization group, one pregnancy that may have occurred in the >nth after or before surgery is included (LMP 6 days before sterilization). 

Tmanl mar.xls Table 8 
Revised 14 April 1999 

.::::z/,f? 
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• 

Ectopic Ratio of 
ectopic to total 

N Rateb 
0.95 CI pregnancy rate 0.95 CI 

10 0.30 (0.14, 0.55) 0.112 (0.06,0.:< 18 0.68 (0.41, 1.08) 0.Q78 (0.05, 0.1 4 1.30 (0.36, 3.34) 0.047 (0.01,0.1 
0.13 (0.00, 0.72) _. 0.077 (0.00, 0.3 
0.77 (0.02, 4.3 I) 0.091 (0.00, 0.4 0 0.00 (0.00, 21.3) -. 0 (0.00,0.8 0 0.00 (0.00, 9.04) a (0.00, 0.9 2 1.00 (0.12,3.61) 0.014 (0.00, 0.0 a 0.00 (0.00, 60.5) 0 (0.00, 0.3 0 0.00 (0.00, 14.8) a (0.00, 0.2 

7 2.66 (1.07, 5.48) 0.006 (0.00, 0.0 4 9.24 (2.52, 23.7) 0.005 (0.00, 0.0 3 1.36 (0.28, 3.99) 0.008 (0.00, 0.0: 

; 
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Table 9. Outcome of pregnancies due to contraceptive failure and among women using no contraceptive method at time of conception 

Norplant IUD Sterilization Inject./OCs Condoms Sperm.lother 

Total nllmber of pregnancies 89 317 13 14 148 22 

Livebirths 

Multiple' o (0.0) 1 (0.3) o (0.0) 1 (7. I) o (0.0) o (0.0) 

Singleton 41 (46.1) 45 (14.2) 3 (23.1) 6 (42.9) 22 (14.9) 9 (40.9) 

Weight (g) 
unknown 1 I I I 1 0 

< 2500 2 (5.0) 5 (11.4) o (0.0) 0(0.0) o (0.0) 0(0.0) 

<: 2500 38 (95.0) 39 (88.6) 2 (JOO.O) 5 (100.0) 21 (100.0) 9 (100.0) 

mean + SD 3386:1: 447 3119:1:461 3475 :I: 672 3420 :I: 437 3275 :1:381 3141:1: 371 

Crown-heel length (em), mean +SD 50.2:1: 2.4 49.3 :I: 2.1 51.5:1:0.7 48.4 :I: 4.8 50.1:1:1.8 49.9:1: 1.7 

Sex ratio M/F 1.28 1.37 2.00 1.00 1.44 0.80 

Malformations at birth 0 0 0 0 0 0 

Stillbirths 
2 (2.2) I (0.3) o (0.0) o (0.0) o (0.0) o (0.0) 

Spontaneolls abortions 12 (13.5) 22 (6.9) 2 (15.4) 2 (14.3) 5 (3.4) 2 (9.1) 

Induced abortions 22 (24.7) 224 (70.7) 7 (53.8) 3 (21.4) 118 (79.7) II (50.0) 

Ectopic pregnancies 10 (11.2) 22 (6.9) 1 (7.7) 1(7.1) 2(1.4) o (0.0) 

Molar pregnancies 1 (l.I) o (0.0) o (0.0) o (0.0) I (0.7) o (0.0) 

Unknown 
1 (1.\) 2 (0.6) o (0.0) 1(7.1) o (0.0) o (0.0) 

'One triplet pregnancy conceived while using no method resulted in two Iivcbirths and one stillbirth; the remaining multiple pregnancies all resulted in Iivebirths. 

( ) numbers in parentheses are percentages 

No meth, 

1134 

8 (0: 

983 (86 

44 
39 (4.; 

900 (95 

3246 :I: 4 

49.6 :I: 2 

1.33 
3 

13(1.1 

85 (7.: 

25 (2.: 

7 (0.( 

o (0.( 

13 (1.1 
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Table lOB - Neoplastic diseases of female reproductive organs by Norplant, IUD, or sterilization initiators Number, crude incidence rate per 1000 woman-years and rate ratio adjusted for clinic 
Events Severity' ICD9 code' Norplant IUD Sterilization Rate ratio (conlrols/Norplant) adjusted for clinic No. Rate No. Rate No. Rate RR 95% CI P-value Breast 

Invasive cancer Major health event 174 4 0.102 1 0.031 0 0.25 (0.03,2.20) 0.209 
In situ cancer Major health event 233.0 2 0.051 0 0 0.00 
Benign neoplasms, biopsy Major health event 217 21 0.534 18 0.565 0 0.86 (0.46, 1.62) 0.650 Utems 
Myoma uteri, with symptoms Major health event 218 21 0.535 12 0.376 4 0.566 0.77 (0.40, 1.47) 0.429 

incidental Other event 218 26 0.662 13 0.408 7 0.991 0.77 (0.43, 1.38) 0.384 Cervix 
Invasive cancer Major health event 180 0 0 0.141 00 
In situ carcinoma Major health event 233. I 6 0.153 4 0.125 3 0.425 1.18 (0.40, 3.51) 0.768 

'These columns will not be included in the final version. 
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Events Severitl 
Crude Rate ratio adjusted for clinic Rate ratio adjusted for clinic and age 

< 

ICD9 code' No. mle RR 95%CI P-value RR 95%CI P-value Ovary 
Enlargement, hospitalized Norplant 8 0.239 I .00 (reference) Major health cvent IUD 6 0.204 0.96 (0.33, 2.79) 0.945 0.98 (0.34, 2.83) 0.964 

620 Sterilization I 0.130 0.29 (0.04, 2.34) 0.244 0.27 (0.03, 2.18) 0.217 Enlargement. not hospitalized Norplant 106 3.186 /.00 (reference) Other event IUD 27 0.922 0.30 (0.19, 0.45) 0.000 0.29 (0.19,0.45) 0.000 
620 Sterilization 7 0.911 0.19 (0.09, 0.42) 0.000 0.20 (0.09, 0.44) 0.000 PelvIc inflammatory disease (PID) 

Acute PID Norplant 6 0.179 1.00 (reference) Major health event IUD 18 0.613 4.06 (/.58, 10.41) 0.004 4.05 (1.58, 10.39) 0.004 
614.0,615.9 Sterilization 2 0.259 0.75 (0.14, 3.96) 0.733 0.76 (0.14. 4.07) 0.748 

Qt.:t<b-
Unspecilied/ID Norplant 55 1.650 1.00 (reference) Other event IUD 100 3.434 2.28 (1.64,3.18) 0.000 2.28 (1.63. 3.18) 0.000 

614.9 Sterilization 22 2.878 /.00 (0.60, 1.67) 0.989 0.99 (0.59, 1.66) 0.960 Chronic PID, hospitalized Norplant 3 0.090 1.00 (reference) Major health event IUD 2 0.068 0.80 (0.13, 4.86) 0.807 0.84 (0.14,5.14) 0.851 
614.1-614.8 Sterilization 2 0.259 1.44 (0.21, 9.78) 0.707 1.17 (0.17,8.18) 0.876 Chronic PID, outpatient Norplant 23 0.688 /.00 (reference) Other event IUD 18 0.614 1.06 (0.57, 1.96) 0.860 1.02 (0.55, /.91) 0.938 
614.1-614.8 Sterilization 7 0.912 0.53 (0.23, 1.25) 0.148 0.59 (0.25, 1.39) 0.227 Bleeding dIsturbances 

Excessive/irregular, hospitalized Norplant 8 0.239 1.00 (reference) Major health event IUD 6 0.204 0.85 (0.29, 2.46) 0.760 0.86 (0.29, 2.50) 0.782 
626.2-.4-.6-.8-.9 Sterilization 0.130 0.51 (0.06, 4.29) 0.535 0.45 (0.05, 3.85) 0.469 Excessive/irregular Norplant 1911 64.137 1.00 (reference) Other event IUD 692 25.296 0.37 (0.34, 0.41) 0.000 0.37 (0.34, 0.40) 0.000 
626.2-.4-.6-.8-.9 Sterilization 48 6.481 0.Q9 (0.06, 0.12) 0.000 0.09 (0.07, 0.12) 0.000 Amenorrhoea Norplant 489 15.462 /.00 (reference) Other event IUD 104 3.605 0.21 (0.17,0.26) 0.000 0.21 (0.17, 0.26) 0.000 
626.0-626.1 Sterilization 17 2.246 0.15 (O.Q9, 0.24) 0.000 0.15 (O.Q9, 1).25) 0.000 Anaemia 

Haemoglobin < I 0 gldl Norplant 48 1.437 /.00 (reference) Major health event IUD 64 2.189 /.32 (0.90, 1.92) 0.154 1.32 (C.WI. 1.92) 0.152 
280,285 Sterilization 5 0.650 0.98 (0.36, 2.70) 0.970 0.92 (0.)), 2.52) 0.869 ~ These daln will nol be included in the linnl version, 
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Annex I - Number of subjects admitted by study group 

Norplant IUD Sterilization To,al 

BANGLADESH 
Dhaka 254 257 511 
Khulna 250 252 502 

CHILE 
Santiago ICMER 226 224 450 
Santiago HCSBA 400 281 117 798 , 

CHINA 
Beijing 320 324 644 

I Changsha 322 325 647 
Chongqing 316 319 14 649 
Guiyang 316 337 653 

II 
Jinan 317 224 98 639 
Shanghai SIPPR 168 171 339 
Shanghai SMU 319 333 652 
Shenyang 315 315 630 
Tianjin 315 315 630 
Zhengzhou 315 217 99 631 

COLOMBIA 
Bogota 200 III 89 400 
Cali 150 80 70 300 
Medellin 150 101 49 300 I 

EGYPT 
Ain Shams 199 201 400 

I Al Azhar 199 201 400 
Alexandria 197 203 400 
Assiut 196 204 400 

I Mansoura 201 199 400 

INDONESIA 
Bandung 230 186 38 454 I Jakarta 300 300 600 
Padang 128 119 248 
Semarang 225 200 25 450 

I Ujung Pandang 119 146 3 268 

SRI LANKA 

I Colombo 415 225 157 797 

THAILAND 
Bangkok Rajvithi 211 204 7 422 
Bangkok Siriraj 350 350 700 
Chiang Mai 101 98 I 200 
Khon Kaen 253 170 84 507 

I 

Total 7977 6625 1419 16021 

Tman1 mar.xls Annex Revised 28 October 1998 Printed 23-03-1999 09:49 
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Norplant® Consensus Statement and 
Background Reviewt 
Ian S. Fraser, Aila Tiitinen, Biran Affandi, Vivian Brache, Horacio B. Croxatto, Soledad Diaz, 

Jean Ginsburg, Sujuan Gu, Pentti Holma, Elof Johansson, Olav Meirik, Daniel R. Mishell, Jr., 

Harold A. Nash, Bo von Schoultz, and Irving Sivin* 

Introduction 

The purpose of this document is to review the 

worldwide application of the long-acting im

plant contraceptive preparation Norplant®, the 

first truly innovative contraceptive method for more 

than two decades, and to assess critically its efficacy 

and safety. 

Controversy 
Although on clinical and scientific grounds, it is 

generally agreed that'Norplant has an important po

sition in the range of contraceptive choices, at both 

the community and consumer levels, there is current 

controversy, particularly in the United States and the 

United Kingdom. These problems arise partly from 

the potential for coercive or inappropriate use of 

Norplant, partly from some cases of difficult or de

layed removal of the implants, and partly from a 

litigious climate in which bleeding patterns, head

aches, mood changes, and weight gain or loss also 

become the basis for legal action. 
At the time of its initial marketing Norplant was a 

thoroughly investigated and tested novel method of 

contraception. Subsequent experience has confirmed 

its safety and value when used appropriately. 

History and Development' -
4 

Norplant is the Population Council's trademark for 
the subdermal implants that can provide long-term 

contraception in women by release of levonorgestrel 

at a virtually constant rate over 5 years. The develop

ment of this contraceptive implant was based on the 

principle that steroids can diffuse into the tissues 

through biocompatible silicone elastomers and that 

effective contraception can be achieved by daily oral 

administration of a progestogen-only pill. Capsules 

providing a continuous release of different progesto-

'The Organizing Committee members and institutions are listed in Appendix 2. 

tThe Consensus Statement follOWS the end of Appendix 2. 
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gens, when implanted subderrnalIy, were first tested 

by the Population Council in 1966. A further 20 years 

of clinical research were concerned with selecting the 

most suitable progestogen, determining the appropri

ate dose, assessing metabolic and pharmacologic ef

fects, evaluating efficacy, side effects, and acceptabil

ity, and elucidating the mechanism of action. 

Worldwide Experience 
Clinical studies have involved over 55,000 women. 

Some 400 articles on Norplant have appeared in 

peer-reviewed scientific journals. Norplant has been 

registered in 60 countries and the method has been 

used by some 6 million women worldWide. 

Pharmacology"·3.5 
Norplant, as currently marketed, consists of six small 

(34 mm long and 2.4 mm in diameter) Silastic® 

capsules, each containing 36 mg levonorgestrel, that 

is, a total of 216 mg levonorgestrel. The capsules are 

inserted under the skin of the upper inner aspect of 

the non dominant arm under local anesthesia through 

a trocar. Release of levonorgestrel into the circulation 

by physicochemical diffusion starts immediately af

ter insertion of the capsules. Levonorgestrel is detect

able in blood within 2 h, reaching mean concentra

tions of around 1300 pgfmL in the first day. Blood 

levels fall within a month to a mean of about 400 

pgfmL and gradually decline thereafter to reach a 

mean of around 200 pgfmL at 5 years. Individual 

differences in blood levels are relatively large, higher 

mean concentrations being found in women with low 

body weight. Levonorgestrel release from the im

plants is initially at a rate of around 85 /Lgfday, falling 

to about 50 /L/day by 9 months and to about 35 /Lgfday 

by 18 months, afrer which release steadies to about 30 

/Lg/day. A release rate of 35 /Lgfday levonorgestrel is 

<25 % of the dose provided by a low-dose combina

tion contraceptive containing levonorgestrel. The ini

tial studies used ''hard'' tubing but the current system 

uses "soft" tubing, which results in a greater daily 

release of levonorgestrel into the circulation and is 

associated with lower pregnancy rates than the hard 

ISSN' 001Q.-7824J9S1S19.00 
PII SOOt()'7824{97)00200.X 
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tubing, which produces lower circulating levonorg

estrellevels. 

Clinical Features 
The cohtraceptive efficacy of Norplant is comparable 

with that of the most effective female methods, 

including sterilization. The cumulative pregnancy 

rate at the end of 5 years is approximately one per 100 

women. Ectopic pregnancy rates are correspondingly 

10w-0.3 per 1000 woman-years. The capsules can be 

removed through a small skin incision, thereby ter

minating contraception. After removal of the im

plant, levonorgestrel disappears from the circulation 

within a week. Fertility is restored promptly. 

The major advantage of this method is its long-term 

effectiveness after one clinic visit. Its most frequent 

side effect is disturbance of menstrual cyclicity. The 

comparative paucity of major side effects combined 

with high efficacy and reversibility has made Nor

plant highly acceptable. It is often the method of first 

choice in women seeking the convenience of long

term protection against pregnancy. 

Clinical and Biologic Effects of Norplant 
The cumulative 5-year pregnancy rate with Norplant, 

1.1 %, is one of the lowest failure rates of currently 

available methods of reversible contraception.s,6 The 

high efficacy results from the fact that levonorgestrel 

prevents pregnancy by at least three effects; 1) inhi

bition of ovulation, 2) prevention of normal sperm 

transport through the female genital tract, particu

larly through the cervix; and 3) inadequate develop

ment of secretoty endometrium. 
Levonorgestrel diffuses into the surrounding tissue 

at a relatively constant rate as soon as the capsules 

have been implanted. The circulating level of 

levonorgestrel is not, however, high enough to sup

press gonadotropin release completely. Hence, ovar

ian follicular development occurs irregularly, associ

ated with intermittent peaks in circulating estradioP 

Because the concentration of circulating levonorg

estrel in the first 2 years after insertion of the im

plants is usually sufficient to inhibit the positive 

feedback effect of these estradiol peaks on LH release, 

peak LH levels are suppressed in the long term, even 

in Norplant users with regular cycles. 7 Ovulation is 

infrequent, especially during the first 2 years' use.s,. 

If a serum progesterone concentration >9 nmol/L is 

used as a criterion of luteal activity, around one-third 

of the cycles in later years of Norplant use could 

perhaps be considered ovulatory. On this basis, the 

incidence of luteal activity increases after 2 years.s,. 

But because both mean peak progesterone levels and 

the duration of elevated progesterone are lower in 

Norplant users than in controls, the total amount of 
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progesterone in the luteal phase is significantly 

smaller in Norplant users. The (presumed) ovulatory 

cycles in women who have received an implant are 

associated with a high incidence of luteal deficiency 

or unruptured luteinized follicles. 10 

Daily ultrasonographic scanning of the ovaries of 

Norplant users with regular cycles and elevated luteal 

phase progesterone levels has shown that in only 

about one-third of these cycles were there morpho

logic changes in the ovary characteristic of a normal 

ovulatory pattern. l1 Inhibition of ovulation and im

pairment of luteal function would, therefore, be im

portant mechanisms by which Norplant provides 

contraceptive protection. 
The presence of consistently elevated circulating 

levels of levonorgestrel also prevents the normal 

thinning of the cervical mucus at mid cycle. In vivo 

and in vitro studies have shown that cervical mucus 

remains scanty and viscid in Norplant treated 

women, and that normal sperm penetration does not 

take place.10,12 The progestogen also interferes with 

normal endometrial development and only a small 

percentage of Norplant users form normal secretory 

endometriumP On the rare occasions when fertili

zation may have occurred, the inadequate endome

trial development will prevent implantation and 

hence normal embryonic development. 
Mean estradiol levels in Norplant users are very 

similar to those in women with regular ovulatory 

cycles or with an IUD in situ irrespective of whether 

the cycles are ovulatory or anovulatory.14 Three pat

terns of estradiol changes during the cycle have heen 

observed: periodic irregular peaks of estradiol within 

the range normally found during the cycle, ie, up to 

400 pg/mL (found in about 60% of women); fluctuat

ing estradiol levels, with high broad peaks, above 500 

pg/mL in 30%; and consistently low estradiol levels, 

less than 75 pgfrnL in about 10%.8 When estradiol 

levels fall, endometrial sloughing and uterine bleed

ing or spotting usually occur. Because the peaks and 

troughs of estradiol levels io women using Norplant 

occur at irregular intervals, uterine bleeding also 

occurs irregularly in the majority. 

Changes in Menstrual Pattern 
The major side effect is an irregular pattern of uterine 

bleeding. Changes in duration of bleeding and volume 

of flow are common but, overall, the loss is scanty. In 

general, the flow is light; heavy bleeding in women 

using Norplant is very uncommon. About half the 

women bleed fairly regularly at intervals of hetw'een 

21 and 35 days; about 40% have irregular menses 

with intervals outside this range and about 10% are 

"amenorrheic," defined as no bleeding for at least 3 
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months. IS Irregularity of bleeding and prolonged 
bleeding tend to bemore pronounced in the first years 
of use, after which some women will experience a 
more regular pattern. During the first year of Nor
plant use, about a quarter of the cycles are regular, 
two-thirds irregular, and 7% of women have no bleed
ing. However, by the fifth year, about two-thirds of 
the cycles are regular, one-third irregular, and amen
orrhea is very uncommon. Overall, the mean duration 
of bleeding declines steadily with time-from 54 days 
in the first year to 44 days in the fifth year. IS Mean 
total blood loss is about 25 mL per month, which is 
slightly less than the average blood loss of control 
women with regular cycles. 16 The mean hemoglobin 
concentration during the first 3 years of Norplant use 
tends to rise slightly. An increase in mean hemoglo
bin was also found in women who ceased using the 
implants because of bleeding problemsY In the rare 
case of a pregnancy occurring in a Norplant user, it is 
almost always in a woman with a recent history of 
regular cycles, ie, she was probably ovulating nor
mally.ls Hence, women who are amenorrheic or who 
have infrequent episodes of vaginal bleeding after 
insertion of Norplant, do not need mOnitoring for 
pregnancy with periodic HCG assays. 

Ovarian enlargement due to persistent unruptured 
follicles has been noted in some 20% of Norplant 
users. The enlarged follicles, which may become as 
large as 5-7 em in diameter usually regress spontane
ously without therapy in 1 to 2 months. IS Sometimes, 
abdominal discomfort or breast tenderness may ac
company them. 

Metabolic and Other Effects 
Numerous metabolic studies have been performed in 
different populations. Measurement of routine bio
chemistry, liver function, blood cortisol, thyroid 
function, and investigation of carbohydrate metabo
lism have revealed only minimal and inconsistent 
changes.19•20 Lipoproteins have been measured in 
several studies before and after insertion of Norplant. 
Most of these studies show a lowering of triglycer
ides, total cholesterol, and LDL concentrations 
whereas HDL cholesterol was only slightly dimin
ished or even increasedY There was little change in 
the total cholesterolfhigh denSity lipoprotein choles
terol ratio, which might imply that Norplant should 
not aggravate risk factors for atherosclerosis. Coagu
lation parameters have also been measured in a few 
studies; no clinically significant changes were 
found.22,23 Epidemiologic data have shown no in
creased risk of venouS thrombosis or embolism. 

About 30% of Norplant users have noted changes 
in body weight-either weight gain or weight loss, 
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the former being more frequent.6,24 Many of the 
women who reported weight gain also noted an in
crease in appetite after insertion of the implants. 
Headache and mood changes are common symptoms, 
but often transient and mild. Headache is the com
monest medical reason, second only to bleeding prob
lems, for which women request removal of the im
plants.2S The mood changes reported include anxiety, 
nervousness and depression. Acne is the most com
mon reported skin problem. Less than I % of women 
request removal of the implants because of skin 
problems. Longitudinal studies of bone mineral den
sity in adolescents26 and women aged 20_4527 have 
shown an increase in bone mineral density of the 
lumbar spine and distal forearm at 1-2 years after 
insertion of Norplant. 

Discontinuation or Removal of Implants 
At the end of 5 years, about a quarter of Norplant 
users will have requested removal of the implants 
because of a bleeding problem.6 Another 15% discon
tinue because of medical problems, such as headache 
and weight gain. About a quarter of all implant 
removals occur because the woman wishes to become 
pregnant. Thorough counseling before insertion, in 
particular regarding the cause arid nature of adverse 
effects such as bleeding disturbances to be expected 
with Norplant should reduce discontinuation of this 
method. 

Experience With Norplant in Family 
Planning Services 

Service Quality 
Norplant is the only implant currently in large scale 
production and distribution in family planning clinics 
worldwide. The quality of the service provided is a 
major determinant of the successful use of this 
method and of the subsequent degree of satisfaction 
among users. It is essential that potential Norplant 
users are given adequate information at the outset 
about the various methods available. The quality of 
follow-up care, access to removal, and the skills and 
attitude of providers are also critical. 

Informed Choice 
Women should receive information about available 
contraceptives in order to be able to make an in
formed choice. Hence, they should be told about the 
effective life of the method, how the method will be 
inserted and removed, and when removal is due, 
which are the common side effects and how to deal 
with them, the biologic effects and mechanism of ,,\1 



4 Fraser et aL 

action, prevention of infection at the insertion site, 
t when to return for a follow-up visit, and which 

problems should prompt an unscheduled visit to the 
clinic (eg, abdominal pain, excessive bleeding, or 
severe headaches}. 

r The World Health Organization Medical Eligibility 
Criteria for Contraceptive Use should be applied if 
the woman has any preexisting health condition!8 

r The life style and reproductive intentions of the 
woman or the couple also must be taken into consid
eration. Norplant is not an ideal method for short

t term contraception. A woman may use Norplant if 
she wants a long-term reversible method that does 
not entail taking contraceptive action daily or before 

• intercourse, or if she has completed her family but 
does not want a permanent method, or if she is a 
smoker who desires a hormonal method. Women who 
are breastfeeding may use Norplant, starting 6 weeks 

• postpartum, if nonhormonal methods are not accept
able or available to them. Norplant should not be 
inserted if pregnancy is suspected. 

• 
Counseling 

• Counseling of the woman is essential when prescrib-
· ing Norplant. A critical aspect of counseling is that 

the most common side effect of Norplant is a change 
in menstrual bleeding pattern. This problem is no 

" different and indeed very similar to that which occurs 
with progestogen-only pills. The first approach 
should, therefore, be counseling and reassurance. The 

• woman should be told in advance and at the time of 
!. insertion that in the absence of other causes such as 

an infection, which can be checked, this type of 
• bleeding is not harmful even if prolonged for a few 

weeks. If, however, the woman is not satisfied even 
after reassurance, she may be helped to continue 
using the implants by having a short course of one to 

• three cycles of a combined oral contraceptive (con
taining 30-35 ILg ethinyl estradiol, once daily for 21 
days}. 

• Counseling should also include other reproductive 
health issues, such as precautions against sexually 
transmitted diseases and HIV infection, as Norplant 

• offers no protection against them. Counseling should 
also be given regarding prevention of infection at the 
site of insertion. 

• Counseling improves client satisfaction with Nor-
plant. Allowing a woman time to think about the 
decision to use Norplant, provides her with the op
portunity to ask questions that may arise only after 

• reflection and which may be important to her subse
quent satisfaction if she chooses Norplant. The con
tinued availability of counseling after the initiation of 
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use is also an essential factor in continued client 
satisfaction. 

Problems with removal have caused much of the 
controversy surrounding Norplant. Such problems 
rarely occur if the capsules are placed correctly at 
insertion. Quality programs employ clinicians trained 
in the correct procedures for both insertion and re
moval. Even experienced providers may, however, 
need access to expert resources when faced with a 
difficult removal; an easily accessible system for 
advice and referral may help to address this need. 

Follow-Up Care 
Counseling of Norplant users should be a continuous 
process reinforced during followup, until the woman 
understands the biologic effects of the method, feels 
familiar with it, and accepts the symptoms or changes 
that may occur. Follow-up is also important for the 
management of bleeding problems, side effects, and 
medical problems. 

Easy Access to Removal Services 
Easy access to removal services should be provided. 
Women should be informed that Norplant implants 
are effective for 5 years and should, therefore, be 
removed by the end of the fifth year. If desired, a 
second set of implants can be inserted immediately 
after removal, informing women that the initial 
bleeding problems will not usually be repeated. It is 
also important to explain that the implants can, and 
should, be removed any time the woman wants, and 
how and where this can be arranged. 

Training and Skill of PrOviders 
Providers need training on the technical aspects, such 
as insertion and removal, and in the management of 
the side effects and medical problems. They also need 
to know the biologic aspects of the method (including 
mechanism of action, changes in the physiology of 
women that translate into symptoms and signs, and 
bleeding pattern}, so that they may transfer this 
information to women when counseling them. Pro· 
viders require training in counseling and communi
cation procedures so as to understand the desires and 
reproductive intentions of clients, to offer women an 
informed free contraceptive chOice, to assist her de
cision-making process regarding a long-term method, 
to understand her fears and concerns before and 
during Norplant use, to offer support during its use, 
and to ensure freedom to change her method accord
ing to altered needs. 

The personal attitudes of proViders are important 
factors. Respect for a woman's decision at tile time of 
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Jelecting the method and during use should be high

.lighted and supported by the clinic authorities and 

)rogram managers to ensure that she fulfils her own 

·eproductive goals and rights. 
Providers need adequate supplies, good clinic 

I'!quipment, and appropriate sterilization facilities to 

)e able to perform correct and sterile insertion and 

(emoval. 

I 

'ractical Experience in Family Planning Programs 

Because paramedical personnel as well as physicians 

• oan insert and remove Norplant, provided they are 

Jroperly trained, it is essential as discussed above that 

adequate training is given to the provider personnel, 

• both medical and paramedical. Experience over the 

Jast 10 years in IndoneSia, with a competency based 

:raining (CBT) method has been particularly helpful. 

• The method involves breaking down particular clin

Ical skills to be taught into their essential component 

,teps. Each step is then analyzed to determine the 

most efficient and effective way to perform and learn 

• ~he technique. This has led to Widespread use of the 

U-technique as the preferred method for removal of 

the implants. Videos and anatomic models are very 

• helpful for this purpose. Interaction between the 

provider and participants is vital. Using competency 

based training techniques results in fewer providers 

being required than after conventional teaching 

• methods. 
The exPerience of Chinese and Indonesian family 

planning workers in large scale introductory studies 

• has shown:29 

I) Insertion and removal of implants can be simple 

• and safe. The low rate of insertion complications 

results from the care taken in supervised, "hands 

on" training in both insertion and removal. Asep

tic techniques must be used and the woman must 

• learn about them so as to prevent infection at the 

local site. The quality of insertion is crucial, ie, 

whether all implants are placed in the same super-

• £icial plane, will determine the ease of removal. 

2) The Chinese experience emphasizes the impor

tance of menstrual irregularity as the main factor 

• in discontinuation of Norplant. Furthermore, the 

variation in termination rates because of men

strual problems at different centers in different 

phases, eg, between early and late acceptors at the 

• same centers, seems to be attributable more to the 

growing experience of staff and to a consequent 

difference in counseling than to any inherent pop-

• ulation differences (even in a culture such as China 

where menstrual disturbances are not generally 

well tolerated). 
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Although prolonged or irregular bleeding is the 

main reason why women stop using Norplant, hemo

globin levels were higher after Norplant use, even in 

women who had discontinued because of prolonged 

bleeding. 

New Data on Long-Term Performance: 
Preliminary Results of International 
Collaborative Surveillance of Norplant 

Methodology 
The Post-Marketing Surveillance study of Norplant is 

the first large scale longer term prospective drug 

surveillance project in developing countries.30 This 5 

year follow-up study was conducted in 32 family 

planning clinics in eight countres (Bangladesh, Chile, 

China, Colombia, Egypt, Indonesia, Sri Lanka, and 

Thailand) from 1987 through 1997. Women were 

20-40 years old when initiating use of Norplant, an 

intrauterine device, or sterilization for contraceptive 

purposes and willing to participate in the study and 

attend the clinic for a follow-up period of 5 years. At 

admission, information was obtained on the women's 

socioeconomic, medical, reproductive, and contracep

tive history. Women were scheduled for follow-up 

visits every 6 months for 5 years irrespective of 

change of contraceptive method. They were encour

aged to visit the clinic if they had any problems 

related to their health or contraceptive method. Infor

mation about hospitalizations was supplemented by 

extracts from hospital case records. All study forms 

and extracts of supp lemen tary information about 

women with serious conditions were reviewed and 

coded by the study coordinator at the World Health 

Organization, Geneva. 
Altogether 7977 women starting Norplant, 6625 

starting with an nJD, and 1419 having sterilization 

were admitted to the study. The largest percentage of 

participating women were in China (38.2%), whereas 

Egypt, Indonesia, and Thailand each had a share of 

between 11.4% and 12.6%, and Bangladesh, Chile, 

Colombia, and Sri Lanka each contributed between 

5% and 7.8%. A total of 306 women discontinued 

their method in the first 6 months of the study 

(Norplant 95 women, IUD 208, and three sterilized 

women because of contraceptive failure). 

Summary of Results 
Of the 16,021 women emolled in the study, only 584 

(3.6%) were lost to follow-up. Because the follow-up 

continued regardless of change of contraceptive 

method (including no method), information was ob

tained on pregnancy rates for a range of methods. The 

intrauterine pregnancy rates for Norplant and female 



I 

I 

I 

• 
I 

I 

I 

I 

• 

• 

6 Fraser et al. 

sterilization were low and similar, 0.23 and 0.15 per 
100 woman·years, respectively. Rates per 100 wom
an-years for ectopic pregnancy for users of Norplant 
were 0.03 per 100 woman-years, for sterilized women 
O.O!, and for users of copper-IUD 0.07. The 5 year 
continuation rates for Norplant and IUD were 67.3% 
and 65.4%, respectively. The incidence of difficult 
Norplant removals was 10.1 per 1000 removals. 

No significant excess of malignant neoplastic 
disease or cardiovascular events, such as stroke, 
myocardial infarction, or venous thromboembo
lism, was observed in women using Norplant com
pared with that in women using nonhormonal 
methods or the expected number estimated from 
population based incidence rates. One Norplant and 
two IUD users were diagnosed as suffering from 
diffuse connective tissue disease; the rates of diag
nosis of rheumatOid arthritis and polyarthropathies 
were low and not Significantly different. Com
plaints of headache or migraine, mood distur
bances, anxiety, and depression among Norplant 
users were similar to those reported by women who 
used combined oral contraceptives, and higher than 
recorded by women using IUD. 

This large prospective study confirms the very high 
efficacy of Norplant in general (0.26 per 100 woman
years). which is similar to that of female sterilization 
(0.16). Current users of Norplant have a very low rate 
of ectopic pregnancy (0.03 per 100 woman-years). In 
the light of the Post-Marketing Surveillance of Nor
plant, the method appears to be safe, well tolerated, 
and a highly effective method for contraception. 

Other Studies 
The overall experience of the Chinese and Indonesian 
providers over seven years' of use of Norplant is that 
in women over the age of 30 years at admission and 
with a body weight of <65 kg. the overall pregnancy 
rate in the sixth and seventh year was only 0.32 per 
100 woman-years. This suggests the possibility that 
the method may be used beyond 5 years. The inci
dence of ectopic pregnancy was not increased in the 
sixth or seventh year. 

Recent Population Council studies in the United 
States, and in other developed as well as developing 
countries, initiated in 1990, all attest to the safety of 
Norplant implants. These studies embrace more than 
9000 woman-years of observation. Mortality rates 
were 1.1 per 10,000 years of observation, approxi
mately one-sixth of the mortality rate expected in the 
general population of similar age. Only low rates of 
serious health conditions, as measured by death or 
hospitalization, were observed. In the United States, 
women in these studies experienced hospitalization 
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Table 1. The 20 most frequently encountered medical 
conditions and complaints during use of Norplant® 
implants" 

Condition/Complaint 

Headache 
Leukorrhea 
Pelvic pain 
Weight increase 
Genital pruritus 
Nervousness 
Dizziness 
Cervicitis 
Breast pain 
Yeast/fungus infection 
Benign breast neoplasm 
Cervical lesion 
Acne 
Nausea 
Asthenia 
Pain at implant site 
Reaction at implant site 
Alopecia 
Fatigue 
Dysuria 

·Data from Sivin et a1., 1997:" 

Average Annual Event Rate 
per 100 Woman-Years 

12.8 
12.6 
7.3 
5.4 
5.1 
4.3 
4.1 
4.0 
3.9 
3.3 
2.8 
2.7 
2.7 
2.6 
2.4 
2.2 
2.1 
1.9 
1.8 
1.7 

at a rate of only 25 % of that of the general population 
of American women of reproductive age. Approxi
mately half of all these hospitalizations to American 
women in the general population aged 15-44 are 
attributable to pregnancy and pregnancy related con
ditions. Use of Norplant implants reduced pregnancy 
associated hospitalizations toward the vanishing 
pOint, especially in the first 3 years following place
ment. Hospitalization rates of implant users did not 
exceed those of the general American women of 
reproductive age with respect to cardiovascular and 
blood diseases, connective tissue disease, and neo
plastic and other conditions. These findings are not 
unexpected insofar as women entering such studies 
tend to be somewhat healthier than the general public 
and, in studies of hormonal contraceptives, must not 
have had specific preexisting cardiovascular and neo
plastic diseases. 

A recent summary of the most frequent medical 
conditions and complaints during use of Norplant 
implants is presented in Table 1.31 

Summary 
This review has highlighted the attributes of a very 
important new method of contraception. The sig
natories to this document agree that, with the 
provision of appropriate information and instruc
tion for the user, Norplant is a good contraceptive 
choice to be made available worldwide in family 



I 

I 

I 

Contraception 
1998:57:1-9 

planning programs that have the resources for ap-
• propriate training and counseling. The signatories 

to this document are acting in their own personal 
capacity and not as representatives of any particular 
organization. 

• 
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Appendix 1 
As a follow-up to Norplant, several second genera
tion contraceptive implants are being developed, 
some of which are approaching marketing (Table 2). 
It is probable that they will face some of the same 
problems as occurred with Norplant. Several major 
organizations ITable 3) have undenaken recent 
detailed reviews of the very extensive data avail
able about Norplant and have recommended its 
Widespread availability as a safe and effective con
traceptive. 
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Table 2. Second generation contraceptive implants currently under development 

. Progestogen Developer Tradename 

Levonorgestrel Population Council 
Leiras Jadelle* 

3-Keto-desogestrel Organon Implanon 
Nomegestrol South-to-South Uniplant 
Nestorone Population Council 

Table 3. Organizations that have recently undertaken 
detailed reviews of the efficacy, safety, and overall perfor
mance data of Norplant as a contraceptive 

The Population Council 
UNDP/UNFPA/WHO/World Bank Special Programme of 

Researchl Development and Research Training in 
Human Reproduction 

The International Planned Parenthood Federation 
Family Health International 
The Contraceptive Special Interest Group of the 

American Society for Reproductive Medicine 
Johns Hopkins Population Information Program 
Program for Appropriate Technology in Health 
The American College of Obstetricians and Gynecologists 
The British Family Planning Association 

Appendix 2: The Organizing Committee 
Chairman: Ian S. Fraser, Department of Obstetrics 
and Gynaecology, University of Sydney, Sydney, Aus
tralia; Secretary: Aila Tiitinen, Department of Gynae
cology, Helsinki University Hospital, Helsinki, Fin
land; Biran Affandi, Indonesian Society of Obstetrics 
and Gynaecology, Department of Obstetrics and 
Gynaecology, University of Jakarta, Jakarta, Indone
sia; Vivian Brache, Profamilia, Santo Domingo, Do
minican Republic; Horacio Croxatto, Instituto Chil
eno de Medicina Reproductiva, Santiago, Chile; 
Soledad Diaz, Instituto Chileno de Medicina Repro
ductiva, Santiago, Chile; Jean Ginsburg, Department 
of MediCine, Royal Free Hospital, London, U_K.; Su
juan Gu, Beijing Municipal Research Institute for 
Family Planning, Beijing, People's Republic of China; 
Pentti Holma, Department of Obstetrics and Gynae
cology, Keski-Suomen Keskussairaala, Jyvaskyla, Fin
land; Elof Johansson, Center for Biomedical Research, 
The Population Council, New York; Olav Meirik, 
Special Program of Research, Development, and Re
search Trairting in Human Reproduction, World 
Health Organisation, Geneva, Switzerland; Daniel R. 
Mishell, Jr., Department of Obstetrics &. Gynecology, 
University of Southern California, Los Angeles, Cal
ifornia; Harold Nash, Center for Biomedical Research, 
The Population Council, New York; Bo von Schoultz, 
Department of Obstetrics and Gynaecology, Karolin
ska Institute Stockholm, Sweden; Irving Sivin, Center 

Duration of Number of 
Action Implants Stage of Development 

3yr 2 rods Approved by FDA 
Approved in Finland 

2yr 1 rod Near marketing 
lyr 1 rod Phase II 
2 yr 1 rod Phase II 

for Biomedical Research, The Population Council, 
New York. 

Norplant® Consensus Statement 
The purpose of this document is to review the world
wide application of the long-acting contraceptive im
plant Norplant®, and assess its efficacy and safery_ 
Clinical studies have involved >55,000 women world
wide. Some 400 articles on Norplant have appeared in 
peer reviewed scientific jOurnals. Norplant has been 
registered in 60 countries and has been used by some 6 
million women worldwide. Although on clinical and 
scientific grounds it is generally agreed that Norplant 
has an important position in the range of contraceptive 
choices, there is currently controversy at both the 
communiry and consumer levels regarding its use_ 

Norplant is the Population Council's trademark for 
subdermal silicone implants releasing levonorgestrel 
at a virtually constant rate over 5 years_ It consists of 
six small 134 mm long and 2-4 mm in diameter) 
Silastic® capsules, each contairting 36 rng levonorg
estre!, lie, a total of 216 mg levonorgestre!)_ The 
capsules are inserted under the skin of the upper inner 
aspect of the nondominant arm through a trocar 
under local anesthesia. In the steady state, the release 
rate of 35 ILg/day levonorgestrel is <25% of the dose 
provided by a low-dose combined oral contraceptive 
containing levonorgestreL 

The contraceptive efficacy of Norplant is comparable 
to that of the most effective female methods, including 
sterilization. The cumulative pregnancy rate at the 
end of 5 years is approximately one pregnancy per 
100 women. Ectopic pregrrancy rates are also low-0_3 
per 1000 woman-years. The implants are effective for 
5 years, and should be removed by the end of the 
fifth year, or earlier if the woman so wishes_ If desired, 
new implants may be inserted immediately alter re
moval of the 5-year-old implants. The high rate of 
contraceptive effectiveness results from at least three 
effects of levonorgestrel: I) inhibition of ovulation; 2) 
prevention of normal sperm transport through the fe
male genital tract; and 3) inadequate development of 
normal secretory endometrium. The capsules are re
moved through a small skin incision and fertility is 
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ored promptly after removal. The major advantage 

:his method is its long·tenn effectiveness after one 

lic visit. Its most frequent side effect is disturbance 

nensuuaI cyclicity. 

rhe major side effect-irregular vaginal bleed· 

~-is associated with altered duration and amount 

flow, but overall the amount of menstrual blood 

;s is scanty; menorrhagia is rare. The mean duration 

bleeding declines steadily with time, whereas 

ean hemoglobin concentration tends to rise slightly 

lting the first 3 years. Metabolic studies have re

~led only minimal and inconsistent changes. About 

1% of Norplant users report changes in body 

eight-either weight gain or weight loss [more 

equently the former). Headache and mood changes 

ay be noted but are often transient or mild. Acne is 

.e most commonly reported skin problem. Longitu

inal studies have shown an increase in bone mineral 

,ensity. At the end of 5 years, about 25% of women 

ill have requested removal of the implants because 

" bleeding problems and a similar number because 

pe woman wishes to become pregnant. Another 15 % 

.scontinue because of other medical problems, such 

; headaches and weight gain. Thorough counseling 

before insertion (in particular regarding the cause and 

l~ture of side effects such as the bleeding distur

mces to be expected with Norplant) and subsequent 

reinforcement, should minimize discontinuation. 

• Experience in family planning services has shown 

lat Norplant implants are a suitable method for the 

__ ,ajority of women and particularly for those request

i'g a long-term reversible method without the need 

l take daily action. Breast feeding or smoking are not 

mtraindications. Norplant is not recommended for 

short-term contraception. 

• Counseling is essential to ensure that women (and 

referably couples) make a contraceptive choice based 

un appropriate inlormation and that the women learn 

'0 use the meiliod safely and effectively. Pretreat

lent and continued counseling should emphasize the 

tOst common side effect, namely, a change in men

strual bleeding pattem. Adequate training must be 

• iven both in insertion and removal techniques and in 

ounseling and follow-up procedures to all medical 

and paramedical personnel involved. Availability of 

Ilppropriate family planning service infrastructure is 

nportant to optimize use of the method. 

The International Collaborative Post-Marketing 

,.surveillance of Norplant involving> 16,000 women 

'lorplant: 7977; intrauterine device {IUD): 6625; and 

terilization: 1419) is ilie first large-scale, prospective, 

long-term drug surveillance project in developing 

Lountries. The intrauterine pregnancy rates for Nor-

,lant and female sterilization were similar {0.23 and 

U.IS per 100 woman-years, respectively) and the rate 
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for users of copper IUD was 0.80. Rates of ectopic 

pregnancy per 100 woman-years were 0.03 for Nor

plant users, 0.01 for sterilized women, and 0.07 for 

users of a copper IUD. The 5 year continuation rates 

for Norplant and the IUD were 67.3% and 65.4%, 

respectively. The incidence of difficult removals was 

10.1 per 1000 removals. No significant excess of 

malignant neoplastic disease or of cardiovascular 

events such as stroke, myocardial infarction, or ve

nous thromboembolism was observed in Norplant 

users. Recent Population Council studies initiated in 

1990 in the United States and in oilier developed and 

developing countries also attest to the safety of Nor

plant implants. These studies embrace more than 

9000 woman-years of observation. Monality rates 

were 1.1 per 10,000 years of observation, approxi

mately one-sixth of the monality rate expected in ilie 

general population of similar age. 

The signatories to this document agree iliat, with 

the proviSion of appropriate information and instruc

tion for the woman and availability of adequate 

service facilities and training for the providers, Nor

plant is a good contraceptive choice in family plan

ning programs that have these resources for training 

and counseling. The signatories to this document are 

acting in their own personal capacity and not as 

representatives of any particular organization. 

The Organizing Committee 

Ian S. Fraser, Biran Mfandi, Vivian Brache, Horacio B. 

Croxatto, Soledad Diaz, Jean Ginsburg, Pentti Holma, 

Elof Johansson, Olav Meirik, Daniel R. Mishell Jr, 

Harold A. Nash, Bo von Schoultz, Irving Sivin, Gu 

Sujuan, Aila Tiitinen. 

The Faculty 
Francisco Alvarez-Sanchez, David F. Archer, C. 

Wayne Bardin, Sriani Basnayake, Giuseppe Benagi

ano, Paul D. Blumenthal, Philippe Bouchard, Ivo 

Brosens, Sumana Chompootaweep, Philip D. Darney, 

Egon Diczfalusy, Max Elstein, Mahmoud F. Failialla, 

Anibal Faundes, Anna Glasier, John GuilJebaud, Ker

stin Hagenfeldt, Ezzeldin Osman Hassan, Roben 

Hatcher, David Healy, Howard Jacobs, Andrew M. 

Kaunitz, Orawan Kiriwat, Suporn Koetsawang, Gab 

Kovacs, Laszl6 Kovacs, Tigris Tzu-Yao Lee, Tapani 

Luukkainen, Takeshi Maroo, Noel McIntosh, Angela 

Mills, Ou Ming-Kun, John Newton, Viveca Odlind, 

Shan S. Ratnam, Robeno Rivera, Sheldon Segal, Mah

moud M. Shaaban, Pramilla Senarlayake, Marita Sil

jander, Sven O. Skouby, Leon Speroff, Felicia H. 

Stewart, Gary K. Stewart, G. Pran Talwar, James 

Trussell, Osborn A. C. Viegas, Pramuan Virutamasen, 

Edith Weisberg. 
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NORPLANT® INTRODUCTORY PROGRAM IN EGYPT THE IMPLEMENTA TlON PLAN 
BACKGROUND 

•. NORPLANT®, a subdermal contraceptive implant cor;taining the synthetic progestin 

fevonorgestrel, will be introduced in Egypt over 5 years starting April 1994. The 

introduction of NORPLANT® follows successful clinical trials conducted in Egypt. There have been two sets of pre-introductory, or clinical trials of NORPLANT® implants 

in Egypt. The first was supported by {he Rockefeller Foundaiion and the Population 

•. Council in the early 1980s. The second clinical trial began in .1988 under the 
coordination of the Egyptian FertiJityCare Society (EFCS), with support by the United 

States Agency for International Development and technical assistance from Family 

• Health International. Physicians from five University Hospitals in Egypt (Alexandria, 

Assuit, Ain Shams, Mansoura, and AI Azhar) have provided NORPLANT® implants to 

r 1,537 women during 1988 - 1990. There have not been any new insertions since the 

.-J closing of the clinical trials enrollment in 1990. Follow-up of NORPLANT® clients and 

removal of the implants upon the request of the client or their expiration is on-going in 

each of the five clinical trial sites . • 
The Egyptian Clinical Trials have gone very well by all accounts. An acceptability study 

(Hassan, et.al, 1992) indicated that 93 percent of the NORPLANT1;> clients surveyed-

I were satisfied with the method. "The major advantages were NORPLANT®'s long 

duration, its ease of use, that it produced less side-effects than the pill or IUD, that 

insertion was in the arm rather lr:m in the genital ar~a, and its effectiveness in 

• preventing pregnancy." (Hassan, et.al., 1992). Continuation rates of the 1988 ClinIcal 

Trial are comparable to other, international trials: after three years approximately 66 

• percent 01 the NORPLANT®'s clients were still using \he method. 
I 

The clinical trials demonstrated the acceptability and safety of NORPLANT® to the 

• satisfaction of the Government of Egypt (GOE). I'NO~PLANT® was registered with the 

GOE and given regulatory approval in February 19931 

I 1 Preliminary results of the 1992 Demeic and, Hea1th Survey lor Egypt show the _ 

:ontraceptive prevalence rateto be 47.1° , of which dral contraceptives and IUDs 

contribute over 80%. Introduction 0 PLANT~, w~ich will expand the method mix 

I"md increasB-G traceptive choice will help-1be Gover~ment of Egypt achieve its CPR 

)bjective 0(,53% 1997 [3] At the level of service pf,ojected by this strategy and 

implementatio plan, NORPLANT® may account for approximately 2.6% of total CPR 

I 1y 1999. 

l .• ~ 
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. " Based on the positive experience gained through the clinical trials and DHS indicators, *' the Ministry Of Health in Egypt developed the Strategy and Regulations for the Use of Subcutaneous 'Implanted Capsules (NORPLANT~). Furthermore, a NORPLANT® Task Force was formeo to develop the Implementation Plan based on MOH strategy paper. I 
This document, NORPLANT® INTRODUCTORY PROGRAM tN EGYPT: The Implementation Plan, is the result of the NORPLANT~ Task Force work and it provides (the ~road guidelines lor expanding the use of NORPLANT® beyond the University iospital environment of the 1988 Clinical Trials. 

Fhe health system in Egypt has over 250 hospitals and many health care centers 18naged by the public sector and para statal organizations. PVOs and private practitioners also own and operate numerous clinics. Introduction of NORPLANTqj) will 1"3 prima~ily hospital-based and will spread vertically to three categories of health cilities as training and service delivery systems are strengthened. 

> 

I 

I 

I 

Category 1 facilities are university hospitals, teaching hospitals and the Curative Health Organization (CHO) hospitals in Cairo and Alexandria. There are approximately 32 hospitals in this category which are concentrated in Cairo and Alexandria. The five university hospitals from the clinical trials are included in this category of ' service delivery points. 

Category 2 facilities are Health Insurance Organization (HIO) hospitals, additional CHO sites and general hospitals and the major centers of the Clinical Services Improvement (CSI) program. This category is comprised mainly of networks of facilities and inciudes over 170_sites nationally that have a wide variation in the quality of the infrastructure as well as the range of services oHered. 

F.~ Category 3 facilities are District hospitals, Urban fiealth Centers, MCH Centers 'Q."and some of the polyclinics of HIO. There are over 350 of these facilities located throughout the country. ! ' 
, 

i 'ria will be established for selection of sites from the ~OOI of available service sry points of each category. - \ I 
; Implementation Plan describes the parameters of the\NORPLANTC!> Introductory ~:aITi'S overall design and principle activities as detern,;ined by the NORPLANT® -f Force. Working Groups will be formed during the p~e-implementation phase of 'Itroduclory Program to work on the principle activitie~; described herein. 
! 
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PROGRAM GOAL AND OruECTIVES 

Pro'gram Goal 

To increase contraceptive prevalence by expanding the choice of available 
contraceptive methods through the provision of NORPLANT® implants as part of 
the Egyptian family planning program 

2.2 . Program Objectives 

At the end of the five year Introductory Program the following objectives will 
have been met: . 

a) To provide substantial programmatic experience. with the provision of 
NORPLANT® implants in a variety of service delryery systems within two 
governorates; 

b) To exami·ne the effect on contraceptive use dynamics by adding 
NORPLANT® to the already existing method mix of the Egyptian family 
planning program; 

c) To ensure availability of NORPLANT!) implants in an adequate ·number of 
sites in each governorate in Egypt. 

3.0 PROGRAM DESIGN 

The Egyptian NORPLANT® Introductory Program is not a method specilic introductory 
program. The program's design reflects a conce(n oi identifying the most appropriate 
manner of adding this new contraceptive technology into the existing service delivery . 
system so that the Egyptian family planning client; may have her ch~ce of available .,. 
methods expanded. 

The NORPLANT® Introductory Program is a transition between the Clinical Trials and 
the integration of NORPLANT® within the standard method mix of the Egyptian Family 
Planning Program. The five year period is an opportunity to develop the management 
capacity for ensuring the smooth operations -Of th~ clinical and programmatic sub
systems that support the provision of this new cortraceptive. and to study the effect of 
adding NORPLANT® to the family planning progr~m. 

. , 

The Introductory Program·will take into account t e expansion of the injectable 
contraceptive into the public sector. Although thi is not specifically highlighted in this 
Implementation Plan it is an important underlying tonsideration to the development of 
the NORPLANT® Introductory Program's activitiesl (which are described in the following 
sections of this document). . 
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,,'" Tile 8,¥pansion of NORPLANTll> services inio the private sector will be made after the mid-program evaluation in phase 11'-• 

• 

• 

• 
• 
• 

• 

• 
• 

• 

• 
• 
• 
• 

• 
I 

The. followirig three principles guided the development of the NORPLANT® Introductory . Proaram Implementation Plan. 
~. 

1. 

2. 

3. 

Ensuring high quality NORPLANT~ service~ while broadly introducing the n~w 
contraceptive method through Horizontal Introduction. t'~Qb~ /, r~ 
Examining the impact of introducing NORPLANT~ on the service delivery 
systems through Vertical Introduction into a specific geographic area. 

Understanding use dynamics of NORPLANT~ through systematic monitoring and evaluation. ~, .---------.. ~-' 

3.1 Ensuring High Quality (Horizontal Introduction) 

The NORPLANT® Horizontal Introduction is a design strategy to ensure high quality NORPLANT® services in a broadly based introduction program. 

The NORPLANT® Introductory Program will begin with an expansion into the Category 1 facilities 1 that meet the selection criteria. The horizontal introductiQn of • NORPLANT® provides a broad geographic coverage in approximately ~ ') in category 1 facilities then it will expand. based on the experience gained. into other governorates in category 2 facilities and so on. This approach will provide highly qualified OB/GYN specialists in leading institutions throughout Egyptwith an experience in providing the new contraceptive. The vertical expansion from one category of health services to another will provide. the Technical Steering Commit1ee the opportunity to monitor and ensure the quality 'of NORPLANT® services. 

On the other hand. the horizontal introduction will provide a relatively restricted -environment for developing and fine tuning the function of the clinical sub-systems involved with NORPLANT®. (e.g .• training, logistics. information systems, IEC and . follow-up). The broad geographic introduction into a few Category 1 facilities .if!. ea~h ? governorate will not sufficiently penetrate the family planning service delivery sY51erl"ilo V",/ ~adequate programmatic experience with managing NORPLANT® implants in a wide variety of service delivery contexts. howev~r, nor will it provide a large enough case load to adequately evaluate its contribution to the national family planning v' " program. The Egyptian NORPLANT'!> Introduct0rt' Program will therefore complement)/:. the broad geographic expansion into a few sites 'f"ith a restricted vertical expansion into many different sites within a limited geograph)c area. 
I ' , 
1 I . 

The list of facilities that correspond to Category 1. 2'and 3 is presented in the Background section of the Implementation Plan. ! 
4 
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r' 3.2 ,Examining the Impact (Vertical Introducllon) ~i The ~ORPu.:NT® Vertical Introduction is a desi'gn'strategy to examine the impact of introducing NORPLANT® on the service delivery systems . • Two governorates, Kalioubia and Fayoum, are selected for vertical introduction of NORPLANT®. In these two governorates, NORPLANT~ will be introduced into a ~ variety of service delivery points, including Category 1, 2 and 3 facilities. Each of the facilities will be carefully selected for participation in the NORPLANT® Introductory Program. 

• 
The vertical introduction within a governorate will give the NORPLANT® Introductory Program an in-depth experience in a variety of Category 1, 2 and 3 service delivery • points. The focus on a confined geographic area will enhance control of the Introductory program, (including selection and follow-up of clients, aseptic procedures, and removal of the NORPLANT~ implants). • 
3.3 Understanding Use Dynamics 

I Program monitoring and evaluation is an important element to develop a sound understanding of the NORPLANT~ use dynamics. 

I The Introductory Program is intended to be a transition period between the Clinical Trials and the widespread use of NORPLANT~. Fundamental questionsJegarding the I method's contribution to the overall contraceptive prevalence and changes in the method mix of the Egyptian family planning program will be examined by the Introductory Program. The programmatic implications of different levels of • NORPLANT® prevalence in Egypt are profound, (an illustration of the commodity requirements based' on a one percent national prevalence rate is included in the Appendices as an example of the critical nature of this issue). The long term '. • sustainability of providing NORPLANT~ will be significantly enhanced by devoting adequate resources to th e study of these issues dUri?g the next few ~ years. 
, • The use dynamics of adding NORPLANT~ to the existing method mix will be studied in a comprehensive evaluation plan, described in tlie M9nitoring and Evaluation section of this Implementation Plan. A capsule summary is presented here to orient the I-eader to the baseline studies that will be used in formulating the content of the ntroductory Program's activities. I 

-:. Situation Analysis of the service delivery points in t~e two vertical introduction Jovernorates will provide baseline information on the ~uality of care provided in the .NORPLANT® Introductory Sites, and will assist in developing the clinical SUb-systems a an acceptable level of quality. A baseline contraceptive prevalence study will also 
I 
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be. conducted in the same governorates prior to the NORPLANT® Introduction. A 
· baseline Situation Analysis study will also be conducted in one district in each of the 
t\vp, governorates targeted for the Quality Improvement Project. This district will serve 
as a&:omparison group for assessin~ changes in the quality of care that are 
attributable to the NORPLANT® Introductory Program. . 
The results from the baseline Situation Analysis (in the vertical introduction governorate 
and the Quality Improvement Projecrs district) and contraceptive prevalence study will 
be tompared to a post test study. The analysis of these pre-test I post-test studies 
will provide reliable data on changes in the quality of care and use dynamics. This 
information will help policy ma~ers and program managers in Egypt design family 
planning services to deliver NORPLANT~ effectively well beyond the catchment areas 
of the vertical introduction governorate. 

A mid-project evaluation will be conducted. The composition of the mid-project 
evaluation team, and the evaluation indicators, will be developed by the Technical 
Steering Committee, described below, that focus on the management capacity and the 
quality of care provided by the NORPLANTv services. Based upon the results of the 
mid-project evaluation the Ministry of Health may decide to accelerate the introduction 

· of the NORPLANT® Introductory Program to include a limited vertical introduction into 
· other governorate(s) . 

4.0 PROGRAM COORDINA TfON 

As the major source of financial and technical assistance for population and family 
planning activities in Egypt. the Ministry of Health (MOH) plans to support most of the 

r. activities related to NORPLANT~ introduction through subprojects of the USAiGiCairo 
" r ilateral project, Population/Family Planning III trop /FP III). Management of 

N PLANT® introduction is the responsibility of th!3 Executive Director of the Systems 
Development Project (SDP), a subproject of POP /FP III under supervision of the 
Undersecretary for Family Planning. The ExecL(tive Director will work with the 
Technical Steering Committee, the National NOF,\PLANT~ Coordinator and other 
POP /FP III subproject directors to coordinate activities and resources needed for 
NORPLANT® introduction. ; 

I 
! 4.1 NORPu>'NT~ Technical Steering Comm,it1ee 
I 

A NORPLANT® Technical Steering Committee will be responsible for supervising the I 
implementation of the Implementation plan-of NORPLANT® Introductory Strategy and 
for providing technical guidance to critical aspectt of the NORPLANT® Introductory 
Program. The Undersecretary for Family Planning will chair this committee. 
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rh.e NORPLANT® Technical Steering Committee will provide an opportunity for. 

bringing together key decision makers from each of the principle agencies involved in 

the NORPl:ANT® Introductory Program. The coordination role of this committee is 

therefore critical to smooth operations of the Egyptian NORPLANT® Introductory 

Program.' 

The composition of the NORPLA.NT~ Technical Steering Committee should reflect the 

diver~ity of the agencies involved with the implementation of the NORPLANT® 

Introductory Program. In addition to the Ministry of Health technical and managerial 

staff, the NORPLANT® Technical Steering Committee could also include the following 

'il'ieiil bers: 

v 
v 
v 
v 
v 
v 
v 
v 

Undersecretary for Family Planning, Chairperson - / 

Minister Of Population and Family Welfare - ? -

Dr. Ezz EI-Din Osman 

Mrs. Sawsan EI-Bakly, State Information Services (IEC Activities) Dr' J--d~ 

Egyptian Pharmaceutical Trading Company, CIIS (Commodities) 

Dr. Roushdi Amar, Director, Regional Center for Training 

USAID Representative ,.. .' 

Population Council C 'r'- w'-' ';;'-:- V' ~" /--- v- { 
. -=!' U _ I _ : • 

The NORPLANT® Technical Steering Committee will oversee the Working Groups 

(e.g., Training, IEC, Standards of Practice, Standards of Health Facilities, Monitoring 

and Evaluation). Once the Introductory Program begins, the Technical Steering 

Committee will meet periodically to review progress made with the Introductory 

Program. The Technical Steering Committee will oversee the mid-project evaluation. 

An important function oi the Technical Steering Committee is the coordination of the 

technical assistance agencies that will provide'support to the NORPLANT~ program. 

4.2 NORPUiNT® Coordinator 
i 

The Ministry of Health will assign a staff member to be the NORPLANT® Coordinator, 

(seated within the FamilY'Planning System<s Development Project Office). The 

NORPLANT® Coordinator will manage the day to day activities of the NORPLANT® 

Introductory Program, including the following :key personnel decisions: 

v 
-./ 

, , 
; 

Selection and supervision of the NORPLANT~ Introductory Program 

Working Groups within SOP units 

De-signaticin of staff 'to provide-lmcal supervision and coordination for the

program at the central and gov~rnorate levels 

Creation of a registry of trainediphysicians in each governorate 

Development of criteria for the selection of NORPLANT® providers, and 

selection of candidates for trainIng , 
, - , 

( . 
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The Minis\ry Of Health will be the body responsible for the NORPLANT4') Introductory 
Program: There will be other organizations involved in the implementation such as the 
Teaching Hospital Organization (THO). the Health Insurance Organization (HIO) 
hospitals and polyclinics, the Clinical Services Improvement (CSI) clinics, the Regional 
Center for Training (RCT) in Family PlanniFlg and ~ooperatin9. Universities, the State 
Information Service (SIS), the U.S. Agency for Inrernational Development, the 
Population' Council, and other institutions. 
;. , 
The Egyptian NORPLANT® Introductory Program will be conductesi under the auspices 
of the Ministry of Health through its Systems Development Project (SOP) which is a 
'subproject of the Population/Family Planning III project supported by USAID. Most of . 
the service delivery points of NORPLANT1J will be in the MOH hospitals and health 
facilities. . 

,~ 

The THO hospitals will be service delivery points and three of their training sites will 
provide training on NORPLANT® to THO and MOH service providers. These activities 
will be mainly funded through the THOIFP subproject under POP IFfY III supported by 
USAID. 

The Health Insurance Organization (HIO) hospitals and polyClinics and the Clinical 
Services Improvement (CSI) clinics will participate as service delivery points of 
NORPLANT®. 

The Regional Center for Training (RCT) in Family Planning at Ain Shams University will 
be the main training institution. The trainiog curricula will be approved by..\eh -rhl' 
Technical Steering Committee. For its limited capacity to tr.ain all.service ;:;.Qvide.rs ill. 
the country, RCT will have subagreements with the five Universities that conducted the 
clinical trial to conduct training as well. All NORPLANT~ training activities in RCT-and . 
cooperating Universities will be funded through RCT subproject under POP IFP III " 
supported by USAID. .. 
The State Information Service (SIS) will be responkible for developing IE&C materials 
to promote the use of NORPLANT® based on the ,approval of the Technical Steering 
Committee. I E&C activities conducted by SIS will pe funded through SIS subproject 
under POP IFP I!I supported by USAID. I '--

!. I ~.: 
USAID will support major activities in the NORPLA!'lTSl Introductory Program through ! .... 
its POP IFP III project and provide long aOid short term TA, as appropriate, through ! d 

• 1/9&~ corragtooc!s: (2~/~ I ___ ' '--I 
~ulation Council will contribute in the situati'on analysis study, the contraceptive 

• prevalence studies, and other operations research] studies. 

• 8 

I 

• 



I 

I 

• 
• 
I 

I 

I 

I 

I 

I 

• 
• 
I 

I 

• 
I 

6.0 PROGRAM ACTIVITIES 
There are five general categories of activities associated with the NORPLA.NT® 

Introductory program. The parameters of each activity are identified in this section. A 

Working Group will be composed for each category during the pre-implementation 

phase of the Introductory Program. The Working Groups will be charged with 
developing detailed implementation plans and substantive guidelines for each activity. 

Each Working Group will make clear distinctions between clinical service activities and 

program management issues in their implementation plans. 6.1 Standards of Practice 

The National Standards of Practice for Family Planning Clinical Services Delivery 

(March 1993) produced by the Ministry of Healtl\, (including the Family Planning 
Clinical Procedures Manual for Physicians and the Family Planning Clinical Procedure 

Manual for Nurses, and the Standards of Service for Quality Improvement Program

Monitoring System) will be supplemented by a full and complete reference to
NORPLANT® implants_ 

The following are the sections and some of the issues that need to be addressed in 

the revised Standards of Practice: 
6.1.1 C.ounseling and IE&C --I 

Informed choice is an essential part of quality services. Counseling must provide 

iniormationabout all family planning methods to prospective clients and help them 

make an informed choice of a method based on their medical histories, reproductive 

objectives and individual preferences. A client's ability to return regularly to the clinic 

for check·ups and for methods which require resupply, Le., vaginal tablets, pills, •. 

condoms and injections, must also be taken into account during counseling. All of 

these considerations reinforce a family planning services orientation rather than a v./ 

method·specific approach. 

Because NORPLANT® is provider-dependenl, clIent satisfaction depends to a large 

extent on counseling. Clients who select NORPLA.NT® will receive thorough pre-
I 

insertion counseling to inform them about the potential side·effects, especially 
menstrual irregularities. Insertion and removal procedures, physical exams and 

laboratory analyses which may be required will de explained to the client. . The 
counselor will also explain the follow·up schedul$ and necessity of removal after live 

years.' 
I 
l 

9 

/ 
. -? • i \ 



~t-insertion· counseling includes instructions for caring for the insertion site and 
warning signs .of complications which require prompt return to the clinic. Post
insertion counseling also reinforces information about follow-up visits and eventual 
removal. The client will be assured that she can return to the clinic at any time if she 
has questions or concerns. Procedures ·Cll1d conditions for ensuring follow-up and 
removal of NORPLANT® implants, clarifying that "removal upon demand" is a priority of 
the Introductory Program, need to be develof')ed.· 

Materia!s about NORPLANT® were found to be helpful by the clients in the clinical \ 
trials. Additional prints of the client booklet which was developed during the clinical ) 
trials will be done and other materials ·will be adapted or developed to provide clients 
with the information they need. 

6_1.2 Clinical Services 
,.J~. 

Only physicians who have been trained will be allowed to insert/remove NORPLANT~. 
·Insertions must be done carefully and according to proper procedures to prevent 
infection and expulsion. Guidelines for accrediting physicians for NORPLANT® 
insertion and removal need to be estab~ction criteria for NORPLANT® 
clients will be developed as part of the development of service standards and 
guidelines. 

Although clients will be encouraged to keep the NORPLANT® implant for at least three 
years, access to removal upon request at any time \',ill be assured. Women 
requesting eariy removal will be seen by a counselor to determine whether the client 
has questions and concerns about side-eHects which can be addressed by 
counseling, whether she is generally dissatisfied with the method or whether she has 
decided to remove the implant because she wants to become pregnant. Whatever the 
reason, if after counseling the client still wants to have the implant removed, 
arrangements will be made for the procedure. Prior to leaving the clinic, clients who 
remove NORPLANT® because of concern or dissatisfaction will be counseled about 
other available contraceptives and encouraged to choose another method. Guidelines 
relating to method switching and the appropriateness of a "transitional period" between 
contraceptive methods, particularly between two hormonal contraceptive methods 
such as an injectable contraceptive and NORPLANT® implants need to be 
documented. . 

6.1.3 Technical support and supervision 
.. \ 

·Dynamic and supportive supervision is a demandir,tg responsibility since staff and 
material resources in family planning clinics are oft~n limited. Because NORPLAf.iT~ IS 

a provider-dependent method and requires particular attention to asepsis and 
co~nseling, good supervision is critical to integration of NORPLANT® and quality 
service. 
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6.1:4 Record 'K~eping 
I 

I 

I 

• 

I 

I 

• 

~lient records and clinic registries will include information about NORPLANT® users. A 

suggested list of information which will be required includes: 

Name and location of clinic where NORPLANT® insertion occurred 

Date of the insertion 

Clear and complete client name and address / residence identifiers 

Expected date of removal 

Actual date of removal, including reference to the principle reason 

Complications, expulsions, etc .. 

Information on FP use e.g. reinsertions, previous methods, etc .. 

Name and address of a reference person not residing with the client. 

6.1.5 Follow-up 

A schedule of routine follow-up visits for NORPLANT:!> clients will be included in the 

service standards and guidelines. 

Follow-up of clients five years after insertion is necessary to insure proper removal of 

NORPLANT®. Effective mechanisms for follow-up will be developed and tested during 

I the course of the introduction period. 

6.2 Standards of Health Facilities 

• 
A Working Group will be formed from existing SOP staff during the pre-implementation 

phase to deveiop the guidelines' and establish the selection criteria of sites for the 

I NORPLANT® Introductory Program. These guidelines for the accreditation of a clinic 

to provide NORPLANT® may includethe minimum number of trained staff, equipment 

• and facilities, aseptic procedures, information system capabilities. This Working Group 

will conduct site visits and assist in reviewing the pool of available service delivery 

points for each of the Introductory Program's phase~.; The Technical Steering 

• Committee, or a sub-group of this committee, will be charged with the final selection of 

the sites. The results from the baseline Situation Analysis in the 'fast track' 

governorates, Kalioubia and Fayoum, can be applied to the determination of the final 

• selection of sites. 
I 
r 

. 6.3 Training 
I 

•. ; training management plan will be produced by a training Working Group from 

existir\g SDP staff that emphasizes the introduction of NORPLANT® into the existing 

• family planning services. This orientation will hence: provide for refresher training 

(where appropriate) in the technical management of other contraceptive methods, 

I 
.~. 11 

• 

I 
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particularly hormonal methods, and improving providers's counseling skills for all types 

of clients. 

The training management plan will elaborate upon several key issues, including: 

II The number and category of providers to be trained in each site, including 

training of replacement providers due to transfers of certilied staff; 

II The minimum number of insertions and removals for each provider required 

prior to certification; 

1\ Technical support and follow·up of providers during the post-training phase, 

. with special reference given to removal procedures, counseling and ensuring 

aseptic procedures; 

n Increasing awareness of and refemals for NORPLANT® Implants among service 

providers in family planning service delivery points that currently do not offer 

NORPLANT® Implants. 

Initially NORPLANT® training will be conducted at the five University Hospitals that 

participated in the clinical trials. Priority .will be given to establishing a governorate 

level training facility/program for the two vertical introduction governorates. The 

training management plan will work towards the creation of a cadre of master trainers 

I in NORPLANT® that will branch out from the University Hospitals to form NORPLANT® 

training centers in other existing facilities such as THO Training Centers. More details 

regarding a number issues related to training, including cost and capacity estimates, 

are found in the Appendix to the Implementation Plan. 

6.4 Information, Education and Communication ; 

An IEC strategy and work plan will be developed by a Working Group on IEC in 

I collaboration with the State Information Service (SIS).: The strategy will identify target 

audiences and define the communication media lor r~aching each 01 them. The 

following are the objectives of the IEC program: 

I 

i 
R Increase awareness 01 the new method among women matching the selection 

criteria ! I 

Dispel rumors about NORPLANT~ in the genejal public -

Expanding upon teaching materials lor service! providers developed during the 

II 
I 

B 

I 
Clinical Trials ! 

, 
I 
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. - . 
Sinc~e the NORPLANT® Introductory Program will not be national in scale (except in a 
few·limi.ted services) and will focus largely on two governorates, the communication 
strategy aimed to increasing awareness among potential users will have to rely on 
develbping local communication events lor increasing awareness and motivating new 
clients. Activities aimed at dispelling rumors, however, should be national in scale and 
target specific audiences (cited below). 

Among the target audiences and communication channels that will be exploited are 
the· following: 

B 

Information dissemination to Non-Governmental Organizations, women's health 
advocates and the media to dispel myths and misconceptions about NORPLANT® (see Population Council, 1993 lor a reference on the type 01 
information available that targets these groups); 
Women that match the NORPLANPJ selection criteria to increase their awareness of the new contraceptive method, including graphic arts, mass 
media and clinic pamphlets; 

. 
Clinic based teaching aides to be used by service providers when explaining the 
mechanisms of NORPLANT:!l: 

6.5 Logistics 

. A fifth Working Group wil! be composed to address issues related to the logistics 
required for the NORPLANT® Introductory program. This Working Group will mainly 
look into the work on forecasting demand, estimating needs, developing plans for 
receiving, stonng, and distributing NORPlANT~ sets. 

~rP' 6.5.1 NORPLANT® Procurement ' 

The estimate for the initial quantity of implants requested is based on the consumer -
demand and client satisfaction expressed during the NORPLANT® clinical trials and on 
the volume of services expected during the first year of the introduction. Many of the 
sites to be targeted for NORPLANTS> introduction. during the first year of 
implementation are Category 1 facilities. which includes the five clinical trial sites. 
Service delivery capacity of these sites and the v¢>lume of consumer demand are 
expeCted tobe similar to that of the clinical trials.; Assuming that 20 sites (of the 32 in 
that category) begin NORPLANT.® services within the first year and that supply is 
deliberately restricted to approximately 40 clients rer month: 

20 sites x 40 insertions/month x 12 months J 9,600 insertions 
. . 

I ' . I 
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raq·uest for 10,000 implants will cover new acceptors and some of the clients from 
clinical trials who will be due for 5-year removal but who may. wish to continue with 

method. J '.2/ 
USAt0/Cairo will start procuring NORPLANT~ sets duri9!:i" the pre-implementation 
phase of the Introductory Program. The MOH will subfnit commodities forecasts .. and . -
'procurement requests to USAID in June of each year of the introduction period, - "--:"-
starting in 1995. An initial request of 10.000 NORPLANT~ sets was submitted to c.)-':---:: ' 
USAID to cover the first year of service delivery and it will be activated pending"" :' / . 
submission of required documentation to USAID. ;.y"r/-r 
The volum.8- of services and the projected commodity requirements lor the two vertical 
introduction g'overnorates will be determined. The results from the baseline Situation 
Analysis study of vertical introduction governorate's sites will be useful in developing 
precise equipment and supplies lists for support of the NORPLANT(!) Introductory 
Program. 

The volume of services will be carefully monitored to provide accurate estimates of . 
commodity requirements for subsequent years of the introduction to prevent under~' or 
over-supply. 

In addition to the NORPLANT® implants, USAID is requested to procure the trocars 
required for insertion. The trocars and commodities are usually packaged at a ratio of 
1 trocar per to 50 sets. Trocars in the ratio of 1 to .20 will be requested. 

Adequate quantities of sterilized linens and instruments for NORPLANT® insertions and 
removals must always be available. Site visits conducted prior to start-up of activities 
at new intruuuction Sites will determine the need for redistribution or procurement of 
autoclaves ior the family planning clinics to improve infection prevention practice. 
Procurement of this equipment will be discussed with USAID, UNFPA and other donor 
agencies. 
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.,r6.52 NDRPLAN'" Slo"go ,nd o;,I,;b,lIon 

)'" : itorage and distribution of NORPLANT~ will be handled in the same manner as other t, contraceptives for public sector activities, This had been carried out by the Egyptian Pharmaceutical Trading Company (EPTC), Whether EPTC or another company will be I responsible for distribution of USAID·donated commodities under POP jFP III will be determined by the MOH and USAID . 

• 

• 
I 

t 

I 

t 

I 

• 
I 

I 

I 

I 

I 

I 

I 

. ~ . 
In addition to the NORPLANT@ implants, insertion and removal requires expendable, medical supplies. Systems of distribution of the regular supplies to the family planning clinics will be provided through the same distributive systems of MOH and public sector, additional supplies specific to NORPLANT® will be verified by the MOH prior to the initiation of services. 

6.6 Management Information Systems (MIS) 

The scope of NORPLANT@ related information to be recorded on the client medical record, and the most appropriate mechanism for ensuring its recording will be established by the Working Group on MIS. The pm pose of the MIS is to upgrade the . existing system to incorporate adequate information to enable the tracking of the NORPLANT® clients. 

Guidelines for creating and maintaining governorate and central level registries of NORPLANT® clients will be specified prior to beginning the NORPLANT® Introductory Program. 

• 

Routine surveillance of the NORPLANT~ information will be conducted a£9, included into the existing .!he service statistics of the MOH. This information willprepared quarterly to track client characteristics, the volurre of new clients per site, removal rate and categories of reasons for removal. These data will facilitate program monitoring and operations research. . 

6.7 Monitoring and Evaluation 

This element is critical to the successful introduction of NORPLANT®. As specified . I under Program Design section (above) the NOFlPLANT~ Introductory Program is organized to collect information relative to the uSe dynamics of expanding the 
contraceptive choice. In addition to the baselin~ and post· test data collection . , 

~.' 

activities there will be a number of other, relatedj operations research studies and routinely collected data for monitoring the implementation of the NORPLANT® 
program. This section of the Implementation PI~n briefly describes the parameters of the types of operations research and monitoring activities that will be conducted during the Introductory Program. A Monitoring and Evaluation Working Committee will , develop these topics into full research proposals. 
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6.1-1 Situation Analysis Study 

The Situation Analysis methodology focuses on the 'supply side' characteristics of the 

family planning program, i.e., those factors which are more or less under the control of 

a program manager. The Situation Analysis methodology was originally developed as. 

I a.. rapid and cost effective approach for diagnosing the quality of family planning 

services that a program provides its clients, (Miller, et.a!., 

I 1991)"-
. , 
The Situation Analysis study is usually 

I (although not' necessarily) conducted in a 

repr~sentative sample of service delivery points 

wittik) a geographical area. Data is collected by 

Clinic Sub - Systems Analyzed by . 

a Siruation Analysis Study 

V Logistics I Supplies 

v Facilities • .te~ams of interviewers that utilize the following 

three research methods: 

• II 

Direct interview techniques with service 

providers and clients 

• 

• 

• 
n Structured observation of family Rlanning".:. 

consultations 

II Inventory of the·:tacilities' equipment and 

materials (including service statistics) 

v Siaffing 
v Training 
v Supervision 

v lEG 
v Record Keeping 

Indicators from each of these sub· systems 3'l"e measured that will assist program 

I managers and administrators to answer to the. !ollowing basic questions: 

1. Is each sub-system in place, (i.e., is it potentially ready to provide services)? 

II 2. ii in place, is each sub-system functioning, (i.e., is it providing some level of 

services to clients)? ' 

I 3. If functioning, is each sub-system providing quality services in terms of the 

following elements (Bruce, 1990): 

I 

I 

• 

• 
• 

• 

• 

II Choice of Contraceptive Methods 

II Provider - Client Information Exchange 

- Understanding Clierits 

• Information to Clients 

II Provider Competence 

- Qualifications 
- Technical Skills and Knowledge 

1'1 Client - Provider Relations 

.. Mechanisms to Encourage Continuity 

1ft Appropriate Constellation of Services 
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~seline and post-test Situation An~lysiS study will be conducted of the seNice 

, delivery points of the governorate selected for the vertical introduction of NORPLANT®, 

I and a comparison district where NORPLANT~ will not be introduced but the Quality 

Improvement Program will enhance the Quality of seNices provided. The baseline 

Situation Analysis study will provide useful baseline information for developing the 

I Training, lEG and Resource Management elements of the NORPLANT® Introductory 

program. The comparison of the baseline and post test measures will be useful in 

understanding changes that the NORPLANT~'lntroductory Program made in the 

I ."Quality of the family planning seNice delivery system. 

... , 
• 

'.\ . 
6.7.2 Contraceptive Prevalence Study 

A" study will be conducted to assess changes in method mix and contraceptive 

prevalence that are attributable to the NORPLANT!> Introductory Program. The long 

teA11 implications of the relative contribution of NORPLANT® to Egypt's contraceptive 

Ixevalence rate is a fundamental issue that the Introductory Program will address. 

I 
In addition to examining the impact of the NORPLANTS> Introductory program on 

contraceptive prevalence, the use dyAamics of adding a new method to the Egyptian 

I family planning program are equally important for the national program to understand. 

For example, the eXtent to which the new method will make it possible for non users 

(!lever users and past users) to start practicing contraception, as opposed to simply 

I having users of other contraceptives switch to NORPLANT®, is a critical dimension of 

the Introductory Program's objective of expanding contraceptive choice. The pre-test 

/ post-test contraceptive prevalence studies will provide information on how well the 

• Introductory Program met this objective. 

I; 

• 

• 

• 

6.7.3 Operations Research Studies 

The NORPLANT0 Introductory Program will condJct a number of highly focused 

operations research studies. These studies will be useful for fine tuning the 

implementation of key activities as well as building upon past client acceptability 

studies conducted during the Clinical Trials. Although the exact number and content 

of the NORPLANT® Introductory Program's opera\ions research activities will be 

determined by the Moniioring and Evaluation Working Group, the following topicS are 

indicated as a starting point for the deliberations: I 
i 

I'l Client Acceptability Study I 
II Testing of Different Strategies for Ensuring' NORPLANT® Removal 

I D Impact of Counseling Training on providerb and Clients' Behaviors 

II Cost Elasticity Study and the EHect of CO$;\ on Sustained Use 

• 

• 

• 

• 

r1 Client Follow - Up Study (NORPLANT~ us~rs compared to users of other 

contraceptive methods) 
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. 7.0 PROGRAM WORK PLAN 

7.1 Pre-implementation Phase: 9 months (4/1/94 - 12/31/94) 

'.\ 

The duration of this phase extends for 9 months from April 1 through December 
31, 1994. The major activities during this phase will inc[yde the following: 

.' t-. . Establish the NORPLANT~ Technical Steering Committee' 
t;::rAppoint the NORPLANT~ Coordinator v" 

Compose the different Working Groups and develop Qlans ". 
-1{ Complete standards of practice of NORPLANT® services .' 

Vj x Procure,~ve and distribute NORPLANT® devices 
Select health facilities for NORPLANT® service delivery based on 

/ 

standardized selection criteria ;. 
Develop the MIS records/registry : 
Conduct the baseline r.esearch in 2 vertical introduction governorates. 

7.!i! Ph.ase I: 15 months (10/1/94 - 12/31/95) 

The duration of this phase extends for 15 months from October 1. 1994 through 
December 31, 1995. In this phase, both the horizontal and vertical introduction 
programs will be launched:J:i' "'_ / ~_ -

Provide NORPLANT~ services in Category 1 health facilities 
Train service providers in Category 1, Category 2 and in the health 
facilities selected for vertical iAtroduction 

7.3 Phase II: 24 months (7/1/95 - 6/30/97) i 

The duration of this phase extends for 24 months from July 1, 1995 through 
June 30, 1997. In this phase, the following activities are planned: 

Expand NORPLANT~ services provi~ion in Category 1 and 2 health 
facilities to ensure geographic cover;age 
Train service providers in Category p and 3 health facilities 
Complete installation of services in all appropriate Category 2 and 3 
facilities in The two governorates f 
Conclude operations research studi~s 

I 
! 
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Phase 111: 24 months (1/1/97 - 12/31/98) 

The duration of this phase extends for 24 months from January 1, 1997 through 
December 31, 1998. In this phase, a number of activities are planned including: 

Review Program Performance to fine tune program operations 
Expand number of sites in the horizontal introduction governorates if 
indicated by mid-program evaluation 
Conduct post-test research (situation analysis and contraceptive 
prevalence survey) 
Establish the regulations that govern tl'le provision of NORPLANT® 
services in the private sector 

• 7.5 Phase IV: 12 months (7/1/98 - 6/30/99) 

'\ This phase extends for 12 months from July 1, 1998 through June 3D, 1999. 
• . , There will be 2 major activities: -

• 
.~. 

. Conclude post-test research 
Evaluate the NORPLANT~ Introductory Program 
Develop post-introductory plan for NORPLANT~ services 

• 

• 

• 

• 

• • , 
I 

• l 
• 

• 

• 19 

• 

• 

" 

• 



• • 

\ oPn-

.. .. .. • .. • • .. • • • . " • NORPLANT INTRODUCTORY'PROGRAM IN EGYPT FIVE YEAR WORK PLAN '" 
'" C', t,"" \" \ \ '\:, '<::-" ... \0-\ ~ It \ \ April I, 1994 • June 30, 1999 - --.~ 

Calendar Year 
" '" 94 ,Q \ " 9S "\ ,0 96 Ouarters '02 Q3 Q4 Ql Q2 Q3 04 01 02 03 Q4 01 POP (FP III PrOieCI Year YEAR 1 YEAR 2 YEAR 3 1.0 Preimplemenlation Phase X X X 

2.0 Pilase I 
X X X X X 3.0 Phase II 

X X X X X X X ~.O Phase III 

X 

. 
~ 5.0 Phose IV 

• 

... _----_. ,., ' .. - .. - _., 

': 

.. • .. .. -
--

97 98 
02 03 04 01 02 03 04 0 

YEAR 4 YEAR 5 

.X 

X X X X X X X 

X X X 

~ 



8.0 PROGRAM SUSTAINABILITY 

• The long term sustainability of the NORPLANT~ depends upon the extent to which the _ program is able to make a)'l significant contribution to the Egypt's contraceptive use ... rate, the diversification of funding sources for the public sector program, and the 
expansion into the private sector. 

• Achievement of the GOE's demographic objectives and CPR of 53% requires increased use of effective contraceptive methods and decreased discontinuation rat~s. Introduction of NORPLANT® in the National Family Planning Program can significantly • contribute to these objectives. 

Despite the high up-front cost of NORPLANT~, the MOH considers it to be an • important method for provision through the public sector. In addition to improved method effedi\(eness and continuation, NORPLANT~ introduction will expand the 
method mix and improve choice. • 

• 

• 

• 

'180s and oral contraceptives currently accounUor over 80% of contraceptive use in. Egypt. Subsidized prices for these commodities, available through both the public and Pfivat~ sectors, has been kept very low which may have contributed to their popularity. The cost of an IUD which can be used for 8 years is currently less than $1.00. A 5-year supply of pills at current prices would average S17.00. Pressure from international donors and commercial distributors to allow sales and distribution of , contraceptive commodities at more realistic prices is likely 10 result in price increases for IUDs, pills, condoms, etc. The 5·year cost of injectables is approximately S21, almost equivalent to the cost of NORPLANT~. 

• The price of NORPLANT® device has been set at LE 50 (S 15). This price is intended to contribute to partial cost recovery, to encourage long· term use and discourage early removals and to m.oderate demand which could otherwise overwhelm the 
• capacity of the service delivery system. 

The price of LE 50 was based on the responses ofl clients surveyed during the clinical • trials about their willingness to pay for NORPLANT'T and other anecdotal evidence. The current price of injectables was also taken intol consideration. Market surveys and • cost studies to be conducted during the inlroductiqn period will provide data to better understand the elasticity of demand for NORPLAN1® and other contraceptive services , and will provide the basis for establishing realistic ~ fee structure in the future. As the NORPLANT®, initially, will be donated by USAID, thle revenues from the provision of NORPLANT® services will be governed by an agreement\among the MOH, EPTC and 
USAID. ! ~ 
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Introduction of this method through the vast network of public sector hospitals and 

clfnics using donated product will create a service delivery base from which training 

and systems support can expand to the private sector. 

Currently the private/commercial sector plays the major role in the provision of family 

planning commodities and services. The private sector is expected to provide an 

increasingly greater share of NORPLANT~ services within 5-7 years. This method, 

once available from private practitioners, will probably have wide appeal to middle and 

upper class clients who can better aHord to pay market rates for products and 

services. 

To make more methods available to all potential acceptors of contraceptives in Egypt, 

NORPLANT® must be available through the public sector at subsidized prices. 

Financial sustainability, however, is likely only in the private sector. 

During the 5-yeC\r introduction period, the MOH will discuss NORPLANT® commodities 

procurement arid cost-Sharing with other donors such as UNFPA and the World Bank. 

'.~ 

. , 

.!' 
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APPENDICES 

APPENDIX 1. 

Illustrative Example: Projected Commodity Requirements and Cost 
Estimates for One Percent Prevalence of NORPLANT® Users In Egypt 
within Ten Years 

Egypt 
Annual Acceptors, Users. and Cost Required to Have 
One Percent of MWRA Using Norplant Within 10 Years 

(and to Maintain One Percent Use Thereafter) 

Prevalence Acceptors # Users 
Year MWRA End of Year During Year End of Year Cost 

1994 ·9,195,000 0.01 750 623 S23,760 

1995 9,420,000 0.03 2.766 2.834 87,634 

1996 9,655,500 0.05 3,270 5,155 103.594 

1997 9,891,000 0.08 3,791 7,586 120,114 

1998 10,126,500 0.10 4,331 10,127 137,217 

1999 10,362,000 0.28 ·24,793 29,014 785,454 

2000 10,608,000 0.46 29,992 48,797 950,150 

2001 10,843,500 0.64 34,533 69.398 1,094,020 
.\ 
2002 ., 11,079,000 0.82 3;,256 90,848 1.243.618 

2003 ·11,314,500 1.00 44,129 113,145 1,398.008 

2004 11,550,000 1.00 33,523 115,500 1.062,004 •. 
" 2005 11,826,000 1.00 36.861 118,260 1.167,766 

2006 11,944,260 1.00 37,570 119,443 1,190,218 

2007 12,063,703 1.00 40,013 120,637 1,267,621 

2008 12,184,340 1.00 42,530 121,843 1,347,343 

2009 12,306.183 1.00 37,737 123,062 ·1.195,501 

Total 415,847 $13,174,024 

I 
Note: Assumes continuation rate of ar-rt; with a=.9 and r+15 

(Source: P. Mauldin, Population Council 1993) 
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APPENDIX 2. 
I 

Training Load and Cost Estimates 

I 2.1 Costs of the Training Course 

The Regional Center for Training on Family Planning has developed a training course 
I on NORPLANT for Ob/Gyn specialist. The course length is 6 days. The average 

number of participants will be 10, 3 from Cairo and 7 from outside Cairo. The direct 
costs of the course are: 

I 

Meals and M&I: 
.• 7 part. x 6 days x L.E. 100 = L.E.4,200 

I Transportation: 
7 part. x L.E. 40 = L.E. 280 

• Training Materials: 
10 part. x L.E. 50 = L.E. 500 

TOTAL = L.E.5,980 I 

L.E.6,000 will be used to simplify the computation of the cost. 

I 
NOTES: 

• 1. Since the training will start at 5 training sites almost at the same time, it is fair to 
assume that those who come from outside Cairo (or the vicinity of the training 

I 

. , 

• 2. 

.} 

• 

• 
3. 

• 

• 

• 

• 

• 

'I 

. center) will be less than 7 participants. Therefore an estimate of 5 participants 
from Cairo or the vicinity of the training cen:ter may be reasonable which will 
lower the costs of the course . 

i !.a'-

The above per diem (lodging, meals, miscellaneous and incidental costs) and 
transportation rates are those used by RCT!under USAIO funding, these rates 
differ from the MOH rates. However, NORFJLANT training in the introduction 
strategy will be mostly conducted by USAlq funded training centers. It is 
therefore safe to use the above rates provided that all USAlO funded projects 
use the same per diem rates for particiPantf' . 

. I 

These are the direct costs, however, there ~re the indirect costs which include 
costs of developing; printing, and binding tfe materials; photocopying; clinic~/ 
training supplies; trainers; and administrative support. These costs will be born 
by RCT and the other USAIO funded training centers during the introduction 
strategy. ! 
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~. A course for nurses and/or social workers may take as weJl 7 days, therefore • the same figure of LE. 6,000 will be used for training courses on infection control and counseling on NORPLANT. 

• 2.2 

1. 
• 

2. 
• 

• 
3. 

• 

• 4. 

• 

• 

• 

• • 

..: 
l. 

• 

• 

• 

• 

• 
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Training Capacity 

Training is limited by the number of training centers available, the number of service delivery sites, and the number of providers that need to be trained. 
In phase I there will be 5 training centers, in phase II there are an additional 13 centers (4 THO and 9 University Hospitals) while in phase III there are 5 more centers.in HIO hospitals based on selection criteria established .!:>y the Technical Steeriri'g Committee. 

' 
.' Given the nature of "rotation on duty" in the hospitals, the reasonable number 01 service providers that need to be trained to ensure adequate coverage and quality of service would be 4 Ob/Gyn specialists, 2 nurses and 2 social workers/counselors. A 25% turnover per year needs to be considered. 

In the first phase, there will be 38 hospitals involved, 5 University hospitals will be available as training centers and 33 hospitals will be visited for selection of potential sites for NORPLANT service delivery. It is estimated that at least 2 and a maximum of 4 Ob/Gyn specialists will be trained in each site. The maximum number of participants is therefore 132 specialists (33 sites by 4 specialists) since the specialists in the 5 Universities were already trained during the clinical trial. These 132 specialists may be trained in 13 courses, each c;:ourse wilf cost around LEo,UUO. The subtotal costs of training Ob/Gyn specialists in the first phase will be then L. E 78,000. The training of n'urses will require 6 courses (2 nurses per site, total 66 nurses divided on 6 courses) and the same of number of courses for social workers (2 per site). The subtotal cost of training nurses . and social workers will then be L.E.72,OOO. Th~ total training costs will then be .\ L.E.150,OOO. 
[ 

In the second phase, there will be an additional r 10 sites lntroduced. If only 132 sites are selected in this phase for service delivery, this will constitute 4 times the capacity in the first phase. That mean~ we need to conduct 52 courses for Ob/Gyn specialists and 48 courses lor nurses and social workers in 18 training centers (4 THO and 14 University HofpitaIS). Therefore the estimated budget for training service providers or NOR PLANT in phase II wilf be LE.600,OOO .! ' 
In phase III, it is projected that the estimatedrlU~bkr of selected sites will be 396 sites, therefore the estimated budget for trair]ing will be L.E.1,800,OOO. 
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A major constraint in accomplishing this training plan is the client flow in the 
training centers which will permit the participants to be adequately trained. 
Even with adequate clients coming for implanting the capsules, it seems that removals will be problematic. An entire training course may be conducted without a single case coming for removal. Therefore, f1exi9ili!Y may be allowed 

...,~ to conduct training courses with less than ten particip'!nts particularly in the first . year. 

It is important to note that a minimum number of clients should be s·erved and flowing in any particular site before certifying this site for trqjning. If the 
. potential trainers did not serve an adequate number of clients and became skillfut they will not be able to provide training on this skill. The implication is that the 'potential number of training sites may become 1a6~ than what was .,' assumed. 't 
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. rAPPENDlX 3. 
I Estimated NORPLAN~ Insertions during 

the Introductory Pei-lod 

I 
1) 20 sites x 40 clients/mo x 48 months of service = 38,400 

• 2) 15 siies x 30 clients/mo x 36 months of service = 16,200 

3) 35 sites x 30 clients/mo x 30 months of service = 31,500 • 4) 35 sites x 20 clients/mo x 24 months of service = 16,800 

• 5) 85 sites x 15 clients/mo x 24 months of service = 30,600 

I 6). 85 sites x 10 clients/mo x 12 months of service = 10,200 

TOTAL = 143,700 
I 

Lines 1 and 2 represent the category 1 facilities targeted for NORPLANTQ!) introduction I. and the number of years that services might be available. 

lines 3 and 4 represent approximately 50% of the category 2 facilities and reflect the I number of years thai services are expected to be available. 

Lines 5 and 6 represent approximately 50% of category 3 facilities and reflect the I number pf years that services are expected to be available. 

Assuming this level of service, NORPu\NT~ could account for approximately 2.6% of I total contraceptive prevalence in 1999 through the publiC sector alone. 
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Progestagen implants 
Horacia B Croxallo 
Norplanl. introduced in the I 980s. was the fjr.;t contmceptive 
implant lhalixx:umc available (0 I~unily planning programmes. 

Despite the menstrual bleeding disturbances intrinsic (0 all 
progcstagen-only methods. it proved hig.hly acccpt~lblc (0 

many women. Progcslagen implants for rem~llc contmccption 
are eun-cntly growing into a family of options. So nlr. four 
different progcstagens and two polymers have been used to 

design six different implants. These arc listed in table I <lml a 
description of each of thell) follows: box I shows their 
availability. 

Devices 
Levonorgestrel releasing implallts 
The two Icvonorgestrel (LNG) releasing implants. Norplanl 
and Jadelle. both developed by the Population Council. share 
many feature!' and are almost identical in clinical 
performance; I therefore I describe them together. Norplanl 
consists of six Silastic capsules whereas Jadelle consists of 
two Silastic rods. The implants do not exceed 4 em in length 
and 2 mm in diameter and all are inserted subdermaJly under 
local anaesthe..<;ia by means of a trocar. The preferred site is 
the inner aspect orthe non-dominant arm. but other locations 
such as the abdomen or the gluteal region have been used. 
Immediately after insertion they begin to release LNG 
continuously. at a rate that drops slowly and progressively 
over the months and years. In the case of Norplant. release 
rates allhe first. ninth. and sixtieth months of use are 85. 50. 
and 30 J-lg/day. At sixty months. which is the recommended 
dumtion of use. 69% of the original steroid load remains in 
the capsules and this provides a safety margin for women 
who do not return promptly to renovate their contraceptive 
method. All progestagen implants have this safety feature. In 
the case of Norplant, contraceptive serum levels of LNG are 
sustained for eight years with rhe same set of capsules. 

TABLE I: PROGESTAGEN IMPLANTS 

Progestagen Trade name Unit Duration of 
action 

Levonorgestrel Norplant Six capsules 5 yr 
Levonorgeslrel Jadelle Two rods 5 yr 
Etonogestrel Implanon Single rod 3 yr 
Nestorone Elcometrine Single capsule 6mo 
Nestorone Single rod 2 yr 
Nomeges(rol Uniplam or Single rod I yr 
acetate Surplalll 

Box I: CURRENT AND NEAR RJTURE AVAtLABIUTY OF 
PROGESTAGEN tMPLANTS 

Norplsnt 
Registered in 60 countries 
Used by Some 6 million women 

Jadelle 
Ongoing registration in Europe 

Irnplanon 
Registered in Australia. Indonesia. and 
II European countries 
Introduced in The Netherlands and l!K. 
September 1999 

Elcometrine 
Registered in Brazil 

Jadellc was designed to achieve the same pcrrOrnlanCC' as: 
Norphmt with a smaller number or units so that inscnion and 
removal would be casier. In three years or lISC. LNG S('I1.II11 

levels with the two systems were almost idenlicaL" i\p:m 
from ease of insertion and removal. Jadcllc and Nnrplam 
differ very linle in perfonnance. 

Table 2 shows cumulative lemlination rates rnr the two 

systems during the third year of usc. The mean pregnancy r..ltc 
of Norplant at five years. in over StX)() \\·oman-rC.1f~ or 
exposure. was 1.14 (standard error 037). TIle same level of 
contraceptive effectiveness is expected for Jodellc. Table 3 
compnres typical first-year pregnancy and continuation rales 
for Norplant with those of other contraceptive method •. TIle 
excellent perfonnance of Norplant in these tcnn~,characteristic 
of progestagen implants. is due primarily to its ability to 
prevent fertili7.ation. Levonorgeslrel's strong anli-oeslmgenic 
errect makes cervical mucus impenetrable to spemmIOZo.,.-I·'io In 
addition. it disrupts the ovulatory proccs.,<; causing t.lysrunclinns 
that mnge from anovulation to inadequate lutc;.1 pha<e.'fiq n.., 
endometrial cycle is also disrupted. 

TABLE 2: GROSS CUMULATIVE TERMINATION ANO 
CONTINLIATION RATES PER 100 DURING THE THIRD YF_-\R OF USE 

OF LEvONORGESTREL RELF.ASING IMPLANTS (DATA FRO-M REF I) 

lIem Two·rod system Norplan! 

Pregnancy 0.0 0.0 
Menstrual problems 113 12.3 
Medical reasons 9.6 7.6 
Planning pregnancy 7.7 7.9 
Other personal 4.1 3.3 
Continuations 70.6 71.1 

% Lost to follow-up 2.7 2.7 
No started year 484 493 
No compielt.::d yc.lr 4Jtl 411 

/' 
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16 The -most prevalent adverse event associated with all 
?rogestagen implants. and the main reason for 
jiscontinuation of these metho<ls. is alteration of noml<.11 
menstrual function. This is most frequent and sevcrc in the 

1 ~arly phase of method use and lends to decrem.;c with time. 
fhe reported changes range from amenorrhoea (0 frequent. 
irregular. heavy. or prolonged bleeding. The bleeding 

I patterns reported for different progcstagen implants vilry. but 
not greatly; and the same is tfue of women's tolerance of the 
l1ethods. The most troublesome changes are long episodes of 
bleeding and frequent irregular episodes of bleeding. 

I Although many progestagen implant users report an increase 
In the total number of days of bleeding and spolling. their 
lotal blood loss is actually lower than their normal basal 

I menstrual blood 10SS.1O Consquently there is no increased risk 
Jf anaemia - indeed. wilh Norplant. rises in haemoglobin 
:tave been reported. I I Symptoms such as headache. weight 
changes, acne, and nervousness Cmedical reasons'). are the 

I second most frequent reason for discontinuation. 

Box 2: MA1N ADVANTAGES AND DISADV ANJ' AGES OF 

I PROGESTAGENIMPLANTS 

Advantages 

I Long-term unattended use 

Disadvantages 

Dependence on trained 
health care personnel 10 

initiate and end use 

I Independence of efficacy 
from compliance 

I High efficacy and 
reversibility 

I Lower progestagen dose 
than pills and injectables 

Stability of progestagen 

I blood levels 

Decreased total bJood loss 
compared with 

I spontaneous menses 

Lack of exogenous oestrogen 

I 

Require minor surgical 
procedure for insertion 
and removal 

High prevalence of 
endometrial bleeding 
disturbances during use 

High cost of the method in 
early discontinuations 

By and large, the adverse events recorded during use of 
;Jrogestagen implants do not put women's health at risk. 
The Norplant post-marketing surveillance study coordinated by 

I t.he World Health Organization enrolled nearly eight thousand 
~orpJant beginners in eight countries. The comparison groups 
were similar numbers of women who had an intrauterine device 

I inserted or were sterilised. In nearly 40 ()()() woman-years of 
,xposure (mean duration 4.16 years) Norplant proved to be 
lighly effective and safe (S Diaz. personal communication). 

Ilmpiallon 
This single implant system was developed by NY Organon. 
0ss, The Netherlands. It comes pre loaded in a disposable 

I applicator and is easy to insert and remove. Mean serum 
;oncentrations of etonogestrcl provided by this implant start 
it about 450 pglmL and decrease steadily to 200 pg/mL at the 
end of three years. 12 Implanon work$ by inhibiting ovulation 

1- an effect seen in nearly 100% of cycles. IJ Its contraceptive 
::ffectiveness is outstanding in that not a single pregnancy has 
.:>een observed in over 5000 woman-years of exposure. 

TABLE 3: TYPICAL ARST YEAR PREGNA"''CY AND CONTINUAll0'l 

RATES FOR VARIOUS METHODS (DATA FROM REF 3) 

Method 

Condom 
Pill 
CopperT380 
Norplant 
Female sterilisation 

Accidental 
pregnancy 

% 

12.0 
3.n 
0.8 

<0.1 
0.4 

Nestorone implant systems 

Continuation 

% 

63 
72 
78 
85 
99 

The progestagen Nestorone. previously known as ST1435. 
is I 6-methylene- I 7-alpha-aceloxy- I 9-norprogeslerone. Dose
finding sludies have been conducted wilh implanL< reIea<ing 
45-50 Jlglday l4 and further studies are being conducted with 
implants releasing up to 150 Jlglday. Serum levels of Nc<torone 
for the implant releasing 150 jlg/d start at 160 pmolJl... anu 
deCrease steadily to reach 80 pmollL at 24 months. Studies have 
been done in breastfeeding and non-breast feeding women. 

Nearly 4000 woman-months of exposure have bl:en 
accumulated in non-breastfeeding women, during which only 
one pregnancy occurred (in a woman receiving. one of the 
lower doses). The data suggest that a single implant releao;;.ing 
150 J.lg/day of Nestorone will provide high contraceptive 
efficacy for two years with a margin of safety of half a ycar. 
A Nestorone implant has great potential for fertility 
regulation in breastfeeding women since this steroid is 
inactive by the oral route; thus, any of it transferred into 
breast milk should not affect the baby. 

A single Silastic capsule containing Nestornnc willt an 
active life of six months has been introduced in Brazil under 
the trade name Elcometrine for the treatment of 
endometriosis. IS 

Unipianl 
Uniplant~ delivering nomegestrol acetate. was developed as a 
single one-year contraceptive implant but the company 
holding the progestagen patent has deferred plans to make it 
available. 

Counselling 

Counselling. a key element of quality care in family planning. 
is of paramount importance for proge<tagen implants" 
because starting and stopping are not under the user's control. 
requring. minor surgical procedures; also. early remo\>al is 
undesirable because of the high initial cost. Preinsertion 
counselling should address all advantages and disadvantage< 
of the method. including the adverse events to be expected. 
wilh particular emphasis on bleeding disturbances. Before 
reaching a decision. the client should consider the relative 
merits of implants and other contraceptive choices available. 
in relation to lifestyle and health issues. 

Postinsertion counselling may also be necessary. \Vomen 
often need to be reassured about adverse events, and support 
is also needed when bleeding or other disturbances approach 
tlle limit of tolerability. The training of health providers 
should not stop at competent insertion and removal; 
development of their communication and counselling skills 
will greatly improve the self-selection of users who wiII be 
satisfied with progestagen implants. 

Box 2 summarises the main advantages and disadvantag.es 
of progestagen implants for female contraception . 
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lhe future 

The world-wide decline in family size will increase the demand 

for long-term contraceptive rnethods in the next millenium. 

since a couple aiming to have only two children will need long 

periods of fertility regulation. The main challenge in relation to 

progestagen implants is to lind a transient adjunct therapy that 

alleviates bleeding disturbances when they reach the limit of 

tolerability. Since the most bothersome changes take place 

initially and are transitory. many users would be saved from 

discontinuing the method if, in addition to counselling. 

effective medical help could be offered. Other challenges 

include the application of implant technology to long-tenn 

male contraception. honnonc replacement therapy. and 

treatment of gynaecological ailments including cancer. 

Highlights of IMAP meeting, 
December 1999 

Below are highlights of selected discllssion topics at the 

Inrernarional Medical Advisory Pallel (lMAP) meeting. 

5-7 December 1999 

The non-latex condom 
Male condoms made from synthetic materials offer an 

alternative to latex condoms. Potential advantages are that 

they maintain structural integrity longer under a broad range 

of storage conditions. They can be used with various types of 

lubricants and may be an option for individuals who have 

allergies or sensitivities to latex. IMAP reviewed the results 

of a number of stud ie, on the safety. functionality. and 

acceptability of condoms made of polyurethane in order to 

determine whether they should be included on the IPPF 

commodities list. The studies showed no clear advantages in 

tenns of efficacy. and breakage and slippage rates were 

similar to or higher than those of the latex condom. The 

polyurethane condom is claimed to offer greater sensitivity. but 

overall acceptability and client satisfaction require further 

studies. After discussing Ule studies and taking into account the 

high cost of the non-latex condom, the Panel decided that for 

the time being it should not be included on the lPPF 

commodities list. 

Male circumcision 
IMAP had, at its previous meeting. made comments and 

recommendations on male circumcision in response to a 

referral by the South Asia Region. At that time the Panel were 

aware of, and had conSidered, the possibility of a relationship 

between HIV transmission rates and male circumcision when 

making their response. Since then, an article published in the 

Viewpoint section of the Lancet (Lallcer 1999; 354: 1813-15) 

discussing this relationship had been published and was 

presented for eomment< to the Panel by an FPA from the 

South Asia Region. The article highlighted the results of 

studies from 8 countries that found a significant association 

between the lack of male circumcision and H1V infection. 

The authors argued that the dramatic discrepancies in 

regional mv infection rates can be explained partly by 

differences in the prevalence of circumcision. IMAP 

reviewed the article and noted that some conOicting data on 

the issue had not been included. They agreed to liaise with 

UNAIDS and WHO in reviewing all the existing re.",carch 

on the links between transmission of HIV and male 

circumcision and to report back to the FPAs. At present lMAP 

maintains its view that routine circumcision is not medically 

justilied. 

Ackllowlc-dgemeflfs 
Pre','iously unreported data derive from slutlies undertaken by (he 

International Commiuee for Conlraception Research of (he 

Population Council. 

Dr Horacia Croxallo is Preside", 0/ tile In ... tilUto Chi/rill) d<, 

MediciI/O Reproductira. Jose Victorino lAslarria 29. VCptn. 101. 

Cosilla 96. Corr('o 22. Santiago. Cbill!. (e'l1wil: 

inner@lute!ellfeU/lO.d) 

0"';n8 to difficulties of space, we arc IInahll' 10 puhli.(11 the Ji,"'l~r 

rl'jcrellC:cs referring 10 this article. Howel-er. nny rl'ockr illlrre,'>!t'd 

ill reecil'illg 'he list should either write to the JPPF ,\I('clir«llllll/t'liu. 

Regent's Col/ege. Inner Circle. Regent's Park, Lmu/m. NW/ 4NS. 

UK. or send all ('·moillO nllcglone@iJ1JlJ.lJr..r~ 

Evaluation of IPPF medical and technical function 

Sponsored by IPPF and the US Agency for lntematiomll 

Development (USAID), the Centre for Population Studie, at 

the London School of Hygiene and Tropical Medicine ha, 

evaluated the role and work of the Medical and Technical 

Unit in Central Office and IMAP. The as.<es.<ment included: 

(a) the needs of FPAs with regard to medical and,technical 

expertise. guidance. information. and training.: (bl the 

contributions of lPPF in meeting these needs: and (c) the 

contribution of lPPF to the work of other international and 

national organisations. 
The results of the evaluation highlighted that lMAP i, a 

valued institution within and beyond IPPF. Its contribution to 

sexual and reproductive health advocacy at intemational and 

national levels is strong and valuable. The Panel represents an 

independent opinion and produces recommendations ha$('{l 

on scientific evidence. The work of the Medical and 

Technical Unit is also highly valued and expert reviewers 

commented that the technical content of the various medical 

publications of IPPF were of high quality and internationally 

respected. 
IMAP reviewed and commented on the coneJus-iolls and 

recommendations of the evaluation. 1lle Medical and 

Technical Unit is developing a plan of action based on the 

recommendations. 

International Medical Advisory Panel 

The International Medical Advisory Panel (IMAP) is a body 

of medical scientists and technical expef1$; with a mandate to 

formulate and disseminate recommendations to lPPF and 

other interested parties regarding best practice.'i. in sexual and 

reproductive health care and family planning. These 

recommendations address relevant programmatic. training.. 

and service delivery issues. 

The expertise of lMAP members includes contraceptive 

technology, obstetrics and gynaecology. endocrinology. 

public health, epidemiology, and family planning programme 

management. Many are clinical practitioners and 

distinguished academics: some bring invaluable experience 

from international research and development agencies. 

Members are drawn from all parts of the world. and a system 

of rotational membership ensures regular infusions of varied 

experience and expertise. Panel experts have access to the 

latest research findings on contraceptive safety and efficacy. 

both published and unpublished. so that the Panel's advice is 

based on the best possible evidencc. 

The Medical and Technical Unit of the IPPF acts as 

secretariat to IMAP. which usually meets twicc a year. In 
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SDP,POP&FP Sector 

Norplant Program 
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Transaction Report Revels Movement of Product Norplant 

From 94 - Jan2000 

Beginning 
Distributed 

YEAR Receipt Loss \ Adju. Transfer (-) 
Stock 

.... "f.~) THO UNIV. RCT MOHP 
.• . 

1994 0 2500 10 0 0 0 0 0 

1995 2490 4200 30 0 150 1500 0 0 

1996 5010 2500 6 .: 5010 1050 700 600 0 

1997 144 6500 . 20 0 2105 3450 0 520 
-

1998 549 15300 30 0 1295 3699 0 1950 
-

1999 8875 9000 20 0 1500 2500 0 11855 
-

Jan-OO 2000 0 0 0 0 100 0 1440 

[TO.~A~T 0 [ 40000 1 116 . ] 5010 16100 1119491 600 1157651 

~;p 

-, I 
- i 

BALANCE ON 
HAND 

2490 

5010 

144 

549 

8875 

2000 

460 

460 
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EXPANDING ACCESS AND IMPROVEMENT 
OF OUALITY OF SERVICES FOR NORPLANT 

INTRODUCTION 

Research and development programs that ended in the production ofNorplant 
started in 1966 in the Center for Biomedical Research, the Population Council. 
Results showed that various steroid hormones can be released continuously from 
silicone rubber (Silastic) tubes placed under the skin maintaining fairly constant blood 
levels for long periods of time, over five years. These results formed the basis of the 
Norplant concept Le. placing levonorgestrel, a progestagen used in many combined 
and progestagen only pills, within silicone rubber capsules. When placed under the 
skin, these capsules can provide effective contraception for many years thus, a single 
act of contraceptive acceptance could replace more than 1800 days of pill taking. 

Over the next 20 years, implants were subjected to extensive research to select 
the most suitable progestagen, determine the appropriate dosage, assess the metabolic 
and pharmacological effects, evaluating efficiency, side-effects, acceptability and 
elucidating the mechanism of action. Thus, at the time of its initial marketing, 
Norplant was a thoroughly investigated and tested novel method of contraception. 
Clinical studies involved over 55,000 women, resulted in more than 400 articles on 
Norplant appearing in peer-reviewed scientific journals, fulfilled requirements for 
registration in more than 60 countries and ended by the method being used by over six 
million women worldwide. 

As currently marketed, Norplant (the Population Council trademark) consists of 
SIX small Silastic capsules, each is 34 mm long and 2.4 mm in diameter and contains 
36 mgm levonorgestrel. The capsules are inserted in a fan shaped manner under the 
skin of the inner aspect of the upper arm under local anaesthesia through a trocar. 
Release of levonorgestrel by diffusion through the Silastic starts immediately after 

I 



insertion and reaches mean concentration in the first day, thus the contraceptive effect 

is achieved soon after insertion. The Norplant system of six capsules is effective in 

preventing pregnancy for up to 5 years, after which the capsules should be removed. 

However, the capsules can be removed at anytime during their effective life if the user 

or the service provider decides to do so. 
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CLUflCALFEATURESOFNORPLANT 

Norplant prevents pregnancy by inhibition of ovulation, interference with 

sperm transport through the female genital tract, particularly through the cervix and 

by inadequate development of a secretory endometrium that can prevent implantation 

in the rare occasions when fertilization may have occurred. The cumulative S-year 

pregnancy rate for Norplant, 1.1 %, is one of the lowest failure rates of currently 

available methods for reversible contraception. 

The major side effect is an irregular pattern of uterine bleeding. Changes in 

the duration and amount of bleeding are common, but overall, the blood loss is scanty, 

with a tendency for the mean haemoglobin concentration to rise slightly during the 

first 3 years of Norplant use. Irregular and prolonged bleeding tend to be more 

pronounced in the first years of use, after which some women experience a more 

regular pattern. During the first year of Norplant use, about 114 of the cycles are 

regular, 2/3 are irregular and 7% of women have no bleeding. By the fifth year, 213 of 

the cycles are regular, 113 are irregular and amenorrhea is very uncommon. Other 

non-menstrual side effects include headache, weight and mood changes, vaginal 

discharge, mastalgia and acne. Most studies have shown that Norplant has no adverse 

effects on bone density, liver and thyroid function, blood cortisol, lipoproteins or 

blood coagulation parameters. There is no evidence that prolonged use ofNorplant 

impairs subsequent fertility. Once the implants are removed, the contraceptive effect 

ceases almost immediately with prompt return to previous fertility. 

At the end of 5 years, about 114 ofNorplant users will have requested removal 

of the implants because of a bleeding problem and another 15% discontinue because 

of a medical problem such as headache and weight gain. About 114 of all implant 

removals occur because the women wishes to become pregnant. 

Counseling, a key element of Quality Care in Family Planning, is of 

paramount importance for Norplant implants. This is because starting and stopping 

the method are not under the user's control and require minor surgical procedures, and 

also because early removal is undesirable because of the high initial cost. Pre

insertion counseling should address the advantages and disadvantages of the method, 
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including the adverse effects to be expected with particular emphasis on bleeding 

disturbances. Before reaching a decision, the client should consider the relative 

merits of implants and other available contraceptive choices. 

Post-insertion counseling is also necessary. Women often need to be 

reassured about adverse events and they need support when they approach the limit of 

tolerability. The training of health providers should not be limited to insertion and 

removal but should extend to develop their communication and counseling skills that 

will improve the self-selection of users who will be satisfied with progestagen 

implants, reducing discontinuation rates. 

4 7.f/.1 
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THE EGYPTIAN RESEARCH EXPERIENCE 

Egypt shared many other countries in providing worldwide experience with 
N orplant use. This was achieved by (J) conduct of two sets of pre-introductory 
clinical trials. The first was in the early 1980s and supported by the Rockefeller 
Foundation and the Population Council and the second was in 1988, coordinated by 
the Egyptian Fertility Care Society with support from the United States Agency for 
International Development (Appendix I). The second study had (2) an integral 
acceptability component to complement the clinical data on the safety and efficiency 
of the method (Appendix 2). As well, Egypt shared seven other countries between 
1987 - 1997 in the conduct of (3) The Post-Marketing Surveillance Study of 
Norplant, the first large scale long-term prospective drug surveillance project in 
developing countries, whose data were analyzed at the World Health Organization in 
Geneva (Appendix 3). 

(1) THE PRE-INTRODCUTORY CLINICAL TRIAL 

The second clinical trial on Norplant was conducted in 5 University Hospitals 
between 1988 - 1994 to assess its efficiency and to evaluate its safety and 
acceptability. Side effects were the same as reported in international literature, 
however, the cumulative 5-year discontinuation rates were about 15% for 
menstrual problems and complications were encountered during 0.4% of 
insertions and 0.8% of removals. The capsules were removed for all participating 
1536 cases before the end of the clinical trial. Proper selection of women, 
appropriate pre-insertion counseling, a meticulous follow-up schedule, high 
quality service and attention to adequate training in insertion and removal were 
behind achieving these results. 

(2) THE ACCEPTABILITY STUDY 

The study used both focus group discussions and a survey to measure the 
acceptability of Norplant among participants of the second pre-introductory 
clinical trial. In Egypt, where childbearing begins early, and closely spaced 
pregnancies are the norm, the long duration of Norplant effectiveness, its 
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reliability and reversibility were - among others - the main reasons behind high 
satisfaction with Norplant. 

(3) THE POST-MARKETING SURVEILLANCE STUDY 

This 5 year follow-up study in which women were closely followed up every 6 
months irrespective of change of contraceptive method, showed that the 5 year 
continuation rates for Norplant and the CuT 380A ruD were nearly similar 
(67.3% and 65.4% respectively) and that the incidence of difficult removals was 
about 1%). Results also confirmed the very high efficacy ofNorplant (pregnancy 
rate 0.26 per 100 woman/year) and there were no significant excess of malignant 
neoplastic disease or cardiovascular events such as stroke, myocardial infarction 
or venous thromboembolism in women using Norplant compared with that in 
women using non-hormonal methods. In the light of this Post-Marketing 
surveillance of Norplant, the method appears to be safe, well tolerated, and a 
highly effective method of contraception. 
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ITERNA TIONAL EXPEREINCE AND LESSONS GAINED FROM 

NORPLANT USE IN THE RESEARCH AND FAMILY PLANNING SERVICE 

CONTEXT 

Experience of all countries in which Norplant had been used in research and/or family 

planning clinics worldwide show that the quality of the service provided is a major 

determinant of the successful use of Norplant and of the subsequent degree of 

satisfaction among users. It is essential that potential Norplant users are given 

adequate information about the various contraceptive methods available. The quality 

of follow-up care, access to removal, and the skills and attitudes of service providers 

are also critical (Appendix 4). 

(a) INFROMED CHOICE AND PROPER SELECTION OF CANDIDATES 

Women should receive information about all available contraceptives in order to 

be able to make an informed choice. For Norplant, potential users should receive 

information about the effective life of the method, how it is inserted and 

removed, the necessity to remove the capsules after 5 years, the common side 

effects, the follow-up schedule and the problems that need prompt unscheduled 

visits to the clinic. The World Health Organization Medical Eligibility Criteria 

for contraceptive use should be applied if the woman has any pre-existing health 

condition. 

The reproductive needs and intentions of the couple should also be taken into 

consideration, as Norplant is not the ideal contraceptive for short-term 

contraception. A woman may use Norplant if she is in need for a long- term 

reversible contraception while having difficulty with taking a daily contraceptive 

action e.g.: pill intake. A suitable candidate is a woman who has completed her 

family but does not want to use a permanent method. 
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(b) COUNSELING 

Counseling women is essential when prescribing Norplant. The critical aspects 
of counseling are: 

1. That the most common side effect of Norplant is a change in the 
menstrual bleeding pattern. 

2. That the capsules are inserted and removed by a minor surgical 
procedure under local anaesthesia. 

3. That the capsules should be removed 5 years after insertion, however, she 
can remove them at anytime before that if she wishes. Removal is a simple 
surgical intervention but must be undertaken by a physician specially trained in 
that procedure. 

(c) EASY ACCESS TO REMOVAL SERVICES 

Women should understand clearly what to do and where to go if she wants to 
remove the Norplant. Service providers should understand the woman's right to 
have the capsules removed if she insists to do that after proper counseling that 
should be an integral part of an established clear follow-up system. They should 
be advised to do that whenever there is a medical indication for removal. There 
should be no unsatisfied user of Norplant, removal should be promptly 
undertaken without hesitation whenever it is clear that a woman is not satisfied 
with the method. 

(d) TRAINING AND SKILLS OF SERVICE PROVIDERS 

Providers need training III counseling, insertion and removal, and in the 
management of side effects and medical problems. The quality of insertion is 
crucial to ensure that all capsules are placed in a superficial plane immediately 
under the skin, as this is essential to ensure easy removal. In general, removal is 
a more difficult procedure than insertion. Unfortunately, removal is the most 
difficult component of training mainly because of lack of a sufficient caseload in 
most training sites. 
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(e) Programs need to provide campaigns to remind women using Norplant in 

whom removal is delayed past 5 years, and to advise them to use a supplemental 

contraceptive method while awaiting Norplant removal. 
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NORPLANT INTRODUCTION IN EGYPT 

Research demonstrated the acceptability and safety of Norplant to the 

satisfaction of the Government of Egypt and it was registered and given regulatory 

approval in February 1993. A Norplant Task Force was formed to develop an 

Implementation Plan for its 5 years Introductory Program (1994 - 1999) based on the 

MOHP strategy paper. The plan provided broad guidelines for expanding the use of 

Norplant beyond the University Hospital environment of the 1988 clinical trials, 

taking into consideration the experience and lessons extracted from Norplant use in 

Egypt and in Family Planning programs in other countries and the strengths of the 

Health System in Egypt. The Introductory Program aimed at expanding the choice of 

available contraceptive methods through the provision of Norplant as part of the 

cafeteria of methods provided in the Egyptian Family Planning Program mainly by 

attracting new contraceptive clients and providing an alternative for the high 

percentage of women with poor compliance to oral hormonal contraceptives. The 

five year period was considered an opportunity to develop the management capacity 

for ensuring the smooth operation of the clinical and programmatic subsystems that 

support the provision of this new contraceptive, and to study the effect of adding 

Norplant to the family planning program. 

The following three principles guided the development of the Norplant 

Introductory Program Implementation Plan: (Appendix 5) 

(1) Ensuring a high quality service during the step-wise horizontal expansion in 

University hospitals, MOHP teaching hospitals, general hospitals, and health 

insurance hospitals. 

(2) Understanding use dynamics through systemic monitoring and evaluation. 

(3) Examining the impact of introducing Norplant on the services delivery 

systems through limited vertical introduction in some District hospitals, 

Urban Health centres, MCH centres and some major centres of the Clinical 

Service Improvement Program. 
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Thus the horizontal introduction will provide highly qualified Ob/Gyn specialists 
in I eading institutions throughout Egypt with an experience in providing the new 
contraceptive while the restricted vertical introduction in two governorates will 
provide adequate programmatic experience that ensures quality servtce 
particfllarly in training, logistics, information system, IEC and follow-up. 

The major features of the implementation plan are: 

(l) Update the MOHP National Standards of Practice for Family Planning 
Clinical Services delivery with a supplement containing full and complete 
references on Norplant that should emphasize in particular: 

a- Informed Choice and counseling before insertion and during a clear 
schedule offollow-up visits, especially about side effects and· the necessity of 
removing the capsules after 5 years. 

b- The importance of training in insertion and also in removal 

c- The importance of access to removal on request and encouragement to 
choose another method, after removal of the capsules. 

d- The importance that client records and clinic registries should include 
clear information particularly in relation to name, address, date ofinsertion, 
expected date of removal and actual date of rem ova I. 

(2) An IEC strategy to (a) identify target audience and reach them to increase 
awareness of those matching the selection criteria and to dispel rumors (b) 
expand upon teaching material to service provider. 

(3) Upgrade the existing Management information system to incorporate 
adequate information to enable the tracking of Norplant clients as well as 
monitoring and evaluation. 
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(4) Address logistic issues to forecast demand, estimate needs, develop plans for 
receiving, storage and distribution ofNorplant sets. 

In short, the Implementation plan of the Norplant introductory program emphasized 
two important issues: choice of the appropriate candidate for Norplant insertion and 
providing high quality service being the two important elements for maintaining client 
acceptability and sustaining satisfaction. 
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PRESENT STATUS OF NORPLANT SERVICES 

Norplant is imported by Schering for Sale on behalf ofLeiras to governments 

at a subsidized price (23 US$ per set). The cost reaches about 25 US$ after inclusion 

of costs for shipping, etc. However, the price is expected to be much higher if 

Norplant is sold to the private sector. 

At present, USAID donate Norplant free of charge to the Ministry of Health 

and Population. The population sector send the Norplant sets to the Egyptian 

pharmaceutical Trading Company (EPTC) that have the responsibility of its 

distribution according to instructions from the population sector. The EDHS (1997 -

1998) show that Norplant contributes to CPR by 0 - 0, I % and during the first quarter 

of the year 2000, Norplant was estimated to contribute by 1.3% for the CYP. 

According to the agreement between USAID and the Egyptian MOHP, EPTC 

distributes the Norplant sets free of charge to the MOHP Teaching Hospitals and 

Family Planning units. EPTC distributes Norplant sets to University Hospitals for a 

nominal fee of 2 LE per set. These hospitals charge their clients 20 LE for the 

insertion of one set. The difference of 18 LE compensates relevant insertion expenses 

and also incentives for service providers. Since August 1999, Norplant being 

provided free of charge in MOHP units, service providers receive no incentives for 

inserting or removing Norplant. With increasing demand on Norplant over the last 

years, MOHP purchased 10,000 sets that were immediately distributed to the units in 

the beginning of April 2000. Another 10,000 sets were purchased and expected to be 

received in 2 - 3 months. 

According to the records of the MOHP, 40000 Norplant sets were received 

from USAID between the beginning ofNorplant service in 1994 and January 2000. 

(Appendix 7). A total of 34414 sets were distributed (6100 to Teaching Hospitals, 

1149 to University Hospitals, 600 to the Regional Training Center [RCT] and 15765 

to MOHP service delivery units). Only 460 sets remained in stock because 5010 sets 

were sent to Colombia at a time when insertion ofNorplant was slowly coming up 

and their Expiry date was approaching and 116 sets were used by the Drug Regulatory 

procedures. 
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In the 24 Governorates in which Norplant service is provided, in addition to 
University hospitals, 273 MOHP centers provide that service. These are teaching, 
general and some regional hospitals. According to MOHP records, a total of659 
physicians work in these units, 348 (52.8%) of whom are trained in Norplant insertion 
and removal. These are mainly Ob/Gyn specialists and few general practitioners in 
some governorates to cope with increased demand. The corresponding number for 
nurses is 559, 213 (38.1%) are trained in Norplant services provision. (Appendix 8). 

In addition, mobile teams of trained service providers used to visit places in 
which service is not provided to insert Norplant sets particularly in the early phases of 
initiation of service. Now the role of mobile clinics is mainly to help Potential 
Norplant users reach the service units. 

In addition to clinic based service provision, Norplant started to be provided 
by mobile clinics since November 1999 in some governorates. EI-Menia Governorate 
is especially active with this mode of service delivery. It is believed that the role of 
mobile clinics is now declining in service provision after the horizontal expansion in 
service sites. Health educators (Raidat Rifiyat) and the I & E specialists inform 
women of the service beforehand. Insertions are being recorded in the clinic records 
in which the trained service provider work. Women are instructed to report to that 
clinic for follow-up. 

Again, according to MOHP MIS records, 13865 sets had been inserted 
between 111011995 till 3111211999 *. (Appendix 9) Two university centers inserted 
about one third of total insertions, Mansoura 16% and Alexandria 15%. Ein-Shams 
and Assiut Universities, Banha and EI-Matarria Teaching Hospitals, each inserted 
about 7.5%. 

* Based on statistics received by NOIpIant officer from the governorates, 6534 insertions were performed between I" of August 1999 and 31 December 1999 and 12031 sets were inserted from 1" of August 1999 until 30 April 2000. (Appendix 9a) 
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A big discrepancy exists between the 34414 distributed and the 13865 inserted 
sets because of under-registration. Only 40% of distributed sets could be traced by 
the MIS records. The remaining 26135 are not in the pipe-line. The System 
Development Project in MOHP admit irregular receipt of insertion cards and that this 
number of inserted Norplant sets is not realistic and does not reflect the real situation 
particularly in Teaching and University Hospitals. SDP realizes that the present 
system of MIS (Appendix 14 forms to be sent by service delivery units to central MIS 
system for every insertion and removal) does not serve the purpose because some user 
cards are not received, some are received with bad handwriting that cannot be read, 

. some with missing data and there is no monthly reports from the units on Norplant 
use or information on the inventory system. 

It appears that there is a great discrepancy between the number of insertions as 
recorded by the MIS system based on insertion cards being sent from the governorates 
and that reported to the Norplant officers as monthly activity statistics. This can be 
partially due to the very low reporting of insertions and removals by some University 
Centers. As well, it appears that the number of monthly insertions had greatly 
increased starting from August 1999. 

Realizing these difficulties, MOHP is currently changing the MIS system. A 
logbook is to be kept in the unit recording information needed for follow-up of 
Norplant clients (Appendix 15). Identification ofNorplant users for removal of the 
capsules will be the responsibility of the service units. These will send only the 
number of insertions arid removal centrally to the MOHP for the purpose of 
calculating the CYP. This is a simple recording system that need to be complemented 
to monitor the quality of service in the Norplant service delivery points. 

82% of inserted Norplant sets are in women aged 26 - 35 years, nearly equally 
distributed between age categories 26 - 30, 3 I - 35 and more than 35. Only 3% are 
inserted in women less than 20years old. (Appendix 10). Most Norplant users (74%) 
are illiterate (Appendix 11). This is due to the fact that services are provided only in 
Public sector service units, whose clients are usually from the lower social and 
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economic strata. No mass media campaigns had been done to reach potential 
acceptors from educated higher socio-economic classes. 

Distribution of Norplant users by last contraceptive method used show that 
36.7% were using IUDs, 20.8% injectables, 20.6% Oral Contraceptive pills and 16% 
were new contraceptors. Thus 57.5% were pulled from the pool oflong-acting 
methods and only 36.6% were new contraceptors or using oral contraceptive pills. 
(Appendix 12) 

Also, according to the MOHP records (Appendix 13), only 735 Norplant sets 
had been removed. The overall removal rate being 5.3% over a period of more than 4 
years (1110/1995 - 31112/1999). The removal rate was 53.5% in Galaa hospital 
probably because they remove Norplant sets not inserted in the hospital, 133% in 
Mansoura University, 13.2% in Assiut University, 7.3% in Banha Teaching Hospital 
and 5.6% in EI-Matarria Teaching hospital, 3% in Ein-Shams University and only 
0.5% in Alexandria University. This low removal rate has to be looked into. It can be 
due to under-registration of removals but it can also be due to lack of access to 
removal. 

37% of removals were due to menstrual causes, 34% to non-medical reasons, 13.9"/0 
to non-menstrual medical reasons, 11.7% because of headache, 1.9"/0 due to breast 
complaints and only 1% because of the occurrence of pregnancy. 

Complication during insertion and removal do not appear in the provided 
statistics although they should have been recorded in the insertion and removal cards 
sent to MIS. 
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INCREASED DEMAND ON NORPLANT SERVICE 

MOHP believe there is an increased demand on Norplant inspite oflack of 

mass media campaign. 

Now, Norplant is distributed neither by a pull or a push system, the increased 

demand absorb all distributed Norplant sets immediately. The MOHP attributes this 

increased demand to (1) Increased accessibility of services, increased number of 

service units providing Norplant in addition to the mobile clinics (2) lEC activities 

done at the governorate level by the Ministry of Health lEC officers (3) Free 

Norplant. The increase in demand on Norplant apparently is met with increase in 

service delivery points rather than by a clear well defined referral system for those 

willing to use Norplant from the service units who do not provide Norplant to those 

who provide that service. 
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NORPLANT TRAINING 

Training needs for Norplant is being assessed at the governorate leveL There is a 

3 monthly training plan in each governorate to cope with increased service units and 

staff turnover. Nomination is being sent from the governorates on a monthly basis to 

the Regional Center for Training (RCT) who coordinate for training courses to be 

conducted in 5 university hospitals namely Ein-Shams, Al-Azhar, Mansoura, 

Alexandria and Assiut. Five physicians or 10 nurses are being trained at a time in one 

training course. Based on RCT records, 937 physicians and 934 nurses had been 

trained in 177 courses for physicians and 99 courses for nurses. Mostly trained 

physicians are Ob/Gyn specialists but some are general practitioners. The differences 

between these figures and those provided by MOHP may be due to turnover of service 

providers. 

Some governorates had realized - through the observation of medical supervisors 

who are mostly trained in Norplant - lack of practical training among trained 

physicians. Individual efforts are being done by some governorates (particularly 

Alexandria and Suez) to re-train trained physicians in MOHP centers with a heavy 

caseload in the governorate. Efforts are underway to generalize this procedure i.e. to 

complement the training done in the five University centers by the RCT by a local 

practical course for training at the governorate level so that physicians can acquire the 

necessary skiIls in insertion and removal. 

Up till now, refresher courses for training, particularly in removal is not being 

done. The MOHP requested RCT to formulate and conduct re-training courses in 

removal for two days but RCT insist that the duration of such courses should be 4 

days. 

RCT has no technical control on training in Norplant that is being conducted in 

the 5 university training centers, its responsibilities are only administrative and 

financiaL RCT cannot monitor or evaluate training in the university centers. RCT 

had noticed evidence of inadequate training particularly in skills among those trained 

by the universities. They are convinced that most trainees do not satisfY the 
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accreditation criteria of trainees inserting 3 Norplant sets and removing at least one 

set. RCT see a need to re-train trained physicians particularly in removal. 

This issue of need for trained providers in different techniques for removals 

should be addressed urgently because service started late in the year 1994. Now, 

there are Norplant users who are already had used Norplant since more than one year. 

The number is still small because the insertions in year 1994 and the few years after 

are not that great. However, the increased need should be anticipated with increasing 

caseload in the coming years. 

RCT see that the following are needed in the area of training: 

- Revision ofNorplant training curriculum 

- External technical evaluation for training conducted in the universities. 

- Conducting re-training courses particularly in removal. 

In that respect, RCT agree on widening the base of training centers in MOHP teaching 

hospitals or other hospitals with a high caseload. A mechanism should be established 

to identify centers with good load of removal, optimize utilization of removal cases to 

serve training purposes and to provide service providers in these centers with TOT 

courses. 
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INFORMA nON, EDUCA nON, COMMUNICA nON EFFORTS FOR 

NORPLANT 

MOHP distributes a leaflet having information about Norplant to FP clinic 

clients. However, the first pamphlet did not stress clearly the need for removal of 

Norplant sets 5 years after insertion. The MOHP produced a second pamphlet by the 

"Gold Star" initiative that replaced the first one and contains information on the need 

for removal of Norplant capsules after 5 years. Some service units have posters that 

show Norplant among other family planning methods. 

The Center for Education, Information and Communication (state information 

services) produced a pamphlet containing questions and answers on family planning 

methods including Norplant (Appendix 16). It also included Norplant in the chart it 

produced for counseling (Appendix 17). However, they did not produce special 

leaflets or posters on Norplant and did not conduct mass media campaigns on the 

Radio and Television, which they attribute to lack of knowledge on the part of those 

who introduce the programs. 

They recommend the following: 

(1) Service units should try to locate those who inserted Norplant before 5 years 

(when time comes) if they do not present for removal. 

(2) Produce a poster to be hanged in the service units solely for reminding users \vith 

Norplant removal. 

(3) Utilize the regular meetings that the IEC center conduct with the public to inform 

them about Norplant among other methods, to dispel rumors and to stress the 

need for removal after 5 years, and the need to use another method of 

contraception until removal is done. 

(4) To mention "as an insert" need for Norplant removal after 5 years in Radio and 

Television programs talking about family planing method. 

However, they warned against a concentrated campaign to encourage removal 

convinced that this may cause a lashback, people thinking there is something wrong 

with Norplant and the government is urging people for removal. 
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INTRODUCTION OF NORPLANT IN CURRICULAE AND TRAINIG 

PROGRAMS 

The Egyptian Fertility Care Society is currently undertaking activities to 

conduct coordination between all the Egyptian universities to adopt a unified teaching 

Curriculum for undergraduates and Training Program for House Officers in the area 

of FPIRH. It is intended to include Norplant in the corresponding curriculum and 

training. 

INTRODUCTION OF NORPLANT IN THE PRIVATE SECTOR 

Norplant in its current six-rod system is the only approved implant available in Egypt. 

There are so many questions that have to be answered if one think of introducing 

Norplant in the private sector. Whom to train? Physicians working in FP units in 

MOHP or others? Who will bear the cost for training? Where to train potential 

services providers? Logistics to supply them with Norplant? And lastly the prospects 

for other implants: Javelle and Implanon? (Appendix 6) 

Another constraint is the cost. Schering estimates that Norplant will cost 

about 200 US$ if it is to be provided in the private sector so as to cover the cost of 

training. 

There are no plans in the year 2000 to promote any type of implant for the 

private sector, Schering and Leiras have no plans to promote or sell Norplant in the 

private commercial sector. Their preference is to wait for the simpler two-rod system 

(Javelle) currently making its way through development and the regulatory process in 

other countries. 

Implanon, Organon new one rod-system is not yet approved but currently in 

its early stage of approval in Egypt. There are no plans to promote this product 

through the private sector given the necessary training support required to insert and 

remove the rod. However, it might be a good candidate for the NGO sector. 
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SUGGESTIONS TO EXPAND THE A VAILABILITY AND ACCESS OF 

NORPLANT -A follow-up on Introduction Plan for Norplant 

At this phase ofNorplant introduction in the Family Planning program, it may 

be of help to evaluate the experience gained from previous efforts and to look forward 

for procedures that can help in expanding the access and to improve the quality of 

services provided to Norplant clients. 

(1) Appropriate training to ensure skilled providers and high quality service 

particularly in the area of counseling and easy access to removal are the two 

pillars for Norplant acceptability. Hence, it is important to evaluate current 

ongoing training of service providers particularly in the areas of appropriate 

counseling provided to clients to ensure that women are provided with adequate 

information about Norplant particularly its surgical nature, expected side-effects 

and the need for surgical removal at the end offive years or whenever requested 

before that period. It would be appropriate to emphasize the choice ofNorplant 

users from new contraceptors or COC users rather from those using other safe 

long acting methods except if this is the client choice. Practical training in 

insertion should emphasize subdermal and not subcutaneous placement of the 

Norplant capsules so as to avoid difficulties during removal. 

With the approach offive years since the start ofNorplant services and the expected 

increase in the demand on removal, there is a need for refresher courses for service 

providers in the removal process. Training sites should be chosen to include those 

centers with a heavy caseload for removals, preferably utilizing the expertise of 

experienced staff in the 5 universities in which the clinical trial was conducted viz: 

Ain-Shams, Assiut, Al-Azhar, Mansoura and Alexandria. 

(2) As well, there is a need to remind Norplant users about the necessity to remove 

the Norplant capsules from those who used it for a complete 5 years. This can 

be achieved at a low-key in order to avoid any lash-back or rumors by: 
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• A poster to be put in the family planning clinics. 

• As inserts in mass-media programs discussing contraceptive methods. 

• As messages during home visits by "Raedat Reefeyat". 

• Providing clients with a card that carry the necessary information may also 

be of help. 

(3) It appears that the recording system for Norplant need some modifications as 

the present system did not serve the expected purposes. A simple logbook in 

the service delivery units to identify clients from whom Norplant need to be 

removed is a logical solution. However, as the quality of service is a crucial 

factor in maintaining high acceptability ofNorplant, information is needed to 

monitor and evaluate the services. This can be achieved by filling a more 

simplified card for clients, whose data can be entered on the same software of 

the already available system. 

(4) The chapter on Norplant in the National Standards of Practice for Family 

Planning and Reproductive Health clinical services delivery needs to be updated 

to include more information necessary for counseling and service provision. 

(5) At the moment, the Norplant 6-rod system is the only implant registered in 

Egypt. Training of physicians and cost are the two important constraints for its 

introduction in the private sector. Manufacturers have no intention to introduce 

Norplant in the private sector. 

In the light of new forms of implants, the use of the six rod Norplant system in the 

private sector may be postponed, waiting for the availability of ladelle (the two rod 

Norplant system) or Implanon (the one rod in a preIoaded inserter). 
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PERSONS MET DURING PREPARATION OF REPORT: 

- Dr. Moshira El Shafei, 1st Undersecretary for Population, Head of Population 

Sector, MOHP 

- Dr. Morsy Mansour, Norplant Officer, MOHP 

- Dr. Momen Michael, Consultant, Family Planning system Development Project, 

MOHP 

- Prof Dr. Laila Kamel, Population 4 Project, Pathfinder, Egypt 

- Michael Thomas, Private Commercial Sector Advisor, the Future Group 

International, Pathfinder International 

- Torhan Noury, USAID, Cairo 

- Dr. Ayman Abdel Mohsen, Medical Officer, Population Office, USAID, Cairo 

- Salah El-Tookhy, Director, Center for Information, Education and 

Communication, SIS 

- Dr. Safaa El-Baz, Executive Director, Regional Center for Training (RCT) 

- Dr. Ibrahim Ismail, Deputy Executive Director, RCT 

- Dr. Hafez El-Hawan, Director, El-Obour Hospital, Suez 

- Dr. Mahmoud Abdel-Karim, Director, Family Planning Department, Suez 

Governorate. 
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